
Health Evidence Review 
Commission 

January 9, 2014 
1:30 PM 

Meridian Park Hospital 
Community Health Education Center, Room 117BC 

19300 SW 65th Avenue, Tualatin, OR 97062



Section 1.0 

Call to Order 



AGENDA 
HEALTH EVIDENCE REVIEW COMMISSION 

Meridian Park Room 117 
January 9, 2014  

1:30-4:30 pm 
(All agenda items are subject to change and times listed are approximate) 

# Time Item Presenter Action 
Item 

1 1:30 PM Call to Order/Approval of minutes (12/5/2013) Som Saha  

2 1:40 PM Director’s Report Darren Coffman  

3 1:50 PM Coverage Guidance Topics Cat Livingston X 

4 2:00 PM Value-based Benefits Subcommittee Report  
Lisa Dodson 
Ariel Smits 

Cat Livingston 
X 

5 2:30 PM 

Health Technology Assessment 
Subcommittee Report 
1) CGs for HERC approval 

a. Treatment of sleep apnea in adults  
b. UGI for GERD 
c. Hip surgery procedures for 

femoroacetabular impingement 
syndrome 

Alissa Craft 
Wally Shaffer 
Alison Little 

X 

6 3:50 PM 

Evidence-based Guidelines Subcommittee 
Report 
1) CGs for HERC approval 

a. Prenatal Genetic testing  

Wiley Chan 
Cat Livingston 

Alison Little 
X 

7 4:15 PM 
Next Steps 
 Schedule next meeting – March 14, 2013  

Meridian Park Room 117 B&C 
Som Saha  

8 4:20 PM Public Comment   

9 4:30 PM Adjournment Som Saha  
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Minutes 
 
 

HEALTH EVIDENCE REVIEW COMMISSION 
Meridian Park Hospital  

Community Health Education Center Room 117B&C 
Tualatin, OR 97062 
December 5, 2013 

 
Members Present: Som Saha, MD, Chair; Alissa Craft, DO, MBA, Vice-Chair; Lisa Dodson, MD 
(Arrived at 2:10 pm); James Tyack, DMD; Beth Westbrook, PsyD; Wiley Chan, MD; Vern 
Saboe, DC; Irene Croswell, RPh; Gerald Ahmann, MD; Leda Garside, RN; Susan Williams, MD 
(Arrived at 2:10 pm). 
 
Members Absent: Mark Gibson. 
 
Staff Present: Darren Coffman; Cat Livingston, MD, MPH; Wally Shaffer, MD; Jason Gingerich; 
Rae Seltzer, MD; Dorothy Allen. 
 
Also Attending:Denise Taray, DMAP; Alison Little, MD MPH, Shannon Vandegriff, and Erika 
Zoller, OHSU CeBP; *Nancy Liu, The diaTribe Foundation; Channa Newell, Legislative 
Assembly; Bill Struyk, Johnson & Johnson; Jim Hoover, Bayer; Dianne Danowski-Smith, Public 
RN; Elana Scharff, Tuality; Sabrina Peterson, OHSU School of Nursing; Jessie Little, OHA 
Actuarial Services Unit. 
 
*Provided testimony 
 

 
Call to Order 
 
Som Saha, Chair of the Health Evidence Review Commission (HERC), called the meeting to 
order. Role was called. 
 

 
Approval of Minutes 
 

MOTION: To approve the minutes of the October 10, 2013 meeting as presented. 
CARRIES9-0. (Absent: Dodson, Williams) 

 
 

Director’s Report 
 
Darren Coffman announced the successful reappointment of Saha, Tyack, Westbrook and 
Croswell. Appointments are intentionally staggered for continuity, with 3-4 positions coming up 
for renewal each year.   
 
Subcommittee update: 

Evidenced-based Guidelines Subcommittee:  
 The evaluation of evidence for applied behavior analysis (ABA) for autism spectrum 

disorder is progressing. A revised recommendation is open for public comment 
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through mid-December. The next meeting will be February 6, 2014. Progress can be 
followed on the ABA blog page.  

 
Health Technology Assessment Subcommittee: 

 Final recommendations on DXA screening will be heard by VbBS in January. 
 Re-reviewed sleep apnea: Thoughtful public comment lead to new recommendations 

for CPAP.  
o No longer recommend mandibular advancement devises due to better 

effectiveness with CPAP and inability to conduct a trial of therapy, and  
o Non-coverage for surgical treatment 

 Began a review of certain specialized focused radiation therapies (IMRT and SBRT). 
With expert input, a draft recommendation will be released for public comment soon.  

 
Coffman mentioned a process improvement study underway with the Center for Evidence-
based Policy.  Certain members and stakeholders will be contacted for interviews. A report 
should be available in May or June.  
 
Coffman commented on the newly updated “HERC Coverage Guidance Development 
Framework,” emphasizing that this is a living document which will be updated when a need is 
determined. Members voiced their support of the algorithm, noting its usefulness when 
beginning to think through coverage decisions as well as a method for showing the 
Commission’s decisions in a transparent way. Saha commented, the algorithm is a guide, not a 
rule. This iteration added section C “Less” which leads to “strong recommend” beneath pathway 
A, 2. 
 

 
Subcommittee Reports 
 
This report is a continuation of the report began at the Commission meeting on October 10, 
2013. 
 
Health Technology Assessment Subcommittee (HTAS) Report 
Meeting materials,pages 17-98 
 
Self-Monitoring of Blood Glucose(SMBG) for Type 1 and Type 2 Diabetes Mellitus (DM) Meeting 
materials, pages 18-75 
 
Cat Livingston introduced the topic. Saha explained he and Dodson testified before the Senate 
Health Committee about the SMBG coverage guidance proposed by HTAS. They shared the 
reasons for reviewing this topic and the findings in the evidence sources, which does not 
support the public’s assumption that test strips control diabetes. He emphasized the review is 
not complete; the Commission continues to review and incorporate public comment.  
 
After the HERC’s presentation, a legislator not on the committee gave an emotional plea to 
place no restrictions on test strips. He mentioned family members with both type 1 and type 2 
diabetes who have struggled with the disease. (Note: The coverage guidance as drafted would 
not affect anyone with type 1 diabetes). 
 
A senator on the committee, who is a family physician familiar with HERC’s work, commented 
she is supportive of HERC doing this kind of research because as a busy doctor she doesn’t 
have time to do all the research herself.  

http://www.oregon.gov/oha/herc/Pages/blog-ABA.aspx
http://www.oregon.gov/oha/herc/Pages/blog-dxa-osteoporosis.aspx
http://www.oregon.gov/oha/herc/Pages/blog-treatment-sleep-apnea.aspx
http://www.oregon.gov/oha/herc/Pages/blog-IMRT.aspx
http://www.oregon.gov/oha/herc/Pages/blog-Stereotactic-Radiosurgery-SBRT.aspx
http://www.oregon.gov/oha/herc/CommitteeMeetingMaterials/HERC%20Materials%2012-5-2013.pdf#page=16
http://www.oregon.gov/oha/herc/CommitteeMeetingMaterials/HERC%20Materials%2012-5-2013.pdf#page=16
http://www.oregon.gov/oha/herc/CommitteeMeetingMaterials/HERC%20Minutes%2010-10-2013.pdf
http://www.oregon.gov/oha/herc/CommitteeMeetingMaterials/HERC%20Minutes%2010-10-2013.pdf
http://www.oregon.gov/oha/herc/CommitteeMeetingMaterials/HERC%20Materials%2012-5-2013.pdf#page=17
http://www.oregon.gov/oha/herc/CommitteeMeetingMaterials/HERC%20Materials%2012-5-2013.pdf#page=18
http://www.oregon.gov/oha/herc/CommitteeMeetingMaterials/HERC%20Materials%2012-5-2013.pdf#page=18
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Members began discussions by reviewing recommendations in the meeting materials, focusing 
on three decision points: 

1. Should the number of test strips for certain conditions be 100 or 50? 
 Dodson clarified the 100 test strips per 90 days from the HTAS recommendations is 

not evidence-based; VbBS proposed 50 because it was closer to the number from 
studies.  These studies, submitted by advocates during the public comment period, 
had no more than 12 strips for 30 days.  No evidence shows more testing produce 
better results. 

2. Should the list of conditions for which additional strips are covered be changed, or be left 
as is? 
 It was decided that the language should be revised to allow for additional test strips 

for those on sulfonyureas and to differentiate the number of strips for those with 
acute vs. chronic comorbid conditions. 

3. Should a simpler guidance be adopted? 
 Yes, the Alternative B language included in the meeting materials was preferred and 

subsequent discussion used this language as a starting point.  Minor edits took place 
to clarify intention and grammar.  

 
Public comment: 

Nancy Liu, Board Secretary, diaTribe Foundation, declared no conflicts of interest. Her main 
points:  

 There is an online petition with over 3,000 signatures, including 1,000 personal 
testimonials, against the original recommended language.  

 One size does not fit all: People care deeply about feeling in control of managing 
their condition and feel empowered through the knowledge test strips provide. 
People with diabetes need feedback and constant information about their condition 
to manage it. 

 Believes the HbA1c used as a measure in the studies is inaccurate or inadequate; it 
doesn’t reflect the daily life of the patient and an understanding of how the highs and 
lows of diabetes effects one’s emotions and whole life. 

 Not advocating for unlimited or indiscriminate use of test strips but want smarter and 
better use of the data. Advocates using test strips in a structured way, with a use 
tailored in consultation with provider and with adequate training and education. 

 
Saha drew a comparison about daily testing with another chronic disease, high blood 
pressure. It is not standard of care to test daily because medication does not change daily 
for high blood pressure. The same is true for patients with diabetes that this coverage 
guidance would affect. He posits a culture of micro-management exists that the evidence 
does not support. Lui countered by saying that fact does not make it any less powerful 
emotion. Saha agreed, but said the Commission makes decisions based on evidence, not 
emotions. Coffman added Japan does not cover routine testing for type 2 diabetes at all. Lui 
responded that fact does not change our culture or social reality. Saha agreed and added 
that this conversation is exactly why we are doing evidence-based studies.  
 
Saha explained that this report is guidance based on the evidence. If a care organization 
feels their population will benefit from more frequent testing, they are free to provide more 
test strips.  
 



 

HERC Minutes 12/5/13  4 

 
MOTION: To approve the proposed coverage guidance for self-monitoring of blood 
glucose reflecting modifications made to Alternative B and the addition of the 
associated ancillary guideline note to the Prioritized List. Carries 11-0. 

 
Approved Coverage Guidance: 

HERC COVERAGE GUIDANCE 
 

For patients with type 1 diabetes and those with type 2 diabetes using multiple daily insulin 
injections, home blood glucose monitors and related diabetic supplies are recommended for 
coverage (strong recommendation). 

 
For patients with type 2 diabetes not requiring multiple daily insulin injections, fifty test strips and 
related supplies are recommended for coverage at the time of diagnosis (weak 
recommendation). For those who require diabetic medication that may result in hypoglycemia, 
up to 50 test strips per 90 days are recommended for coverage (weak recommendation).  If 
there is an acute change in glycemic control or active diabetic medication adjustment, an 
additional 50 strips are recommended for coverage (weak recommendation).   

 
For all diabetic patients who are prescribed diabetic test strips, a structured education and 
feedback program for self-monitoring of blood glucose is recommended for coverage (strong 
recommendation). 

 
Note: This guidance does not apply to pregnant women. 
 

 
For OHP implementation: 

ANCILLARY GUIDELINE XX SELF-MONITORING OF BLOOD GLUCOSE IN DIABETES 
 
For patients with type 1 diabetes and those with type 2 diabetes using multiple daily insulin 
injections, home blood glucose monitors and related diabetic supplies are covered. 
 
For patients with type 2 diabetes not requiring multiple daily insulin injections, 50 test strips and 
related supplies are covered at the time of diagnosis. For those who require diabetic medication 
that may result in hypoglycemia, up to 50 test strips per 90 days are covered. If there is an acute 
change in glycemic control or active diabetic medication adjustment, an additional 50 strips are 
covered. 
 
All diabetic patients who are prescribed diabetic test strips should have a structured education 
and feedback program for self-monitoring of blood glucose. 
 

Additional discussion later in the meeting reworked the wording related to structured education 
programs and is reflected in the language listed above. 
 
Coding recommendations may be found in the meeting materials, page 37-38. 

 
MOTION: To approve the proposed coding changes and changes to the 
associated ancillary guideline note for the Prioritized List. Carries 11-0. 

 
  

http://www.oregon.gov/oha/herc/CommitteeMeetingMaterials/HERC%20Materials%2012-5-2013.pdf#page=37
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Carotid Endarterectomy vs. Medical Management and Screening for Carotid Artery Stenosis 
Meeting materials, pages 76-98 

 
Alison Little and Wally Shaffer summarized the previous discussions on this topic and presented 
changes to the proposed coverage guidance from HTAS.  The suggested edits are a result of 
discussion from the October 10, 2013 HERC meeting along with review of a new report by 
AHRQ published in 2013 in the Annals of Internal Medicine. They add language clarifying 
occlusion percentages for symptomatic patients and add a recommendation for coverage for 
patients who are asymptomatic with certain factors. 
 
There was some discussion about the meaning of near-occlusion that concluded vascular 
surgeons know this requirement best; rather than being too proscriptive the guidance should 
support the provider’s clinical judgment.  
 
Staff recommendations for associated guideline notes based on the revised coverage guidance 
language was presented. 
 
There was no public comment offered on this topic.  

 
 

MOTION: To approve the proposed coverage guidance for Carotid Endarterectomy vs. 
Medical Management and Screening for Carotid Artery Stenosis. Carries 11-0. 
 

Approved Coverage Guidance: 
 

HERC COVERAGE GUIDANCE 
 

Carotid endarterectomyis recommended for coveragefor patients who are symptomatic (recent 
transient ischemic attack or ischemic stroke) and who have 70-99% carotid stenosis without 
near-occlusion (strong recommendation).  

 
For patients with 50 – 69% carotid stenosis who are symptomatic despite optimal medical 
management, carotid endarterectomy is recommended for coverage (weak recommendation). 

 
Carotid endarterectomyis not recommended for coverage for symptomatic patients with less 
than 50% carotid stenosis (strong recommendation). 

 
Carotid endarterectomy is recommended for coverage for patients with asymptomatic carotid 
stenosis of at least 60% only for those who do not tolerate (or have contraindications to) best 
current medical therapy (weak recommendation). 

 
Screening for asymptomatic carotid artery stenosis in the general primary care population is not 
recommended (strong recommendation).  
 
 

MOTION: To approve the proposed addition of the associated diagnostic and 
guideline notes for the Prioritized List. Carries 11-0. 
 

For OHP implementation: 
1) Add the following new diagnostic guideline: 

http://www.oregon.gov/oha/herc/CommitteeMeetingMaterials/HERC%20Materials%2012-5-2013.pdf#page=76
http://www.oregon.gov/oha/herc/CommitteeMeetingMaterials/HERC%20Minutes%2010-10-2013.pdf
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DIAGNOSTIC GUIDELINE XX, SCREENING FOR CAROTID ARTERY STENOSIS 
Screening for carotid artery stenosis (CPT 93880) in the general primary care population is not a 
covered service. 

 
2) Add the following new guideline note: 

GUIDELINE NOTE XXX, CAROTID ENDARTERECTOMY 
Line 440 
Carotid endarterectomy is included on line 440 for patients in the following groups: 

 Symptomatic[1] with 70-99% carotid artery stenosis but without near occlusion. 
 Symptomatic with 50 – 69% stenosis despite optimal medical management 
 Asymptomatic with at least 60% stenosis only for those who do not tolerate (or have 

contraindications to) best current medical therapy 
 
Carotid endarterectomy is not included on line 440 for patients in the following groups: 

 Patients with near occlusion 
 Symptomatic patients with less than 50% carotid stenosis 

 
[1] Symptomatic patients are those who have had a recent transient ischemic attack or ischemic 
stroke 
 
 

Evidence-based Guidelines Subcommittee (EbGS) Report 
Meeting materials, pages 99-137 
 
Treatment of Attention Deficit Hyperactivity Disorder in Children  
Meeting materials, pages 110-137 

 
Alison Little and Cat Livingston presented the proposed coverage guidance from EbGS, 
including the following evidence summary: 
 

Children under age six 
 Effective treatment for preschoolers with disruptive behavior disorders 

o Parent behavior training 
o Psychostimulant medication 
o Classroom teacher consultations + parent behavior training for children of 

lower socioeconomic status 
 Adverse events 

o None reported for parent behavior training 
o Some adverse effects with methylphenidate 

 
Children age six and over 

 Long term effectiveness 
o Methylphenidate 
o Atomoxetine 
o Methylphenidate combined with behavioral/psychosocial interventions 

 Short-term effectiveness 
o Other FDA approved medications 
o Guanfacine (more frequent adverse events) 

 
EbGS members considered the inclusion of behavioral/psychological treatments for children 
under 6, but there was no evidence supporting the effectiveness of other therapies besides 

http://www.oregon.gov/oha/herc/CommitteeMeetingMaterials/HERC%20Materials%2012-5-2013.pdf#page=99
http://www.oregon.gov/oha/herc/CommitteeMeetingMaterials/HERC%20Materials%2012-5-2013.pdf#page=110
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parent training after performing an additional literature search. The group chose to remain silent 
on behavior treatments alone for children 6 and over without medication. There is no evidence 
to support this but the implementation of such restrictions would be challenging. The evidence 
for school-based therapies was addressed by adding coverage for provider/teacher 
consultations. 
 
Dodson mentioned that parent training is not available in some areas of the state; providing that 
type of infrastructure is under the purview of the CCOs. 
 
There was a brief discussion about employing behavior treatments alone for children 6 and over 
without medication. Saha noted that although some families may prefer this method, there was 
not evidence to support such a recommendation. See the table, meeting materials, pages 118-
119. 
 
There was no public comment on this topic.  
 

MOTION: To approve the proposed coverage guidance for Treatment of Attention 
Deficit Hyperactivity Disorder in Children. Carries 11-0. 

 
Approved Coverage Guidance: 

HERC COVERAGE GUIDANCE 

Children under Age 6 

For children under 6 diagnosed with disruptive behavior disorders1, including those at risk for 
ADHD, specific parent behavior training2 is recommended for coverage as first-line therapy 
(strong recommendation). 

Pharmacotherapy3 is recommended for coverage as a second line therapy (weak 
recommendation).  

Provider consultation with teachers is recommended for coverage (weak recommendation). 

Children Age 6 and Over 

For children 6 and over who are diagnosed with ADHD1, pharmacotherapy3 alone (weak 
recommendation) or pharmacotherapy3 with psychosocial/behavioral treatment (strong 
recommendation) are recommended for coverage.  

Provider consultation with teachers is recommended for coverage (weak recommendation). 
1 Children with comorbid mental health conditions may require additional or different treatments 
that are not addressed in this guidance.  

2 Effective studied types of parent behavior training include: Triple P (Positive Parenting of 
Preschoolers) Program, Incredible Years Parenting Program, Parent-Child Interaction Therapy 
and New Forest Parenting Program. The term “parent” refers to the child’s primary care givers, 
regardless of biologic or adoptive relationship. 

3 Limited to medications that are FDA-approved for the condition. 

 

http://www.oregon.gov/oha/herc/CommitteeMeetingMaterials/HERC%20Materials%2012-5-2013.pdf#page=118
http://www.oregon.gov/oha/herc/CommitteeMeetingMaterials/HERC%20Materials%2012-5-2013.pdf#page=118
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MOTION: To approve the proposed associated guideline changes to the Prioritized 
List. Carries 11-0. 

 
For OHP implementation, the following changes shown in red were made to Guideline Note 20 
of the Prioritized List: 
 

GUIDELINE NOTE 20, ATTENTION DEFICIT AND HYPERACTIVITY DISORDERS IN CHILDREN 
AGE FIVE AND UNDER 
Line 133 
When using 314.9, Unspecified Hyperkinetic Syndrome, in children age 5 and under, it is appropriate 
only when the following apply: 

 Child does not meet the full criteria for the full diagnosis because of their age.  
 For children age 3 and under, when the child exhibits functional impairment due to 

hyperactivity that is clearly in excess of the normal activity range for age (confirmed by the 
evaluating clinician’s observation, not only the parent/caregiver report), and when the child is 
very limited in his/her ability to have the sustained periods of calm, focused activity which 
would be expected for the child’s age. 

 
For children age 3 and under, it is especially important that psychosocial interventions, including 
parent skills training and/or parent-child therapy, and environmental modifications, be tried prior to 
medication. For children over the age of 3, psychosocial interventions are important, whether the child 
is on medications or not. 
First line therapy is “parent-behavior training” (i.e. Triple P (Positive Parenting of Preschoolers) 
Program, Incredible Years Parenting Program, Parent-Child Interaction Therapy and New Forest 
Parenting Program). The term “parent” refers to the child’s primary care givers, regardless of biologic 
or adoptive relationship. 
Second line therapy is pharmacotherapy. 
 
Use of 314.9 for children age five and younger is limited to pairings with the following procedure 
codes with first and second line therapy as denoted above: 

 Assessment and Screening: 90791, 90792, H0002, H0031, H0032, T1023 
 Family interventions and supports: 90832-90838, 90846, 90847, 90849, 90887, H0038, 

H0045, H2021, H2022, H2027, S5151, S9125, T1005 
 Group therapy: 90785, 90832-90838, 90853, 99201-99215, H2032 
 Medication management: 90832-90838, 99201-99215 
 Case Management: 90882, T1016 
 Provider/teacher care coordination: 99366, 99367, 99368 
 Interpreter Service: T1013 

 

Public Comment 
 
There was no additional public comment at this time. 
 

 
Adjournment 
 
Meeting was adjourned at 4:45 pm. Next meeting will be from 1:30-4:30 pm on Thursday, 
January 9, 2014 at the Meridian Park Hospital Health Education Center in Conference Room 
117 B&C. 



Section 2.0 

Staff Report 

There are no documents for this section.



Section 3.0 

New Coverage Guidance 

Topics 
                    There are no documents for this section.



Section 4.0  

VbBS Report 



 

Value-based Benefits Subcommittee Summary Recommendations, 10/10/13  

Value-based Benefits Subcommittee Recommendations Summary 
For Presentation to: 

Health Evidence Review Commission on 10/10/13 
 

For specific coding recommendations and guideline wording, please see the text of the 10/10/13 
VbBS minutes. 
 
CODE PLACEMENT/MOVEMENT 
• Various straightforward coding changes were made 
• 2014 CPT codes were adopted as shown in Appendix A 
• Codes for the diagnosis and treatment of femoroacetabular impingement syndrome (FAI) were 

added to a covered line with a new guideline 
• Coverage of intraocular steroid procedures was added for treatment of posterior uveitis and 

central retinal vein occlusion with two new guidelines 
• Use of extracorporeal photophoresis was added for cutaneous T-cell lymphoma and chronic 

cutaneous graft-vs-host disease with a new guideline 
 
 
ITEMS CONSIDERED BUT NO CHANGES MADE 
• Coverage of the Lp-PLA2 assay was not added 
 
 
GUIDELINE CHANGES 
• The cervical cancer screening guideline was updated to reflect the most recent national 

guidelines 
• A new guideline for upper endoscopy for GERD and heartburn symptoms was adopted 
• A new guideline outlining coverage of prenatal genetic testing was adopted 
• A new guideline was adopted for tonsillectomy for treatment of sleep apnea (OSA) in children.  

The existing tonsillectomy guideline was modified to remove OSA. 
 
 
BIENNIAL REVIEW CHANGES 
• The open wound of eardrum and chronic otitis media lines were merged 
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VALUE-BASED BENEFITS SUBCOMMITTEE 
Meridian Park Health  

Community Health Education Center, Room 117B&C 
Tualatin, OR 

October 10, 2013 
8:30 AM – 1:00 PM 

 
Members Present: Lisa Dodson, MD, Chair; James Tyack, DMD; Mark Gibson; Irene 
Croswell, RPh; Laura Ocker, Lac; Susan Williams, MD (arrived 10:15 AM). 
 
Members Absent: Kevin Olson, MD, Vice-chair; David Pollack MD. 
 
Staff Present: Darren Coffman; Ariel Smits, MD, MPH; Cat Livingston, MD, MPH; 
Jason Gingerich; Dorothy Allen. 
 
Also Attending:  Denise Taray, DMAP; Jesse Little, Actuarial Services Unit of OHA; 
*Alan Ackerman, PhD, Camille Kerr, and Chris Doyle, Allergan; *Tom Jenkins, MD and 
*Ginevra Liptan, Legacy Health; *Tami Stackelhouse; Mike Willett, Matt Krebs and 
Rachel Houper, Pfizer; Lynette Chen, *Kim Jones and Charlene Maxwell, OHSU; Sue 
Matthews; *Pamela Corona Black; Dianne Danowski-Smith, Oregon Healthline; Carol 
Kelly. 1 in 4; Mary Lou Hart; Robert Staples; *Tamara Staples;*Robert Bennett, MD, 
OHSU  
*Provided testimony  
 
 
Roll Call/Minutes Approval/Staff Report  
 
The meeting was called to order at 8:35 am and roll was called. Minutes from the 
August 2013 VbBS meeting were reviewed and approved.   
 

ACTION: HERC staff will post the approved minutes on the website as soon as 
possible.  

 
Smits reported that HERC staff will now be report on “Topics Reviewed which had 
Insufficient Evidence to Discuss with Commission.”  For this meeting, these topics 
include the use of acupuncture to treat peri-operative pain, dysmenorrhea, TMJ, and 
labor pain.  
 
Coffman shared an update on possible cancelation of the November VBBS meeting as 
the 2014 CPT codes came out early in time to be reviewed at this meeting. 
 
Livingston reported on having a new beautiful baby girl! 
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 Topic: Straightforward/Consent agenda 
 

Discussion: Smits presented the straightforward/consent items.  There was no 
discussion. 
MOTION: To approve the all suggested changes. CARRIES 5-0 (Absent: 
Williams) 

 
Actions: 
1) Add 50398 to line 186 
2) Add 44186 to lines 62 and 229 
3) Add 43653 to line 229 
4) Add 37204 to line 459 
5) Add 77301 to line 341 
6) Add 77470 to lines 181, 276 and 356 
7) Add 52214 to line 287 
8) Add 99324-99337 and 99339-99350 to MHCD lines  

[5,6,9,27,32,68,107,133,180,209,212,222,269,295,305,316,334,390,398,412,
417,419,425,431,437,445,457,462,469,471,474,481,483,487,488,496,500,50
8,518,521,544,546,569,576,588,608,609,660,681] 

9) Add 49904 to line 216 
10) Add 61215 to line 320 
11) Add 54440 to line 216 
12) Add 14000, 14001, 14021, 14060, 14061 to line 64 
13) Add 44015 to line 88 
14) Add 42960-42962 to line 308 
15) Add 22010 and 22015 to line 308 
16) Add 61582 to line 84 
17) Add 67039 and 67040 to line 473 
18) Delete the coding specification “R49.0 is located on the Diagnostic List for 

use for the work-up of hoarseness” from line 583 
19) Change the coding specification for line 33 to the following: 

CPT codes 43644-43645 and 43846-43848 (Roux-En-Y gastric bypass) 
and 43770-43775 (laparoscopic adjustable gastric banding and sleeve 
gastrectomy) are only included on this line as treatment according to the 
requirements in Guideline Note 8 when paired with: 

1) a primary diagnosis of 250.x0 or 250.x2 (Type II Diabetes with or 
without complication); 

2) a secondary diagnosis of 278.00 (Obesity, Unspecified) or 278.01 
(Morbid Obesity); AND, 

3) a tertiary diagnosis code of V85.35-V85.45 (BMI >= 35). 
20) Update guideline note 66 as appears in Appendix A. 
21) Adopt the following coding specification for lines 295 and 334: 

ICD-9 299.8x is included on line 295 for treatment of “atypical childhood 
psychosis” and “borderline psychosis of childhood.” It is included on line 
334 for treatment of Asperger’s syndrome. 
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22) Diagnostic Guideline D4 Advanced Imaging for Low Back Pain: replace the 
two instances of “radiculopathic symptoms” with “radiculopathic signs.” 

 
 
 Topic: 2014 CPT codes 
 

Discussion: Smits introduced multiple documents reviewing staff 
recommendations for placement of 2014 CPT codes.  The recommended 
placements were accepted without discussion except as below: 

1) Transcatheter placement of an intravascular stent(s) (CPT 37217, 37236-
37239).  Dodson requested that staff review the efficacy and evidence for 
use of these stents.  These codes were tabled until a future meeting. 

2) 87661 (amplified DNA/RNA probe for Trichomonas vaginalis) was tabled 
until further review. 

3) New influenza vaccination codes were added to the prevention lines (lines 
3 and 4) instead of the influenza line. 

4) 94669 (Mechanical chest wall oscillation): Gibson requested cost 
comparison information between this therapy and similar therapies, as this 
therapy was found to be equally efficacious to other therapies, but not 
better.  HERC staff will review.  Code placement was tabled until a future 
meeting. 

 
MOTION: To approve the all suggested changes, with the influenza vaccination 
codes added to the prevention lines and CPT 37217, 37236-37239, 87661, and 
94669 tabled until a future meeting. CARRIES 5-0 (Absent: Williams) 

 
Actions: 
1) New CPT codes placed as indicated in Appendix A 
2) Add 43260, 43261, 43263 to lines 196, 308; add 43262, 43264,43265 to line 

196 
3) Change coding spcification on line 388 to read: "Chemodenervation with 

botulinum toxin injection (CPT 64612,-64614, 64616) is included on this line 
only for treatment of blepharospasm (ICD-9 333.81), spasmodic torticollis 
(ICD-9 333.83), and other fragments of torsion dystonia (ICD-9 333.89)” 

4) HERC staff will review and bring back revised recommendations for 
placement of CPT 37217, 37236-37239, 87661, and 94669. 

 
 

 Topic: Fibromyalgia 
 

Discussion: Smits introduced a summary document outlining a review of 
systematic analyses of various treatments for fibromyalgia.  This review found 
that only exercise and antidepressants have evidence of effectiveness for 
treatment of fibromyalgia.   
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Testimony was heard from Dr. Robert Bennett, an internist from OHSU. Dr. 
Bennett noted that somatoform disorder is covered on line 398 (Note: This 
condition is only covered for consultation and this line has been moved below the 
funding line for the October 2014 List).  He noted that fibromyalgia was the 3rd 
most common chronic pain condition in the US.  He discussed the changes 
within the central nervous system that occur with fibromyalgia.  He noted the 
large economic impact of this disease. He discussed that patients with 
fibromyalgia have increased suicide risk (3-10x risk).  On further questioning, he 
could not provide data that treatment of fibromyalgia reduces the risk of suicide.  
Dr. Bennett stated that treatment of fibromyalgia should involve integrated, 
coordinated care.  Patients need to have access to specialists (psychiatry, 
psychology, addiction specialists, etc.).   

 
Testimony was heard from Kim Jones, FNP from OHSU.  Ms. Jones noted that 
the evidence base has changed significantly in past 5 yrs.  She found 256 
systematic reviews on fibromyalgia from 2008-present.  She also stressed the 
importance of a multi-disciplinary approach for fibromyalgia.  Exercise 
interventions have good evidence base and patients need referral to PT/OT for 
exercise training.  She noted that patients with fibromyalgia have increased 
suffering, low quality of life, and impaired physical function.  She believes that 
effective treatments are available, but that patients need to have access to 
specialty care to take advantage of these treatments.  

 
Testimony was heard from Dr. Ginevra Liptan, an internist with Legacy. She 
testified to a lack of places to refer OHP patients with fibromyalgia.  She feels 
fibromyalgia patients need a multi-disciplinary approach.  Many primary care 
doctors do not know enough about optimal treatment of fibromyalgia.  She 
believes that patients with fibromyalgia need rheumatology and pain specialists 
to assist in care.  She notes that she personally is a patient.  She believes that 
with treatment, patients with fibromyalgia can improve their quality of life and get 
back to work.   
 
There was discussion regarding the accuracy and consistency in diagnosing 
fibromyalgia.  Experts agreed this was problematic. 
 
The experts were asked what treatments they have found evidence of 
effectiveness for that were not found to be effective in the staff review.  The 
experts replied that in their review of the literature and experiences, SSRIs are 
ineffective, but SNRIs work.  Amitriptyline works for assisting sleep.  Multi-
disciplinary care (PT/OT/psychology/specialty care )has good evidence 
supporting it.  Evidence for trigger point injections is good. Pregabalin was found 
to be helpful in studies (strong but new evidence).   
 
There was discussion about whether a patient can access exercise outside of a 
health care environment (community yoga classes, etc.) or whether patients 
really need PT/OT or other medicalized exercise programs.  The experts 
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reported that studies have shown that more supervised exercise programs work, 
whereas handouts and less supervised programs have not been shown to work.  
Mindful movement (chi gong, Tai Chi, etc) is effective.  PT is important as a 
source of good recommendations for exercise types/methods.   
 
Multidisciplinary care was discussed, and it was noted that there is no CPT code 
for this type of treatment.  There are guidelines calling out its use for palliative 
care and for bariatric surgery.  Smits noted that a guideline could be written for 
multidisciplinary care for fibromyalgia, but that this might be difficult to 
operationalize.  
 
Williams noted that fibromyalgia is a constellation of symptoms and a 
constellation of treatment modalities.  The symptoms that are above the funding 
line (OSA, depression, etc.) can be treated. 
 
The experts requested that fibromyalgia be covered, with treatments including 
PT/OT, pain clinic consultation, rheumatology, and expanded drug coverage.  
 
Three patients (Pamela Corona Black, Tamara Staples and Tami Stackelhouse) 
gave testimony regarding their own experience with fibromyalgia. 
 
Further discussion centered around whether to move fibromyalgia up on the 
Prioritized List, or whether to continue to cover secondary diagnoses such as 
depression.  If fibromyalgia is moved up on the Prioritized List, VbBS needs to be 
very specific about what treatments are covered. 
 
The decision was made to have HERC staff review topics suggested as having 
good evidence (trigger points, multi-disciplinary care, etc.).  A mock-up of a new 
fibromyalgia line will be created with suggested scoring in the prioritization 
formula.  These materials will be brought back to a future meeting. 
 
Actions: 
1) HERC staff will review suggested effective treatments for fibromyalgia and 

bring a proposal for a new line with suggested treatment and prioritization 
scores to a future meeting 

 
 

 Topic: Open wound of eardrum 
 

Discussion: Smits introduced a summary recommending merging the lines for 
open wound of eardrum and chronic otitis media.  It was suggested to change 
the name of the new line to include both diagnoses. 
 

MOTION: To approve the line merging as presented. CARRIES 5-0 (absent 
Williams). Actions: 

1) Move ICD-9 872.61/ICD-10 S09.20XA to line 502 

http://www.icd10data.com/ICD10CM/Codes/S00-T88/S00-S09/S09-/S09.20XA
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2) Delete line 456 
3) Change the name of line 502 to CHRONIC OTITIS MEDIA; OPEN 

WOUND OF EAR DRUM 
4) These changes will be a part of the biennial review of the list to be 

completed in May 2014, resulting in changes currently scheduled to go 
into effect January 2016. 

 
 
 Topic:  Coverage Guidance: Upper Endoscopy for GERD 
 

Discussion: A new diagnostic guideline for GERD was presented.  There was 
discussion about whether patients 50 and older should have treatment with PPI 
or other treatments prior to esophagogastroduodenoscopy (EGD).  There was 
concern for overuse in this population.  The HTAS report was reviewed, and the 
evidence for immediate EGD in the 50 and older population was reviewed.  The 
diagnostic guideline was accepted as presented in the meeting materials. 
 
Actions: 
1) A new diagnostic guideline was adopted as shown in Appendix B 

 
 
 Topic: Coverage Guidance: Prenatal Genetic Testing 
 

Discussion: A proposed new diagnostic guideline for prenatal genetic testing 
was reviewed to bring the Prioritized List into agreement with a proposed HERC 
coverage guidance. Dr.Tom Jenkins, a Legacy perinatologist, gave testimony 
that the CPT/HCPCS codes in the proposed guideline were not correct/inclusive.  
HERC staff agreed to work with him to identify the correct codes.   
 
There was discussion about whether to cover test panels that include 
nonrecommended tests in addition to recommended tests, but which are less 
expensive.  There was general agreement that less expensive tests are generally 
preferred.  However, there was concern that some of these panels may include 
tests that the HERC does not want to cover (such as eye color).  Reproductive 
decisions made on the basis of these types of tests would be problematic.  Dr. 
Jenkins noted that there is a panel which included the 4 recommended tests for 
patients of Ashkenazi heritage and is less expensive.  Wording was added to the 
guideline to allow coverage of this less expensive test: “If a panel which includes 
these 4 tests is available at a lower cost than the sum of the individual tests, then the 
panel should be covered.”   However, a more general statement allowing coverage 
of less expensive panels was rejected.  If other panels are developed that are 
less expensive, the Committee can review those as needed. 

 
 
Actions: 
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1) A new diagnostic guideline was adopted as shown in Appendix B 
a. Note: Expert suggestions for CPT code corrections were incorporated 

into the guideline as shown 
 

 
 Topic: Coverage Guidance: FAI Surgery 
 

Discussion: Coverage for femoroacetabular impingement syndrome (FAI) was 
discussed based on a new coverage guidance recommendation.  There was no 
discussion. 
 

MOTION: To approve the guidelines for GERD, changes for coverage of FAI 
surgery as presented and the prenatal genetic testing guideline with expert 
modifications. CARRIES 6-0   

 
Actions: 

1) Add ICD-9 719.85 (Other specified disorders of joint, pelvic region and thigh) and 
718.05 (Articular cartilage disorder, pelvic region and thigh)/ ICD-10 M24.15x 
(Other articular cartilage disorders, hip) and M25.85x (Other specified joint 
disorders, hip) to Line 384  

2) Keep 719.85/M25.85x and 718.05/M24.15x on line 550 DEFORMITIES OF 
UPPER BODY AND ALL LIMBS 

3) Add CPT 29914 [Arthroscopy, hip, surgical; with femoroplasty (ie, treatment of 
cam lesion)], 29915 [Arthroscopy, hip, surgical; with acetabuloplasty (ie, 
treatment of pincer lesion)], and 29916 (Arthroscopy, hip, surgical; with labral 
repair) to line 384 

4) Advise DMAP to remove 29914-29916 from the Excluded List 
5) A new  guideline was adopted for line 384 as shown in Appendix B 

 
 
 Topic: Coverage Guidance: ADHD 
 

Discussion: This topic was on the agenda only for the subcommittee to view the 
coverage guidance document which was omitted from the August meeting 
materials.  No changes were discussed to the decisions regarding the ADHD 
changes adopted in August. 
 
Actions: 
1) None 
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 Topic: Extracorporeal photophoresis 
 

Discussion: Recommended addition of coverage of extracorporeal 
photophoresis for treatment of two rare conditions was reviewed.  There was no 
discussion. 

 
 
Actions: 
1) Add CPT 36522 to lines 221 and 338  
2) Remove CPT 36522 from line 622  
3) A new guideline note was adopted for lines 221 and 338 as shown in 

Appendix B  
 

 
 Topic: Lp-PLA2 assay 
 

Discussion: A review of the Lp-PLA2 assay was presented.  There was no 
discussion. 
 

MOTION: To approve the suggested changes for extracorporeal photopheresis 
and no changes for coverage of Lp-PLA2 assay as presented. CARRIES 6-0   

 
Actions: 
1) No change to the current non-coverage of Lp-PLA2 assay (CPT 83698)   
 
 

 Topic: Intraocular steroids 
 

Discussion: Recommendations for coverage of intraocular steroids was 
presented.  This was a follow up discussion from the August 2013 VbBS 
meeting, with feedback from P&T Committee staff on VbBS questions.  
Testimony was heard from Alan Ackerman from Allergan recommended that all 
of the following ICD-9 codes be paired with Ozurdex treatment (CPT 
67028):362.30, 362.35, 362.36, 362.37, 363.00 – 363.08, 363.10-363.15, 363.20, 
363.22.  He also recommended that the new guideline for treatment of uveitis not 
include a requirement for “failure of” systemic steroid treatment. The group 
decided that this wording was consistent with the P&T Committee report and 
should be maintained.  Dr. Ackerman requested that Ozurdex be included for 
treatment of intermediate uveitis as well as posterior uveitis.  HERC staff will 
review this topic and bring back recommendations.  Dr. Ackerman requested that 
Ozurdex treatment be adopted for branch retinal vein occlusion as well as central 
vein occlusion. Again, the P&T Committee report was specific for central vein 
occlusion and this wording was maintained. HERC staff will look at this specific 
question in the future.  The Allergan representative requested that the failure of 
anti-VEGF therapy be removed from the proposed new guideline for central 
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retinal vein occlusion as there is some evidence that these therapies can be 
done concurrently.   The subcommittee decided not to change this wording. 
 
Actions: 

1) Add 67027 and 67028 to Line 106  
2) Add a new guideline to line 106 as shown in Appendix B 
3) Add 67027 and 67028 to Line 363  
4) AAdd 67028 to Line 465  

i. Rename  the Treatment: LASER SURGERY; SURGICAL AND 
LASER THERAPY 

5) Add a new guideline to line 465 as shown in Appendix B 
6) Add the following coding specification to line 413 

i. Coding specification: “CPT 67027 (Implantation of intravitreal drug 
delivery system) is included on this line for use with medications 
other than intraocular steroid implants.” 

ii. CPT 67027 already is present on this line; ICD-9 363.21 (Pars 
planitis)/ICD-10 H30.23 would pair with this code.  However, there 
is no evidence for use in types of uveitis other than posterior 
uveitis, which now pairs on line 106. 

7) HERC staff will review use of intraocular steroids for treatment of 
intermediate uveitis and branch retinal vein occlusion 

 
 
 Topic: Guideline for tonsillectomy for obstructive sleep apnea in children 
 

Discussion: A guideline developed by a work group of ENT’s, sleep medicine 
specialists, primary care physicians, and OHP medical directors was presented.  
There was no discussion. 
 

MOTION: To approve the suggested changes for intraocular steroid coverage and 
the new guideline for tonsillectomy for OSA in children as presented. CARRIES 6-
0   

 
 

Actions: 
1) Add CPT 94660 to line 210 
2) Adopt a new guideline for pediatric sleep apnea diagnosis and treatment as 

shown in Appendix B 
3) Modify the existing Tonsillectomy Guideline and Sleep Apnea Guideline as 

shown in Appendix C 
4) The sleep apnea guideline was modified to define adult as shown in Appendix 

C 
 
 

 Public Comment: 
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No additional public comment was received. 
 
 
 Issues for next meeting: 

1) Placement of CPT codes 37217, 37236-37239 (Transcatheter placement of 
an intravascular stent), 87661 (amplified DNA/RNA probe for Trichomonas 
vaginalis), and 94669 (Mechanical chest wall oscillation). 

2) Fibromyalgia prioritization 
 

 
 Next meeting:  January 9, 2014, at Meridian Park Hospital Health Education 

Center, Conference Room 117B&C in Tualatin, OR 
 
 



2014 CPT Code Summary Document

CPT 
code Code description

Proposed List/Line(s)

10030 Image-guided fluid collection drainage by catheter (eg, abscess, 
hematoma, seroma, lymphocele, cyst), soft tissue (eg, extremity, 
abdominal wall, neck), percutaneous

84 DEEP ABSCESSES, INCLUDING APPENDICITIS AND PERIORBITAL 
ABSCESS; INTESTINAL PERFORATION
214 SUPERFICIAL ABSCESSES AND CELLULITIS
250 PERIPHERAL VASCULAR DISEASE, LIMB THREATENING INFECTIONS, AND 
VASCULAR COMPLICATIONS  
308 COMPLICATIONS OF A PROCEDURE ALWAYS REQUIRING TREATMENT  
427 LYMPHADENITIS

19081 Biopsy, breast, with placement of breast localization device(s) (eg, 
clip, metallic pellet), when performed, and imaging of the biopsy 
specimen, when performed, percutaneous; first lesion, including 
stereotactic guidance

Diagnostic

19082 Biopsy, breast, with placement of breast localization device(s) (eg, 
clip, metallic pellet), when performed, and imaging of the biopsy 
specimen, when performed, percutaneous; each additional lesion, 
including stereotactic guidance (List separately in addition to code 
for primary procedure)

Diagnostic

19083 Biopsy, breast, with placement of breast localization device(s) (eg, 
clip, metallic pellet), when performed, and imaging of the biopsy 
specimen, when performed, percutaneous; first lesion, including 
ultrasound guidance

Diagnostic

19084 Biopsy, breast, with placement of breast localization device(s) (eg, 
clip, metallic pellet), when performed, and imaging of the biopsy 
specimen, when performed, percutaneous; each additional lesion, 
including ultrasound guidance (List separately in addition to code 
for primary procedure)

Diagnostic

1
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CPT 
code Code description

Proposed List/Line(s)

19085 Biopsy, breast, with placement of breast localization device(s) (eg, 
clip, metallic pellet), when performed, and imaging of the biopsy 
specimen, when performed, percutaneous; first lesion, including 
magnetic resonance guidance

Diagnostic

19086 Biopsy, breast, with placement of breast localization device(s) (eg, 
clip, metallic pellet), when performed, and imaging of the biopsy 
specimen, when performed, percutaneous; each additional lesion, 
including magnetic resonance guidance (List separately in addition 
to code for primary procedure)

Diagnostic

19281 Placement of breast localization device(s) (eg, clip, metallic pellet, 
wire/needle, radioactive seeds), percutaneous; first lesion, 
including mammographic guidance

Diagnostic

19282 Placement of breast localization device(s) (eg, clip, metallic pellet, 
wire/needle, radioactive seeds), percutaneous; each additional 
lesion, including mammographic guidance (List separately in 
addition to code for primary procedure)

Diagnostic

19283 Placement of breast localization device(s) (eg, clip, metallic pellet, 
wire/needle, radioactive seeds), percutaneous; first lesion, 
including stereotactic guidance

Diagnostic

19284 Placement of breast localization device(s) (eg, clip, metallic pellet, 
wire/needle, radioactive seeds), percutaneous; each additional 
lesion, including stereotactic guidance (List separately in addition 
to code for primary procedure)

Diagnostic

19285 Placement of breast localization device(s) (eg, clip, metallic pellet, 
wire/needle, radioactive seeds), percutaneous; first lesion, 
including ultrasound guidance

Diagnostic

19286 Placement of breast localization device(s) (eg, clip, metallic pellet, 
wire/needle, radioactive seeds), percutaneous; each additional 
lesion, including ultrasound guidance (List separately in addition to 
code for primary procedure)

Diagnostic

19287 Placement of breast localization device(s) (eg clip, metallic pellet, 
wire/needle, radioactive seeds), percutaneous; first lesion, 
including magnetic resonance guidance

Diagnostic

2
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CPT 
code Code description

Proposed List/Line(s)

19288 Placement of breast localization device(s) (eg clip, metallic pellet, 
wire/needle, radioactive seeds), percutaneous; each additional 
lesion, including magnetic resonance guidance 

Diagnostic

23333 Removal of foreign body, shoulder; deep (subfascial or 
intramuscular)

464 RESIDUAL FOREIGN BODY IN SOFT TISSUE 

23334 Removal of prosthesis, includes debridement and synovectomy 
when performed; humeral or glenoid component

308 COMPLICATIONS OF A PROCEDURE ALWAYS REQUIRING TREATMENT
443 DISORDERS OF SHOULDER,POTENTIALLY RESULTING IN SIGNIFICANT 
INJURY/IMPAIRMENT

23335 Removal of prosthesis, includes debridement and synovectomy 
when performed; humeral and glenoid components (eg, total 
shoulder)

308 COMPLICATIONS OF A PROCEDURE ALWAYS REQUIRING TREATMENT
443 DISORDERS OF SHOULDER,POTENTIALLY RESULTING IN SIGNIFICANT 
INJURY/IMPAIRMENT

33366 Transcatheter aortic valve replacement (TAVR/TAVI) with 
prosthetic valve; transapical exposure (eg, left thoracotomy)

76 ACUTE AND SUBACUTE ISCHEMIC HEART DISEASE, MYOCARDIAL 
INFARCTION  
90 MYOCARDITIS (NONVIRAL), PERICARDITIS (NONVIRAL) AND 
ENDOCARDITIS  
116 CONGENITAL STENOSIS AND INSUFFICIENCY OF AORTIC VALVE  
192 MULTIPLE VALVULAR DISEASE
195 CHRONIC ISCHEMIC HEART DISEASE
237 DISEASES AND DISORDERS OF AORTIC VALVE   
308 COMPLICATIONS OF A PROCEDURE ALWAYS REQUIRING TREATMENT
354 COCCIDIOIDOMYCOSIS, HISTOPLASMOSIS, BLASTOMYCOTIC INFECTION, 
OPPORTUNISTIC AND OTHER MYCOSES  

34841 Endovascular repair of visceral aorta (eg, aneurysm, 
pseudoaneurysm, dissection, penetrating ulcer, intramural 
hematoma, or traumatic disruption) by deployment of a fenestrated 
visceral aortic endograft and all associated radiological supervision 
and interpretation, including target zone angioplasty, when 
performed; including one visceral artery endoprosthesis (superior 
mesenteric, celiac or renal artery)

88 INJURY TO INTERNAL ORGANS  
270 ARTERIAL EMBOLISM/THROMBOSIS: ABDOMINAL AORTA, THORACIC 
AORTA  
293 INJURY TO BLOOD VESSELS OF THE THORACIC CAVITY   
307 DISSECTING OR RUPTURED AORTIC ANEURYSM   
349 NON-DISSECTING ANEURYSM WITHOUT RUPTURE   
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CPT 
code Code description

Proposed List/Line(s)

34842 Endovascular repair of visceral aorta (eg, aneurysm, 
pseudoaneurysm, dissection, penetrating ulcer, intramural 
hematoma, or traumatic disruption) by deployment of a fenestrated 
visceral aortic endograft and all associated radiological supervision 
and interpretation, including target zone angioplasty, when 
performed; including two visceral artery endoprostheses (superior 
mesenteric, celiac and/or renal artery[s])

88 INJURY TO INTERNAL ORGANS  
270 ARTERIAL EMBOLISM/THROMBOSIS: ABDOMINAL AORTA, THORACIC 
AORTA  
293 INJURY TO BLOOD VESSELS OF THE THORACIC CAVITY   
307 DISSECTING OR RUPTURED AORTIC ANEURYSM   
349 NON-DISSECTING ANEURYSM WITHOUT RUPTURE   

34843 Endovascular repair of visceral aorta (eg, aneurysm, 
pseudoaneurysm, dissection, penetrating ulcer, intramural 
hematoma, or traumatic disruption) by deployment of a fenestrated 
visceral aortic endograft and all associated radiological supervision 
and interpretation, including target zone angioplasty, when 
performed; including three visceral artery endoprostheses 
(superior mesenteric, celiac and/or renal artery[s])

88 INJURY TO INTERNAL ORGANS  
270 ARTERIAL EMBOLISM/THROMBOSIS: ABDOMINAL AORTA, THORACIC 
AORTA  
293 INJURY TO BLOOD VESSELS OF THE THORACIC CAVITY   
307 DISSECTING OR RUPTURED AORTIC ANEURYSM   
349 NON-DISSECTING ANEURYSM WITHOUT RUPTURE   

34844 Endovascular repair of visceral aorta (eg, aneurysm, 
pseudoaneurysm, dissection, penetrating ulcer, intramural 
hematoma, or traumatic disruption) by deployment of a fenestrated 
visceral aortic endograft and all associated radiological supervision 
and interpretation, including target zone angioplasty, when 
performed; including four or more visceral artery endoprostheses 
(superior mesenteric, celiac and/or renal artery[s])

88 INJURY TO INTERNAL ORGANS  
270 ARTERIAL EMBOLISM/THROMBOSIS: ABDOMINAL AORTA, THORACIC 
AORTA  
293 INJURY TO BLOOD VESSELS OF THE THORACIC CAVITY   
307 DISSECTING OR RUPTURED AORTIC ANEURYSM   
349 NON-DISSECTING ANEURYSM WITHOUT RUPTURE   

34845 Endovascular repair of visceral aorta and infrarenal abdominal 
aorta (eg, aneurysm, pseudoaneurysm, dissection, penetrating 
ulcer, intramural hematoma, or traumatic disruption) with a 
fenestrated visceral aortic endograft and concomitant unibody or 
modular infrarenal aortic endograft and all associated radiological 
supervision and interpretation, including target zone angioplasty, 
when performed; including one visceral artery endoprosthesis 
(superior mesenteric, celiac or renal artery)

88 INJURY TO INTERNAL ORGANS  
270 ARTERIAL EMBOLISM/THROMBOSIS: ABDOMINAL AORTA, THORACIC 
AORTA  
293 INJURY TO BLOOD VESSELS OF THE THORACIC CAVITY   
307 DISSECTING OR RUPTURED AORTIC ANEURYSM   
349 NON-DISSECTING ANEURYSM WITHOUT RUPTURE   
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CPT 
code Code description

Proposed List/Line(s)

34848 Endovascular repair of visceral aorta and infrarenal abdominal 
aorta (eg, aneurysm, pseudoaneurysm, dissection, penetrating 
ulcer, intramural hematoma, or traumatic disruption) with a 
fenestrated visceral aortic endograft and concomitant unibody or 
modular infrarenal aortic endograft and all associated radiological 
supervision and interpretation, including target zone angioplasty, 
when performed; including four or more visceral artery 
endoprostheses (superior mesenteric, celiac and/or renal artery[s])

88 INJURY TO INTERNAL ORGANS  
270 ARTERIAL EMBOLISM/THROMBOSIS: ABDOMINAL AORTA, THORACIC 
AORTA  
293 INJURY TO BLOOD VESSELS OF THE THORACIC CAVITY   
307 DISSECTING OR RUPTURED AORTIC ANEURYSM   
349 NON-DISSECTING ANEURYSM WITHOUT RUPTURE   

37217 Transcatheter placement of an intravascular stent(s), intrathoracic 
common carotid artery or innominate artery by retrograde 
treatment, via open ipsilateral cervical carotid artery exposure, 
including angioplasty, when performed, and radiological 
supervision and interpretation

Tabled for further review

37236 Transcatheter placement of an intravascular stent(s) (except lower 
extremity, cervical carotid, extracranial vertebral or intrathoracic 
carotid, intracranial, or coronary), open or percutaneous, including 
radiological supervision and interpretation and including all 
angioplasty within the same vessel, when performed; initial artery

Tabled for further review

37237 Transcatheter placement of an intravascular stent(s) (except lower 
extremity, cervical carotid, extracranial vertebral or intrathoracic 
carotid, intracranial, or coronary), open or percutaneous, including 
radiological supervision and interpretation and including all 
angioplasty within the same vessel, when performed; each 
additional artery (List separately in addition to code for primary 
procedure)

Tabled for further review

37238 Transcatheter placement of an intravascular stent(s), open or 
percutaneous, including radiological supervision and interpretation 
and including angioplasty within the same vessel, when 
performed; initial vein

Tabled for further review

37239 Transcatheter placement of an intravascular stent(s), open or 
percutaneous, including radiological supervision and interpretation 
and including angioplasty within the same vessel, when 
performed; each additional vein (List separately in addition to code 
for primary procedure)

Tabled for further review
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CPT 
code Code description

Proposed List/Line(s)

37241 Vascular embolization or occlusion, inclusive of all radiological 
supervision and interpretation, intraprocedural roadmapping, and 
imaging guidance necessary to complete the intervention; venous, 
other than hemorrhage (eg, congenital or acquired venous 
malformations, venous and capillary hemangiomas, varices, 
varicoceles)

570 SUBLINGUAL, SCROTAL, AND PELVIC VARICES
656 BENIGN NEOPLASMS OF SKIN AND OTHER SOFT TISSUES

37242 Vascular embolization or occlusion, inclusive of all radiological 
supervision and interpretation, intraprocedural roadmapping, and 
imaging guidance necessary to complete the intervention; arterial, 
other than hemorrhage or tumor (eg, congenital or acquired 
arterial malformations, arteriovenous malformations, arteriovenous 
fistulas, aneurysms, pseudoaneurysms)

570 SUBLINGUAL, SCROTAL, AND PELVIC VARICES
656 BENIGN NEOPLASMS OF SKIN AND OTHER SOFT TISSUES

37243 Vascular embolization or occlusion, inclusive of all radiological 
supervision and interpretation, intraprocedural roadmapping, and 
imaging guidance necessary to complete the intervention; for 
tumors, organ ischemia, or infarction

340 CANCER OF LIVER 
428 UTERINE LEIOMYOMA

37244 Vascular embolization or occlusion, inclusive of all radiological 
supervision and interpretation, intraprocedural roadmapping, and 
imaging guidance necessary to complete the intervention; for 
arterial or venous hemorrhage or lymphatic extravasation

62 ULCERS, GASTRITIS, DUODENITIS, AND GI HEMORRHAGE  
224 ESOPHAGEAL VARICES 

43191 Esophagoscopy, rigid, transoral; diagnostic, including collection of 
specimen(s) by brushing or washing when performed (separate 
procedure)

Diagnostic

43192 Esophagoscopy, rigid, transoral; with directed submucosal 
injection(s), any substance

62 ULCERS, GASTRITIS, DUODENITIS, AND GI HEMORRHAGE   
224 ESOPHAGEAL VARICES
339 CANCER OF ESOPHAGUS
409 ESOPHAGEAL STRICTURE 
411 ESOPHAGITIS; ESOPHAGEAL AND INTRAESOPHAGEAL HERNIAS   
421 ACHALASIA, NON-NEONATAL

43193 Esophagoscopy, rigid, transoral; with biopsy, single or multiple Diagnostic
43194 Esophagoscopy, rigid, transoral; with removal of foreign body 126 FOREIGN BODY IN PHARYNX, LARYNX, TRACHEA, BRONCHUS AND 

ESOPHAGUS
43195 Esophagoscopy, rigid, transoral; with balloon dilation (less than 30 

mm diameter)
339 CANCER OF ESOPHAGUS 
409 ESOPHAGEAL STRICTURE 
421 ACHALASIA, NON-NEONATAL 
622 SECONDARY AND ILL-DEFINED MALIGNANT NEOPLASMS   
667 BENIGN NEOPLASMS OF DIGESTIVE SYSTEM   
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43196 Esophagoscopy, rigid, transoral; with insertion of guide wire 
followed by dilation over guide wire

339 CANCER OF ESOPHAGUS 
409 ESOPHAGEAL STRICTURE 
421 ACHALASIA, NON-NEONATAL 
622 SECONDARY AND ILL-DEFINED MALIGNANT NEOPLASMS   
667 BENIGN NEOPLASMS OF DIGESTIVE SYSTEM   

43197 Esophagoscopy, flexible, transnasal; diagnostic, includes 
collection of specimen(s) by brushing or washing when performed 
(separate procedure)

Diagnostic

43198 Esophagoscopy, flexible, transnasal; with biopsy, single or multiple Diagnostic

43211 Esophagoscopy, flexible, transoral; with endoscopic mucosal 
resection

Diagnostic

43212 Esophagoscopy, flexible, transoral; with placement of endoscopic 
stent (includes pre- and post-dilation and guide wire passage, 
when performed)

339 CANCER OF ESOPHAGUS 
409 ESOPHAGEAL STRICTURE 
421 ACHALASIA, NON-NEONATAL 
622 SECONDARY AND ILL-DEFINED MALIGNANT NEOPLASMS   
667 BENIGN NEOPLASMS OF DIGESTIVE SYSTEM   

43213 Esophagoscopy, flexible, transoral; with dilation of esophagus, by 
balloon or dilator, retrograde (includes fluoroscopic guidance, 
when performed)

339 CANCER OF ESOPHAGUS 
409 ESOPHAGEAL STRICTURE 
421 ACHALASIA, NON-NEONATAL 
622 SECONDARY AND ILL-DEFINED MALIGNANT NEOPLASMS   
667 BENIGN NEOPLASMS OF DIGESTIVE SYSTEM   

43214 Esophagoscopy, flexible, transoral; with dilation of esophagus with 
balloon (30 mm diameter or larger) (includes fluoroscopic 
guidance, when performed)

339 CANCER OF ESOPHAGUS 
409 ESOPHAGEAL STRICTURE 
421 ACHALASIA, NON-NEONATAL 
622 SECONDARY AND ILL-DEFINED MALIGNANT NEOPLASMS   
667 BENIGN NEOPLASMS OF DIGESTIVE SYSTEM   

43229 Esophagoscopy, flexible, transoral; with ablation of tumor(s), 
polyp(s), or other lesion(s) (includes pre- and post-dilation and 
guide wire passage, when performed)

339 CANCER OF ESOPHAGUS  
622 SECONDARY AND ILL-DEFINED MALIGNANT NEOPLASMS   
667 BENIGN NEOPLASMS OF DIGESTIVE SYSTEM   

43233 Esophagogastroduodenoscopy, flexible, transoral; with dilation of 
esophagus with balloon (30 mm diameter or larger) (includes 
fluoroscopic guidance, when performed)

339 CANCER OF ESOPHAGUS 
409 ESOPHAGEAL STRICTURE 
421 ACHALASIA, NON-NEONATAL 
622 SECONDARY AND ILL-DEFINED MALIGNANT NEOPLASMS   
667 BENIGN NEOPLASMS OF DIGESTIVE SYSTEM   
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43253 Esophagogastroduodenoscopy, flexible, transoral; with 
transendoscopic ultrasound-guided transmural injection of 
diagnostic or therapeutic substance(s) (eg, anesthetic, neurolytic 
agent) or fiducial marker(s) (includes endoscopic ultrasound 
examination of the esophagus, stomach, and either the duodenum 
or a surgically altered stomach where the jejunum is examined 
distal to the anastomosis)

Diagnostic

43254 Esophagogastroduodenoscopy, flexible, transoral; with endoscopic 
mucosal resection

Diagnostic

43266 Esophagogastroduodenoscopy, flexible, transoral; with placement 
of endoscopic stent (includes pre- and post-dilation and guide wire 
passage, when performed)

339 CANCER OF ESOPHAGUS 
409 ESOPHAGEAL STRICTURE 
421 ACHALASIA, NON-NEONATAL 
622 SECONDARY AND ILL-DEFINED MALIGNANT NEOPLASMS   
667 BENIGN NEOPLASMS OF DIGESTIVE SYSTEM   

43270 Esophagogastroduodenoscopy, flexible, transoral; with ablation of 
tumor(s), polyp(s), or other lesion(s) (includes pre- and post-
dilation and guide wire passage, when performed)

339 CANCER OF ESOPHAGUS  
622 SECONDARY AND ILL-DEFINED MALIGNANT NEOPLASMS   
667 BENIGN NEOPLASMS OF DIGESTIVE SYSTEM   

43274 Endoscopic retrograde cholangiopancreatography (ERCP); with 
placement of endoscopic stent into biliary or pancreatic duct, 
including pre- and post-dilation and guide wire passage, when 
performed, including sphincterotomy, when performed, each stent

61 CHOLELITHIASIS, CHOLECYSTITIS, COMMON BILIARY DUCT STONE  
196 NEOPLASMS OF ISLETS OF LANGERHANS   
200 ACUTE PANCREATITIS  
267 CHRONIC PANCREATITIS
308 COMPLICATIONS OF A PROCEDURE ALWAYS REQUIRING TREATMENT  
319 ANOMALIES OF GALLBLADDER, BILE DUCTS, AND LIVER   
341 CANCER OF PANCREAS 
459 CANCER OF GALLBLADDER AND OTHER BILIARY   
671 GALLSTONES WITHOUT CHOLECYSTITIS   

43275 Endoscopic retrograde cholangiopancreatography (ERCP); with 
removal of foreign body(s) or stent(s) from biliary/pancreatic 
duct(s)

61 CHOLELITHIASIS, CHOLECYSTITIS, COMMON BILIARY DUCT STONE  
196 NEOPLASMS OF ISLETS OF LANGERHANS   
200 ACUTE PANCREATITIS  
267 CHRONIC PANCREATITIS
308 COMPLICATIONS OF A PROCEDURE ALWAYS REQUIRING TREATMENT  
319 ANOMALIES OF GALLBLADDER, BILE DUCTS, AND LIVER   
341 CANCER OF PANCREAS 
459 CANCER OF GALLBLADDER AND OTHER BILIARY   
671 GALLSTONES WITHOUT CHOLECYSTITIS   
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43276 Endoscopic retrograde cholangiopancreatography (ERCP); with 
removal and exchange of stent(s), biliary or pancreatic duct, 
including pre- and post-dilation and guide wire passage, when 
performed, including sphincterotomy, when performed, each stent 
exchanged

61 CHOLELITHIASIS, CHOLECYSTITIS, COMMON BILIARY DUCT STONE  
196 NEOPLASMS OF ISLETS OF LANGERHANS   
200 ACUTE PANCREATITIS  
267 CHRONIC PANCREATITIS
308 COMPLICATIONS OF A PROCEDURE ALWAYS REQUIRING TREATMENT  
319 ANOMALIES OF GALLBLADDER, BILE DUCTS, AND LIVER   
341 CANCER OF PANCREAS 
459 CANCER OF GALLBLADDER AND OTHER BILIARY   
671 GALLSTONES WITHOUT CHOLECYSTITIS   

43277 Endoscopic retrograde cholangiopancreatography (ERCP); with 
trans-endoscopic balloon dilation of biliary/pancreatic duct(s) or of 
ampulla (sphincteroplasty), including sphincterotomy, when 
performed, each duct

61 CHOLELITHIASIS, CHOLECYSTITIS, COMMON BILIARY DUCT STONE  
196 NEOPLASMS OF ISLETS OF LANGERHANS   
200 ACUTE PANCREATITIS  
267 CHRONIC PANCREATITIS
308 COMPLICATIONS OF A PROCEDURE ALWAYS REQUIRING TREATMENT  
319 ANOMALIES OF GALLBLADDER, BILE DUCTS, AND LIVER   
341 CANCER OF PANCREAS 
459 CANCER OF GALLBLADDER AND OTHER BILIARY   
671 GALLSTONES WITHOUT CHOLECYSTITIS   

43278 Endoscopic retrograde cholangiopancreatography (ERCP); with 
ablation of tumor(s), polyp(s), or other lesion(s), including pre- and 
post-dilation and guide wire passage, when performed

61 CHOLELITHIASIS, CHOLECYSTITIS, COMMON BILIARY DUCT STONE  
196 NEOPLASMS OF ISLETS OF LANGERHANS   
200 ACUTE PANCREATITIS  
267 CHRONIC PANCREATITIS  
319 ANOMALIES OF GALLBLADDER, BILE DUCTS, AND LIVER   
341 CANCER OF PANCREAS 
459 CANCER OF GALLBLADDER AND OTHER BILIARY   
671 GALLSTONES WITHOUT CHOLECYSTITIS   

49405 Image-guided fluid collection drainage by catheter (eg, abscess, 
hematoma, seroma, lymphocele, cyst); visceral (eg, kidney, liver, 
spleen, lung/mediastinum), percutaneous

84 DEEP ABSCESSES, INCLUDING APPENDICITIS AND PERIORBITAL 
ABSCESS; INTESTINAL PERFORATION 
308 COMPLICATIONS OF A PROCEDURE ALWAYS REQUIRING TREATMENT  
427 LYMPHADENITIS

49406 Image-guided fluid collection drainage by catheter (eg, abscess, 
hematoma, seroma, lymphocele, cyst); peritoneal or 
retroperitoneal, percutaneous

84 DEEP ABSCESSES, INCLUDING APPENDICITIS AND PERIORBITAL 
ABSCESS; INTESTINAL PERFORATION 
308 COMPLICATIONS OF A PROCEDURE ALWAYS REQUIRING TREATMENT  
427 LYMPHADENITIS

9

Appendix A
Recommendations for New CPT Code Placement



2014 CPT Code Summary Document

CPT 
code Code description

Proposed List/Line(s)

49407 Image-guided fluid collection drainage by catheter (eg, abscess, 
hematoma, seroma, lymphocele, cyst); peritoneal or 
retroperitoneal, transvaginal or transrectal

84 DEEP ABSCESSES, INCLUDING APPENDICITIS AND PERIORBITAL 
ABSCESS; INTESTINAL PERFORATION 
308 COMPLICATIONS OF A PROCEDURE ALWAYS REQUIRING TREATMENT  
427 LYMPHADENITIS

52356 Cystourethroscopy, with ureteroscopy and/or pyeloscopy; with 
lithotripsy including insertion of indwelling ureteral stent (eg, 
Gibbons or double-J type)

54 CONGENITAL HYDRONEPHROSIS  
186 URETERAL STRICTURE OR OBSTRUCTION; HYDRONEPHROSIS; 
HYDROURETER  
379 URINARY SYSTEM CALCULUS  

64616 Chemodenervation of muscle(s); neck muscle(s), excluding 
muscles of the larynx, unilateral (eg, for cervical dystonia, 
spasmodic torticollis)

388 DYSTONIA (UNCONTROLLABLE); LARYNGEAL SPASM AND STENOSIS

64617 Chemodenervation of muscle(s); larynx, unilateral, percutaneous 
(eg, for spasmodic dysphonia), includes guidance by needle 
electromyography, when performed

Excluded

64642 Chemodenervation of one extremity; 1-4 muscle(s) 318 NEUROLOGICAL DYSFUNCTION IN POSTURE AND MOVEMENT CAUSED 
BY CHRONIC CONDITIONS

64643 Chemodenervation of one extremity; each additional extremity, 1-4 
muscle(s) (List separately in addition to code for primary 
procedure)

318 NEUROLOGICAL DYSFUNCTION IN POSTURE AND MOVEMENT CAUSED 
BY CHRONIC CONDITIONS

64644 Chemodenervation of one extremity; 5 or more muscle(s) 318 NEUROLOGICAL DYSFUNCTION IN POSTURE AND MOVEMENT CAUSED 
BY CHRONIC CONDITIONS

64645 Chemodenervation of one extremity; each additional extremity, 5 
or more muscle(s) (List separately in addition to code for primary 
procedure)

318 NEUROLOGICAL DYSFUNCTION IN POSTURE AND MOVEMENT CAUSED 
BY CHRONIC CONDITIONS

64646 Chemodenervation of trunk muscle(s); 1-5 muscle(s) 318 NEUROLOGICAL DYSFUNCTION IN POSTURE AND MOVEMENT CAUSED 
BY CHRONIC CONDITIONS

64647 Chemodenervation of trunk muscle(s); 6 or more muscle(s) 318 NEUROLOGICAL DYSFUNCTION IN POSTURE AND MOVEMENT CAUSED 
BY CHRONIC CONDITIONS

66183 Insertion of anterior segment aqueous drainage device, without 
extraocular reservoir, external approach

149 GLAUCOMA, OTHER THAN PRIMARY ANGLE-CLOSURE
258 PRIMARY ANGLE-CLOSURE GLAUCOMA   

77293 Respiratory motion management simulation (List separately in 
addition to code for primary procedure)

102,124,136,137,140,144, 162, 165, 166, 197, 207, 208, 218, 220, 221, 229, 243, 
249, 275, 276, 278, 287, 292, 312, 320, 339, 340,  342, 356, 466, 549, 622, 633

80155 Caffeine Diagnostic
80159 Clozapine Diagnostic
80169 Everolimus Diagnostic
80171 Gabapentin Diagnostic
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80175 Lamotrigine Diagnostic
80177 Levetiracetam Diagnostic
80180 Mycophenolate (mycophenolic acid) Diagnostic
80183 Oxcarbazepine Diagnostic
80199 Tiagabine Diagnostic
80203 Zonisamide Diagnostic
81161 DMD (dystrophin) (eg, Duchenne/Becker muscular dystrophy) 

deletion analysis, and duplication analysis, if performed
Diagnostic

81287 MGMT (O-6-methylguanine-DNA methyltransferase) (eg, 
glioblastoma multiforme), methylation analysis

Excluded

81504 Oncology (tissue of origin), microarray gene expression profiling of 
> 2000 genes, utilizing formalin-fixed paraffin-embedded tissue, 
algorithm reported as tissue similarity scores

Excluded

81507 Fetal aneuploidy (trisomy 21, 18, and 13) DNA sequence analysis 
of selected regions using maternal plasma, algorithm reported as 
a risk score for each trisomy

1 PREGNANCY

87661 Infectious agent detection by nucleic acid (DNA or RNA); 
Trichomonas vaginalis, amplified probe technique

Tabled for further review

88343 Immunohistochemistry or immunocytochemistry, each separately 
identifiable antibody per block, cytologic preparation, or 
hematologic smear; each additional separately identifiable 
antibody per slide (List separately in addition to code for primary 
procedure)

Diagnostic

90673 Influenza virus vaccine, trivalent, derived from recombinant DNA 
(RIV3), hemagglutinin (HA) protein only, preservative and 
antibiotic free, for intramuscular use

3 PREVENTIVE SERVICES, BIRTH TO 10 YEARS OF AGE
4 PREVENTIVE SERVICES, OVER AGE OF 10

90685 Influenza virus vaccine, quadrivalent, split virus, preservative free, 
when administered to children 6-35 months of age, for 
intramuscular use

3 PREVENTIVE SERVICES, BIRTH TO 10 YEARS OF AGE
4 PREVENTIVE SERVICES, OVER AGE OF 10

90686 Influenza virus vaccine, quadrivalent, split virus, preservative free, 
when administered to individuals 3 years of age and older, for 
intramuscular use

3 PREVENTIVE SERVICES, BIRTH TO 10 YEARS OF AGE
4 PREVENTIVE SERVICES, OVER AGE OF 10

90687 Influenza virus vaccine, quadrivalent, split virus, when 
administered to children 6-35 months of age, for intramuscular use

3 PREVENTIVE SERVICES, BIRTH TO 10 YEARS OF AGE
4 PREVENTIVE SERVICES, OVER AGE OF 10
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90688 Influenza virus vaccine, quadrivalent, split virus, when 
administered to individuals 3 years of age and older, for 
intramuscular use

3 PREVENTIVE SERVICES, BIRTH TO 10 YEARS OF AGE
4 PREVENTIVE SERVICES, OVER AGE OF 10

92521 Evaluation of speech fluency (eg, stuttering, cluttering) 64, 75, 80, 100, 101, 185, 201, 202, 273, 289, 308, 312, 325, 342, 375, 448
92522 Evaluation of speech sound production (eg, articulation, 

phonological process, apraxia, dysarthria);
64, 75, 80, 100, 101, 185, 201, 202, 273, 289, 308, 312, 325, 342, 375, 448

92523 Evaluation of speech sound production (eg, articulation, 
phonological process, apraxia, dysarthria); with evaluation of 
language comprehension and expression (eg, receptive and 
expressive language)

64, 75, 80, 100, 101, 185, 201, 202, 273, 289, 308, 312, 325, 342, 375, 448

92524 Behavioral and qualitative analysis of voice and resonance 64, 75, 80, 100, 101, 185, 201, 202, 273, 289, 308, 312, 325, 342, 375, 448
93582 Percutaneous transcatheter closure of patent ductus arteriosus 85 PATENT DUCTUS ARTERIOSUS; AORTIC PULMONARY FISTULA   
93583 Percutaneous transcatheter septal reduction therapy (eg, alcohol 

septal ablation) including temporary pacemaker insertion when 
performed

109 CARDIOMYOPATHY, HYPERTROPHIC MUSCLE   

94669 Mechanical chest wall oscillation to facilitate lung function, per 
session

Tabled for further review

97610 Low frequency, non-contact, non-thermal ultrasound, including 
topical application(s), when performed, wound assessment, and 
instruction(s) for ongoing care, per day

Excluded List

99446 Interprofessional telephone/Internet assessment and management 
service provided by a consultative physician including a verbal and 
written report to the patient's treating/requesting physician or other 
qualified health care professional; 5-10 minutes of medical 
consultative discussion and review

E&M lines (inpatient and outpatient)

99447 Interprofessional telephone/Internet assessment and management 
service provided by a consultative physician including a verbal and 
written report to the patient's treating/requesting physician or other 
qualified health care professional; 11-20 minutes of medical 
consultative discussion and review

E&M lines (inpatient and outpatient)

99448 Interprofessional telephone/Internet assessment and management 
service provided by a consultative physician including a verbal and 
written report to the patient's treating/requesting physician or other 
qualified health care professional; 21-30 minutes of medical 
consultative discussion and review

E&M lines (inpatient and outpatient)
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99449 Interprofessional telephone/Internet assessment and management 
service provided by a consultative physician including a verbal and 
written report to the patient's treating/requesting physician or other 
qualified health care professional; 31 minutes or more of medical 
consultative discussion and review

E&M lines (inpatient and outpatient)

99481 Total body systemic hypothermia in a critically ill neonate per day 
(List separately in addition to code for primary procedure)

E&M lines (inpatient)

99482 Selective head hypothermia in a critically ill neonate per day (List 
separately in addition to code for primary procedure)

E&M lines (inpatient)
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DIAGNOSTIC GUIDELINE DXX, UPPER ENDOSCOPY FOR GERD OR DYSPEPSIA 
SYMPTOMS 

Upper endoscopy for uninvestigated dyspepsia or GERD symptoms is covered for 
1) Patients less than 50 years of age with persistent symptoms following advice on 

lifestyle modifications and completion of an appropriate course of twice daily PPI 
therapy or an H. pylori test and treat protocol. 

2) Patients 50 years of age and older 
3) Patients with troublesome dysphagia, regardless of age or prior upper 

endoscopy. 
4) Patients with “alarm symptoms” including, but not limited to, iron deficiency 

anemia or weight loss 
 

Upper endoscopy is not covered for patients with previous upper endoscopy with non-
malignant findings (other than Barrett’s esophagus) in the absence of significant new 
symptoms. 
 
 
DIAGNOSTIC GUIDELINE DXX, PRENATAL GENETIC TESTING 
 
The following types of prenatal genetic testing and genetic counseling are covered for 
pregnant women: 

1) Genetic counseling (CPT 96040, HPCPS S0265) for high risk women who have 
family history of inheritable disorder or carrier state, ultrasound abnormality, 
previous pregnancy with aneuploidy, or elevated risk of neural tube defect 

2) Genetic counseling (CPT 96040, HPCPS S0265) prior to CVS, amniocentesis, 
microarray testing, Fragile X, and spinal muscular atrophy screening   

3) Validated questionnaire to assess genetic risk in all pregnant women 
4) Screening high risk ethnic groups for hemoglobinopathies (CPT 83020, 83021) 
5) Screening for aneuploidy with any of five screening strategies [first trimester 

(nuchal translucency, beta-HCG and PAPP-A), integrated, serum integrated, 
stepwise sequential, and contingency] (CPT 76813, 76814, 81508-81511, 84163, 
84702) 

6) Cell free fetal DNA testing (CPT 81507) for evaluation of aneuploidy in women 
who have an elevated risk of a fetus with aneuploidy (maternal age >34, family 
history or elevated risk based on screening). 

7) Ultrasound for structural anomalies between 18 and 20 weeks gestation (CPT 
76811, 76812, 76817) 

8) CVS or amniocentesis (CPT 59000, 59015, 88235, 88269, 88282, 88285, 82106, 
88280, 88267) for a positive aneuploidy screen, maternal age >34, fetal structural 
anomalies, family history of inheritable chromosomal disorder or elevated risk of 
neural tube defect.  
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9) Array CGH (CPT 81228) when major fetal congenital anomalies apparent on 
imaging, and karyotype is normal  

10) FISH testing (CPT 88271, 88275) only if karyotyping is not possible due a need 
for rapid turnaround for reasons of reproductive decision-making (i.e. at 22w4d 
gestation or beyond)  

11) Screening for Tay-Sachs carrier status (CPT 81255, 83080) in high risk 
populations. First step is hex A, and then additional DNA analysis in individuals 
with ambiguous Hex A test results, suspected variant form of TSD or suspected 
pseudodeficiency of Hex A 

12) Screening for cystic fibrosis carrier status once in a lifetime (CPT 81220-81224) 
13) Screening for fragile X status (CPT 81243, 81244) in patients with a personal or 

family history of 
a. fragile X tremor/ataxia syndrome 
b. premature ovarian failure 
c. unexplained early onset intellectual disability 
d. fragile X intellectual disability 
e. unexplained autism through the pregnant woman’s maternal line 

14) Screening for spinal muscular atrophy (CPT 81401) once in a lifetime  
15) Screening those with Ashkenazi Jewish heritage for Canavan disease (CPT 

81200), familial dysautonomia (CPT 81260), and Tay-Sachs carrier status (CPT 
81255, 83080).  If a panel which includes these 4 tests is available at a lower 
cost than the sum of the individual tests, then the panel will be covered. 

16) Expanded carrier screening only for those genetic conditions identified above 

 
The following genetic screening tests are not covered:  

1) Serum triple screen 
2) Screening for thrombophilia in general population or for recurrent pregnancy loss 
3) Expanded carrier screening which includes results for conditions not explicitly 

recommended for coverage 
 
 
GUIDELINE NOTE XXX, FEMOROACETABULAR IMPINGEMENT SYNDROME 
Line 384 
ICD-9 719.85 (Other specified disorders of joint, pelvic region and thigh)/ICD-10 
M25.85x (Other specified joint disorders, hip), ICD-9 718.05 (Articular cartilage disorder, 
pelvic region and thigh)/ICD-10 M24.15x (Other articular cartilage disorders, hip) and 
CPT codes 29914-29916 (Arthroscopy, hip, surgical) are included on line 384 only for 
the diagnosis and treatment of femoroacetabular impingement syndrome.   
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Surgery for femoroacetabular impingement syndrome is included on this line only for 
patients who meet all of the following criteria:  

1) Adult patients who are younger than 55 years of age, or adolescent patients 
who are skeletally mature with documented closure of growth plates; and 

2) Other sources of pain have been ruled out (e.g., lumbar spine pathology, SI 
joint dysfunction, sports hernia); and 

3) Pain unresponsive to physical therapy and other non-surgical management 
and conservative treatments (e.g., restricted activity, cortisone injections, 
nonsteroidal anti-inflammatory drugs) of at least three months duration, or 
conservative therapy is contraindicated; and 

4) Moderate-to-severe persistent hip or groin pain that significantly limits activity 
and is worsened by flexion activities (e.g., squatting or prolonged sitting); and 

5) Positive impingement sign (i.e., sudden pain on 90 degree hip flexion with 
adduction and internal rotation or extension and external rotation); and 

6) Radiographic confirmation of FAI (e.g., pistol-grip deformity, alpha angle 
greater than 50 degrees, coxa profunda, and/or acetabular retroversion); and 

7) Do not have advanced osteoarthritis (i.e., Tönnis* grade 2 or 3) and/or severe 
cartilage damage (i.e., Outerbridge* grade III or IV). 

 
 
GUIDELINE NOTE XXX, EXTRACORPOREAL PHOTOPHERESIS 
Lines 221, 338 
Extracorporeal photopheresis (CPT 36522) is included on line 221 for treatment of 
chronic T-cell lymphoma (ICD-9 202.1x, 202.2x; ICD-10 C84.0, C84.1) which is:  

1) stage III or IVA  
2) erythrodermic  
3) not responsive to other therapy 

 
Extracorporeal photopheresis (CPT 36522) is included on line 338 for treatment of 
chronic graft-versus-host disease (ICD-9 279.52; ICD-10 T86.0) which 

1) is steroid refractory, steroid dependent or the patient is unable to tolerate 
corticosteroid therapy 

2) primarily affects skin or mucosal membranes (mouth and ⁄or eye disease) 
 
 

GUIDELINE NOTE XXX, INTRAOCULAR STEROID IMPLANTS FOR CHRONIC 
NON-INFECTIOUS UVEITIS 
Line 106 
Intraocular steroid implants (CPT 67027, 67028) are only included on Line 106 for 
pairing with uveitis (ICD-9 363.0x, 363.1x, 363.20, 363.22; ICD-10 H30.0x9, H30.1x9, 
H30.93, H30.819), and only when the following conditions are met: uveitis is chronic, 
non-infectious, and affecting the posterior segment of the eye, and there has been  
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appropriate trial and failure, or intolerance of therapy, with local and systemic 
corticosteroids and/or immunosuppressive agents.  
 

 
GUIDELINE NOTE XXX, INTRAOCULAR STEROID IMPLANTS FOR CENTRAL 
RETINAL VEIN OCCLUSION 
Line 465 
Intraocular steroid implants (CPT 67028) are only included on Line 465 for treatment of 
central retinal vein occlusion (ICD-9 362.35, ICD-10 H34.81x) in those individuals who 
have failed anti-VEGF therapy. 

 
 
GUIDELINE NOTE XXX, OBSTRUCTIVE SLEEP APNEA DIAGNOSIS AND 
TREATMENT FOR CHILDREN 
Line 210 
Obstructive sleep apnea (OSA) in children (18 or younger) must be diagnosed by  

1) nocturnal polysomnography with an AHI >5 episodes/h or AHI>1 episodes/h with 
history and exam consistent with OSA, OR  

2) nocturnal pulse oximetry with 3 or more SpO2 drops <90% and 3 or more 
clusters of desaturation events, or alternatives desaturation (>3%) index >3.5 
episodes/h, OR  

3) use of a validated questionnaire (such as the Pediatric Sleep Questionnaire or 
OSA 18), OR 

4) consultation with a sleep medicine specialist.   
 
Polysomnography and/or consultation with a sleep medicine specialist to support the 
diagnosis of OSA and/or to identify perioperative risk is recommended for  

1) high risk children (i.e. children with cranio-facial abnormalities, neuromuscular 
disorders, Down syndrome, etc.) 

2) children with equivocal indications for adenotonsillectomy (such as discordance 
between tonsillar size on physical examination and the reported severity of sleep-
disordered breathing), 

3) children younger than three years of age  
 
Adenotonsillectomy is an appropriate first line treatment for children with OSA. Weight 
loss is recommended in addition to other therapy in patients who are overweight or 
obese.  
 
Intranasal corticosteroids are an option for children with mild OSA in whom 
adenotonsillectomy is contraindicated or for mild postoperative OSA.  
 
CPAP is covered for a 3 month trial for children through age 18 who have 

1) undergone surgery or are not candidates for surgery, AND 
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2)  have documented residual sleep apnea symptoms (sleep disruption and/or 
significant desaturations) with residual daytime symptoms (daytime sleepiness or 
behavior problems) 

 
CPAP will be covered for children through age 18 on an ongoing basis if: 

1) There is documentation of improvement in sleep disruption and daytime 
sleepiness and behavior problems with CPAP use 

2) Annual re-evaluation for CPAP demonstrates ongoing clinical benefit and 
compliance with use, defined as use of CPAP for at least four hours per night on 
70% of the nights in a consecutive 30 day period 
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GUIDELINE NOTE 27, SLEEP APNEA 
Line 210 
Surgery for sleep apnea for adults (18 and older) is only covered after documented 
failure of both CPAP and an oral appliance. 
 

 
GUIDELINE NOTE 36, ADENOTONSILLECTOMY FOR INDICATIONS OTHER THAN 
OBSTRUCTIVE SLEEP APNEA 
Lines 49, 84, 210, 395, 574 
Tonsillectomy/adenotonsillectomy is an appropriate treatment for patients with: 

1. Five documented attacks of strep tonsillitis in a year or 3 documented attacks 
of strep tonsillitis in each of two consecutive years where an attack is 
considered a positive culture/screen and where an appropriate course of 
antibiotic therapy has been completed; 

2. Peritonsillar abscess requiring surgical drainage; 
3. Moderate or severe obstructive sleep apnea (OSA) in children 18 and 

younger, or mild OSA in children with daytime symptoms and/or other 
indications for surgery. For children 3 and younger or for children with 
significant co-morbidities, OSA must be diagnosed by nocturnal 
polysomnography. For children older than 3 who are otherwise healthy, OSA 
must be diagnosed by either nocturnal polysomnography, use of a validated 
questionnaire (such as the Pediatric Sleep Questionnaire or OSA 18), or 
consultation with a sleep medicine specialist; or, 

4. 3. Unilateral tonsillar hypertrophy in adults; unilateral tonsillar hypertrophy in 
children with other symptoms suggestive of malignancy. 

 
See Guideline Note XXX for diagnosis and treatment of obstructive sleep apnea in 
children 
 
GUIDELINE NOTE 66, CERVICAL DYSPLASIA 
Line 31 
Work up and treatment of cervical dysplasia should follow the American Society for 
Cervical Colposcopy and Pathology guidelines as published in the American Journal of 
Obstetrics & Gynecology, October 2007 Journal of Lower Genital Tract Disease, April 
2013. 
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Code Code Description Line(s) Involved Issue Recommendation(s) 
45339 Sigmoidoscopy, flexible; with 

ablation of tumor(s), polyp(s), 
or other lesion(s) not amenable 
to removal by hot biopsy 
forceps, bipolar cautery or 
snare technique 

173 ANAL, RECTAL AND 
COLONIC POLYPS 

DMAP is requesting that 45339 
pair with 211.3 Benign 
neoplasm of colon.  45339 is on 
lines 35,62,111,501,649.  
Several similar codes are on line 
173 

Add 45339 to line 173 

250.41 
 
 
250.43
250.81 
 
 
250.83 

Diabetes with renal 
manifestations, type I [juvenile 
type], not stated as uncontrolled 
Uncontrolled 
Diabetes with other specified 
manifestations, type I [juvenile 
type], not stated as uncontrolled 
Uncontrolled 

10 TYPE I DIABETES 
MELLITUS  
 

DMAP requested that 250.43 
and 250.83 pair with CPT 95250 
(Ambulatory continuous glucose 
monitoring).  On review, 
additional diagnoses were both 
found to be missing from line 
10.  The other specified 
manifestations for 250.8x are 
“diabetic hypoglycemia NOS” 
and “hypoglycemic shock 
NOS.” 
 

Add 250.41, 250.43, 
250.81 and 250.83 to line 
10 
 
 

38770 Pelvic lymphadenectomy, 
including external iliac, 
hypogastric, and obturator 
nodes (separate procedure) 

252 CANCER OF OVARY DMAP requested that 38770 
pair with 183.0 Malignant 
neoplasm of ovary. 38770 is 
currently on lines 144,218,243. 
 

Add 38770 to line 252 

519.4 Disorders of diaphragm  49 CONGENITAL AIRWAY 
OBSTRUCTION WITH OR 
WITHOUT CLEFT PALATE 
689 RESPIRATORY 
CONDITIONS WITH NO OR 
MINIMALLY EFFECTIVE 
TREATMENTS OR NO 
TREATMENT NECESSARY 

DMAP requested that 519.4 be 
removed from line 49 as coding 
specifications state that it cannot 
be used for congenital 
conditions.  ICD-9 519.4 
includes the subdiagnoses of 
diaphragm paralysis and 
relaxation. 
 

Remove 519.4 from line 
49 
 
Add 519.4 to line 689 
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Code Code Description Line(s) Involved Issue Recommendation(s) 
11740 Evacuation of subungual 

hematoma 
382 CLOSED FRACTURE OF 
EXTREMITIES (EXCEPT 
TOES) 

DMAP rquesting that 11740 pair 
with 816.02 Closed fracture of 
distal phalanx or phalanges of 
hand. 11740 is currently on lines 
142,143,214,315,536,615,663 

Add 11740 to line 382 

32110 Thoracotomy; with control of 
traumatic hemorrhage and/or 
repair of lung tear 

153 PNEUMOTHORAX AND 
HEMOTHORAX 

DMAP requested that 32110 
pair with 860.2 Traumatic 
hemothorax without mention of 
open wound into thorax and 
860.5 Traumatic 
pneumohemothorax with open 
wound into thorax. 32110 is on 
lines 63,88,307,409. 

Add 32110 to line 153 

50398 Change of nephrostomy or 
pyelostomy tube 

78 NEUROLOGICAL 
DYSFUNCTION IN 
BREATHING, EATING, 
SWALLOWING, BOWEL, OR 
BLADDER CONTROL 
CAUSED BY CHRONIC 
CONDITIONS; ATTENTION 
TO OSTOMIES 

DMAP requested that V55.6 
Attention to other artificial 
opening of urinary tract pair 
with 50398. 50398 is currently 
on lines 245, 308. 

Add 50398 to line 78 

43274-
43277 

Endoscopic retrograde 
cholangiopancreatography 
(ERCP); with endoscopic stent 
placement/replacement into 
biliary duct (various types of 
procedures) 
 

340 CANCER OF LIVER DMAP requested that 43268 
(code replaced by 43274-43277 
series) be paired with 155.0 
Malignant neoplasm of liver, 
primary. 

Add 43274-43277 to line 
340 

62100 Craniotomy for repair of 
dural/cerebrospinal fluid leak, 
including surgery for 
rhinorrhea/otorrhea 

448 COMPLICATIONS OF A 
PROCEDURE USUALLY 
REQUIRING TREATMENT 

DMAP requested that 62100 
pair with 349.39 Other dural 
tear.  62100 is on lines 
22,137,162,193,201,371,401. 
 

Add 62100 to line 448 
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Code Code Description Line(s) Involved Issue Recommendation(s) 
63275 
 
 
63277 
63278 
63280 
 
63282 
 
63283 
63285-
63290 

Laminectomy for 
biopsy/excision of intraspinal 
neoplasm; extradural, cervical 
extradural, lumbar  
extradural, sacral 
intradural, extramedullary, 
cervical  
intradural, extramedullary, 
lumbar 
intradural, sacral 
intradural, intramedullary, 

137 BENIGN NEOPLASM OF 
THE BRAIN 

DMAP requested that 63282 
pair with 225.3 Benign 
neoplasm of spinal cord.  
Several similar CPT codes are 
present on line 137.  Multiple 
similar codes are only on line 
320 CANCER OF BRAIN AND 
NERVOUS SYSTEM. 

Add 63275, 63277, 
63278, 63280, 63282, 
63283, 63285-63290 to 
line 137 

67882 Construction of intermarginal 
adhesions, median 
tarsorrhaphy, or canthorrhaphy; 
with transposition of tarsal 
plate 

497 PTOSIS (ACQUIRED) 
WITH VISION IMPAIRMENT 

DMAP requested that 67882 
pair with 374.41 Eyelid 
retraction or lag.  67882 is on 
lines 393,476,499,515,524,537. 
Similar code 67880 is on line 
497. 

Add 67882 to line 497 

34825 
 
 
 
 
 
34826 

Placement of proximal or distal 
extension prosthesis for 
endovascular repair of 
infrarenal abdominal aortic or 
iliac aneurysm, false aneurysm, 
or dissection; initial vessel 
each additional vessel 

307 DISSECTING OR 
RUPTURED AORTIC 
ANEURYSM 

DMAP requested that 34825 and 
34826 pair with 441.3 
Abdominal aneurysm, ruptured. 
Both CPT codes are currently on 
line 349 NON-DISSECTING 
ANEURYSM WITHOUT 
RUPTURE. 

Add 34825 and 34826 to 
line 307 

45384 Colonoscopy, flexible, 
proximal to splenic flexure; 
with removal of tumor(s), 
polyp(s), or other lesion(s) by 
hot biopsy forceps or bipolar 
cautery 
 

62 ULCERS, GASTRITIS, 
DUODENITIS, AND GI 
HEMORRHAGE 

DMAP requested that 45384 be 
paired with 569.84 
Angiodysplasia of intestine. 
45384 is on lines 
48,111,165,173,667. 

Add 45384 to line 62 
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Code Code Description Line(s) Involved Issue Recommendation(s) 
28715 Arthrodesis; triple 384 RHEUMATOID 

ARTHRITIS, 
OSTEOARTHRITIS, 
OSTEOCHONDRITIS 
DISSECANS, AND ASEPTIC 
NECROSIS OF BONE   

DMAP requested that 28715 
pair with 715.97 Osteoarthrosis, 
unspecified whether generalized 
or localized, ankle and foot.  
28715 is on lines 
297,308,318,565.  Brief 
literature review finds ankle 
arthrodesis to be a standard 
treatment for ankle arthritis. 

Add 28715 to line 384 

197.0 Secondary malignant neoplasm 
of lung 

278 CANCER OF LUNG, 
BRONCHUS, PLEURA, 
TRACHEA, MEDIASTINUM 
AND OTHER RESPIRATORY 
ORGANS   
622 SECONDARY AND ILL-
DEFINED MALIGNANT 
NEOPLASMS    

197.0 appears on both lines 278 
and 622.  Similar secondary 
cancer codes only appear on line 
622.  There is no guideline or 
coding specification to clarify 
when this diagnosis is on the 
covered line. 

Remove 197.0 from line 
278 

65870 
 
 
 
 
 

Severing adhesions of anterior 
segment of eye, incisional 
technique (with or without 
injection of air or liquid) 
(separate procedure); anterior 
synechiae, except 
goniosynechiae 

362 RUBEOSIS IRIDIS DMAP is requesting that 65870 
pair with 364.70 Unspecified 
adhesions of iris.  Similar code 
65875 is on line 362. 

Add 65870 to line 362 

66682 Suture of iris, ciliary body 
(separate procedure) with 
retrieval of suture through 
small incision (eg, McCannel 
suture) 

362 RUBEOSIS IRIDIS DMAP requested that 66682 
pair with 364.76 Iridodialysis. 
66682 is on line 321 
CATARACT, EXCLUDING 
CONGENITAL. 

Add 66682 to line 362 

67405 Orbitotomy without bone flap 
(frontal or transconjunctival 
approach); with drainage only 

84 DEEP ABSCESSES, 
INCLUDING APPENDICITIS 
AND PERIORBITAL ABSCESS; 
INTESTINAL PERFORATION 

DMAP requested that 67405 
pair with 376.01 Orbital 
cellulitis. 67405 is on lines 
381,476,670 

Add 67405 to line 84 



VbB
S S

um
mary

 D
oc

um
en

ts

Straightforward Issues—January, 2014 
 

5 

Code Code Description Line(s) Involved Issue Recommendation(s) 
69000 Drainage external ear, abscess 

or hematoma; simple 
450 NON-MALIGNANT 
OTITIS EXTERNA 

DMAP requested that 69000 
pair with 380.10 Unspecified 
infective otitis externa.  69000 is 
on lines 214,577. 

Add 69000 to line 450 

69540 Excision aural polyp 405 CHOLESTEATOMA; 
INFECTIONS OF THE PINNA 

DMAP requested that 69540 
pair with 385.30 Unspecified 
cholesteatoma. 69540 is on lines 
178,548. 

Add 69540 to line 405 

27829 Open treatment of distal 
tibiofibular joint (syndesmosis) 
disruption, includes internal 
fixation, when performed 

297 DEFORMITY/CLOSED 
DISLOCATION OF JOINT 

DMAP requested that 27829 
pair with 837.0 Closed 
dislocation of ankle.  27829 is 
on lines 143,382,406,467 

Add 27829 to line 297 

52310 Cystourethroscopy, with 
removal of foreign body, 
calculus, or ureteral stent from 
urethra or bladder (separate 
procedure); simple 

308 COMPLICATIONS OF A 
PROCEDURE ALWAYS 
REQUIRING TREATMENT   

DMAP requested that 52310 
pair with 996.76 Other 
complications due to 
genitourinary device, implant, 
and graft. 52310 is on lines 
54,88,186,351,379. 

Add 52310 to line 308 

38747 Abdominal lymphadenectomy, 
regional, including celiac, 
gastric, portal, peripancreatic, 
with or without para-aortic and 
vena caval nodes 

229 CANCER OF STOMACH DMAP requested that 38747 
pair with 151.9 Malignant 
neoplasm of stomach, 
unspecified site.  38747 is on 
lines 243,597,598 

Add 38747 to line 229 

50605 Ureterotomy for insertion of 
indwelling stent, all types 
 

186 URETERAL STRICTURE 
OR OBSTRUCTION; 
HYDRONEPHROSIS; 
HYDROURETER 

DMAP is requesting that 50605 
pair with 593.3 Stricture or 
kinking of ureter.  50605 is on 
lines 54,287,379 

Add 50605 to line 186 

26567 Osteotomy; phalanx of finger, 
each 

467 MALUNION AND 
NONUNION OF FRACTURE 

DMAP requested that 26567 
pair with 733.81 Malunion of 
fracture. 26567 is on lines 
297,531,550. 
 

Add 26567 to line 467 
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Code Code Description Line(s) Involved Issue Recommendation(s) 
51050 
 
 
51060 
51065 

Cystolithotomy, cystotomy 
with removal of calculus, 
without vesical neck resection 
Transvesical ureterolithotomy 
Cystotomy, with calculus 
basket extraction and/or 
ultrasonic or electrohydraulic 
fragmentation of ureteral 
calculus 
 

96 CONGENITAL 
ANOMALIES OF URINARY 
SYSTEM  
379 URINARY SYSTEM 
CALCULUS 

DMAP requested that 51050 
pair with 594.1 Other calculus in 
bladder. 51050 is on line 96. On 
review, 51060 and 51065 found 
to be candidates for line 379. 

Add 51050, 51060, and 
51065 to line 379 
 
Remove 51050, 51060, 
and 51065 from line 96 

55831 Prostatectomy (including 
control of postoperative 
bleeding, vasectomy, 
meatotomy, urethral calibration 
and/or dilation, and internal 
urethrotomy); retropubic, 
subtotal 

351 FUNCTIONAL AND 
MECHANICAL DISORDERS 
OF THE GENITOURINARY 
SYSTEM INCLUDING 
BLADDER OUTLET 
OBSTRUCTION 

DMAP requested that 55831 
pair with 600.01 Hypertrophy 
(benign) of prostate with urinary 
obstruction and other lower 
urinary tract symptoms [LUTS].  
Similar codes 55801, 55821 are 
on line 351. 

Add 55831 to line 351 

58700 Salpingectomy, complete or 
partial, unilateral or bilateral 

260 TORSION OF OVARY DMAP requested that 58700 
pair with 620.5 Torsion of 
ovary, ovarian pedicle, or 
fallopian tube. 

Add 58700 to line 260 

25028 Incision and drainage, forearm 
and/or wrist; deep abscess or 
hematoma 

214 SUPERFICIAL 
ABSCESSES AND 
CELLULITIS 

DMAP requested that 25028 
pair with 682.3 Cellulitis and 
abscess of upper arm and 
forearm.  25028 is on line 250 
PERIPHERAL VASCULAR DISEASE, 
LIMB THREATENING INFECTIONS, 
AND VASCULAR COMPLICATIONS. 

Add 25208 to line 214 

29540 Strapping; ankle and/or foot 550 DEFORMITIES OF 
UPPER BODY AND ALL 
LIMBS 

DMAP requested that 29540 
pair with 736.79 Other acquired 
deformity of ankle. 29540 is on 
lines 406,638. 

Add 29540 to line 550 



VbB
S S

um
mary

 D
oc

um
en

ts

Straightforward Issues—January, 2014 
 

7 

Code Code Description Line(s) Involved Issue Recommendation(s) 
23430 
 
26410 
 
 
26412 
26350 
 
 
 
 
 
26352 

Tenodesis of long tendon of 
biceps 
Repair, extensor tendon, hand, 
primary or secondary; without 
free graft, each tendon 
With free graft 
Repair or advancement, flexor 
tendon, not in zone 2 digital 
flexor tendon sheath (eg, no 
man's land); primary or 
secondary without free graft, 
each tendon  
With free graft 
 
 

406 DISRUPTIONS OF THE 
LIGAMENTS AND TENDONS 
OF THE ARMS AND LEGS, 
EXCLUDING THE KNEE, 
POTENTIALLY RESULTING 
IN SIGNIFICANT 
INJURY/IMPAIRMENT 

DMAP requested that 23420 
pair with 727.62 Nontraumatic 
rupture of tendons of biceps 
(long head), 26410 pair with 
727.63 Nontraumatic rupture of 
extensor tendons of hand and 
wrist (26412 should also pair), 
and 26350 pair with 727.64 
Nontraumatic rupture of flexor 
tendons of hand and wrist 
(26352 should pair as well). 
Most similar codes on line 406. 

Add 23430, 26350, 
26352, 226410, 26412 to 
line 406 

50546 Laparoscopy, surgical; 
nephrectomy, including partial 
ureterectomy 

88 INJURY TO INTERNAL 
ORGANS 

DMAP requested that 50546 
pair with 866.02 Kidney 
laceration without mention of 
open wound into cavity. 50546 
is on lines 54,84,96,228,287, 
538. 
 

Add 50546 to line 88 

29405 Application of short leg cast 
(below knee to toes) 

318 NEUROLOGICAL 
DYSFUNCTION IN POSTURE 
AND MOVEMENT CAUSED 
BY CHRONIC CONDITIONS 
467 MALUNION AND 
NONUNION OF FRACTURE 

DMAP requested that 29405 
pair with 733.81 Malunion of 
fracture and with 727.81 
Contracture of tendon (sheath). 
29405 is on lines 
143,297,382,406,455,565. 
Similar code 29425 is on lines 
318 and 467 
 
 

Add 29405 to lines 318 
and 467 
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Code Code Description Line(s) Involved Issue Recommendation(s) 
43196 
 
 
 
43226 

Esophagoscopy, rigid, 
transoral; with insertion of 
guide wire followed by dilation 
over guide wire  
Esophagoscopy, flexible; with 
insertion of guide wire 
followed by dilation over guide 
wire 

71 CONGENITAL 
ANOMALIES OF UPPER 
ALIMENTARY TRACT, 
EXCLUDING TONGUE 

DMAP requested that 43226 
pair with 750.3 Congenital 
tracheoesophageal fistula, 
esophageal atresia and stenosis. 
43196 is a new code for 2014 
which should be used for rigid 
procedures, and 43226 was 
changed to only flexible type. 

Add 43196 and 43226 to 
line 71 

44314 Revision of ileostomy; 
complicated (reconstruction in-
depth) 

308 COMPLICATIONS OF A 
PROCEDURE ALWAYS 
REQUIRING TREATMENT 

DMAP requested that 44314 
pair with 997.49 Other digestive 
system complications.  44314 is 
currently on lines 35, 78, 84, 97, 
111, 165, 448. 

Add 44314 to line 308 

59200 Insertion of cervical dilator (eg, 
laminaria, prostaglandin) 

69 SPONTANEOUS 
ABORTION COMPLICATED 
BY INFECTION AND/OR 
HEMORRHAGE, MISSED 
ABORTION 

DMAP requested that 59200 
pair with 632 Missed abortion.  
59200 is on lines 1 and 41. 

Add 59200 to line 69 

24635 Open treatment of Monteggia 
type of fracture dislocation at 
elbow (fracture proximal end of 
ulna with dislocation of radial 
head), includes internal 
fixation, when performed 
 

382 CLOSED FRACTURE OF 
EXTREMITIES (EXCEPT 
TOES) 

DMAP requested that 24635 
pair with 813.03 Closed 
Monteggia's fracture. 24635 is 
on lines 143,297. 

Add 24635 to line 382 

61107 Twist drill hole(s) for subdural, 
intracerebral, or ventricular 
puncture; for implanting 
ventricular catheter, pressure 
recording device, or other 
intracerebral monitoring device 

101 SEVERE/MODERATE 
HEAD INJURY: 
HEMATOMA/EDEMA WITH 
LOSS OF CONSCIOU0SNESS, 
COMPOUND/DEPRESSED 
FRACTURES OF SKULL 

DMAP requested that 61107 be 
paired with a variety of skull 
fracture diagnoses found on line 
101. 61107 is found on lines 
22,75,84,201,320,401. Several 
similar CPT codes are on line 
101. 
 

Add 61107 to line 101 
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Code Code Description Line(s) Involved Issue Recommendation(s) 
33217 
 
 
 
33220 
 
 
 
33222 
 
33226 

Insertion of 2 transvenous 
electrodes, permanent 
pacemaker or cardioverter-
defibrillator  
Repair of 2 transvenous 
electrodes for permanent 
pacemaker or pacing 
cardioverter-defibrillator 
Relocation of skin pocket for 
pacemaker 
Repositioning of previously 
implanted cardiac venous 
system (left ventricular) 
electrode (including removal, 
insertion and/or replacement of 
existing generator) 

308 COMPLICATIONS OF A 
PROCEDURE ALWAYS 
REQUIRING TREATMENT 

DMAP requested that 33217 
pair with 996.01 Mechanical 
complication due to cardiac 
pacemaker (electrode). Most 
similar codes found on line 308; 
however, several additional 
codes found on review which 
also should be added. 

Add 33217, 33220, 
33222, and 33226 to line 
308 

77014 Computed tomography 
guidance for placement of 
radiation therapy fields 
 

277 CANCER OF 
RETROPERITONEUM, 
PERITONEUM, OMENTUM 
AND MESENTERY 

DMAP requested that 77014 
pair with 158.9 Malignant 
neoplasm of peritoneum, 
unspecified.  Line 277 has 
radiation treatment codes. 77014 
is on 40+ lines. 

Add 77014 to line 277 

62165 Neuroendoscopy, intracranial; 
with excision of pituitary 
tumor, transnasal or trans-
sphenoidal approach 

162 BENIGN NEOPLASM OF 
PITUITARY GLAND 

DMAP requested that 62165 
pair with 227.3 Benign 
neoplasm of pituitary gland and 
craniopharyngeal duct (pouch).  
62165 is on lines 137,276,320. 

Add 62165 to line 162 

32124 Thoracotomy; with open 
intrapleural pneumonolysis 

153 PNEUMOTHORAX AND 
HEMOTHORAX 

DMAP requested that 32124 
pair with 512.83 Chronic 
pneumothorax. 32124 is on lines 
63,88,307,409. This CPT code is 
used for removing adhesions.  

Add 32124 to line 153. 
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Code Code Description Line(s) Involved Issue Recommendation(s) 
26567 Osteotomy; phalanx of finger, 

each 
467 MALUNION AND 
NONUNION OF FRACTURE 

DMAP requested that 26567 
pair with 733.81 Malunion of 
fracture.  Similar codes are on 
line 467.  26567 is on lines 
297,531,550. 

Add 26567 to line 467 

62272 Spinal puncture, therapeutic, 
for drainage of cerebrospinal 
fluid (by needle or catheter) 
 

308 COMPLICATIONS OF A 
PROCEDURE ALWAYS 
REQUIRING TREATMENT 

DMAP requested that 62272 
pair with 996.63 Infection and 
inflammatory reaction due to 
nervous system device, implant, 
and graft.  76672 is on lines 
22,137,201,320,401. 

Add 62272 to line 308 

  312 CANCER OF ORAL 
CAVITY, PHARYNX, 
NOSE AND LARYNX 

Speech therapy CPT codes were 
recently added to line 312.  
However, GN #6 
(PT/OT/Speech services)  does 
not reference line 312. 
 

Add line 312 to GN#6 

96150-
96154 

Health and behavior assessment 
codes 

22 HYDROCEPHALUS AND 
BENIGN INTRACRANIAL 
HYPERTENSION 

DMAP is requesting that the 
health and behavior assessment 
codes pair with 348.2 Benign 
intracranial hypertension.  96144 
already is found on line 22. 
 

Add 96150-96154 to line 
22 

32110 
 
 

Thoracotomy; with control of 
traumatic hemorrhage and/or 
repair of lung tear 

153 PNEUMOTHORAX AND 
HEMOTHORAX 

DMAP is requesting that 32110 
pair with Iatrogenic 
pneumothorax.  32110 is found 
on lines 63,88,307,409.  The 
treatment title of line 153 is 
TUBE THORACOSTOMY/ 
THORACOTOMY, MEDICAL 
THERAPY    
 

Add 32110 to line 153 
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Code Code Description Line(s) Involved Issue Recommendation(s) 
S0270-
S0274 

Physician/nurse practitioner 
management of patient home 
care 

Approximately 600 These HCPCS codes are 
currently closed to payment by 
DMAP.  Equivalent CPT codes 
exist and are open to payment.  
DMAP/HERC staff  recommend 
moving to Excluded List for 
clarity. 
 

Remove S0270-S0274 
from all lines on 
Prioritized List. 
 
Advise DMAP to add 
S0270-S0274 to 
Excluded List 

92081 
 
 
 
92082 

Visual field examination, 
unilateral or bilateral, with 
interpretation and report; 
limited examination  
intermediate examination 

136 THYROTOXICOSIS 
WITH OR WITHOUT GOITER, 
ENDOCRINE 
EXOPHTHALMOS; CHRONIC 
THYROIDITIS 

DMAP requested that 92082 
pair with 376.21 Thyrotoxic 
exophthalmos.  92082 is on 
approximately 50 lines. Other 
ophthalmologic services are 
included on line 136. 92081 
should also be added. 
 

Add 92081 and 92082 to 
line 136 

66825 Repositioning of intraocular 
lens prosthesis, requiring an 
incision (separate procedure) 

448 COMPLICATIONS OF A 
PROCEDURE USUALLY 
REQUIRING TREATMENT 

DMAP requested that 66825 
pair with 996.53 Mechanical 
complication due to ocular lens 
prosthesis.  66825 is currently 
on lines 321,322,337,397,429, 
452. 
 

Add 66825 to line 448 

718.44 Contracture of hand joint 297 DEFORMITY/CLOSED 
DISLOCATION OF JOINT   
318 NEUROLOGICAL 
DYSFUNCTION IN POSTURE 
AND MOVEMENT CAUSED 
BY CHRONIC CONDITIONS.   

DMAP requested that 718.44 
pair with 26508 Release of 
thenar muscle(s) (eg, thumb 
contracture).  All appropriate 
contracture correction CPT 
codes are on line 297.  718.44 is 
currently on line 318 297 has all 
OT/PT services needed.  
 

Add 718.44 to line 297 
 
Remove 718.44 from line 
318 
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Code Code Description Line(s) Involved Issue Recommendation(s) 
14020-
14302 

Adjacent tissue transfer or 
rearrangement (various body 
areas, size, etc.) 

308 COMPLICATIONS OF A 
PROCEDURE ALWAYS 
REQUIRING TREATMENT 

DMAP requested that 14301 
pair with 998.32 Disruption of 
external operation (surgical) 
Wound.  Similar codes 14000 
and 14001 are on line 308, but 
the rest of the tissue transfer 
codes are not present on that 
line. 

Add 14020-14302 to line 
308 

 Neonatal specific treatments Neonatal lines There are multiple CPT codes 
that refer to treatment of 
neonates.  These are currently on 
all lines with hospital CPT 
codes.  HERC staff recommends 
restricting to only lines with 
neonatal diagnoses. 

Restrict neonatal specific 
CPT codes to neonatal 
lines. 
 
See attached document 
for codes and lines 
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The 2014 CPT codes were reviewed at the October, 2013 VBBS meeting.  The majority 
of new codes had placement approved at that meeting.  Several codes were tabled for 
additional review by HERC staff.  In addition, 2 codes were found to have been left off 
the October meeting materials.   
 

1) Codes omitted from October 2013 review 
a. 34846: Endovascular repair of visceral aorta and infrarenal abdominal 

aorta (eg, aneurysm, pseudoaneurysm, dissection, penetrating ulcer, 
intramural hematoma, or traumatic disruption) with a fenestrated visceral 
aortic endograft and concomitant unibody or modular infrarenal aortic 
endograft and all associated radiological supervision and interpretation, 
including target zone angioplasty, when performed; including two visceral 
artery endoprostheses (superior mesenteric, celiac and/or renal artery[s]) 

b. 34847: including three visceral artery endoprostheses (superior 
mesenteric, celiac and/or renal artery[s]) 

c. These codes are part of the 34845-34848 series and should be placed on 
the same lines as the other codes in this series 

d. HERC staff recommendation: add 34846 and 34847 to lines: 
i. 88 INJURY TO INTERNAL ORGANS   
ii. 270 ARTERIAL EMBOLISM/THROMBOSIS: ABDOMINAL AORTA, 

THORACIC AORTA   
iii. 293 INJURY TO BLOOD VESSELS OF THE THORACIC CAVITY    
iv. 307 DISSECTING OR RUPTURED AORTIC ANEURYSM    
v. 349 NON-DISSECTING ANEURYSM WITHOUT RUPTURE 

 
 

2) 87661 (amplified DNA/RNA probe for Trichomonas vaginalis) 
a. Chapin 2011, review 

i. FDA approval in April 2011.  One commercial system available 
(APTIMA, TV from Gen-Probe Inc.) 

ii. Clinical sensitivity and specificity are >95 and 98% 
b. Coleman 2011, review 

i. Sensitivity/specificity of various tests for trichomonas 
1. Wet mount: 56.0%/100% 
2. Culture: 83.0%/100% 
3. Rapid antigen: 63-90%/99.9-100% 
4. APTIMA DNA probe: 95-100%/98.9-99.6% 

c. Testing can be done on same swab and gonorrhea/chlamydia testing 
d. Might increase costs due to higher detection rate and therefore higher 

treatment rate 
e. Cost of actual assay not available 
f. HERC staff recommendation 

i. Place 87661 on the Diagnostic List 
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3) 94669 (Mechanical chest wall oscillation) 
a. The VBBS requested cost comparison information between this therapy 

and similar therapies for cystic fibrosis and similar conditions, as this 
therapy was found to be equally efficacious to other therapies, but not 
better.   

b. HCPCS A7025, A7026, and E0483 were previously used to code the DME 
for device 

c. 2012 MED report on oscillating devices for children with CF 
i. Purchase cost of system ranged from $8,000-11,000 
ii. Monthly rental costs ranged from $30-$1100  
iii. HCPCS E0483 

d. Medicare fee schedule (2013) 
i. E0483: $1151.07/month rental 
ii. A7025: $470.92 (purchase) 
iii. A7026: $31.13 (purchase) 

e. DMAP reimbursement 
i. E0483 is excluded as less cost effective than other therapies 
ii. Chest respiratory therapy (CPT 94667-94668): $25.48 

f. From Trillium Health Plans: 
i. The comparable “standard treatments” 

1. Mechanical Percussor (E0480); electric or pneumatic, home 
model 

a. DMAP - $37. 20 (rental per month), $371.97 
(purchase) 

b. Medicare - $45.50 (rental only; per month) 
2. Flutter device (S1815, E1399); hand held, portable  

a. No DMAP or Medicare pricing; average cost per web 
search; $50.00 

3. Positive Expiratory Pressure (PEP) device (E0484); 
mask/mouthpiece with valve, hand held  

a. Medicare pricing; $39.98 (purchase)  
4. Chest PT is expected to be delivered by the member’s 

caregiver and is associated with one-time training cost only 
g. HERC staff recommendation 

i. Place 94669 on the Excluded List 
1. Equally efficacious but much more expensive that 

comparable therapies. 
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Question: Should carotid artery stenting be a covered procedure for carotid 
atherosclerotic disease? 
 
Question source: 2014 CPT code review 
 
Issue: During the October, 2013 VBBS review of the 2014 CPT codes, a new CPT code 
for carotid stenting was identified for further research on its effectiveness.  The review 
request for for carotid artery stenting efficacy in general. 
 
2014 CPT code 37217: Transcatheter placement of an intravascular stent(s), 
intrathoracic common carotid artery or innominate artery by retrograde treatment, via 
open ipsilateral cervical carotid artery exposure, including angioplasty, when performed, 
and radiological supervision and interpretation 
 
Similar CPT codes are currently on lines 342 STROKE and 440 TRANSIENT 
CEREBRAL ISCHEMIA; OCCLUSION/STENOSIS OF PRECEREBRAL ARTERIES 
WITHOUT OCCLUSION 

1) 37215 Transcatheter placement of intravascular stent(s), cervical carotid artery, 
percutaneous; with distal embolic protection 

2) 37216 without distal embolic protection 
 
On research, the stenting of the common carotid artery or innominate artery is a much 
more difficult procedure than stenting the cervical carotid artery, and treatment of 
stenoses in these areas is more complex that treatment of  cervical carotid artery 
disease.  Treatment of this more complex disease involves stenting, angioplasty or 
medical management, much like cervical carotid disease. 
 
Treatment of carotid endosclerotic disease can be done in one of three ways: medical 
management, carotid enarterectomy (CEA), and carotid artery stenting (CAS). Patients 
may be symptomatic (have had a stroke, TIA, etc.) or asymptomatic (stenosis found on 
ultrasound or other screening). 
 
 
Evidence:  

1) Bonati 2012, Cochrane review of CEA vs CAS vs medical management in non-
surgical candidates 

a. N=16 trials (7572 patients) 
b. In patients with symptomatic carotid stenosis at standard surgical risk, 

endovascular treatment (CAS) was associated with a higher risk of the 
following outcome measures occurring between randomisation and 30 
days after treatment than endarterectomy (CEA): death or any stroke (the 
primary safety outcome) (OR 1.72, 95% CI 1.29 to 2.31, P = 0.0003; I² = 
27%), death or any stroke or myocardial infarction (OR 1.44, 95% CI 1.15 
to 1.80, P = 0.002; I² = 7%), and any stroke (OR 1.81, 95% CI 1.40 to 
2.34, P < 0.00001; I² = 12%). The OR for the primary safety outcome was 



VbB
S S

um
mary

 D
oc

um
en

ts

Carotid Artery Stenting 
 

2 
 

1.16 (95% CI 0.80 to 1.67) in patients < 70 years old and 2.20 (95% CI 
1.47 to 3.29) in patients >= 70 years old (interaction P = 0.02). 

c. The rate of death or major or disabling stroke did not differ significantly 
between treatments (OR 1.28, 95% CI 0.93 to 1.77, P =0.13; I² = 0%). 
Endovascular treatment was associated with lower risks of myocardial 
infarction (OR 0.44, 95% CI 0.23 to 0.87, P= 0.02; I² = 0%), cranial nerve 
palsy (OR 0.08, 95% CI 0.05 to 0.14, P < 0.00001; I² = 0%) and access 
site haematomas (OR 0.37,95% CI 0.18 to 0.77, P = 0.008; I² = 27%). 

d. The combination of death or any stroke up to 30 days after treatment or 
ipsilateral stroke during follow-up (the primary combined safety and 
efficacy outcome) favoured endarterectomy (OR 1.39, 95% CI 1.10 to 
1.75, P = 0.005; I² = 0%), but the rate of ipsilateral stroke after the peri-
procedural period did not differ between treatments (OR 0.93, 95% CI 
0.60 to 1.45, P = 0.76; I² = 0%). 

e. Restenosis during follow-up was more common in patients receiving 
endovascular treatment than in patients assigned surgery (OR2.41, 95% 
CI 1.28 to 4.53, P = 0.007; I² = 55%). 

f.  In patients with asymptomatic carotid stenosis, treatment effects on the 
primary safety (OR 1.71, 95% CI 0.78 to 3.76, P = 0.18; I² = 0%) and 
combined safety and efficacy outcomes (OR 1.75, 95% CI 0.92 to 3.33, P 
= 0.09; I² = 0%) were similar to symptomatic patients, but differences 
between treatments were not statistically significant. 

g. Among patients not suitable for surgery, the rate of death or any stroke 
between randomisation and end of follow-up did not differ significantly 
between endovascular treatment and medical care (OR 0.22, 95% CI 0.01 
to 7.92, P = 0.41; I² = 79%). 

h. Authors’ conclusions Endovascular treatment is associated with an 
increased risk of peri-procedural stroke or death compared with 
endarterectomy. However, this excess risk appears to be limited to older 
patients. The longer term efficacy of endovascular treatment and the risk 
of restenosis are unclear and require further follow-up of existing trials. 
Further trials are needed to determine the optimal treatment for 
asymptomatic carotid stenosis. 

2) Roffi 2010, meta-analysis of CAS vs CEA included in larger review 
a. Meta-analysis performed on 5 large scale (N>300) CEA vs CAS RCTs.  

i. N=2110 patients randomized to CAS 
ii. N=2087 patients randomized to CEA 
iii. Overall, patients undergoing CAS had a significant increase in 30 

day death or stroke compared to patients treated surgically (OR 
1.52, 95% CI 1.19 to 1.94)  

3) WTA 2012 evidence review 
a. For asymptomatic patients 

i. CAS versus medical therapy alone: 1 retrospective cohort study 
found CAS superior to medical therapy alone for decreasing rates 
of stroke and death; evidence was concluded to be insufficient to 
make a determination of comparative effectiveness 
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ii. CAS vs CEA: no statistically significant differences found in 
outcomes 

b. For symptomatic patients 
i. CAS vs medical therapy: no studies found 
ii. CAS vs CEA: significant increase in death or stroke at 4 months 

with CAS; no long term differences in outcomes found 
c. For patients >= 70 years of age, CEA has a lower rate of stroke and death 

compared to CAS; those <70 has similar results 
4) WTA 2012 Coverage determination 

a. CAS is a covered benefit for 
i. patients who are at high risk for carotid endarterectomy (CEA) and 

who also have symptomatic carotid artery stenosis >50%. 
ii. Patients who are at high risk for CEA and have asymptomatic 

carotid artery stenosis ≥80%. 
b. Carotid Artery Stenting of intracranial arteries is not covered. 
c. Definition of high risk includes: Patients at high risk for CEA are defined as 

having significant comorbidities and/or anatomic risk factors (i.e., recurrent 
stenosis and/or previous radical neck dissection), and would be poor 
candidates for CEA.  

d. Definition of symptoms of carotid artery stenosis include: carotid transient 
ischemic attack (distinct focal neurological dysfunction persisting less than 
24 hours), focal cerebral ischemia producing a nondisabling stroke 
(modified Rankin scale < 3 with symptoms for 24 hours or more), and 
transient monocular blindness (amaurosis fugax). Patients who have had 
a disabling stroke (modified Rankin scale ≥ 3) shall be excluded from 
coverage. 

5) NICE 2011, symptomatic carotid stenting 
a. Current evidence on the safety and efficacy of carotid artery stent 

placement for symptomatic extracranial carotid stenosis is adequate to 
support the use of this procedure 

6) NICE 2011, asymptomatic carotid stenting 
a. Current evidence on the safety of carotid artery stent placement for 

asymptomatic extracranial carotid stenosis shows well-documented risks, 
in particular the risk of stroke. The evidence on efficacy is inadequate in 
quantity. Therefore this procedure should only be used with special 
arrangements for clinical governance, consent and audit or research. 

 
 
Evidence summary: CAS has been found have a slightly higher risk of stroke and death 
periprocedurally and in the first 4 months postoperatively compared to CEA.  The long 
term risks and benefits appear the same.  Patients aged 70 and older appear to benefit 
more from CEA than CAS.  Patients who are not candidates for CEA due to 
comorbidities can still benefit from CAS.  The evidence for use of CAS in asymptomatic 
patients is lower than for symptomatic patients. 
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HERC staff recommendation: 
1) Cover CAS for carotid artery disease with certain restrictions (see guideline 

below) 
a. Leave CPT 37215 and 37216 on lines 342 STROKE and 440 TRANSIENT 

CEREBRAL ISCHEMIA; OCCLUSION/STENOSIS OF PRECEREBRAL 
ARTERIES WITHOUT OCCLUSION 

b. Add new CPT code 37217 to lines 342 and 440 
c. Adopt a new guideline for lines 342 and 440 as shown below (based on 

WTA coverage guidance with additional wording from HTAS coverage 
guidance for carotid endarterectomy): 

 
 

GUIDELINE NOTE XXX CAROTID ARTERY STENTING 

Lines 342, 440 

Carotid artery stenting (CPT 37215-37217) is included on lines 342 and 440 for 
1) patients who are at high risk for carotid endarterectomy (CEA) due to significant 

comorbidities and/or anatomic risk factors and who also have symptomatic (recent 
transient ischemic attack or ischemic stroke) carotid artery stenosis >50% OR  
2) patients who are at high risk for CEA due to significant comorbidities and/or anatomic 
risk factors and have asymptomatic carotid artery stenosis ≥80% only if best current 
medical therapy is not tolerated or contra-indicated. 
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Question: Should intravascular stenting be covered for non-coronary, non-carotid, non-
intracranial, and non-lower extremity vessels? 
 
Question source: 2014 CPT code review 
 
Issue: CPT codes  37236-37239 (Transcatheter placement of an intravascular stent) 
were reviewed at the October, 2013 VBBS meeting.  Additional information regarding 
the efficacy and evidence for use of such intravascular stents was requested.  
 
2014 CPT codes included in this review 
37236 Transcatheter placement of an intravascular stent(s) (except lower extremity, 
cervical carotid, extracranial vertebral or intrathoracic carotid, intracranial, or coronary), 
open or percutaneous, including radiological supervision and interpretation and 
including all angioplasty within the same vessel, when performed; initial artery 
37237 each additional artery 
37238 Transcatheter placement of an intravascular stent(s), open or percutaneous, 
including radiological supervision and interpretation and including angioplasty within the 
same vessel, when performed; initial vein 
37239 each additional vein 
 
These new codes replaced 37205-37208 which were located on the following lines: 
37205 lines 35,270,278,303,308,331,350,378,472 
37206 lines 35,270,278,303,308,331,350,378,472 
37207 lines 303,308,350,378,472 
37208 lines 303,308,350,378,472 
 
These procedure codes are used mainly for stenting of the aorta or renal arteries.  
 
Evidence review for use of aortic stents 

1) NICE 2005, endovascular stents for use in thoracic aortic aneurysms and 
dissections 

a. Current evidence on the safety and efficacy of endovascular stent–graft 
placement in thoracic aortic aneurysms and dissections indicates that it is 
a suitable alternative to surgery in appropriately selected patients 

2) NICE 2012, endovascular stents for use in abdominal aortic aneurysms 
a. Endovascular stent–grafts are recommended as a treatment option for 

patients with unruptured infra-renal abdominal aortic aneurysms, for whom 
surgical intervention (open surgical repair or endovascular aneurysm 
repair) is considered appropriate. 

b. Endovascular aortic stent–grafts are not recommended for patients with 
ruptured aneurysms except in the context of research 

3) Coady 2010, AHA guidance on treatment of thoracic aortic aneurysms 
a. For high-risk groups, stent grafting offers the potential for lower morbidity 

and mortality than with open repair. 
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b. there have been no prospective randomized trials to compare these 
treatment strategies on a head-tohead basis. In addition, although 
endovascular stenting offers a minimally invasive method of treatment, its 
long-term durability is still largely unknown 

 
Evidence for use for venous stents 

1) NICE 2004, stents for vena caval obstruction 
a. Current evidence on the safety and efficacy of stent placement for vena 

caval obstruction appears adequate to support the use of this procedure 
 
Summary: the evidence supports the use of endovascular stents for thoracic and 
abdominal aortic aneurysms and dissections and vena caval obstruction. 
 
 
HERC staff recommendations: 

1) Place 37236 and 37237 (arterial stenting) on lines 
a. 270 ARTERIAL EMBOLISM/THROMBOSIS: ABDOMINAL AORTA, 

THORACIC AORTA  
b. 307 DISSECTING OR RUPTURED AORTIC ANEURYSM 
c. 349 NON-DISSECTING ANEURYSM WITHOUT RUPTURE 
d. 472 ATHEROSCLEROSIS, AORTIC AND RENAL    

2) Place 38238 and 37239 (venous stenting) on lines 
a. 303 BUDD-CHIARI SYNDROME, AND OTHER VENOUS EMBOLISM 

AND THROMBOSIS   



2014 HCPCS

code long_code_description Placement 4-14 Placement 10-14

G0459 Inpatient telehealth pharmacologic management, including prescription, use, and 

review of medication with no more than minimal medical psychotherapy

Mental health lines Mental health lines

G0460 Autologous platelet rich plasma for chronic wounds/ulcers, incuding phlebotomy, 

centrifugation, and all other preparatory procedures, administration and dressings, 

per treatment

Excluded List Excluded List

G0461 Immunohistochemistry or immunocytochemistry, per specimen; first single or 

multiplex antibody stain

Diagnostic List Diagnostic List

G0462 Immunohistochemistry or immunocytochemistry, per specimen; each additional 

single or multiplex antibody stain (list separately in addition to code for primary 

procedure)

Diagnostic List Diagnostic List

G0463 Hospital outpatient clinic visit for assessment and management of a patient Outpatient E&M lines Outpatient E&M lines

S9960 Ambulance service, conventional air services, nonemergency transport, one way 

(fixed wing)

Ancillary Ancillary

S9961 Ambulance service, conventional air service, nonemergency transport, one way 

(rotary wing)

Ancillary Ancillary
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MINUTES 
 

Health Evidence Review Commission’s 
Oral Health Advisory Panel (OHAP) 

 
Meridian Park Hospital  

Community Health Education Center, Room 213 
December 4, 2013 
9:00am – 11:00 am 

 
 
Members Present: James Tyack, DMD, Chair; Mike Shirtcliff, DMD; Eli Schwarz, DDS, 
MPH; Michael Plunkett, DDS, MPH; Cedric Hayden, DMD; Lynn Ironside; Dee Weston; 
Deborah Loy; Patricia Parker, DMD; Fred Bremner, Member-alternant.  
 
Members Absent: Beryl Fletcher. 
 
Staff Present: Darren Coffman; Jason Gingerich; Cat Livingston. 
  
Also Attending:  Larry Burnett, DDS; Denise Taray DMAP.  
 
 
Roll Call/Staff Report  
 
The meeting was called to order at 9:01 am and roll was called. Livingston reviewed the 
purpose of the meeting.  Additional business to be added to the meeting agenda 
included fluoride varnish application in children and adolescents. 
 
 Topic:  Review of New CDT Codes for 2014 
 

Discussion: Livingston presented a table of CDT 2014 codes with proposed 
placements. 
 
Staff recommendations per the meeting materials were accepted except as 
indicated below. 
 
D1999 was recommended for the ancillary file with manual review. No specific 
unlisted preventive services were identified, so members felt this should be 
consistent with other similar unlisted codes and be excluded. 
 
D3355, D3356 and D3357 were placed on line 676 as they are deemed 
experimental. 
 
D3431 and D3432 was recommended for line 676. 
 
D4921 was recommended for the excluded file. 
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D5994 was recommended for placement on line 676 as few patients with 
xerostomia may benefit.  
 
D8694 was recommended for lines 49, 325 and 647.   
 
It was determined that no changes in line placement were necessary for those 
existing codes that are experiencing a change in their description (D3351, 
D3352, D3410, D3421, D3425, D3426, D5991). 
 
The subcommittee skipped discussion of the oral risk assessment codes, as they 
were to be covered later. 
 
Actions: Approved recommended placements for new CDT codes as 
shown in Appendix A for the April 1, 2014 Prioritized List. 

 
 
 Topic:  Interim Therapeutic Restorations 
 

Discussion: The subcommittee clarified that interim therapeutic restorations are 
in longstanding use, albeit under a different name and there is good evidence to 
support them.  They recommended placing this on Line 372 without a guideline. 

  
Actions: Recommend placing D2941 on Line 372 without a guideline. 

 
 

 Topic: Materials for Posterior Restorations 
 

Discussion: The committee discussed concerns that some dentists no longer 
perform amalgam restorations, and so requiring that posterior restorations be 
done with amalgam will limit access to dental services. However, evidence 
shows that amalgam fillings are more durable. After discussion, the committee 
recommended coverage for composite restorations on posterior teeth, with the 
following guideline note: 
 
GUIDELINE NOTE XX DENTAL FILLINGS FOR POSTERIOR TEETH 
For dental fillings in posterior teeth, amalgam is preferred for extensive 
restorations. If amalgam is unavailable or contraindicated, composite is 
acceptable. 

 
Actions: Recommend adding the guideline note shown above to line 372. 
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 Topic:  Oral Health Risk Assessment Codes 
 

Discussion: Livingston presented an issue summary. The subcommittee 
discussed adding codes D0601-D0603 to line 58. They discussed the benefits of 
these screening tools, and the concern that many children who are Medicaid 
recipients do not regularly get to a dentist, so it may be advantageous for these 
services to be provided in a primary care home. While there was discussion that 
many primary care homes may not use these CDT codes for reimbursement 
given use of evaluation and management codes for billing, it was decided that 
these codes should be placed on a medical line as well to emphasize the 
importance of these services in both medical and dental settings, enable billing, 
and allow CCOs to track utilization. 
 
Actions: Recommend placement of codes D0601, D0602 and D0603 on lines 3 
and 58. Adopt a guideline note stating that on line 3 these codes should be 
restricted to pregnant patients and children under the age of 6. On line 58 these 
should be restricted to patients under age 21. 

 
 Public Testimony: 
 
Larry Burnett, retired dentist, testified in favor of early screening starting at age 1. He 
said that early screening starts with the medical profession and that stopping early 
decay can prevent future decay throughout life. He asked the subcommittee to consider 
putting D0145 on medical lines to encourage its use in the medical office.  
 
The subcommittee discussed adding D0145 to line 3 so that it could be billed by primary 
care providers, but there was a lack of clarity on the code definition as to whether it can 
only be billed by dentists. 
 
The meeting was adjourned at 11:20 a.m. 
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Code Code Description (short) Code Description (long) Recommendation 
    

D0393 
Treatment simulation using 
3D image volume  

Treatment simulation using 3D 
image volume (the use of 3D 
image volumes for simulation of 
treatment including but not 
limited to, dental implat 
placement, orthognathic surgery 
and orthodontic tooth 
movement) 

Line 648 (Implants) 
    

D0394 

Digital subtraction of two or 
more images or image 
volumes of the same 
modality 

Digital subtraction of two or 
more images or image volumes 
of the same modality to 
demonstrate changes that have 
occurred over time     

D0395 
fusion of two or more 3D 
image volumes of one or 
more modalities 

fusion of two or more 3D image 
volumes of one or more 
modalities     

D0601 
Caries risk assessment and 
documentation with a finding 
of low risk 

Caries risk assessment and 
documentation with a finding of 
low risk--Using recognized 
assessment tools 

Prevention Lines 3 
(Pregnant women & 
children < 6) and 58  

(Children < 21) 

    

D0602 
Caries risk assessment and 
documentation with a finding 
of moderate risk 

Caries risk assessment and 
documentation with a finding of 
moderate risk--Using recognized 
assessment tools 

    

D0603 
Caries risk assessment and 
documentation with a finding 
of high risk 

Caries risk assessment and 
documentation with a finding of 
high risk--Using recognized 
assessment tools 

  

  

D1999 
Unspecified preventive 
procedure, by report 

Unspecified preventive 
procedure, by report 

Excluded File 
    

D2921 
reattachment of tooth 
fragment, incisal edge or 
cusp 

reattachment of tooth fragment, 
incisal edge or cusp 

Line 283 (Urgent 
care) 
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Code Code Description (short) Code Description (long) Recommendation 
    

D2941 
interim therapeutic 
restoration-primary dentition 

interim therapeutic restoration-
primary dentition--Placement of 
an adhesive restorative material 
following caries debridement by 
hand or other method for the 
management of early childhood 
caries. Not considered a 
definitive restoration 

Line 372 (Basic 
restorative) 

    

D2949 
restorative foundation for an 
indirect restoration 

restorative foundation for an 
indirect restoration--placement 
of restorative material to yield a 
more ideal form, including 
elimination of undercuts 

Line 621 (Advanced 
Restorative-elective) 

    

D3355 
pulpal regeneration -initial 
visit 

pulpal regeneration -initial visit. 
Includes opening tooth, 
preparation of canal spaces, 
placement of medication 

Line 676 (Elective) 

    

D3356 
pulpal regeneration - interim 
medication replacement 

pulpal regeneration - interim 
medication replacement 

    

D3357 
pulpal regeneration -- 
completion of treatement.  

pulpal regeneration -- completion 
of treatement. Does not include 
final restoration 

    

D3427 periradicular surgery w/o 
apicoectomy 

  
Lines 480, 533 and 
558 (Advanced 
Endodontics)     

D3428 
Bone graft in conjunction 
with periradicular surgery -- 
per tooth, single site 

Bone graft in conjunction with 
periradicular surgery -- per tooth, 
single site--includes non-
autogenous graft material 

Lines 480, 533 and 
558 (Advanced 
Endodontics) 
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Code Code Description (short) Code Description (long) Recommendation 
    

D3429 

Bone graft in conjunction 
with periradicular surgery -- 
each additional continguous 
tooth in the same surgical 
site 

Bone graft in conjunction with 
periradicular surgery -- each 
additional continguous tooth in 
the same surgical site--includes 
non-autogenous graft material 

Lines 480, 533 and 
558 (Advanced 
Endodontics) 

    

D3431 

biologic materials to aid in 
soft and osseous tissue 
regeneration in conjunction 
with periradicular surgery 

biologic materials to aid in soft 
and osseous tissue regeneration 
in conjunction with periradicular 
surgery 

Line 676 (Elective) 

    

D3432  

Guided tissue regeneration, 
resorbable barrier, per site, 
in conjunction with 
periradicular surgery 

Guided tissue regeneration, 
resorbable barrier, per site, in 
conjunction with periradicular 
surgery 

Line 676 (Elective) 

    

D4921 

gingival irrigation-per 
quadrant. Irrigation of 
gingival pockets with 
medicinal agent. Not to be 
used to report use of mouth 
rinses or non-invasive 
chemical debridement 

gingival irrigation-per quadrant. 
Irrigation of gingival pockets with 
medicinal agent. Not to be used 
to report use of mouth rinses or 
non-invasive chemical 
debridement 

Exclude File 

    

D5863 
overdenture--complete 
maxillary 

overdenture--complete maxillary 
Line 631 (Complex 
prosthodontics)     

D5864 
overdenture -- partial 
maxillary 

overdenture -- partial maxillary 
Line 631 (Complex 
prosthodontics)     

D5865 
overdenture-complete 
mandibular 

overdenture-complete 
mandibular 

Line 631 (Complex 
prosthodontics)     

D5866 
overdenture -- partial 
mandibular 

overdenture -- partial mandibular 
Line 631 (Complex 
prosthodontics)     

D5994 
peridontal medicament 
carrier with peripheral seal--
laboratory processed 

peridontal medicament carrier 
with peripheral seal--laboratory 
processed. A custom fabricated, 
laboratory processed carrier that 
covers the teeth and alveolar 
mucosa. Used as a vehicle to 
deliver prescribed medicamenets 
for sustained contact with the 
gingiva, alveolar mucosa and into 
the periodontal sulcus or pocket 

Line 676 (Elective) 

    

D6011 Second stage implant surgery 

Second stage implant surgery--
surgical access to an implat body 
for placement of a healing cap or 
to enable placement of an 

Line 648 (Implants) 
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APPENDIX A 
Recommended Placement of New CDT Codes on April 1, 2014 List 

 
 

OHAP Minutes, December 4, 2013, Appendix A  4 
 

Code Code Description (short) Code Description (long) Recommendation 
    

abutment 

D6013 
surgical placement of mini 
implant 

surgical placement of mini 
implant 

Line 648 (Implants) 
    

D6052 

semi-precision attachment 
abutment-includes 
placement of keeper 
assembly 

semi-precision attachment 
abutment-includes placement of 
keeper assembly 

Line 648 (Implants) 

    

D8694 
repair of fixed retainers, 
includes reattachment 

repair of fixed retainers, includes 
reattachment 

Lines 49, 325 (cleft 
palate lines) and 647 
(Orthodontics) 

    

D9985 Sales tax Sales tax Excluded File     
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Colonoscopy with Endoscopic Ultrasound 
 

1 
 

Question: Should colonoscopy with endoscopic ultrasound be a covered service for evaluation 
of rectal cancer? 
 
Question source: Don Thieman, OHP Medical Director 
 
Issue: Currently, 45341 (Sigmoidoscopy with endoscopic ultrasound) is on the Diagnostic List, 
while  45391 and 45392 are Excluded.  Dr. Thieman has received requests for 45391 for 
evaluation of rectal cancer. 
 
From Dr. Thieman 

45391 colonoscopy with ultrasound exclusion.  Had request for this code for staging a 
member’s rectal cancer before treatment.  Given the age of the literature I found (ten years 
plus or minus) and commercial coverage, I don’t understand its showing as excluded for 
OHP.  Individual case was approved, but do want to understand if there is a strong 
evidence base for its exclusion that is not obvious to me. 

Current List Status: 
Diagnostic: 

45341 Sigmoidoscopy, flexible; with endoscopic ultrasound examination 
45342 Sigmoidoscopy, flexible; with transendoscopic ultrasound guided intramural or 
transmural fine needle aspiration/biopsy(s) 

 
Excluded: 

45391 Colonoscopy, flexible, proximal to splenic flexure; with endoscopic ultrasound 
examination 
45392 Colonoscopy, flexible, proximal to splenic flexure; with transendoscopic ultrasound 
guided intramural or transmural fine needle aspiration/biopsy(s) 

 
 
Previous discussion: 

January 2005 HOSC minutes 
45391 colonoscopy with US/45392 colonoscopy with US and bx: Email from Dr. 
Faigel (VA) states this is well established for follow up of rectal cancer, but this would be 
sigmoidoscopy with U/S (separate code, 45341-currently only on Line 78). 
Literaturereferred to by him regarding colonoscopy not very convincing. 
 
Decision: Add 45341 to Line 273, Cancer of colon and rectum. Add 45391/2 to non-OHP 
services list. 
 
 

Evidence: 
1) NICE 2011, guidance for colorectal cancer  

a. Offer endorectal ultrasound to patients with rectal cancer if MRI shows disease 
amenable to local excision or if MRI is contraindicated  

b. From two systematic reviews (Kwok et al., 2000; Bipat et al., 2004) it appears 
that endorectal sonography/endorectal ultrasound had the highest sensitivity, 
specificity and accuracy of the modalities investigated (CT, endorectal 
sonography/endorectal ultrasound and MRI). 

2) Puli 2009, meta-analysis of endoscopic ultrasound for staging of rectal cancer 
a. N=42 studies (5,039 patients ) 
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b. The pooled sensitivity and specificity of EUS to determine T1 stage was 87.8% 
[95% confidence interval (CI) 85.3–90.0%] and 98.3% (95% CI 97.8–98.7%), 
respectively. For T2 stage, EUS had a pooled sensitivity and specificity of 80.5% 
(95% CI 77.9–82.9%) and 95.6% (95% CI 94.9–96.3%), respectively. To stage 
T3 stage, EUS had a pooled sensitivity and specificity of 96.4% (95% CI 95.4–
97.2%) and 90.6% (95% CI 89.5– 91.7%), respectively. In determining the T4 
stage, EUS had a pooled sensitivity of 95.4% (95% CI 92.4–97.5%) and 
specificity of 98.3% (95% CI 97.8–98.7%).  

c. We conclude that, as a result of the demonstrated sensitivity and specificity, EUS 
should be the investigation of choice to T stage rectal cancers.  

 
 
Other policies:  

1) Aetna 2013 
a. Covers endoscopic ultrasound for  

i. Sampling tissue of lesions within, or adjacent to, the wall of the 
gastrointestinal tract; 

ii. Staging tumors of the gastrointestinal tract  

 
 
HERC staff recommendations: 

1) Add  45341, 45342, 45391, and 45392 to line 165 CANCER OF COLON, RECTUM, 
SMALL INTESTINE AND ANUS   

a. Appear to mainly be used for work up and management of rectal cancer and 
therefore can pair with rectal cancer diagnoses on the Prioritized List 

2) Advise DMAP to remove these codes from the Diagnostic/Excluded Lists 
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Trigger Thumb 
 

Question: Should treatment of trigger thumb be a covered service? 
 
Question source: Dr. John Sattenspiel, OHP Medical Director 
 
Issue: Trigger thumb is a condition seen in children which can significantly affect use of the thumb. It is a 
condition distinct from adult trigger finger.  It most commonly presents at about 2 years of age.  It results 
from anatomic abnormalities, not generally from trauma/injury. 
 

From Dr. Sattenspiel: 
This condition is one with significant potential for long term impairment, especially when it is 
present on a member’s dominant hand.  The local ortho/hand surgeons are quite concerned that 
OHP does not cover its treatment, the proper code 756.89 is only found on nonfunded line 550.   
 

Pediatric trigger thumb can spontaneously resolve (0-63% in various series) but may take several years 
(median time to resolution 48 months in one large prospective study).  Trigger thumb can be treated by 
splinting, but reviews (Shah 2012) have not found clear evidence that splinting is effective.  Generally, 
surgical release is considered standard therapy if the trigger thumb does not spontaneously resolve.   
Generally, experts recommend treatment if the thumb does not spontaneously resolve by 3-4 years of age 
or 2 years after diagnosis.  Other experts recommend immediate treatment, although there is no evidence 
of worse outcomes with observation/delayed treatment (no residual deformities and no recurrence).  One 
prospective study (Jung 2012) found that cases with bilateral trigger thumb or locking (grade 3) had 
better outcomes with early surgical release. 
 
 
Prioritized List information 
ICD-9 code:  
727.03 (Trigger finger (acquired)), line 619 SYNOVITIS AND TENOSYNOVITIS 
756.89 (Other specified anomalies of muscle, tendon, fascia, and connective tissue—includes congenital 
trigger thumb as a subdiagnosis): 550 DEFORMITIES OF UPPER BODY AND ALL LIMBS 
 
ICD-10 M65.31x (Trigger thumb), line 619 SYNOVITIS AND TENOSYNOVITIS 
 
CPT: 26055 Tendon sheath incision (eg, for trigger finger): lines 550, 619 
 
 
HERC staff recommendation: 

1) Add ICD-9 756.89/ICD-10 M65.31x to line 406 DISRUPTIONS OF THE LIGAMENTS AND 
TENDONS OF THE ARMS AND LEGS, EXCLUDING THE KNEE, POTENTIALLY 
RESULTING IN SIGNIFICANT INJURY/IMPAIRMENT 

a. Leave on line 550/619 
2) Add CPT 26055 to line 406 
3) Adopt the following guideline for line 406: 

 
GUIDELINE NOTE XXX PEDIATRIC TRIGGER THUMB 

Line 406 

ICD-9 756.89/ICD-10 M65.31x is included on line 406 for treatment of pediatric trigger thumb only.  
Surgical treatment should be reserved for trigger thumb that does not spontaneously resolve within 48 
months of diagnosis.  Immediate surgery may be considered for bilateral trigger thumb or trigger thumb 
with locking symptoms. 
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Question: should mastoplexy (CPT 19316) be included on the Prioritized List for limited 
uses? 
 
Question source: George Waldmann, OHP Medical Director 
 
Issue: Mastoplexy is a generally cosmetic procedure in which a sagging breast is lifted 
higher on the chest wall.  This procedure is currently on the Excluded List.   
 
From Dr. Waldmann: 

[Was]  mastopexy purposely left off the PL or are there situations like the one 
described below where the lesser procedure (mastopexy) appears to be indicated 
to produce the desired post mastectomy symmetry that GLN 79 addresses?  

Scenario-We received a request for mastopexy (19316) for post breast cancer 
breast reconstruction for “Disproportion of reconstructed breast”.  Mastopexy is not 
on the PL and, therefore is not funded by OHP.  Reduction mammaplasty (19318) 
is on PL and is funded by OHP. 

Surgeon’s notes state “Right breast: surgically absent and reconstructed w/implant; 
no palpable dominant masses or nodules in skin flaps or along suture line; no skin 
changes. Lifted higher than left… asymmetry and left breast scar hypertrophy.” 

RVUs for mastopexy are significantly less than for reduction mammaplasty; 
19316  Mastopexy                            Work RVU 11.09        Total Facility RVU 22.96 
19318  Reduction mammaplasty      Work RVU 16.03        Total facility RVU  34.02 
 
We suggest that a note be added to GLN 79 to include coverage for contralateral 
mastoplexy but only when contralateral reduction mammaplasty is inappropriate for 
breast reconstruction and mastopexy will accomplish the desired reconstruction 
result.  

 
Current Guideline Note 79 
GUIDELINE NOTE 79, BREAST RECONSTRUCTION 
Lines 4,197 
Breast reconstruction (which may include contralateral reduction mammoplasty) is only 
covered after mastectomy as a treatment for breast cancer or as prophylactic treatment 
for the prevention of breast cancer in a woman who qualifies under Guideline Note 3, 
and must be completed within 5 years of initial mastectomy. 
 
 
 
HERC staff recommendations: 

1) Add 19316 to line 197 CANCER OF BREAST 
a. Advise DMAP to remove 19316 from the Excluded List 
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b. Do not add to line 4 PREVENTIVE SERVICES, OVER AGE OF 10 as 
19318 is not included on this line (generally the preventive service would 
be bilateral mastectomy in a high risk woman) 

2) Modify GN 79 to read a shown below 
 
GUIDELINE NOTE 79, BREAST RECONSTRUCTION 
Lines 4,197 
Breast reconstruction (which may include contralateral reduction mammoplasty) is only 
covered after mastectomy as a treatment for breast cancer or as prophylactic treatment 
for the prevention of breast cancer in a woman who qualifies under Guideline Note 3, 
and must be completed within 5 years of initial mastectomy. 
 
Breast reconstruction may include contralateral reduction mammoplasty (CPT 19318) or 
contralateral mastoplexy (CPT 19316).  Mastoplexy is only to be covered when 
contralateral reduction mammaplasty is inappropriate for breast reconstruction and 
mastopexy will accomplish the desired reconstruction result. 
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The BHAP met on October 23, 2013 and made various recommendations for changes to the 
April 2013 ICD-9 Prioritized List and October 2014 ICD-10 Prioritized List based on changes in 
DSM-V.  These changes are summarized below. 
 
Changes for the April 1, 2014 ICD-9 Prioritized List 

1) Move ICD-9-CM 296.99 (Other specified episodic mood disorder) from line 32 
BIPOLAR DISORDERS to line 212 DEPRESSION AND OTHER MOOD 
DISORDERS, MILD OR MODERATE  

2) Move ICD-9-CM code 625.4 (Premenstrual tension syndromes) from line 581 
DYSMENORRHEA to line 212 DEPRESSION AND OTHER MOOD DISORDERS, 
MILD OR MODERATE  

3) Move  ICD-9 312.39 (Other disorders of impulse control) from 569 IMPULSE 
DISORDERS EXCLUDING PATHOLOGICAL GAMBLING to line 487 OBSESSIVE-
COMPULSIVE DISORDERS  

4) Rename line 133 ATTENTION DEFICIT DISORDERS WITH HYPERACTIVITY OR 
UNDIFFERENTIATED ATTENTION DEFICIT/HYPERACTIVITY DISORDERS 

5) Change GN54: replace “attention deficit disorder (ADD)”  with “attention 
deficit/hyperactivity disorder” 

6) Rename line 5 ABUSE OR DEPENDENCE OF PSYCHOACTIVE SUBSTANCE 
SUBSTANCE USE DISORDER 

7) Rename line 457 CHRONIC DEPRESSION (DYSTHYMIA) PERSISTENT 
DEPRESSIVE DISORDER  

8) Rename line 334 PERVASIVE DEVELOPMENTAL DISORDERS, INCLUDING 
AUTISM SPECTRUM DISORDERS 

9) Rename line 463 SIMPLE PHOBIAS AND SOCIAL ANXIETY DISORDER PHOBIAS 
 
 
Changes for the October, 2014 ICD-10 Prioritized List  

1) Add ICD-10-CM  F70 (Mild intellectual disability) to the following lines: 
1) 349 NEUROLOGICAL DYSFUNCTION IN COMMUNICATION CAUSED 

BY CHRONIC CONDITIONS 
2) 381 DYSFUNCTION RESULTING IN LOSS OF ABILITY TO MAXIMIZE 

LEVEL OF INDEPENDENCE IN SELF- DIRECTED CARE CAUSED BY 
CHRONIC CONDITIONS THAT CAUSE NEUROLOGICAL 
DYSFUNCTION  

3) Will match other F7x series codes present on all 4 dysfunction lines; F70 
is already on lines 349 and 407 

2) Add ICD-10-CM  F80.89 (Childhood onset fluency disorder) to line 349 
(NEUROLOGICAL DYSFUNCTION IN COMMUNICATION…) and advise DMAP to 
remove it from the Ancillary File . 

3) Add ICD-10-CM code F34.8 (Other persistent mood [affective] disorders) to line 207 
DEPRESSION AND OTHER MOOD DISORDERS, MILD OR MODERATE and 
advise DMAP to remove it from the Excluded File 

4) Add ICD-10-CM code N94.3 (Premenstrual tension syndromes) to line 207 
DEPRESSION AND OTHER MOOD DISORDERS, MILD OR MODERATE and 
remove from line 562 DYSMENORRHEA  

5) Add ICD-10 F63.3 (Trichotillomania)  to line 467 OBSESSIVE-COMPULSIVE 
DISORDERS and remove from 552 IMPULSE DISORDERS EXCLUDING 
PATHOLOGICAL GAMBLING 
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6) Add F45.22 (Body dysmorphic disorder) to line 467 OBSESSIVE-COMPULSIVE 
DISORDERS and remove from line 497 SOMATIZATION DISORDER, 
SOMATOFORM PAIN DISORDER, CONVERSION DISORDER 

7) Add ICD-10 F50.8 (Other eating disorders) to line 385 BULIMIA NERVOSA to cover 
binge eating disorder and keep on line 640 PICA 

1) Add a coding specification to line 385 
1. “ICD-10-CM F50.8 is included on this line only for binge eating 

disorder.  All other diagnoses using this code (i.e. pica in adults) 
are included on line 640 PICA.” 

8) Rename line 66 SUBSTANCE-INDUCED MOOD ANXIETY AND DELUSIONAL AND 
OBSESSIVE-COMPULSIVE DISORDERS  

9) Move code F55.3 (Abuse of steroids and hormones) from line 5 ABUSE OR 
DEPENDENCE OF PSYCHOACTIVE SUBSTANCE to line 619 ABUSE OF 
NONADDICTIVE SUBSTANCES. 

10) Move the [drug] abuse/ dependence with other [drug] induced disorder ICD-10-CM 
codes to line 66 SUBSTANCE-INDUCED MOOD ANXIETY AND DELUSIONAL AND 
OBSESSIVE-COMPULSIVE DISORDERS (F10.188, F10.288, F10.988, F11.188, 
F11.288, F11.988, F13.188, F13.288, F13.988, F14.188, F14.288, F14.988, F15.188, 
F15.288, F15.988, F16.188, F16.288, F16.988, F18.188, F18.288, F18.988, F19.188, 
F19.288, F19.988). 

11) Move [substance] use, uncomplicated (F11.90, F12.90, F13.90, F14.90, F15.90, 
F16.90, F18.90, F19.90)  to line 658 MENTAL DISORDERS WITH NO OR 
MINIMALLY EFFECTIVE TREATMENTS OR NO TREATMENT NECESSARY  

12) Rename line 478 USE OF ADDICTIVE SUBSTANCES SEXUAL DYSFUNCTION 
DUE TO SUBSTANCE USE 

 
 
Biennial review changes for the October 1, 2016 Prioritized List 

1) Delete line 478 SEXUAL DYSFUNCTION DUE TO SUBSTANCE USE and move 
remaining ICD-10-CM codes for sexual dysfunction due to substance use to line 529 
SEXUAL DYSFUNCTION (F10.181, F10.281, F10.981, F11.181, F11.281, F11.981, 
F13.181, F13.281, F13.981, F14.181, F14.281, F14.981, F15.181, F15.281, F15.981, 
F16.181, F16.281, F16.981, F18.181, F18.281, F18.981, F19.181, F19.281, F19.981) 

2) Merge line 497 SOMATIZATION DISORDER, SOMATOFORM PAIN DISORDER, 
CONVERSION DISORDER into line 462 FACTITIOUS DISORDERS and rename that 
line “SOMATIC SYMPTOMS AND RELATED DISORDERS”.  This line may include 
consultation, office-based interventions, health and behavior codes. 

1) See separate issue  
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Question: Should medical nutrition therapy be paired with a wider range of diagnoses 
on the Prioritized List? 
 
Question source: DMAP 
 
Issue: DMAP has requested that a range of diagnoses be paired with medical nutrition 
therapy (CPT 97802-97804).  These procedure codes are currently on approximately 25 
lines on the Prioritized list.  DMAP is requesting additional pairing with oral/esophageal 
cancer diagnosis codes, pressure ulcers, cleft palate, low birth weight, and other 
diagnoses.  These requests are based on submitted charges.  The argument for 
coverage of medical nutrition therapy for these diagnoses is prevention of more serious 
nutrition related problems which would be covered on another line. 
 
Review of coverage by other major insurers (Cigna, Aetna) finds that the generally 
accepted coverage of medical nutrition therapy is very similar to the current Prioritized 
List coverage.  CMS covers medical nutrition therapy only for diabetes and renal 
disease. 
 
Location of relevant diagnoses on the Prioritized List  

Malnutrition (260.0-263.1) is paired with medical nutrition therapy on line 127. 
 
783.1 (Abnormal weight gain), 783.2 (loss of weight/underweight), 783.3 (Feeding 
difficulties and mismanagement), 783.41 (Failure to thrive), 783.9 (Other 
symptoms concerning nutrition, metabolism, and development) are on the 
Diagnostic List. 
 
Specific diagnoses such as obesity, heart disease, diabetes, and renal disease are 
on a variety of lines (see table below) 

 
Location of CPT codes 

97802 Medical nutrition therapy; initial assessment and intervention, individual, 
face-to-face with the patient, each 15 minutes 
97803 Medical nutrition therapy; re-assessment and intervention, individual, face-
to-face with the patient, each 15 minutes 
97804 Medical nutrition therapy; group (2 or more individual(s)), each 30 minutes 
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Current lines with medical nutrition therapy 
Line 
number 

Line description 

1 PREGNANCY 
8 OBESITY 
10 TYPE I DIABETES MELLITUS 
12 HYPERTENSION AND HYPERTENSIVE DISEASE    
13 GALACTOSEMIA    
17 PHENYLKETONURIA (PKU)    
33 TYPE II DIABETES MELLITUS    
35 REGIONAL ENTERITIS, IDIOPATHIC PROCTOCOLITIS, ULCERATION OF 

INTESTINE   
66 END STAGE RENAL DISEASE 
67 METABOLIC DISORDERS INCLUDING HYPERLIPIDEMIA    
76 ACUTE AND SUBACUTE ISCHEMIC HEART DISEASE, MYOCARDIAL 

INFARCTION   
90 MYOCARDITIS (NONVIRAL), PERICARDITIS (NONVIRAL) AND 

ENDOCARDITIS   
108 HEART FAILURE 
109 CARDIOMYOPATHY, HYPERTROPHIC MUSCLE    
127 IRON DEFICIENCY ANEMIA AND OTHER NUTRITIONAL DEFICIENCIES    
160 DISORDERS OF MINERAL METABOLISM, OTHER THAN CALCIUM    
195 CHRONIC ISCHEMIC HEART DISEASE    
238 DISORDERS OF PARATHYROID GLAND; BENIGN NEOPLASM OF 

PARATHYROID GLAND; DISORDERS OF CALCIUM METABOLISM   
241 INTESTINAL MALABSORPTION    
255 ACUTE AND SUBACUTE NECROSIS OF LIVER; SPECIFIED INBORN 

ERRORS OF METABOLISM (EG. MAPLE SYRUP URINE DISEASE, 
TYROSINEMIA)   

264 GLYCOGENOSIS 
305 ANOREXIA NERVOSA 
329 DISORDERS OF AMINO-ACID TRANSPORT AND METABOLISM (NON 

PKU)    
360 ALCOHOLIC FATTY LIVER OR ALCOHOLIC HEPATITIS, CIRRHOSIS OF 

LIVER   
370 HEREDITARY FRUCTOSE INTOLERANCE, INTESTINAL 

DISACCHARIDASE AND OTHER DEFICIENCIES   
412 BULIMIA NERVOSA    
425 EATING DISORDER NOS    
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Additional lines/diagnoses proposed by DMAP or HERC staff for pairing with medical 
nutrition therapy 
Line 
number 

Line Description Diagnosis(es) HERC staff 
recommendation 

20 VERY LOW BIRTH WEIGHT 
(UNDER 1500 GRAMS) 

765.1 Other preterm 
infants 

Add 

25 LOW BIRTH WEIGHT 
(1500-2500 GRAMS) 

765.1 Other preterm 
infants 

Add 

229 CANCER OF STOMACH  Add 

325 DISORDERS OF FLUID, 
ELECTROLYTE, AND ACID-
BASE BALANCE 

276.1 Hyponatremia  
276.7 Hyperkalemia 

Add 

312 CANCER OF ORAL 
CAVITY, PHARYNX, NOSE 
AND LARYNX 

161.9 Malignant 
neoplasm of larynx 

Add 

325 CLEFT PALATE AND/OR 
CLEFT LIP 

749.2 Bilateral cleft 
palate with cleft lip 

No, this is a 
lactation/feeding issue 

339 CANCER OF ESOPHAGUS  Add 

410 CHRONIC ULCER OF SKIN 707.05 Pressure ulcer, 
buttock 

No, not unless 
underlying nutritional 
issue identified 

 
 
HERC staff recommendation: 

1) Add medical nutrition therapy (CPT 97802-97804)  to lines 20, 25, 229, 325, 312, 
339 
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Question: Should the non-prenatal Genetic Testing Guideline be modified to allow more 
flexibility regarding the types of professionals allowed to provide genetic counseling? 
 
Question source: Gregory Sindmack, MD, OB-Gyn, Klamath Fall and colleagues 
 
Issue: The current non-prenatal Genetic Testing Guideline specifies that genetic 
counseling must be performed prior to genetic testing for such familial cancer genes as 
BRCA and Lynch syndrome. Such counseling must be performed by providers with 
certain credentials in order to be covered. Dr. Sindmack and colleagues are requesting 
that pre-test genetic counseling be allowed when provided by a “qualified and 
appropriately trained practitioner.”  This is consistent with CMS requirements and the 
requirements of most major insurers. 
 
The Health Services Commission (HERC’s predecessor) has reviewed genetic 
counseling and appropriate providers at several prior meetings, and their intent had 
been to have professionals with specific training in genetic counseling provide pre/post-
test genetic counseling. 
 
 
NCCN 2013 Breast and/or Ovarian Cancer Genetic Assessment 

Genetic counseling is highly recommended when genetic testing is offered and 
after resulted are disclosed.  A genetic counselor, medical geneticist, oncologist, 
surgeon, oncology nurse, or other health professional with expertise and 
experience in cancer genetics should be involved early in counseling patients who 
potentially meet criteria for an inherited syndrome. 

 
 
Relevant portion of current non-prenatal Genetic Testing Guideline 

DIAGNOSTIC GUIDELINE D1, NON-PRENATAL GENETIC TESTING GUIDELINE 
A) Related to genetic testing for patients with breast/ovarian and colon/endometrial 

cancer suspected to be hereditary, or patients at increased risk to due to family 
history. 
1) Services are provided according to the Comprehensive Cancer Network 

Guidelines. 
a) Lynch syndrome (hereditary colorectal and endometrial cancer) services 

(CPT 81292-81300, 81317-81319) and familial adenomatous polyposis 
(FAP) services (CPT 81201-81203) should be provided as defined by the 
NCCN Clinical Practice Guidelines in Oncology. Colorectal Cancer 
Screening. V.1.2013 (5/13/13). www.nccn.org 

b) BRCA1/BRCA2 testing services (CPT 81211-81217) for women without a 
personal history of breast and/or ovarian cancer should be provided to 
high risk women as defined in Guideline Note 3 or as otherwise defined by 
the US Preventive Services Task Force. 

c) BRCA1/BRCA2 testing services (CPT 81211-81217) for women with a 
personal history of breast and/or ovarian cancer and for men with breast 

http://www.nccn.org/


VbB
S S

um
mary

 D
oc

um
en

ts

Genetic Testing for Hereditary Cancers 
 

2 
 

cancer should be provided according to the NCCN Clinical Practice 
Guidelines in Oncology. Genetic/Familial High-Risk Assessment: Breast 
and Ovarian. V.1.2011 (4/7/11). www.nccn.org 

d) PTEN (Cowden syndrome) services (CPT 81321-81323) should be 
provided as defined by the NCCN Clinical Practice Guidelines in 
Oncology. Colorectal Screening. V.1.2013 (5/13/13). www.nccn.org. 

2) Genetic counseling should precede genetic testing for hereditary cancer. Very 
rarely, it may be appropriate for a genetic test to be performed prior to genetic 
counseling for a patient with cancer. If this is done, genetic counseling should 
be provided as soon as practical. 
a) Pre and post-test genetic counseling by the following providers should be 

covered. 
i) Medical Geneticist (M.D.) - Board Certified or Active Candidate Status 

from the American Board of Medical Genetics 
ii) Clinical Geneticist (Ph.D.) - Board Certified or Active Candidate Status 

from the American Board of Medical Genetics. 
iii) Genetic Counselor - Board Certified or Active Candidate Status from 

the American Board of Genetic Counseling, or Board Certified by the 
American Board of Medical Genetics. 

iv) Advance Practice Nurse in Genetics - Credential from the Genetic 
Nursing Credentialing Commission. 

3) If the mutation in the family is known, only the test for that mutation is 
covered. For example, if a mutation for BRCA 1 has been identified in a 
family, a single site mutation analysis for that mutation is covered (CPT 
81215), while a full sequence BRCA 1 and 2 (CPT 81211) analyses is not. 
There is one exception, for individuals of Ashkenazi Jewish ancestry with a 
known mutation in the family, the panel for Ashkenazi Jewish BRCA 
mutations is covered (CPT 81212). 

 
  

http://www.nccn.org/
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HERC staff recommendation: 
1) Modify diagnostic guideline D1 to allow genetic counseling by health 

professionals with training and experience in genetic testing, consistent with 
NCCN and CMS guidelines   

 
DIAGNOSTIC GUIDELINE D1, NON-PRENATAL GENETIC TESTING GUIDELINE 
Coverage of genetic testing in a non-prenatal setting shall be determined the algorithm 
shown in Figure D1 unless otherwise specified below. 

A) Related to genetic testing for patients with breast/ovarian and colon/endometrial 
cancer suspected to be hereditary, or patients at increased risk to due to family 
history. 
1) Services are provided according to the Comprehensive Cancer Network 

Guidelines. 
a) Lynch syndrome (hereditary colorectal and endometrial cancer) services 

(CPT 81292-81300, 81317-81319) and familial adenomatous polyposis 
(FAP) services (CPT 81201-81203) should be provided as defined by the 
NCCN Clinical Practice Guidelines in Oncology. Colorectal Cancer 
Screening. V.1.2013 (5/13/13). www.nccn.org 

b) BRCA1/BRCA2 testing services (CPT 81211-81217) for women without a 
personal history of breast and/or ovarian cancer should be provided to 
high risk women as defined in Guideline Note 3 or as otherwise defined by 
the US Preventive Services Task Force. 

c) BRCA1/BRCA2 testing services (CPT 81211-81217) for women with a 
personal history of breast and/or ovarian cancer and for men with breast 
cancer should be provided according to the NCCN Clinical Practice 
Guidelines in Oncology. Genetic/Familial High-Risk Assessment: Breast 
and Ovarian. V.1.2011 (4/7/11). www.nccn.org 

d) PTEN (Cowden syndrome) services (CPT 81321-81323) should be 
provided as defined by the NCCN Clinical Practice Guidelines in 
Oncology. Colorectal Screening. V.1.2013 (5/13/13). www.nccn.org. 

2) Genetic counseling should precede genetic testing for hereditary cancer. Very 
rarely, it may be appropriate for a genetic test to be performed prior to genetic 
counseling for a patient with cancer. If this is done, genetic counseling should 
be provided as soon as practical. 
a) Pre and post-test genetic counseling by the following providers should be 

covered when provided by suitably trained health professional with 
expertise and experience in cancer genetics  
i) Medical Geneticist (M.D.) - Board Certified or Active Candidate Status 

from the American Board of Medical Genetics 
ii) Clinical Geneticist (Ph.D.) - Board Certified or Active Candidate Status 

from the American Board of Medical Genetics. 
iii) Genetic Counselor - Board Certified or Active Candidate Status from 

the American Board of Genetic Counseling, or Board Certified by the 
American Board of Medical Genetics. 

iv) Advance Practice Nurse in Genetics - Credential from the Genetic 
Nursing Credentialing Commission. 

http://www.nccn.org/
http://www.nccn.org/
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Question:  Should Guideline Note 108 on continuous glucose monitoring be modified? 
 
Question Source: DMAP 
 
Issue:  Some of the codes used in the guideline note represent devices that are no longer 
available.  Additionally, there is confusion about the length of intended coverage. 
 
Current Prioritized List Guideline Note  

GUIDELINE NOTE 108, CONTINUOUS BLOOD GLUCOSE MONITORING 
Line 10 
Continuous blood glucose monitoring (CPT codes 95250-95251, HCPCS codes S1030-
S1031) with real-time or retrospective 
continuous glucose monitoring systems are only included on Line 10 for Type 1 diabetics 
for whom insulin pump management is being 
considered, initiated, or utilized and who also have one of the following: 
• HbA1c levels greater than 8.0% (despite compliance with treatment), or 
• a history of recurrent hypoglycemia. 

 
From DMAP: 

Guideline note 108 regarding continuous blood glucose monitoring is not clear whether it 
is intended for short term use or long term use of CGM.   
  
The guideline includes professional services (CPT codes 95250 and 95251).  These 
professional codes, by HCPCS definition, are used for short term continuous glucose 
monitoring (and I believe they may include the equipment and supplies).  The guideline 
note also includes rental or purchase of a non-invasive (worn like a watch) continuous 
glucose monitoring device (S1030, S1031).  I am told by industry folks that these are no 
longer marketed for use.  My online research supports this.  The systems currently 
available are minimally invasive (with sensor inserted subcutaneously) and are billed 
using codes A4649 (misc surgical supply) for the initial receiver and supplies and A9276-
A9278 for replacement sensors, transmitters, and receivers.   
  
The systems currently available can be used for continuous or intermittent monitoring 
and are fairly expensive.  Initial costs range from $1200-$2100 for the receiver and 
transmitter (does not include sensors).  The receiver/monitor has a one year warranty 
with replacement cost of about $500.  The sensors are changed every 3-7 days, 
depending on manufacturer, with cost ranging from $35-$100 for each sensor.  The 
transmitters are warrantied for 6 months with replacement cost ranging from $250-
$1200.  There are also insulin pumps that include the CGM functionality with cost 
ranging from $6400-$12000.   
  
Medicare covers the professional services (92520 and 95251) for CGM but does not 
cover invasive CGM systems (HCPCS codes A4649, A9276-A9278) as they consider 
this type of monitoring precautionary.    
  
Five of the Med Project States that responded to my request for information indicated 
that they cover the professional fees (95250, 95251) but do not cover the other 
codes/equipment.  Two states cover CGM equipment.  I have been able to identify a few 
private insurance companies (BCBS) which cover CGM for both short term and long 
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term use.  Criteria used by these companies is similar to what the HERC has indicated in 
the guideline note and consistent with their notes.  

 
Encoder Professional describes these retrospective services as follows: 
  

95250 - Ambulatory continuous glucose monitoring of interstitial tissue fluid via a 
subcutaneous sensor for a minimum of 72 hours; sensor placement, hook-up, calibration 
of monitor, patient training, removal of sensor, and printout of recording. 
95251 - Ambulatory continuous glucose monitoring of interstitial tissue fluid via a 
subcutaneous sensor for a minimum of 72 hours; interpretation and report. 
The physician monitors glucose levels by continuous recording and storage of glucose 
values. Monitoring may be performed with an invasive device or a noninvasive device. 
The invasive device monitors glucose levels by insertion of a sensor in the 
subcutaneous tissue in the lower abdomen or other area. The sensor measures the 
change in intracellular fluid (ICF) and sends the information from the sensor to a small 
monitor that stores the data for a minimum of 72 hours. The noninvasive device is worn 
like a wristwatch and measures glucose with an electric current and biometric sensor. 
The time intervals at which interstitial glucose is measured range from every five minutes 
with the invasive devices to every 20 minutes with the noninvasive device. After the 
patient has worn the sensor for a minimum of 72 hours, it is removed and the data from 
the monitor are downloaded into a computer. Specialized software interprets the data, 
and a technical report is generated. The interpretation and report of the data are 
reported with 95251. 

  
Encoder Professional description of the two different types of continuous glucose 
monitoring systems: 

S1030/S1031 - The continuous noninvasive glucose monitoring device is worn like a watch and 
has a special sensor. Without breaking the skin, this sensor measures the patient's blood sugar 
levels. The patient's blood sugar patterns are recorded and analyzed by the physician, who 
makes any necessary changes in the patient's treatment. This device is considered 
experimental by most payers. Use these codes to report the purchase or rental of the 
continuous glucose monitoring device. 
  
A9276, A9277, A9278 - Continuous glucose monitoring systems make continuous 
measurements of glucose levels. Many of these devices take measurements from 
subcutaneous tissue rather than from blood. Most systems consist of a sensor that is 
attached to the back of the arm or abdomen. The sensor has a very thin wire that is 
inserted subcutaneously. The wire then measures the glucose level in interstitial fluid 
that exits between the cells. The sensor is attached to a transmitter that sends the 
glucose readings to a wireless receiver. The receiver is a small computerized device that 
records and stores the glucose readings. These HCPCS Level II codes represent 
replacement components for a continuous glucose monitoring system. 

 
 
 
HERC staff recommendations: 

1) Remove S1030-S1031 from Line 10 Type 1 Diabetes Mellitus 
2) Do not add A9276-A9278 to Line 10 

a. A codes are not placed on Prioritized List; will be dealt with via DMAP 
administrative rules 

3) Modify Guideline Note 108 as follows: 

https://www.encoderprofp.com/epro4payers/i9v3Handler.do?_k=104*72&_a=view
https://www.encoderprofp.com/epro4payers/i9v3Handler.do?_k=104*20&_a=view
https://www.encoderprofp.com/epro4payers/i9v3Handler.do?_k=104*72&_a=view
https://www.encoderprofp.com/epro4payers/cptHandler.do?_k=101*95251&_a=view
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GUIDELINE NOTE 108, CONTINUOUS BLOOD GLUCOSE MONITORING 
Line 10 
Services related to real-time continuous blood glucose monitoring (for long-term use) or 
retrospective glucose monitoring (for short-term use) Continuous blood glucose 
monitoring systems (CPT codes 95250-95251, HCPCS codes S1030-S1031) with real-
time or retrospective continuous glucose monitoring systems are only are included on 
Line 10 for Type 1 diabetics for whom only when insulin pump management is being 
considered, initiated, or utilized and only when the patient has at least who also have 
one of the following: 
• HbA1c levels greater than 8.0% (despite compliance with treatment), or 
• a history of recurrent hypoglycemia. 
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Question: Should the acute otitis media guideline be modified to agree with the American 
Academy of Otolaryngology 2013 practice guideline? 
 
Question source: Dr. Lisa Dodson, VBBS chair 
 
Issue: The AAO published an updated guideline for treatment of acute otitis media in July, 2013.  
Additionally, the American Academy of Pediatrics (AAP) published new guidelines which 
included recommendations for the treatment of recurrent AOM in 2013. The AAP 
recommendation for tympanostomy tube placement was similar to the AAO’s, and used the 
same definition of “recurrent” otitis media. The current guideline for surgical treatment of acute 
otitis media is not consistent with these guidelines and needs to be updated.   
 
The current acute otitis media guideline was adopted in October 2010.  The guideline was 
written based on ICSI guidelines from 2008 and expert input (Dr. Milczuk, OHSU Pediatric 
ENT).   
 
 
Relevant sections of 2013 AAO practice guideline: 
STATEMENT 6. RECURRENT ACUTE OTITIS MEDIA (AOM) WITHOUT MIDDLE EAR 
EFFUSION (MEE): Clinicians should not perform tympanostomy tube insertion in 
children with recurrent AOM who do not have MEE in either ear at the time of assessment 
for tube candidacy. 
Recommendation against based on systematic reviews and RCTs with a preponderance of 
benefit over harm. Grade A recommendation 
 
STATEMENT 7. RECURRENT AOM WITH MEE: Clinicians should offer bilateral 
tympanostomy tube insertion in children with recurrent AOM who have unilateral or 
bilateral MEE at the time of assessment for tube candidacy. 
Recommendation based on RCTs with minimal limitations and a preponderance of benefit over 
harm. Grade B recommendation 
 
STATEMENT 8. AT-RISK CHILDREN: Clinicians should determine if a child with recurrent 
AOM or with OME of any duration is at increased risk for speech, language, or learning 
problems from otitis media because of baseline sensory, physical, cognitive, or 
behavioral factors. 
Recommendation based on observational studies with a preponderance 
of benefit over harm. Grade C recommendation 
 
STATEMENT 9. TYMPANOSTOMY TUBES AND AT-RISK CHILDREN: Clinicians may 
perform tympanostomy tube insertion in at-risk children with unilateral or bilateral OME 
that is unlikely to resolve quickly, as reflected by a type B (flat) tympanogram or 
persistence of effusion for 3 months or longer. Option based on a systematic review and 
observational studies with a balance between benefit and harm. Grace C recommendation 
 
 
At risk children defined as: 
Permanent hearing loss independent of otitis media with effusion 
Suspected or confirmed speech and language delay or disorder 
Autism-spectrum disorder and other pervasive developmental disorders 
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Syndromes (eg, Down) or craniofacial disorders that include cognitive, speech, or language 
delays 
Blindness or uncorrectable visual impairment 
Cleft palate, with or without associated syndrome 
Developmental delay 
 

Definitions: 
• Recurrent AOM (AAO and AAP): Three or more well-documented and separate AOM episodes 
in the past 6 months OR at least 4 well-documented and separate AOM episodes in the past 12 
months with at least 1 in the past 6 months 
• Middle ear effusion: Fluid in the middle ear from any cause but most often from OME and 
during, or after, an episode of AOM 
 

Current guideline: 

GUIDELINE NOTE 29, TYMPANOSTOMY TUBES IN ACUTE OTITIS MEDIA 
Line 418 
Tympanostomy tubes (69436) are only included on this line as treatment for 
1) recurrent acute otitis media (three or more episodes in six months or four or more episodes in 
one year) that fail appropriate medical management, 
2) for patients who fail medical treatment secondary to multiple drug allergies or who fail two or 
more consecutive courses of antibiotics, or 
3) complicating conditions (immunocompromised host, meningitis by lumbar puncture, acute 
mastoiditis, sigmoid sinus/jugular vein thrombosis by CT/MRI/MRA, cranial nerve paralysis, 
sudden onset dizziness/vertigo, need for middle ear culture, labyrinthitis, or brain abscess). 
 
Patients with craniofacial anomalies, Down’s syndrome, cleft palate, and patients with speech 
and language delay may be considered for tympanostomy if unresponsive to appropriate 
medical treatment or having recurring infections (without needing to meet the strict “recurrent” 
definition above). 
 
HERC staff Recommendation: 
Adopt the following changes to GN29 

1) Definition of recurrent otitis media updated to reflect AAO and AAP definition 
2) Need for MEE on assessment added in agreement with the AAO guideline 
3) Strike clause on antibiotic allergies or multiple courses of antibiotics 

i. Not included in either AAO or AAP guideline 
4) Add in hearing loss >25dB to the definition of high risk patients, based on AAO 

definition of high risk children 
 

 
GUIDELINE NOTE 29, TYMPANOSTOMY TUBES IN ACUTE OTITIS MEDIA 
Line 418 
Tympanostomy tubes (CPT 69436) are only included on this line as treatment for 

1) recurrent acute otitis media (three or more well-documented and separate episodes in 
six months or four or more well-documented and separate episodes in one year the past 
12 months with at least 1 episode in the past 6 months) that fail appropriate medical 
management in patients who have unilateral or bilateral middle ear effusion at the time 
of assessment for tube candidacy, or 
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2) for patients who fail medical treatment secondary to multiple drug allergies or who fail 
two or more consecutive courses of antibiotics, or 

3) 2) for patients with complicating conditions (immunocompromised host, meningitis by 
lumbar puncture, acute mastoiditis, sigmoid sinus/jugular vein thrombosis by 
CT/MRI/MRA, cranial nerve paralysis, sudden onset dizziness/vertigo, need for middle 
ear culture, labyrinthitis, or brain abscess). 

 
Patients with craniofacial anomalies, Down’s syndrome, cleft palate, permanent hearing loss of 
25dB or greater  independent of otitis media with effusion, and patients with speech and 
language delay may be considered for tympanostomy if unresponsive to appropriate medical 
treatment or having recurring infections (without needing to meet the strict “recurrent” definition 
above). 
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Appendix A 

Summary document from October, 2012 HOSC meeting 
 

Acute and Chronic Otitis Media Guidelines 
 
Question: Should the current guidelines for acute and chronic otitis media be modified? 
 
Question source: HOSC 
 
Issue:  
Acute Otitis Media 
At the August, 2010 meeting, the HOSC discussed adding a guideline for the treatment of acute 
otitis media (AOM) with tympanostomy tubes (“PE tubes”).  The following guideline was 
proposed by HSC staff based on ICSI guidelines from 2008 and expert input (Dr. Milczuk at 
OHSU Pediatric ENT): 
 

GUIDELINE NOTE XXX TYMPANOSTOMY TUBES IN ACUTE OTITIS MEDIA 
Line 413 
Tympanostomy tubes (69436) are only included on this line as treatment for 1) recurrent 
acute otitis media (greater than three episodes in six months or greater than four episodes 
in one year) that fail appropriate medical management, 2) refractory acute otitis media with 
moderate to severe symptoms unresponsive to at least 2 antibiotics, or 3) for patients who 
fail medical treatment secondary to multiple drug allergies or intolerance.  Patients with 
craniofacial anomalies, Downs' syndrome, cleft palate, and patients with speech and 
language delay may be considered for tympanostomy with their first episode of acute otitis 
media. 

 
The discussion at the August meeting included concern about the term “moderate to severe 
symptoms” in the second clause of the guideline.  HSC staff was asked to clarify this statement 
and provide greater specificity on the meaning of “moderate to severe” as well as “symptoms.”  
 
MVIPA uses InterQual guidelines for PE tubes, which are in the materials packet for review.   

Complicated AOM: InterQual defines complicated acute otitis media as a middle ear 
effusion with signs of inflammation (fever, TM erythema, etc.) with one of the following 
complications/conditions: immunocompromised host, newborn, meningitis by LP, acute 
mastoiditis, sigmoid sinus/jugular vein thrombosis by CT/MRI/MRA, cranial nerve 
paralysis, sudden onset dizziness/vertigo, bulging TM by PE, need for middle ear culture.   
 
Recurrent AOM: InterQual defines recurrent acute otitis media as middle ear effusion with 
signs of inflammation with either ≥4 episodes in preceding 1 year or ≥ 3 episodes in 
preceding 6 months OR worsening symptoms/findings after antibiotic therapy for ≥2 days 
or continued symptoms/findings after antibiotic therapy for ≥ 5 days. 

 
The Med project completed a review of PE tubes for both AOM and otitis media with effusion in 
July, 2010.   

1) Overall, the MED reports found limited evidence for the effectiveness of PE tubes.  
a. PE tubes were found to reduce the duration of middle ear effusions over the first 

year, and result in short term (3-6 month) improvement in hearing, but no long 
term hearing benefits.   
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b. Moderate evidence was found that PE tubes reduced the recurrence of AOM 
(mean reduction of 1.5 episodes of AOM in the first 6 months after treatment, 
N=95 for that RCT).   

c. Two meta-analyses found only modest improvement in hearing with PE tubes (3-
9dB at 6 months and 1-6dB at 12 months).   

d. Two meta-analyses found only marginal differences in developmental outcomes 
including language at 6-9 months, and no difference at 12 to 18 months.  

e. One study found no differences at 6 and 12 months in quality of life for children 
with or without PE tubes.   

f. PE tubes increased otorrhea, which can result in increased use of antibiotics.   
g. Limited evidence was found that children with PE tubes have higher follow up 

costs with no improvement in other outcomes. 
2) A review was done for the criteria for PE tube placement.  No clear risk factors that 

identify children who should have PE tubes placed was found.   
a. Limited evidence suggested that children with worse baseline hearing (>25 dB 

loss) and those in daycare get more benefit from PE tubes.   
b. There was limited evidence that children with hearing deficits combined with 

baseline developmental or language problems may benefit to a greater degree 
from earlier PE tube placement. 

c. One study was found that suggested that hearing loss of 25dB or greater, 
bilateral OME for at least 3 months, and disruptions to speech, language, 
learning, and behavior lead to the most effective use of PE tubes.   

d. Inadequate evidence was found in one study for the early use of PE tubes for 
children with cleft palate. 

 
Expert input: 
From Dr. Milczuk: 

“Severe symptoms of acute otitis media (AOM) would include fevers or pain not controlled 
with antipyretics or analgesics, otitic meningitis or other central nervous system 
complications, AOM in an immunocompromised host (chemotherapy, too), or sepsis. In 
general I would say if the kid is sick enough to be admitted for treatment, and the only 
source is AOM which does not respond to IV antibiotics (ought to be aggressive with 
treatment if hospitalized . . .), then ear tubes should be considered. I would also include 
ear tubes for complications of AOM:  labyrinthitis, facial nerve palsy, and of course 
mastoiditis” 

 
 
Recommendation: 

1) The following modified guideline should be considered for addition to Line 413 
a. Suggested changes are made in blue 

i. Adopt InerQual definitions for number of episodes in 6 months/1 year 
ii. Add complicating conditions 

1. Conditions from InterQual guideline 
2. Additional conditions from ICSI 2008 guidelines 

a. Brain abscess  
b. Labyrinthitis 

3. Additional clause from Dr. Milczuk: illness requiring hospital 
admission 

iii. Delete the second clause 
1. Limited evidence of effectiveness in the MED study 

b. This guideline remains more stringent that the current InterQual guideline 
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c. Consider even more stringent guideline given results of MED review 
 

GUIDELINE NOTE XXX TYMPANOSTOMY TUBES IN ACUTE OTITIS MEDIA 
Line 413 
Tympanostomy tubes (69436) are only included on this line as treatment for 1) recurrent 
acute otitis media (greater than three or more episodes in six months or greater than four 
or more episodes in one year) that fail appropriate medical management, 2) refractory 
acute otitis media with moderate to severe symptoms unresponsive to at least 2 
antibiotics, or 3 2) for patients who fail medical treatment secondary to multiple drug 
allergies or who fail two or more consecutive courses of antibiotics or intolerance 3) 
complicating conditions (immunocompromised host, newborn, meningitis by lumbar 
puncture, acute mastoiditis, sigmoid sinus/jugular vein thrombosis by CT/MRI/MRA, 
cranial nerve paralysis, sudden onset dizziness/vertigo, bulging tympanic membrane by 
physical exam, need for middle ear culture, labyrinthitis, or brain abscess) or 4) acute otitis 
media which has failed outpatient medical therapy requiring hospital admission.  Patients 
with craniofacial anomalies, Down’s syndrome, cleft palate, and patients with speech and 
language delay may be considered for tympanostomy with their first episode of acute otitis 
media. 
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Hydrocele Guideline Clarification 

 

Issue: Providers and medical plans have expressed confusion over the meaning of 
“children” in GN63.  This condition was added for coverage in 2007 with a guideline 
limiting it to children older than 18 months.  After consultation with Dr. Skoog, pediatric 
urologist at OHSU, the upper limit of age 18 was adopted.  There was consideration of 
defining “children” as 18 and younger; however, the HSC felt that there was no need for 
such a definition in 2007. 

HERC staff recommendation: 

1) Alter GN 63 to clarify the meaning of “child” 

GUIDELINE NOTE 63, HYDROCELE REPAIR 
Line 175 
Excision of hydrocele is only covered for children age 18 and younger with hydroceles 
which persist after 18 months of age. 
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Question: Should the cognitive rehabilitation guideline be modified to clarify the intent of 
allowing delayed coverage of rehabilitation services? 
 
Question source: George Waldmann, OHP medical director; Disability Rights Oregon DHS 
 
Issue: There are several questions about the intent of GN90 Cognitive Rehabilitation Services. 

1) Whether the 3 months of cognitive rehabilitation therapy does or does not begin 
immediately after stabilization from the acute injury.   

2) Whether six visits is the maximum that can be authorized if more than three months has 
elapsed since stabilization from the injury. 
 

 
Disability Rights Oregon has proposed the following wording be adopted for GN90 

"Cognitive rehabilitation, which includes components of physical therapy, occupational 
therapy, speech therapy, and cognitive therapy (different than cognitive behavioral 
therapy), is covered for acquired brain injury once physical stabilization from acute brain 
injury has occurred.  Cognitive rehabilitation treatment can last up to three months.  
However, the three-month treatment period need not be initiated immediately following 
stabilization from the injury.   If there is a major change in status after a patient has 
received the initial three-month period of cognitive rehabilitation services, as evidenced by 
significantly improved prognosis, 6 additional visits of cognitive rehabilitation services can 
be covered, for up to 3 years following the acute event." 

 
 
Dr. Waldmann suggested adding wording “to make it explicit that the 3 months of cognitive 
therapy does not have to begin immediately after stabilization from the acute injury.” 
 
 
Current GN90 
GUIDELINE NOTE 90, COGNITIVE REHABILITATION 
Lines 101,185,201,209,308,342,375,407 
Once physical stabilization from acute brain injury has occurred, as determined by an attending 
physician, cognitive rehabilitation is covered for three months. Whenever there is a major 
change in status as evidenced by significantly improved prognosis, for up to 3 years following 
the acute event, 6 additional visits of cognitive rehabilitation are covered. Cognitive rehabilitation 
is not covered for those in a vegetative state or for those who are unable or unwilling to 
participate in therapy. 
 
 
Prior deliberations regarding cognitive rehabilitation are included in Appendix A.  In summary, 
the HOSC intended that cognitive rehabilitation start at some point after the acute injury, as 
patients frequently are not able to participate in rehabilitation until a later date.   
 
From the December 2011 HOSC materials: 

HSC Staff Recommendations 
1) Adopt a separate cognitive rehabilitation guideline as below. Confirm that the intent is to 

cover cognitive rehabilitation separately from speech, PT and OT treatments during the 
post-stabilization period of brain injury. 

2) Modify PT/OT guideline to eliminate cognitive rehabilitation 
3) Discuss if the intent of the cognitive rehabilitation guideline is to have additional visits 

possible through the Prior Authorization process or if an Exceptions approach is preferred. 
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a. If an EXCEPTIONS approach is preferred, no change (DMAP preference) 
b. If a PRIOR AUTHORIZATION approach is preferred, add the following to the guideline: 

“Additional visits (up to 3 years post acquired brain injury) for cognitive 
rehabilitation beyond the parameters of this guideline will require prior authorization and 
ongoing review.”  

 
Proposed cognitive rehabilitation guideline 
GUIDELINE NOTE XXX COGNITIVE REHABILITATION 
Lines 100, 185, 201, 209, 307, 340, 372, 404,  
Cognitive rehabilitation, which includes components of physical therapy, occupational 
therapy, speech therapy, and cognitive therapy (different from cognitive behavioral 
therapy), is covered for acquired brain injury once acutely stabilized from the event.  
Stabilization from the acute event (e.g. stroke or trauma) may not occur until 1 – 12 
months, depending on the severity of the injury, following the acute event and is best 
determined by an attending physician.  Treatments can be up to 3 months and must 
demonstrate a resulting functional improvement in order to continue to be covered (with 
supporting documentation on a monthly basis). 
 
Whenever there is a major change in status as evidenced by significantly improved 
functionality/prognosis for up to 3 years following the acute event, 6 additional visits of 
cognitive rehabilitation are covered.   
 
Cognitive rehabilitation is not covered for those in a vegetative state or for those who are 
unable or unwilling to participate in therapy. 

 
 
HERC staff recommendation: 

1) Modify the cognitive rehabilitation guideline as shown below 
 

GUIDELINE NOTE 90, COGNITIVE REHABILITATION 
Lines 101,185,201,209,308,342,375,407 
Once physical stabilization from acute brain injury has occurred, as determined by an attending 
physician, cognitive rehabilitation (CPT 97532) is covered included on this line for a three 
months period. This three month period does not have to be initiated immediately following 
stabilization from the injury.  For up to 3 years following the acute event, an additional 6 visits of 
cognitive rehabilitation are included on this line each time the patient has Whenever there is a 
major change in status as evidenced by resulting in a significantly improved prognosis for up to 
3 years following the acute event, 6 additional visits of cognitive rehabilitation are covered. 
Cognitive rehabilitation is not covered included on this line for those in a vegetative state or for 
those who are unable or unwilling to participate in therapy. 
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Question: Should a guideline be added to the Prioritized List to define when a concussion is on 
the upper, covered line and when on the lower, uncovered line? 
 
Question source: FamilyCare Inc (OHP plan) 
 
Issue:  
From Galen Sinnock, FamilyCare: 

I am the lead referral coordinator here at FamilyCare and I have a question regarding the 
upcoming 4/01/2013 Prioritized List update. It seems that HERC is working full time to 
reconcile issues in the upcoming 4/01/2013 update to the Prioritized List and I have an 
issue that I am wondering if they may address. ICD-9 850.xx (concussions) falls on lines 
78, 101, 375, 407 (all funded), and 641 (not funded). When pairing therapies (speech, 
occupational, or physical) with these ICD-9s, they all pair on the funded line even though 
the condition which may be treated could be on the non-funded line 641. The Prioritized 
List’s line 641 doesn’t list any therapy codes so there is no non-funded pairing when the 
concussion diagnoses are used, only the funded pairing. Is it prudent to ask that therapy 
CPT codes get added to line 641 so that providers are not misled into thinking that all 
concussions are allowed therapies based upon the current funded paring of this list? 

 
In December, 2010, concussion ICD-9 codes were added to the upper concussion line based on 
testimony and submitted evidence that the treatment and evaluation of concussion had changed 
since the creation of the Prioritized List. 
 
From the December, 2010 HOSC minutes: 

“…When the Prioritized List was created, concussions were graded based on loss of 
consciousness. Today, concussions are graded on continued symptoms, such as headache, 
cognitive difficulties, etc…The group wanted to add concussion ICD-9 codes without loss 
of consciousness (850.0) to a covered line. The location of the diagnosis (line 100 or line 
631) will be dependent on whether the patient has continued symptoms. 850.9 (Concussion 
unspecified) will not be moved to the higher line...Smits asked if a guideline was needed to 
differentiate when the diagnoses (850.0 and 310.2) were covered on Line 100. The group 
felt that this was not needed. The line titles would determine which cases are covered on 
which of the two lines.” [note: 850.9 (Concussion unspecified) was later added to line 100.] 
 

In May, 2011, the HOSC moved post-concussive syndrome (ICD-9 310.2) from the concussion 
lines to line 209 ORGANIC MENTAL DISORDERS INCLUDING DEMENTIAS as the appropriate treatments were 
included on this line and similar diagnoses were present on this line.  
 
Current List placements: 

Line 101 SEVERE/MODERATE HEAD INJURY: HEMATOMA/EDEMA WITH LOSS OF CONSCIOU0SNESS, 
COMPOUND/DEPRESSED FRACTURES OF SKULL   
ICD-9 850.0-850.9 (Entire concussion series) 
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Line 641 MINOR HEAD INJURY: HEMATOMA/EDEMA WITH NO LOSS OF CONSCIOUSNESS   
ICD-9 850.0 Concussion with no loss of consciousness, 850.9 Concussion, unspecified 
 

Expert input 
Dr. Jim Chesnutt:  
 Dr. Chesnutt did not feel that any changes were needed at this time. 

 
HERC Staff Recommendation: 

1) Adopt the following guideline: 
 
GUIDELINE NOTE XXX CONCUSSION AND POST CONCUSSION SYNDROME 

Lines 101, 209, 641 

ICD-9 diagnosis codes 850.0 and 850.9/ICD-10 diagnosis codes S06.0x0, S06.2x0 and S06.300 are 
included on line 101 only for concussions with symptoms that persist for more than 7 days but less than 3 
months; otherwise, these diagnoses are included on line 641.  When concussion symptoms last for more 
than 3 months, the diagnosis of post-concussive syndrome (ICD-9 310.2/ICD-10 F07.81) should be used, 
which is included on line 209. 
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Question: Should oral health risk assessment be covered in primary care settings?   
 
Question Source: DMAP, Oral Health Advisory Panel 
 
Issue: 
There are questions about providing some dental risk assessment and fluoride varnish 
in medical homes. Many high risk children do not receive adequate dental visits, but 
may be obtaining regular well child visits in medical offices, and by expanding locations 
where risk assessments and fluoride varnish can be provided, the idea is that more 
children will receive effective preventive dental care.  Currently fluoride varnish dental 
codes are open to payment for medical providers; however, there are new CDT risk 
assessment codes that need placement. 
 
AAP Bright Futures which is included in the Prioritized List recommends oral health risk 
assessment as part of the well child check from ages 6 months to 6 years. 
 
The Public Health Division has started an initiative called First Tooth:  

“First Tooth was designed to help providers implement preventive oral health 
services for infants and toddlers under the age of 3 into their current practice. 
Development of the curriculum was done with input from the Oregon Academy of 
Pediatrics and follows the evidence-based practice for early childhood caries 
prevention (ECCP) that includes a risk assessment, anticipatory guidance, an 
intervention as appropriate, and referral to a dental home. First Tooth training 
topics include the prevalence and impact of oral disease; how to conduct an oral 
health risk assessment; how to provide culturally appropriate anticipatory 
guidance; fluoride varnish application; and implementation, workflow tips, and 
access to dental care.” 

 
DMAP is reviewing specific standardized tools that would need to be used and will 
review options during rules process.  Examples of standardized tools include: 

1. AAP 
2. ADA 
3. CAMBRA 

 
Current Prioritized List Status (new codes in italics) 
 
Code Code Description Placement 
D0145 ORAL EVALUATION FOR A PATIENT UNDER THREE 

YEARS OF AGE AND COUNSELING WITH PRIMARY 
CAREGIVER 

58 PREVENTIVE 
DENTAL SERVICES 

D0601 Caries risk assessment and documentation with a 
finding of low risk 

58 PREVENTIVE 
DENTAL SERVICES 

D0602 Caries risk assessment and documentation with a 
finding of moderate risk 

58 PREVENTIVE 
DENTAL SERVICES 

D0603 Caries risk assessment and documentation with a 58 PREVENTIVE 



VbB
S S

um
mary

 D
oc

um
en

ts

Oral Health Risk Assessment in Primary Care Settings 

2 
 

Code Code Description Placement 
finding of high risk DENTAL SERVICES 

 
D1206 Topical application of fluoride varnish is currently located on: 

Line Condition Treatment 
3 PREVENTIVE SERVICES, BIRTH TO 10 

YEARS OF AGE 
MEDICAL THERAPY  

4 PREVENTIVE SERVICES, OVER AGE OF 10 MEDICAL THERAPY  
58 PREVENTIVE DENTAL SERVICES CLEANING, FLUORIDE 

AND SEALANTS 
 
ORAL HEALTH ADVISORY PANEL Recommendations 

1) Open up D0601-0603 to medical setting up to age 6 and in pregnant patients. 
For dentists, open up these codes on Line 58 up to age 20 

2) D0145 – unclear if these could be opened at time of OHAP meeting 
 
HERC Staff Recommendations 

1) Place D0601-0603 on Lines 1,3, and 58.  
2) Adopt a new guideline 

Guideline Note XXX Oral Health Risk Assessment 
Line 3, 58 
CDT codes D0601-D0603 coverage is restricted on these lines as follows: 
Line 1:  pregnant women only 
Line 3:  children under the age of 6 only  
Line 58: children under the age of 21 only 

3) Place D0145 on Lines 3 and 58. 
4) DMAP will address through its rules process 

a. Appropriate standardized tools that would be required to receive 
reimbursement for risk assessment 

b. Necessary training for medical providers to bill using these codes 
(e.g.completion of First Tooth training program) 
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Question:  Should coverage change for resin based composites on posterior teeth? 

Question Source: DMAP, OHAP 

Issue: 

Currently composite is only covered for anterior teeth and for posterior teeth with only one 
surface involved. Amalgam is superior to composite in terms of longevity.  There is significant 
concern over availability of amalgam for patients given many practices are “amalgam” free, 
there are public concerns about mercury, and many patients prefer composite. OHAP 
recommends coverage with a guideline suggesting first-line therapy. 

 

From OHAP 12-4-13 minutes: 

The committee discussed concerns that some dentists no longer perform 
amalgam restorations, and so requiring that posterior restorations be done with 
amalgam will limit access to dental services. However, evidence shows that 
amalgam fillings are more durable. After discussion, the committee 
recommended coverage for composite restorations on posterior teeth, with the 
following guideline note: 

 

GUIDELINE NOTE XX DENTAL FILLINGS FOR POSTERIOR TEETH 

For dental fillings in posterior teeth, amalgam is preferred for extensive 
restorations. If amalgam is unavailable or contraindicated, composite is 
acceptable. 

 

Actions: Recommend adding the guideline note shown above to line 372. 

Code Code Description Line placement 
D2140 AMALGAM-ONE SURFACE, PRIMARY 

OR PERMANENT 
372 DENTAL CONDITIONS (EG. CARIES, 
FRACTURED TOOTH) 

D2150 AMALGAM-TWO SURFACES, 
PRIMARY OR PERMANENT 

372 DENTAL CONDITIONS (EG. CARIES, 
FRACTURED TOOTH) 

D2160 AMALGAM-THREE SURFACES, 
PRIMARY OR PERMANENT 

372 DENTAL CONDITIONS (EG. CARIES, 
FRACTURED TOOTH) 

D2161 AMALGAM-FOUR OR MORE 
SURFACES, PRIMARY OR 
PERMANENT 

372 DENTAL CONDITIONS (EG. CARIES, 
FRACTURED TOOTH) 
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Code Code Description Line placement 
D2330 RESIN-ONE SURFACE, ANTERIOR 372 DENTAL CONDITIONS (EG. CARIES, 

FRACTURED TOOTH) 
D2331 RESIN-TWO SURFACES, ANTERIOR 372 DENTAL CONDITIONS (EG. CARIES, 

FRACTURED TOOTH) 
D2332 RESIN-THREE SURFACES, ANTERIOR 372 DENTAL CONDITIONS (EG. CARIES, 

FRACTURED TOOTH) 
D2335 RESIN-FOUR OR MORE SURFACES 

OR INVOLVING INCISAL ANGLE 
(ANTERIOR) 

372 DENTAL CONDITIONS (EG. CARIES, 
FRACTURED TOOTH) 

D2390 RESIN-BASED COMPOSITE CROWN, 
ANTERIOR 

372 DENTAL CONDITIONS (EG. CARIES, 
FRACTURED TOOTH) 

D2391 RESIN-BASED COMPOSITE - ONE 
SURFACE, POSTERIOR 

372,676 

D2392 RESIN-BASED COMPOSITE - TWO 
SURFACES, POSTERIOR 

676 DENTAL CONDITIONS WHERE 
TREATMENT RESULTS IN MARGINAL 
IMPROVEMENT 

D2393 RESIN-BASED COMPOSITE - THREE 
SURFACES, POSTERIOR 

676 DENTAL CONDITIONS WHERE 
TREATMENT RESULTS IN MARGINAL 
IMPROVEMENT 

D2394 RESIN-BASED COMPOSITE - FOUR 
OR MORE SURFACES, POSTERIOR 

676 DENTAL CONDITIONS WHERE 
TREATMENT RESULTS IN MARGINAL 
IMPROVEMENT 

 

Evidence Summary 

German HTAS systematic review, 2008 

Amalgam has greater longevity than composite 
Results: “In longitudinal studies, the MST for amalgam is reported to range between 11.4 
and one hundred and fifty years under ideal conditions at dental education centres and 
between 7.1 and 44.7 years in private dental practices. For composites, MST between 
8.0 and 44.4 years are reported under ideal conditions. Only one longitudinal study has 
been conducted in the setting of a general dental practice; this study reports a MST of 
16 years for composites in posterior teeth (observation period: 17 years). However, the 
relatively low failure rate of 5% after ten years rapidly increases to 40% after 15 and 
72% after 17 years. In studies with a shorter observation period, MST for cavities of 
class I and II of 9.1 and 19.2 years are reported for composites.” 
 

Cochrane 2009 - Dental fillings for the treatment of caries in the primary dentition 

1. Only 2 studies addressed this question (the other was on crowns). 
a. Donly 1999 split-mouth study compared a resin-modified glass ionomer 

(Vitremer) with amalgam over a 36-month period. Forty pairs of Class II 
restorations were placed in 40 patients (21 males; 19 females; mean age 8 years 
+/- 1.17; age range 6 to 9 years). Although the study period was 3 years (36 
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months), only the 6- and 12-month results are reported due to the loss to follow 
up of patients being greater than 30% for the 24- and 36-month data.  

b. Marks 1999a recruited 30 patients (age range 4 to 9 years; mean age 6.7 years, 
standard deviation 2.3) with one pair of primary molars that required a Class II 
restoration. The materials tested were Dyract (compomer) and Tytin (amalgam). 
Loss to follow up at 24 and 36 months was 20% and 43% respectively. This 
meant that only the 24-month data were useable.  

c. For all of the outcomes, there were no differences in clinical performance.   

 

2. Conclusions: There was insufficient evidence from the three included trials to make any 
recommendations about which filling material to use. 

 

Cochrane 2006 – Protocol only Direct composite resin fillings versus amalgam fillings for 
permanent or adult posterior teeth 

 

Recommendations  

1) Place D2391-D2394 on Line 372 and remove from Line 676. 
2) Add a guideline 

GUIDELINE NOTE XXX DENTAL FILLINGS FOR POSTERIOR TEETH 

Line 372 

For dental fillings in posterior teeth, amalgam is preferred for extensive 
restorations. If amalgam is unavailable or contraindicated, composite is 
acceptable. 
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Question: should Fibromyalgia be given higher priority on the Prioritized List? 

Question source: National Fibromyalgia and Chronic Pain Association  

Issue:  Fibromyalgia is located on Line 634 DISORDERS OF SOFT TISSUE, which is below the 
current funding line.   Prioritization of fibromyalgia was discussed at the October, 2013 VBBS 
meeting.  At that time, experts testified that a number of therapies had good evidence of 
effectiveness, including cognitive behavioral therapy (CBT), trigger point injections, multi-modal 
therapy, pregabalin (Lyrica) and PT/OT.  HERC staff was instructed to review these therapeutic 
modalities, with focus on recent (past 5 years) evidence. 

Fibromyalgia was last reviewed in 2007, and only exercise and anti-depressants were found to 
have good evidence of effectiveness.  At that time, the HSC determined that exercise is not 
covered for any condition on the Prioritized List, and antidepressants would be available if the 
patient has co-existent depression.  Fibromyalgia was left on a very low Priority Line. 

 

Methods for review 
1) HERC staff repeated the literature search using OVID/Cochrane/other major 

databases for recent (2008-current) evidence based systematic reviews on the 
treatment of fibromyalgia with CBT, trigger point injections, multi-modal therapy, 
PT/OT, and pregabalin; also searched was evidence for types of effective 
exercise treatments 

2) P&T Committee provided their expert review of pregabalin.  HERC staff 
determined that P&T should be the main review body for pharmaceutical 
treatments such as pregabalin. 

3) Experts provided 259 abstracts for consideration 
a. 5 of these papers are included in this summary 
b. 12 were papers previously included in HERC staff summaries  
c. 66 related only to pharmaceutical treatment of FMS (see P&T note above) 
d. 17 were not review articles (protocols, methods papers, RCTs, etc.) 
e. 6 were updates or duplicates 
f. 15 examined diagnostic criteria or non-patient relevant biologic endpoints 
g. 6 were from journals HERC staff could not access or had no English 

translation 
h. 46 were clinical reviews/treatment recommendations without rigorous 

evidence review 
i. 76 did not relate to FMS, examined treatments not currently under review, 

or were otherwise not relevant to the search 
j. 10 were included in larger reviews 
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Pregabalin  
Evidence review for systematic reviews published since 2008 
Note: all reviews primarily focused on the same RCTs (all industry sponsored)—
Crofford 05, Crofford 08, Mease 08 (all reviewed previously by HSC) 
 
P&T has reviewed Lyrica, and found that it should be third line in the treatment of 
fibromyalgia.  PA criteria require a patient to have tried or have contraindications to 
taking at least two of the following drug classes: SSRIs, TCAs, benzodiazepines, 
buspirone. 
 
 

1) Moore 2009, Cochrane review of pregabalin in chronic pain syndromes 
a. 4 studies included (N=1376) for fibromyalgia 
b. For at least 50% pain relief over baseline, relative benefit was 1.5-1.7, with 

NNT 9.8-14 
c. Between one participant in 10 and one in three discontinued because of 

an adverse event. 
a. NNH (at least one adverse effect): 6.1-6.6 for all pain conditions combined 
b. Authors’ conclusions: Pregabalin has proven efficacy in neuropathic 

pain conditions and fibromyalgia. A minority of patients will have 
substantial benefit with pregabalin, and more will have moderate benefit. 
Many will have no or trivial benefit, or will discontinue because of adverse 
events. 

2) Hauser 2010, systematic review and meta-analysis of duloxetine, milnacipran, 
and pregabalin in fibromyalgia syndrome 

a. 5 RCTs and 3 uncontrolled open-label extension studies 
i. Four RCTs were published as full papers, the outcomes of 1 

RCTwere found in the FDA database. Three uncontrolled open-
label extension studies were found in the phrma database. 

ii. All studies were initiated by pharmaceutical companies. 
b. The effects of PGB on pain (-.27 [-.35, -.19]; <.001), sleep disturbances (-

.37 [-.46, -.28]; <.001), and HRQOL (-.25 [-.36, -.13]; <.001) were small 
and statistically significant. The effect on fatigue was not substantial, but 
statistically significant (-.16 [-.23, -.09]; <.001). The effect on depressed 
mood was not statistically significant. 

a. The NNT for a 30% pain reduction (all dosages pooled together) was 8.6 
(95% CI 6.4, 12.9). The NNT for drop out due to lack of efficacy was  -16.0 
(95% CI -25.8, -11.6).  The NNH for a dropout due to side effects was 7.6 
(95% CI 6.3, 9.4). 

b. Conclusion: There is evidence for the short-term (up to 6 months) efficacy 
of PGB.  

2) Siler 2011, systematic review of pregabalin and gabapentin for fibromyalgia 
a. N=7 studies with pregabalin (5 RCTs, 1 non-randomized trial, 1 open label 

extension) 
i. N=3,699 patients 
ii. N=4 studies included in meta-analysis 
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b. The range of response with pregabalin was 26 to 50%. The pooled 
response rate among patients receiving placebo was 28% (95% CI, 19 to 
35%) 

c. The pooled relative risk for response with pregabalin compared with 
placebo was 1.4 (95%CI, 1.3 to1.6, Fig2) ,with a NNT of 8 

d. The mean time to loss of response for pregabalin patients was 34 days 
(95% CI, 21 to 48) compared to 7 days (95% Cl, 5 to 9) with placebo 
(Kaplan-Meier P < .0001). At 6 months, the proportion of patients with loss 
of response was 32% in the pregabalin group and 61% in the placebo 
group (relative risk 1.9 (95% CI, 1.5 to 2.3); NNT = 3). 

e. Compared to placebo, the drugs had similarly high rates of adverse events 
and withdrawals. 

3) Tzellos 2010, systematic review and meta-analysis of pregabalin and gabapentin 
for fibromyalgia 

a. N=3 RCTs with pregabalin 
b. Pregabalin at a dose of 600, 450 and 300 mg per day is effective in FBM 

compared to placebo (NNT: 7, upper 95% CI: 12, 450 mg).  
c. A number of adverse events (AE), such as dizziness, somnolence, dry 

mouth, weight gain, peripheral oedema, is consistently associated with 
treatment at any dose and could lead one out of four patients to quit 
treatment (NNH: 6, lower 95% CI:4, 600 mg). 

 
 
Cognitive Behavioral Therapy  

1) Bernardy 2013, Cochrane review of CBT for fibromyalgia 
a. N=23 studies (2031 patients) 
b. The GRADE quality of evidence of the studies was low.  
c. CBTs were superior to controls in reducing pain at end of treatment by 0.5 

points on a scale of 0 to 10 (standardized mean difference (SMD) - 0.29; 
95% confidence interval (CI) -0.49 to -0.17) and by 0.6 points at long-term 
follow-up (median 6 months) (SMD -0.40; 95% CI -0.62 to -0.17); in 
reducing negative mood at end of treatment by 0.7 points on a scale of 0 
to 10(SMD - 0.33; 95% CI -0.49 to -0.17) and by 1.3 points at long-term 
follow-up (median 6 months) (SMD -0.43; 95% CI -0.75 to-0.11); and in 
reducing disability at end of treatment by 0.7 points on a scale of 0 to 10 
(SMD - 0.30; 95% CI -0.51 to -0.08) and at long-term follow-up (median 6 
months) by 1.2 points (SMD -0.52; 95% CI -0.86 to -0.18). There was no 
statistically significant difference in dropout rates for any reasons between 
CBTs and controls (risk ratio (RR) 0.94; 95% CI 0.65 to 1.35). 

d. Authors’ conclusions CBTs provided a small incremental benefit over 
control interventions in reducing pain, negative mood and disability at the 
end of treatment and at long-term follow-up.  

2) Glombiewski 2010, meta-analysis of psychological treatments for fibromyalgia 
a. N=23 studies (1396 patients) 

i. N=8 (213 patients) for CBT 
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b. Meta-analytic integration resulted in a significant but small effect size for 
short-term pain reduction (Hedges’s g = 0.37, 95% confidence interval 
(CI): 0.27–0.48) and a small-to-medium effect size for long-term pain 
reduction over an average follow-up phase of 7.4 months (Hedges’s g = 
0.47, 95% CI: 0.3–0.65) for any psychological intervention. Psychological 
treatments also proved effective in reducing sleep problems (Hedges’s g = 
0.46, 95% CI: 0.28–0.64), depression (Hedges’s g = 0.33, 95% CI: 0.20–
0.45), functional status (Hedges’s g = 0.42, 95% CI: 0.25–0.58), and 
catastrophizing (Hedges’s g = 0.33, 95% CI: 0.17–0.49). These effects 
remained stable at follow-up. Moderator analyses revealed cognitive-
behavioral treatment to be significantly better than other psychological 
treatments in short-term pain reduction (Hedges’s g = 0.60, 95% CI: 0.46–
0.76). Higher treatment dose was associated with better outcome.  

c. For CBT treatment alone (n = 8 treatment conditions), the average pre–
post effect size for pain intensity reduction (Hedges’s g) was 0.60 (95% 
CI: 0.43–0.76, z = 7.03, p < .001).  

d. The confidence intervals for the effect size for CBT and the effect size for 
all other psychological treatments did not overlap, indicating that CBT was 
significantly better than the other psychological treatments in improving 
fibromyalgia pain intensity. 

e. The results suggest that the effects of psychological treatments for 
fibromyalgia are relatively small but robust and comparable to those 
reported for other pain and drug treatments used for this disorder. 
Cognitive-behavioral therapy was associated with the greatest effect 
sizes. 

3) Bernardy 2010, systematic review and meta-analysis of CBT for FMS 
a. N=14 studies (910 patients) 

i. CBT reduced depressed mood (SMD–0.24, 95% CI –0.40, –0.08; p 
= 0.004) at posttreatment.  

ii. There was no significant effect on pain, fatigue, sleep, and HRQOL 
at posttreatment and at followup.  

iii. There was a significant effect on self-efficacy pain posttreatment 
(SMD 0.85, 95% CI 0.25, 1.46; p = 0.006) and at followup (SMD 
0.90, 95% CI 0.14, 1.66; p = 0.02).  

iv. Operant behavioral therapy significantly reduced the number of 
physician visits at followup (SMD –1.57, 95% CI –2.00, –1.14; p < 
0.001). 

v. Conclusion. CBT can be considered to improve coping with pain 
and to reduce depressed mood and healthcare-seeking behavior in 
FM. 

 
 
Multi-modal therapy 

1) Arnold 2012, meta-analysis of multi-modal therapy for fibromyalgia 
a. N=17 studies (1,572 patients)  
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b. The quality of evidence was moderate (high quality of methods, moderate 
external validity) 

c. “multidisciplinary approaches” in FMS are defined as the combination of at 
least one activating procedure (endurance, strength or flexibility training) 
with at least one psychotherapeutic procedure (patient education and/or 
cognitive behavioral therapy) 

d. Multicomponent therapy was highly effective. The standardized mean 
differences (SMDs) of multicomponent therapy vs. controls at the end of 
therapy were low for pain and fatigue and moderate for quality of life. The 
SMDs for multicomponent therapy vs. controls at follow-up were low for 
fatigue and quality of life. Subgroup analysis showed that significant ef-
fects on pain, fatigue and quality of life were obtained only at a study 
duration of 24 h or more (the maximum within the included studies was 64 
h) 

e. Conclusion: The use of multicomponent therapy (the combination of aer-
obic exercise with at least one psychological therapy) for a minimum of 24 
h is strongly recommended for patients with severe FMS. (EL1a, strong 
recommendation, strong consensus) 

2) Hauser 2009, meta-analysis of multi-component treatment 
a. N=9 RCTs (1,119 patients) 
b. Multi-component therapy includes medications, psychological 

interventions, and/or physical activity interventions 
c. There was strong evidence that multicomponent treatment reduces pain 

(SMD -0.37; 95% confidence interval [95% CI]-0.62, -0.13), fatigue (WMD 
-0.85; 95% CI -1.50, -0.20), depressive symptoms (SMD -0.67; 95% CI -
1.08, -0.26), and limitations to health-related quality of life (HRQOL) (SMD 
-0.59; 95% CI -0.90, -0.27) and improves self-efficacy pain (SMD 0.54; 
95% CI 0.26, 0.82) and physical fitness (SMD 0.30; 95% CI 0.02, 0.57) at 
posttreatment. There was no evidence of its efficacy on pain, fatigue, 
sleep disturbances, depressive symptoms, HRQOL, or self-efficacy pain in 
the long term. There was strong evidence that positive effects on physical 
fitness (SMD 0.30; 95% CI 0.09, 0.51) can be maintained in the long term 
(median followup 7 months). 

d. Conclusions. There is strong evidence that multicomponent treatment has 
beneficial short-term effects on the key symptoms of FMS. Strategies to 
maintain the benefits of multicomponent treatment in the long term need to 
be developed. 

 
 
Studies of multiple treatments 

1) Nuesch 2013 
a. N=102 trials (14,982 patients) 

i. 15  trials evaluated TCAs (1026 patients), 10 trials SSRIs (644 
patients), 10 trials SNRIs (5980 patients) and 4 trials the GABA 
analogue pregabalin (2625 patients). Thirty-three trials evaluated 
aerobic exercise (2266 patients), 9 trials balneotherapy (387 



VbB
S S

um
mary

 D
oc

um
en

ts

Fibromyalgia 
 

6 
 

patients), 20 trials CBT (1712 patients) and 15 trials 
multicomponent therapy 

ii. Most of the trials were small and hampered by methodological 
quality 

b. Pain: N= 89 trials including 12 979 patients  
i. Balneotherapy showed very large effects, SSRIs, aerobic exercise, 

CBT and multicomponent therapy showed moderate to large effects 
and TCAs, SNRIs and pregabalin showed small to moderate effects 
compared with placebo. For all interventions, 95% CrIs did not 
overlap the null effect line.  

c. Quality of life 
i. N=78 trials, 12 283 patients 
ii. moderate to large effects for quality of life were found for all non-

pharmacological interventions whereas pharmacological 
interventions showed small to moderate effects compared with 
placebo. We found moderate effects for multicomponent therapy 
(SMD −0.56, 95% CrI −0.76 to −0.36) after restriction to trials with 
≥50 patients per group, moderate effects for CBT (SMD −0.60, 95% 
CrI −0.91 to −0.29) and small effects for SNRIs (SMD −0.21, 95% 
CrI −0.29 to −0.14) and pregabalin (SMD −0.21, 95% CrI −0.34 to 
−0.07) after restriction to trials with ≥100 patients per group. All 
other interventions were not significantly different from placebo with 
95% CrI overlapping the null effect. 

a. When restricted to large trials with ≥100 patients per group, heterogeneity 
was low and benefits for SNRIs and pregabalin compared with placebo 
were statistically significant, but small and not clinically relevant. For 
nonpharmacological interventions, only one large trial of CBT was 
available. In medium-sized trials with ≥50 patients per group, 
multicomponent therapy showed small to moderate benefits over placebo, 
followed by aerobic exercise and CBT. 

b. Conclusions Benefits of pharmacological treatments in FMS are of 
questionable clinical relevance and evidence for benefits of non-
pharmacological interventions is limited. A combination of pregabalin or 
SNRIs as pharmacological interventions and multicomponent therapy, 
aerobic exercise and CBT as non-pharmacological interventions seems 
most promising for the management of FMS. 

 
 
 
 
Other guidelines 

1) Fitzcharles 2012, Canadian guideline for FMS.  
a. Management of persons with fibromyalgia should be centered in the 

primary care setting with knowledgeable healthcare professionals, and 
ideally, where possible, this care may be augmented by access to a 
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multidisciplinary team [Level 1 [96, 97], Grade A] or team member to 
provide support and reassurance [Level 3, Grade C] 

b. Specialist consultation, including referral to a sleep specialist or 
psychologist may be required for selected subjects, but continued care by 
a specialist is not recommended and should be reserved for those patients 
who have failed management in primary care or have more complex 
comorbidities [Level 5, Grade D]. 

c. A treatment strategy for patients with fibromyalgia should incorporate 
principles of self-management using a multimodal approach [Level 1, 
Grade A]. 

d. The attainment of effective coping skills and promotion of self 
management can be facilitated by multicomponent therapy [Level 5, 
Grade D]. 

e. CBT even for a short time is useful and can help reduce fear of pain and 
fear of activity [Level 1, Grade A]. 

f. Persons with fibromyalgia should participate in a graduated exercise 
program of their choosing to obtain global health benefits and probable 
effects on fibromyalgia symptoms [Level 1, Grade A]. 

g. Patients should be informed that there is currently insufficient evidence to 
support the recommendation of complementary and alternative medicine 
(CAM) treatments for the management of fibromyalgia symptoms, as they 
have mostly not been adequately evaluated regarding benefit [Level 1, 
Grade A]. 

h. All categories of antidepressant medications including TCAs, SSRIs and 
SNRIs may be used for treatment of pain and other symptoms in patients 
with fibromyalgia [Level 1, Grade A] 

1) Arnold 2012, German guideline for FMS 
a. The use of multicomponent therapy (the combination of aerobic exercise 

with at least one psychological therapy) for a minimum of 24 h is strongly 
recommended for patients with severe FMS. (EL1a, strong 
recommendation, strong consensus) 

2) Hauser 2010 
a. Summary of American Pain Society (APS, 2005), European League 

Against Rheumatism (EULAR, 2007) and Association of the Scientific 
Medical Societies of Germany (2008) 

b. Aerobic exercise (1A for APS, ASMSG, 2C for EULAR) 
c. CBT (1A for APS, ASMSG, 4D for EULAR) 
d. Multicomponent therapy (1A for APS, ASMSG) 
e. Trigger point injections received at most a C level of evidence 

 
 
Exercise 
Found in October, 2013 review to have good evidence of effectiveness 
Types of exercise therapy found to be effective in Cochrane review (Busch 2009) 

1) Pool-based group exercise 
2) Group aerobic exercise, supervised and unsupervised 
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3) Home exercise program 
 
1) Langhorst 2012, meta-analysis of CAM therapies for FMS 

a. Meditative movement therapies (tai chi, qigong, yoga) should be considered. 
EL1a, highly recommended, strong consensus 

2) Winkelmann 2012, meta-analysis of exercise therapy for FMS 
a. Aerobic training with low to moderate intensity (e.g. faster walking, Nordic 
walking, cycling or ergometer training, dancing, aqua jogging) should be 
implemented 2–3 times per week for at least 30 continuous minutes. EL1a, 
strong recommendation, strong consensus 
 1. N=42 studies (2071 patients) 

2. Aerobic training can be done independently or a part of a sports group, 
if necessary with guidance as part of the physiotherapy treatment or sport 
therapy group. 

b. Low to moderate intensity strength training should be employed. There is ev-
idence for a training frequency of 60 min twice a week. EL1a, strong 
recommendation, strong consensus 
 1. N=6 studies (246 patients) 

2. Strength training is available as part of the physiotherapy treatment paid 
for by the social health insurance and/or can be performed independently 
following initial guidance by the physiotherapist or sport instructor. 

c. Functional training (land- and water-based callisthenics) should be carried out 
twice a week, for at least 30 min each. EL 2a, strong evidence, strong consensus 

1. Functional training (land- and water-based callisthenics in groups under 
the guidance of a physiotherapist) is a benefit offered by the social health 
insurance and pension insurance and can be prescribed for FMS for a 
duration of 24 months. 

d. Stretching and flexibility training can be considered. There is evidence avail-
able for a training frequency of 2–3 times 60 min/week. EL 2a, recommendation 
open, strong consensus 

1. The practical applicability is high: within the treatment scope for phys-
iotherapy, stretching is included in the health care catalogue and/or can be 
accomplished by the patients on their own following supervision by the 
physiotherapist. 

e. Passive and active physiotherapy did not have enough evidence for 
recommendation 
f. Do not recommend 

1. Chiropractic, full body heat treatment, cold therapy, laser, hyperbaric 
oxygen, magnetic field therapy, massage, transcranial direct current 
stimulation, ultrasound/electrotherapy 

3) Jones 2009, review of exercise for FMS 
a. Evidence for mixed-type or aerobic exercise is strongest, with mounting 
evidence for beneficial effects from strength training.  Some position statements 
incorporate the fact that there is ‘‘no or poor’’ evidence for adding flexibility 
training to the exercise prescription in FM. This is primarily attributable to the 
small number of trials that have isolated tested flexibility training alone. The 
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results of flexibility training, including yoga studies, are positive, but there is not 
yet a preponderance of evidence that supports the use of flexibility training as a 
single modality in FM. More research needs to be done to evaluate the 
effectiveness of movement-based therapies in FM, such as Qi Gong and T’ai 
Chi, because emerging evidence in these modalities is positive. 
b. Recommendations: provide education about FM and exercise techniques, 
mostly through books and Web resources 

  
   
 
 
Summary: Good evidence exists for the use of CBT (modest effectiveness) for reducing 
pain, improving mood, and reducing disability.  Good evidence exists for the use of 
pregabalin (modest benefit) for reducing pain; however, NNT is similar to NNH from side 
effects for pregabalin.  Good evidence also exists for use of multi-modal therapy 
(SNRIs/pregabalin + psychological + physical interventions) with moderate 
effectiveness.  Care should mainly be provided in the primary care setting; 
recommendations for referral to specialists such as sleep medicine and psychology is 
based on expert opinion. Exercise therapy has strong evidence of effectiveness; 
however, use of PT/OT services vs. primary care interventions is not well researched. 
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HERC staff recommendations: 
1) Re-prioritize fibromyalgia (ICD-9 729.1 Myalgia and myositis, unspecified /ICD-10 

M79.7 Fibromyalgia) 
2) Adopt a guideline for the treatment of fibromyalgia as shown below 

 
 
Line XXX Fibromyalgia 
Treatment: Medical Therapy 
ICD-10: M79.7 
CPT: CBT (90785, 90832-90853), medical office visits (98966-99215, 99441-99449, 
99487-99489), medical team conference (99366-99368), preventive medicine visit 
(99381-99429) 
Scoring 
Category:7 (7) 
HL: 2 (0) 
Suffering: 2 (1) 
Population effects: 0 (0) 
Vulnerable population: 0 (0) 
Tertiary prevention: 0 (0) 
Effectiveness: 2 (1) 
Need for service: 0.8 (0.2) 
Net cost: 2 (4) 
Score: 128 
Approximate line placement: 520 
 
 
GUIDELINE XXX FIBROMYALGIA 
Line AAA 
Fibromyalgia (ICD-9 729.1/ICD-10 M79.7) treatment should consist of a multi-modal 
approach, which should include two of more of the following: 

1) medications (e.g. SNRIs, pregabalin) 
2) exercise advice/programs 
3) cognitive behavioral therapy. 

Care should be provided in the primary care setting. Referrals to specialists are 
generally not required. Use of opioids should be avoided due to evidence of harm in this 
condition. 
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Issue: The Behavioral Health Advisory Panel (BHAP) has recommended that line 497 
SOMATIZATION DISORDER, SOMATOFORM PAIN DISORDER, CONVERSION 
DISORDER and line 462 FACTITIOUS DISORDERS be merged.  They requested that 
this merged line be named “SOMATIC SYMPTOMS AND RELATED DISORDERS” and 
contain consultation, office-based interventions, health and behavior procedure codes.  
The advisory group requested that the merged line be placed at line 462 (in the funded 
region of this version of the Prioritized List).  During the last biennial review, the Mental 
Health and Chemical Dependency advisory group (MHCD) had re-prioritized 
Somatization below the funding line.  BHAP requested that HERC staff devise a 
proposal for this line merge.   
 
 
Prioritized List lines for the October 1, 2014 ICD-10 List 
Line: 462 
Condition: FACTITIOUS DISORDERS (See Guideline Notes 64,65) 
Treatment: CONSULTATION 
ICD-10: F68.1x (Factitious disorder) 
CPT: Psychiatric visit (90785-90887), psychological testing (96101), Telephone/on-line 
assessment (98966-98969, 99441-99449), other office services (99051,99060,90970, 
90978), office visits (99201-99215), ER (99281-99285), Rest home/domiciliary (99324-
99340), home visit (99341-99350), prolonged service (99354-99360), anticoagulation 
monitoring (99363-99364), medical team conference (99366-99368), supervision of 
home health (99374-99375), supervision of hospice (99377-99378), preventive care 
visit (99381-99397), risk reduction (99401-99404, 99411-99412), SBIRT (99408-99409), 
complex chronic care co-ordination (99487-99489), transitional care management 
(99495-99496), medication therapy management (99605-99607) 
HCPCS: G0410,G0411,G0425-G0427,H0004,H0023,H0032-H0037, H2010, H2011, 
H2013, H2021 ,H2022,H2033,S0270-S0274,S9484,T1016 
 
Line: 497 
Condition: SOMATIZATION DISORDER; SOMATOFORM PAIN DISORDER, 
CONVERSION DISORDER (See Guideline Notes 64,65) 
Treatment: MEDICAL/PSYCHOTHERAPY 
ICD-10: F44.x (conversion disorder), F45x (somatization disorder), F52.5 (vaginismus) 
CPT: limited psychiatric services (90846, 90849, 90853, 90882, 90887), Telephone/on-
line assessment (98966-98969, 99441-99449), other office services 
(99051,99060,90970, 90978), office visits (99201-99215), ER (99281-99285), Rest 
home/domiciliary (99324-99340), home visit (99341-99350), prolonged service (99354-
99360), anticoagulation monitoring (99363-99364), medical team conference (99366-
99368), supervision of home health (99374-99375), supervision of hospice (99377-
99378), preventive care visit (99381-99397), risk reduction (99401-99404, 99411-
99412), SBIRT (99408-99409), complex chronic care co-ordination (99487-99489), 
transitional care management (99495-99496), medication therapy management (99605-
99607) 
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HCPCS: G0410,G0411,G0425-G0427,H0004,H0017-H0019,H0023,H0032-H0034, 
H0037, H0038, H2010,H2021-H2023,H2027,H2033,S0270-S0274,S9484,T1016 
 
 
HERC staff recommendation: 

1) Merge lines 462 and 497 
1) Include consultation only, as this was the factitious disorder line restriction and 

somatization was below the funding line prior to this proposed merger 
2) Re-score this combined line 

1) Sample rescoring shown below 
2) Alternative: place at line 497 (Current Somatization Disorder line 

placement) 
 
Line XXX  
Condition: SOMATIC SYMPTOMS AND RELATED DISORDERS 
Treatment: CONSULTATION 
ICD-10 F68.1x (Factitious disorder), F44.x (conversion disorder), F45x (somatization 
disorder), F52.5 (vaginismus) 
CPT: from line 462 (has full set of psychiatric visit types) + 96150-96154 (health and 
behavior assessment codes) 
HCPCS: from line 497 (more comprehensive set) 
 
Scoring (current scoring for Somatization Disorder line in parentheses) 
Category :7 (7) 
HL: 2 (2) 
Suffering: 2 (2) 
Population effects: 0 (0) 
Vulnerable population: 0 (0) 
Tertiary prevention: 0 (0) 
Effectiveness: 2 (2) 
Need for service: 0.8 (1) 
Net cost: 2 (3) 
Score: 128 
Approximate line placement: 520 
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Issue: 
At the October, 2013 VBBS meeting a new prenatal genetic testing guideline was 
adopted, pending HERC staff working with experts to correct the CPT/HCPCS codes 
included in the guideline.  HERC staff has received input from perinatal experts.  The 
following is the final guideline, for the information of VBBS members.  
 
VbBS Recommendations:  

1) Adopt the following new guideline: 
 

DIAGNOSTIC GUIDELINE XXX PRENATAL GENETIC TESTING 
The following types of prenatal genetic testing and genetic counseling are covered for 
pregnant women: 

1) Genetic counseling (CPT 96040, HPCPS S0265) for high risk women who have 
family history of inheritable disorder or carrier state, ultrasound abnormality, 
previous pregnancy with aneuploidy, or elevated risk of neural tube defect 

2) Genetic counseling (CPT 96040, HPCPS S0265) prior to CVS, amniocentesis, 
microarray testing, Fragile X, and spinal muscular atrophy screening   

3) Validated questionnaire to assess genetic risk in all pregnant women 
4) Screening high risk ethnic groups for hemoglobinopathies (CPT 83020, 83021) 
5) Screening for aneuploidy with any of five screening strategies [first trimester 

(nuchal translucency, beta-HCG and PAPP-A), integrated, serum integrated, 
stepwise sequential, and contingency] (CPT 76813, 76814, 81508-81511) 

6) Cell free fetal DNA testing (CPT 81507) for evaluation of aneuploidy in women 
who have an elevated risk of a fetus with aneuploidy (maternal age >34, family 
history or elevated risk based on screening). 

7) Ultrasound for structural anomalies between 18 and 20 weeks gestation (CPT 
76811, 76812) 

8) CVS or amniocentesis (CPT 5900, 59015) for a positive aneuploidy screen, 
maternal age >34, fetal structural anomalies, family history of inheritable 
chromosomal disorder or elevated risk of neural tube defect.  

9) Array CGH (CPT 81228) when major fetal congenital anomalies apparent on 
imaging, and karyotype is normal  

10) FISH testing (CPT 88271, 88275) only if karyotyping is not possible due a need 
for rapid turnaround for reasons of reproductive decision-making (i.e. at 22w4d 
gestation or beyond)  

11) Screening for Tay-Sachs carrier status (CPT 81255) in high risk populations. 
First step is hex A, and then additional DNA analysis in individuals with 
ambiguous Hex A test results, suspected variant form of TSD or suspected 
pseudodeficiency of Hex A 

12) Screening for cystic fibrosis carrier status once in a lifetime (CPT 81220-81224) 
13) Screening for fragile X status (CPT 81243, 81244) in patients with a personal or 

family history of 
a. fragile X tremor/ataxia syndrome 
b. premature ovarian failure 
c. unexplained early onset intellectual disability 
d. fragile X intellectual disability 
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e. unexplained autism through the pregnant woman’s maternal line 
14) Screening for spinal muscular atrophy (CPT 81401) once in a lifetime  
15) Screening those with Ashkenazi Jewish heritage for Canavan disease (CPT 

81200), familial dysautonomia (CPT 81260), and Tay-Sachs carrier status (CPT 
81255). If a panel which includes these four tests is available at a lower cost than 
the sum of the individual tests, then the panel will be covered 

16) Expanded carrier screening only for those genetic conditions identified above  

 
The following genetic screening tests are not covered:  

1) Serum triple screen 
2) Screening for thrombophilia in general population or for recurrent pregnancy loss 
3) Expanded carrier screening which includes results for conditions not explicitly 

recommended for coverage 
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Question: How should the Coverage Guidance Use of DXA in screening for and 

monitoring of osteoporosis be applied to the Prioritized List? 
 
Question source: HTAS 
 
 
Current Prioritized List Status 
 
Code Code Description Current Placement 
V82.81 Special screening for osteoporosis 3,4 
 
ICD 10  
Code Code Description Current Placement 
Z13.820 Encounter for screening 

for osteoporosis 
1104 PREVENTION SERVICES WITH 
EVIDENCE OF EFFECTIVENESS 

 
 
 

Code Code Description Current 
Placement 

77080 Dual-energy X-ray absorptiometry (DXA), bone density 
study, 1 or more sites; axial skeleton (eg, hips, pelvis, 
spine) 

DMAP Diagnostic 
Procedure File 

77081 Dual-energy X-ray absorptiometry (DXA), bone density 
study, 1 or more sites; appendicular skeleton 
(peripheral) (eg, radius, wrist, heel) 

DMAP Diagnostic 
Procedure File 

77082 Dual-energy X-ray absorptiometry (DXA), bone density 
study, 1 or more sites; vertebral fracture assessment 

DMAP Diagnostic 
Procedure File 

 
Line: 265 
Condition: METABOLIC BONE DISEASE (See Guideline Notes 64,65) 
Treatment: MEDICAL THERAPY 
ICD-9: 731.0,733.00-733.09,V58.68 
CPT: 96150-96154,98966-98969,99051,99060,99070,99078,99201-
99239,99281-99360,99366,99374,99375,99379- 
99412,99429-99444,99468-99480,99487-99496,99605-99607 
HCPCS: G0396,G0397,G0406-G0408,G0425-G0427,S0270-S0274 
 
 
Draft Coverage Guidance 

Osteoporosis screening by dual-energy X-ray absorptiometry (DXA) is 
recommended for coverage only for women aged 65 or older, and for men 
or younger women whose fracture risk is equal to or greater than that of a 
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65 year old white woman who has no additional risk factors.  Fracture risk 
should be assessed by the World Health Organization’s FRAX tool or 
similar instrument (strong recommendation).  
 
Repeat osteoporosis screening by DXA, for women with normal bone 
density, is not recommended for coverage more frequently than once 
every fifteen years (weak recommendation). 
 
Routine osteoporosis screening by DXA is not recommended for coverage 
in men (weak recommendation). 
 
Unless there has been significant change in the individual's risk factors, 
such that rapid changes in bone density are expected, monitoring of 
individuals with low bone density by repeat DXA scanning is 
recommended for coverage (weak recommendation) only at the following 
frequencies:  

 once every two years for those with osteoporosis or advanced 
osteopenia (T-score of -2.00 or lower) 

 once every four years for moderate osteopenia (T-score 
between -1.50 and -1.99) 

 once every fifteen years for mild osteopenia (T-score between -1.01 
and -1.49). 

Repeat testing should only be covered if the results will influence clinical 
management.  For purposes of monitoring osteoporosis medication 
therapy, testing at intervals of less than two years is not recommended for 
coverage (weak recommendation). 

 
 
Recommendations:  

1) Make the following coding changes 
a. Place 77080-77082 on Line 3,4 and 265; 3 (1104) and 265 for ICD 

10 
b. Advise DMAP to remove these codes from the Diagnostic File 

2) Adopt a new guideline 

GUIDELINE NOTE XXX   OSTEOPOROSIS SCREENING AND 
MONITORING  
Lines 3,4,265 
For ICD 10 List, Lines 3, 265 
 
Osteoporosis screening by dual-energy X-ray absorptiometry (DXA) is 
covered only for women aged 65 or older, and for men or younger 
women whose fracture risk is equal to or greater than that of a 65 year 
old white woman who has no additional risk factors.   
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Fracture risk should be assessed by the World Health Organization’s 
FRAX tool or similar instrument.  
 
Repeat osteoporosis screening by DXA, for women with normal bone 
density, is not covered more frequently than once every fifteen years. 
 
Routine osteoporosis screening by DXA is not covered for men.   

 
Unless there has been significant change in the individual's risk 
factors, such that rapid changes in bone density are expected, 
monitoring of individuals with low bone density by repeat DXA 
scanning is covered only at the following frequencies:  

 once every two years for those with osteoporosis or advanced 
osteopenia (T-score of -2.00 or lower) 

 once every four years for moderate osteopenia (T-score 
between -1.50 and -1.99) 

 once every fifteen years for mild osteopenia (T-score 
between -1.01 and -1.49). 

Repeat testing is only covered if the results will influence clinical 
management.  For purposes of monitoring osteoporosis medication 
therapy, testing at intervals of less than two years is not covered.  
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Question: How should the Coverage Guidance Treatment of Sleep Apnea in Adults be 

applied to the Prioritized List? 
 
Question source: Health Technology Assessment Subcommittee. 

 A draft coverage guidance was reviewed by VBBS and HERC, VBBS had 
adopted revised language with more conservative AHI cutoffs, and HERC 
questioned the evidence on surgical interventions.  HTAS reaffirmed their 
original AHI cutoff recommendations based on Medicare criteria and revised 
the language about surgery to no longer recommend it for coverage. 

 
 
Current Prioritized List Status: 
 

Line: 210 
Condition: SLEEP APNEA AND NARCOLEPSY (See Guideline Notes 

1,27,36,64,65,76) 
Treatment: MEDICAL AND SURGICAL TREATMENT 
ICD-9: 278.03,327.20-327.21,327.23-327.29,347.00-347.01,780.51,780.53,

780.57 
CPT: 21193-21235,30117,30140,30520,31600-31610,31820,31825,42140-

42160,42820-42836,96150-96154,98966-98969,99051,99060,
99070,99078,99201-99360,99366,99374,99375,99379-99412,
99429-99444,99468-99480,99605-99607 

HCPCS: G0396,G0397,G0406-G0408,G0425-G0427,S0270-S0274 

 
GUIDELINE NOTE 27, SLEEP APNEA 

Line 210 

Surgery for sleep apnea for adults is only covered after documented failure of both 
CPAP and an oral appliance. 

DRAFT COVERAGE GUIDANCE  
 

Coverage of treatment for Obstructive Sleep Apnea (OSA) in adults should be 
limited, as follows: 
CPAP is recommended for coverage initially when all of the following conditions 
are met(strong recommendation): 

 12 week ‘trial’ period to determine benefit. This period is covered if 
apnea-hypopnea index (AHI) or respiratory disturbance index (RDI) is 
greater than or equal to 15 events per hour; or if between 5 and 14 events 
with additional symptoms including one or more of the following:  

o excessive daytime sleepiness (Epworth Sleepiness Scale score > 
10), or  

o documented  hypertension, or 
o ischemic heart disease, or  
o history of stroke; 
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 Providers must provide education to patients and caregivers prior to use 
of CPAP machine to ensure proper use; and  

 Positive diagnosis through polysomnogram (PSG) or Home Sleep Test 
(HST). 

CPAP coverage subsequent to the initial 12 weeks should be based on 
documented patient tolerance, compliance, and clinical benefit. Compliance 
(adherence to therapy) is defined as use of CPAP for at least four hours per night 
on 70% of the nights during a consecutive 30 day period. 
 
Intensive weight loss programs (if provided in the benefit package) are 
recommended for coverage for patients with obesity and obstructive sleep 
apnea. 
 
Surgery for sleep apnea for adults is not recommended for coverage (weak 
recommendation). 

Summary 
Intensive weight loss is already covered on Line 8.  There is insufficient evidence on 
specific surgeries, and the Draft Coverage Guidance has been modified to recommend 
against coverage of surgery.  This is in contrast to the current Prioritized List guideline 
which allows for coverage of surgery if there is failure of CPAP and an oral appliance.  
 
 
HERC Staff Recommendations 

1) Modify Guideline Note 27 as follows: 
GUIDELINE NOTE 27, SLEEP APNEA IN ADULTS 

Line 210 

CPAP is covered initially when all of the following conditions are met: 
 12 week ‘trial’ period to determine benefit. This period is covered if 

apnea-hypopnea index (AHI) or respiratory disturbance index (RDI) is 
greater than or equal to 15 events per hour; or if between 5 and 14 events 
with additional symptoms including one or more of the following:  

o excessive daytime sleepiness (Epworth Sleepiness Scale score > 
10), or  

o documented  hypertension, or 
o ischemic heart disease, or  
o history of stroke; 

 Providers must provide education to patients and caregivers prior to use 
of CPAP machine to ensure proper use; and  

 Positive diagnosis through polysomnogram (PSG) or Home Sleep Test 
(HST). 

CPAP coverage subsequent to the initial 12 weeks is based on documented 
patient tolerance, compliance, and clinical benefit. Compliance (adherence to 
therapy) is defined as use of CPAP for at least four hours per night on 70% of the 
nights during a consecutive 30 day period. 
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Surgery for sleep apnea for in adults is not covered. only covered after 
documented failure of both CPAP and an oral appliance. 

 
2) Add coding specification to Line 210 

42299 Unlisted procedure, palate, uvula (use for laser assisted uvulopalatoplasty 
(LAUP), somnoplasty, palatal implants) does not pair on Line 210 with 
obstructive sleep apnea in adults. 
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MINUTES 
 

Health Technology Assessment Subcommittee 
Meridian Park Community Health Education Center 

19300 SW 65th Avenue, Tualatin, OR 
November 25, 2013 

1:00-4:00pm 
 

 
Members Present: Alissa Craft, DO, MBA; Gerald Ahmann, MD; George Waldmann, MD; 
James MacKay, MD; Timothy Keenen, MD, Tracy Muday, MD. 

 
Members Absent:   
 
Staff Present: Darren Coffman; Wally Shaffer, MD, MPH; Jason Gingerich. 
  
Also Attending:  Alison Little, MD (CEBP); Denise Taray (DMAP); Joel R. Glass (Pacific Sleep 
Program/AAST); Stacey Bilka (Norco Medical); Shannon Borchert (Norco Medical); Liliana 
Perez (OHSU); Carol Marquez, MD (OHSU); Alvin Prakash (Lincare); Mari Goldner, MD (The 
Corvallis Clinic); Michael Lefor, MD (The Oregon Clinic); William Bowerfind, MD (Providence, 
The Oregon Clinic). 

 
 

1. CALL TO ORDER  
 
Alissa Craft called the meeting of the Health Technology Assessment Subcommittee (HTAS) to 
order at 1:00 pm. 
 
 
2.  MINUTES REVIEW 
 
No changes were made to the September minutes. 
Minutes approved 6-0. 
 
 
3.  REVIEW OF PUBLIC COMMENTS 
 

A) Use of DXA in Screening for and Monitoring of Osteoporosis 
 
Wally Shaffer reviewed the draft converage guidance, including changes made to the 
draft coverage guidance for clarification that the limitations would not apply when the 
patient’s condition could be expected to result in rapid changes in bone density. In 
addition a change was made based on recommendations from the American College of 
Rheumatology, that DXA screening not be repeated more than once every two years for 
patients on osteoporosis medication. Alison Little reviewed the expert comments (no 
public comments were received) and the draft responses. 
 
No changes were made to the draft coverage guidance except for a formatting 
correction. 
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The subcommittee voted to approve the draft coverage guidance with the formatting 
correction and forward it to HERC.  Motion approved 6-0. 
 

 Draft coverage guidance language for referral to HERC: 
 

HERC COVERAGE GUIDANCE 
 

Osteoporosis screening by dual-energy X-ray absorptiometry (DXA) is recommended 
for coverage only for women aged 65 or older, and for men or younger women whose 
fracture risk is equal to or greater than that of a 65 year old white woman who has no 
additional risk factors.  Fracture risk should be assessed by the World Health 
Organization’s FRAX tool or similar instrument (strong recommendation).  
 
Repeat osteoporosis screening by DXA, for women with normal bone density, is not 
recommended for coverage more frequently than once every fifteen years (weak 
recommendation). 
 
Routine osteoporosis screening by DXA is not recommended for coverage in men 
(weak recommendation). 
 
Unless there has been significant change in the individual's risk factors, such that 
rapid changes in bone density are expected, monitoring of individuals with low bone 
density by repeat DXA scanning is recommended for coverage (weak 
recommendation) only at the following frequencies:  

 once every two years for those with osteoporosis or advanced 
osteopenia (T-score of -2.00 or lower) 

 once every four years for moderate osteopenia (T-score between -1.50 
and -1.99) 

 once every fifteen years for mild osteopenia (T-score between -1.01 and 
-1.49). 

Repeat testing should only be covered if the results will influence clinical 
management.  For purposes of monitoring osteoporosis medication therapy, testing at 
intervals of less than two years is not recommended for coverage (weak 
recommendation). 

 
 
B) Treatment of Sleep Apnea in Adults 

 
Shaffer reviewed the status of the draft coverage guidance and the recent changes 
made by HTAS. Alison Little reviewed the public comments from the recently-completed 
public comment period and the CEbP’s recommended responses. 
 
MacKay expressed concern about the recommendation for coverage of mandibular 
advancement devices, as these can be expensive and no coverage criteria are 
specified. Coffman noted that DMAP has administrative rules which could be aligned 
with, or provide additional criteria around, a recommendation such as the one on 
mandibular advancement devices. 
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The subcommittee discussed the written public comment regarding the need for repeat 
polysomnography but decided not to change requirements for sleep testing.  
 
Craft invited public comments.  
 
Dr. Goldner, Chair of the sleep medicine department at the Corvallis Clinic, provided 
testimony. She said she has no conflicts of interest but that she provides a free sleep 
clinic which receives donated equipment. She acknowledged that there has been abuse 
of CPAP coverage. She distributed a handout and testified in agreement with the spirit of 
the recommendations in general but expressed concern that people for whom CPAP 
would provide cost-effective care would be excluded by the recommendations. She 
requested a streamlined appeal process for people with AHI (Apnea-Hypopnea Index) 
score of 5-14 with additional symptoms. She said there are many women, especially 
those on antidepressants, who have sleep apnea during REM sleep but show a low AHI 
because they get little REM sleep. Oxygen levels can also drop to low levels in these 
patients. She also said that untreated sleep apnea can result in morbidity including 
obesity and other complications. When asked about mandibular advancement devices 
she said that they are good for people with relatively mild apnea and people with BMIs 
below 35 or 30. She said more guidelines around this would be helpful. She also said 
that surgery can sometime help people to better tolerate CPAP, though it doesn’t affect 
sleep apnea directly. She also testified that she gets donated CPAP machines but 
cannot distribute them because there is no way to bill for the training to use the machine. 
 
Dr. Lefor testified next. He disclosed that he is on the Oregon Board for Respiratory and 
Polysomnography Technicians, though he is not representing that group. He said that 
the recommendations are misleading at best, missing a group of patients who would 
benefit greatly. He cited a recent guideline which says there is insufficient data to 
comment on those with mild to moderate sleep apnea. He said that AHI is a nebulous 
number subject to measurement error based on different types of monitoring. He cited a 
study in Canada which showed $300 per year in reduced spending after a patient begins 
using a CPAP. He also expressed concern about commercial truck drivers and train 
conductors who may lose their commercial driver’s license because of standard of care 
and Medicare rules. 
 
Dr. Bowerfind testified regarding variability of measurements for AHI, particularly with in-
home testing, which he said understates the severity. He said that in many cases a 
patient with a relatively low AHI can have high desaturation and thus may benefit from 
CPAP, and if not treated may develop more severe sleep apnea and comorbidities. 
 
The subcommittee asked about characteristics of patients in the subgroup of patients 
with AHI 5-14 who might benefit from CPAP, but those testifying said the data to answer 
that question is not available. 
 
Joel Glass, program manager of the Pacific Sleep Program. He is on the American 
Association of Sleep Technologists Legislative and Regulatory Policy Committee, as well 
of the Board of the Oregon Respiratory Therapy and Polysomnography Licensing Board 
(though not representing that board at this meeting). He expressed understanding of the 
subcommittee’s situation, trying to make the best use of health care dollars. He argued 
for a trial with response to treatment required for continued coverage. He said the draft 
will miss a significant number of patients who need treatment because of the 
undersensitivity of a home sleep study test and other factors. He also said that the draft 
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coverage recommendation conflicts with American Academy of Sleep Medicine (AASM) 
practice guidelines, putting physicians at odds with their accrediting body. He also 
mentioned the concern about commercial drivers needing treatment in order to keep 
their license. 
 
Shaffer asked Glass about the AASM guidelines, which were provided to the 
subcommittee by email before the meeting. He said in HTAS’s core sources they 
couldn’t find much evidence of benefit for patients with AHI 5-14. Glass said the group is 
focusing too much on AHI. Others from the audience that there is very little research 
data on patients with mild to moderate sleep apnea. 
 
MacKay said he would support a more liberal coverage criteria and that there may be 
other ways to address overuse of CPAP machines. Waldmann said that he would 
support different parameters for the mandibular advancement devices. The 
subcommittee discussed whether a BMI cutoff for these devices may be appropriate. 
Others from the audience said that there is no published data to support that kind of a 
decision and offered that some mandibular advancement devices are quite affordable 
while others are very expensive. Little said the core sources do not provide any 
information on selecting patients for mandibular advancement devices based on BMI. 
 
After discussion, the subcommittee agreed to return the indications for CPAP to what 
they were prior to the recent updates and to strike the recommendation for coverage of 
recommendation of mandibular advancement devices. The subcommittee left in place 
the recommendation against coverage for surgery.  
 
A motion was made to approve the draft coverage guidance as modified and forward to 
HERC.  Motion approved 6-0. 
 
Draft coverage guidance language for referral to HERC: 
 

HERC COVERAGE GUIDANCE 
Coverage of treatment for Obstructive Sleep Apnea (OSA) in adults should be limited, 
as follows:  
 
CPAP is recommended for coverage initially when all of the following conditions are 
met (strong recommendation): 

 12 week ‘trial’ period to determine benefit. This period is covered if apnea-
hypopnea index (AHI) or respiratory disturbance index (RDI) is greater than or 
equal to 15 events per hour; or if between 5 and 14 events with additional 
symptoms including one or more of the following:  

o excessive daytime sleepiness (Epworth Sleepiness Scale score > 10), or  
o documented  hypertension, or 
o ischemic heart disease, or  
o history of stroke; 

 Providers must provide education to patients and caregivers prior to use of 
CPAP machine to ensure proper use; and  

 Positive diagnosis through polysomnogram (PSG) or Home Sleep Test (HST). 
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CPAP coverage subsequent to the initial 12 weeks should be based on documented 
patient tolerance, compliance, and clinical benefit. Compliance (adherence to therapy) 
is defined as use of CPAP for at least four hours per night on 70% of the nights during 
a consecutive 30 day period. 
 
Intensive weight loss programs (if provided in the benefit package) are recommended 
for coverage for patients with obesity and obstructive sleep apnea. 

Surgery for sleep apnea for adults is not recommended for coverage (weak 
recommendation). 

 
 
4. REVIEW OF NEW DRAFT COVERAGE GUIDANCES  
 

A. Intensity Modulated Radiation Therapy (IMRT) 
 
Carol Marquez, MD, was introduced as an ad hoc expert appoint on IMRT and the 
following topic.  Kenneth Haugen, MD, a radiation oncologist from Medford, has also 
been appointed but was unable to attend this meeting.   
 
Wally Shaffer presented the evidence summary for IMRT and the subcommittee 
discussed the new draft coverage guidance. The subcommittee discussed several 
different tumor sites and the fact that the evidence relates to tumor site, while 
appropriate utilization relates to exactly where the tumor is related to critical structures 
such as sensitive organs. After discussion, the subcommittee decided it would be better 
to align with the Medicare Local Coverage Determination rather than base its 
recommendation on the limited evidence available. There was no public comment. 
 
Action: 
 
The subcommittee requested that staff work with Craft to draft a coverage 
recommendation based on the Medicare Local Coverage Determination and post the 
resulting language for public comment.  Motion approved 6-0. 
 

B. Stereotactic Radiosurgery and Stereotactic Body Radiation Therapy 
 
The subcommittee then reviewed the coverage guidance on stereotactic radiosurgery 
and stereotactic body radiation therapy. Marquez provided general background on these 
surgeries. After discussion, the subcommittee decided to make a similar request to that 
made for IMRT, using the Medicare Local Coverage Determination as a basis for 
coverage guidance. There was no public comment. 
 
Action: 
The subcommittee requested that staff work with Craft to draft a coverage 
recommendation based on the Medicare Local Coverage Determination and post the 
resulting language for public comment. Motion approved 6-0. 
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5. NEW TOPICS 
 
The subcommittee approved the staff proposal to begin development of a coverage guidance on 
injections for neck pain. Motion approved 6-0. 
 
 
6.  ADJOURNMENT 
   
The meeting was adjourned at 4:00 pm.  The next meeting is scheduled for February 24, 2014 
from 1:00-4:00 pm in Room 117B&C of the Meridian Park Hospital Community Health Education 
Center in Tualatin. 
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Coverage Guidance 

For HERC review and approval: 

• Upper Endoscopy for Gastroesophageal Reflux 
Disease (GERD) and Dyspepsia Symptoms 

• Hip Surgery Procedures for Femoroacetabular 
Impingement Syndrome 
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Upper Endoscopy for 
Gastroesophageal Reflux 

Disease (GERD) and 
Dyspepsia Symptoms 
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Upper Endoscopy for GERD  
and Dyspepsia Symptoms 

Draft HERC Coverage Guidance (Part 1) 

• Upper endoscopy for uninvestigated dyspepsia or GERD 
symptoms is not recommended for coverage in patients less 
than 50 years of age unless the patient has persistent 
symptoms following advice on lifestyle modifications and 
completion of an appropriate course of twice daily PPI therapy 
or an H. pylori test and treat protocol (strong 
recommendation).  

• Upper endoscopy for uninvestigated dyspepsia or GERD 
symptoms is recommended for coverage in patients at least 50 
years of age (strong recommendation). 
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Upper Endoscopy for GERD  
and Dyspepsia Symptoms 

Draft HERC Coverage Guidance (Part 2) 

• Upper endoscopy is recommended for coverage in patients 
with troublesome dysphagia, regardless of age or prior upper 
endoscopy. 

• In the absence of significant new symptoms, repeat upper 
endoscopy is not recommended for coverage for patients with 
dyspepsia or GERD after non-malignant findings (with the 
exception of Barrett’s esophagus) on initial upper endoscopy 
(weak recommendation). 

 

Note: This guidance does not apply to coverage of upper endoscopy for patients 
presenting with “alarm symptoms” including, but not limited to, iron deficiency anemia 
or weight loss. 
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Upper Endoscopy for GERD  
and Dyspepsia Symptoms 

Evidence Summary 

• No clinically relevant benefit of prompt upper 
endoscopy over test-and-treat strategies or empiric 
PPI therapy for uninvestigated GERD symptoms in 
primary care setting 

• Unreliable predictors of gastrointestinal malignancy 
– Alarm symptoms 

– Clinical opinion 

– Computer modeling programs based on symptom questionnaires 
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Upper Endoscopy for GERD  
and Dyspepsia Symptoms 

Evidence Summary 

• Harms not reported 

• Increasing prevalence of malignancy with rising age, 
may be small benefit of endoscopy over other initial 
strategies in pts age >50 (based on 1 trial) 

• Test-and-treat for H. pylori  

– Likely most cost-effective strategy for adults with 
uninvestigated symptoms of dyspepsia and/or GERD 



8 Center for Evidence-based Policy 

Upper Endoscopy for GERD  
and Dyspepsia Symptoms 

HTAS Deliberations 
• Added a disclaimer that the coverage guidance does not apply to patients 

with alarm symptoms of iron-deficiency anemia and weight loss 
(hematemesis was also considered but dismissed). 

• Based on professional guidelines provided in the public comment period, 
recommended noncoverage for repeat endoscopy after the first endoscopy 
finds no evidence of malignancy or Barrett’s esophagus, unless there are 
significant new symptoms. 

• Required advice on lifestyle modifications and a trial of twice daily proton 
pump inhibitor therapy prior to endoscopy for patients under the age of 
50. 

• Add a statement clarifying that endoscopy is covered for symptoms of 
troublesome dysphagia regardless of age. 
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Upper Endoscopy for GERD  
and Dyspepsia Symptoms 

VbBS Deliberations 

 

• Adopted a new diagnostic guideline based on the 
HTAS recommendation. 
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Hip Surgery Procedures for 
Femoroacetabular 

Impingement Syndrome 
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Hip Surgery for FAI Syndrome 

Draft HERC Coverage Guidance (Part 1) 
Surgery for femoroacetabular impingement (FAI) syndrome is recommended 
(strong recommendation) for coverage in patients who meet all of the 
following criteria:  

• Adult patients who are younger than 55 years of age, or adolescent 
patients who are skeletally mature with documented closure of growth 
plates; and 

• Other sources of pain have been ruled out (e.g., lumbar spine pathology, SI 
joint dysfunction, sports hernia); and 

• Pain unresponsive to physical therapy and other non-surgical management 
and conservative treatments (e.g., restricted activity, cortisone injections, 
nonsteroidal anti-inflammatory drugs) of at least three months duration, or 
conservative therapy is contraindicated; and 

 

List continued on next slide 
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Hip Surgery for FAI Syndrome 

Draft HERC Coverage Guidance (Part 2) 
• Moderate-to-severe persistent hip or groin pain that significantly limits 

activity and is worsened by flexion activities (e.g., squatting or prolonged 
sitting); and 

• Positive impingement sign (i.e., sudden pain on 90 degree hip flexion with 
adduction and internal rotation or extension and external rotation); and 

• Radiographic confirmation of FAI morphology (e.g., pistol-grip deformity, 
alpha angle greater than 50 degrees, coxa profunda, and/or acetabular 
retroversion); and 

• Do not have advanced osteoarthritis (i.e., Tönnis* grade 2 or 3) or severe 
cartilage damage (i.e., Outerbridge* grade III or IV). 

 

Description of Tönnis and Outerbridge grading systems provided in Appendix 
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Hip Surgery for FAI Syndrome 

Evidence Summary 

• FAI Case Definition (cam or mixed) includes: 

– Hip/groin pain 

– Positive clinical impingement test (predictive value range: 
79-86%)  

– α-angle >50-55° (poor diagnostic value) 

• Hip outcome measures  

– 7 commonly used in FAI patient population 

– 3 have undergone psychometric analysis in FAI but 
inadequately tested for reliability 
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Hip Surgery for FAI Syndrome 

Evidence Summary 
• No data available to assess short- or long-term 

efficacy of FAI surgery compared with no surgery 

• No evidence that 1 specific treatment results in 
better outcomes than another 

• Safety 

– 4-9% risk of reoperation (other than conversion to 
THA)  

– Heterotopic ossification occurs in 2-6% of patients 

– Neurological complications occur in up to 22% of 
patients 
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Hip Surgery for FAI Syndrome 

Evidence Summary 

• Trusted sources disagree 

– WA HTA did not recommend coverage of the 
procedure due to insufficient evidence of 
effectiveness 

– NICE allows use of both arthroscopic and open 
procedures, despite poor quality evidence base 

• Established registry to track long term outcomes 
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Hip Surgery for FAI Syndrome 

HTAS Deliberations 
 

• After hearing expert and public comment 
recommended coverage for certain patients 

• Strong recommendation based on 
– no alternatives for those who have failed physical therapy 
– risk of disability with no treatment after failed PT 
– testimony that a randomized trial was inappropriate 

• Coverage criteria based on expert input on 
indications; similar to other payer policies 
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Hip Surgery for FAI Syndrome 

VbBS Deliberations 

 

• Added FAI surgery to line 384 RHEUMATOID 
ARTHRITIS, OSTEOARTHRITIS, OSTEOCHONDRITIS 
DISSECANS, AND ASEPTIC NECROSIS OF BONE  

• Added a guideline based on the coverage guidance 
criteria 
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Question: How should the Coverage Guidance Treatment of Sleep Apnea in Adults be 

applied to the Prioritized List? 
 
Question source: Health Technology Assessment Subcommittee. 

 A draft coverage guidance was reviewed by VBBS and HERC, VBBS had 
adopted revised language with more conservative AHI cutoffs, and HERC 
questioned the evidence on surgical interventions.  HTAS reaffirmed their 
original AHI cutoff recommendations based on Medicare criteria and revised 
the language about surgery to no longer recommend it for coverage. 

 
 
Current Prioritized List Status: 
 

Line: 210 
Condition: SLEEP APNEA AND NARCOLEPSY (See Guideline Notes 

1,27,36,64,65,76) 
Treatment: MEDICAL AND SURGICAL TREATMENT 
ICD-9: 278.03,327.20-327.21,327.23-327.29,347.00-347.01,780.51,780.53,

780.57 
CPT: 21193-21235,30117,30140,30520,31600-31610,31820,31825,42140-

42160,42820-42836,96150-96154,98966-98969,99051,99060,
99070,99078,99201-99360,99366,99374,99375,99379-99412,
99429-99444,99468-99480,99605-99607 

HCPCS: G0396,G0397,G0406-G0408,G0425-G0427,S0270-S0274 

 
GUIDELINE NOTE 27, SLEEP APNEA 

Line 210 

Surgery for sleep apnea for adults is only covered after documented failure of both 
CPAP and an oral appliance. 

DRAFT COVERAGE GUIDANCE  
 

Coverage of treatment for Obstructive Sleep Apnea (OSA) in adults should be 
limited, as follows: 
CPAP is recommended for coverage initially when all of the following conditions 
are met(strong recommendation): 

 12 week ‘trial’ period to determine benefit. This period is covered if 
apnea-hypopnea index (AHI) or respiratory disturbance index (RDI) is 
greater than or equal to 15 events per hour; or if between 5 and 14 events 
with additional symptoms including one or more of the following:  

o excessive daytime sleepiness (Epworth Sleepiness Scale score > 
10), or  

o documented  hypertension, or 
o ischemic heart disease, or  
o history of stroke; 
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 Providers must provide education to patients and caregivers prior to use 
of CPAP machine to ensure proper use; and  

 Positive diagnosis through polysomnogram (PSG) or Home Sleep Test 
(HST). 

CPAP coverage subsequent to the initial 12 weeks should be based on 
documented patient tolerance, compliance, and clinical benefit. Compliance 
(adherence to therapy) is defined as use of CPAP for at least four hours per night 
on 70% of the nights during a consecutive 30 day period. 
 
Intensive weight loss programs (if provided in the benefit package) are 
recommended for coverage for patients with obesity and obstructive sleep 
apnea. 
 
Surgery for sleep apnea for adults is not recommended for coverage (weak 
recommendation). 

Summary 
Intensive weight loss is already covered on Line 8.  There is insufficient evidence on 
specific surgeries, and the Draft Coverage Guidance has been modified to recommend 
against coverage of surgery.  This is in contrast to the current Prioritized List guideline 
which allows for coverage of surgery if there is failure of CPAP and an oral appliance.  
 
 
HERC Staff Recommendations 

1) Modify Guideline Note 27 as follows: 
GUIDELINE NOTE 27, SLEEP APNEA IN ADULTS 

Line 210 

CPAP is covered initially when all of the following conditions are met: 
 12 week ‘trial’ period to determine benefit. This period is covered if 

apnea-hypopnea index (AHI) or respiratory disturbance index (RDI) is 
greater than or equal to 15 events per hour; or if between 5 and 14 events 
with additional symptoms including one or more of the following:  

o excessive daytime sleepiness (Epworth Sleepiness Scale score > 
10), or  

o documented  hypertension, or 
o ischemic heart disease, or  
o history of stroke; 

 Providers must provide education to patients and caregivers prior to use 
of CPAP machine to ensure proper use; and  

 Positive diagnosis through polysomnogram (PSG) or Home Sleep Test 
(HST). 

CPAP coverage subsequent to the initial 12 weeks is based on documented 
patient tolerance, compliance, and clinical benefit. Compliance (adherence to 
therapy) is defined as use of CPAP for at least four hours per night on 70% of the 
nights during a consecutive 30 day period. 
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Surgery for sleep apnea for in adults is not covered. only covered after 
documented failure of both CPAP and an oral appliance. 

 
2) Add coding specification to Line 210 

42299 Unlisted procedure, palate, uvula (use for laser assisted uvulopalatoplasty 
(LAUP), somnoplasty, palatal implants) does not pair on Line 210 with 
obstructive sleep apnea in adults. 
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HEALTH EVIDENCE REVIEW COMMISSION (HERC)

DRAFT COVERAGE GUIDANCE: TREATMENT OF SLEEP APNEA IN ADULTS 

For VbBS/HERC Meeting Materials 1/9/2014 

HERC COVERAGE GUIDANCE 

Coverage of treatment for Obstructive Sleep Apnea (OSA) in adults should be limited, as 
follows:  

CPAP is recommended for coverage initially when all of the following conditions are met(strong 
recommendation): 

 12 week ‘trial’ period to determine benefit. This period is covered if apnea-hypopnea 
index (AHI) or respiratory disturbance index (RDI) is greater than or equal to 15 events 
per hour; or if between 5 and 14 events with additional symptoms including one or more 
of the following:  

o excessive daytime sleepiness (Epworth Sleepiness Scale score > 10), or  
o documented  hypertension, or 
o ischemic heart disease, or  
o history of stroke; 

 Providers must provide education to patients and caregivers prior to use of CPAP 
machine to ensure proper use; and  

 Positive diagnosis through polysomnogram (PSG) or Home Sleep Test (HST). 

CPAP coverage subsequent to the initial 12 weeks should be based on documented patient 
tolerance, compliance, and clinical benefit. Compliance (adherence to therapy) is defined as use 
of CPAP for at least four hours per night on 70% of the nights during a consecutive 30 day 
period. 

Mandibular advancement devices (oral appliances) are recommended for coverage. 

Intensive weight loss programs (if provided in the benefit package) are recommended for 
coverage for patients with obesity and obstructive sleep apnea. 

Surgery for sleep apnea for adults is not recommended for coverage (weak recommendation). 

RATIONALE FOR GUIDANCE DEVELOPMENT 

The HERC selects topics for guideline development or technology assessment based 
on the following principles: 

 Represents a significant burden of disease 
 Represents important uncertainty with regard to efficacy or harms 
 Represents important variation or controversy in clinical care 
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 Represents high costs, significant economic impact  
 Topic is of high public interest 

Coverage guidance development follows to translate the evidence review to a policy 
decision. Coverage guidance may be based on an evidence-based guideline developed 
by the Evidence-based Guideline Subcommittee or a health technology assessment 
developed by the Heath Technology Assessment Subcommittee. In addition, coverage 
guidance may utilize an existing evidence report produced by one of HERC’s trusted 
sources, generally within the last three years. 

EVIDENCE SOURCE 

Gleitsmann, K., Kriz, H., Thielke, A., Bunker, K., Ryan, K., Lorish, K., & King, V. (2012). 
Sleep apnea diagnosis and treatment in adults. Produced for the Washington HTA 
Program. Olympia, WA: Center for Evidence‐based Policy, Oregon Health and 
ScienceUniversity for the Washington Health Technology Assessment Program. 
Retrieved September 13, 2012, from 
http://www.hta.hca.wa.gov/documents/sleep_apnea_final_report.pdf 

The summary of evidence in this document is derived directly from this evidence 
source, and portions are extracted verbatim. 

SUMMARY OF EVIDENCE 

 Clinical Background 

Obstructive sleep apnea (OSA) refers to sleep‐disordered breathing due to the recurrent 
collapse of pharyngeal tissues resulting in snoring, fitful sleep, and daytime 
somnolence. These episodes are characterized by either reduced airflow (hypopnea), or 
a complete obstruction (apnea), with a subsequent drop in oxygen saturation, interfering 
with gas exchange. Obstructive sleep apnea is a cause of significant morbidity and 
mortality and is associated with hypertension, neuropsychological impairment, motor 
vehicle accidents, stroke, cardiovascular disease, diabetes, and decreased quality of 
life. The prevalence of OSA is 2 to 7% in the general adult population. Prevalence 
increases steadily with age, to approximately 20% among people older than age 60. 
Risk factors for OSA include male gender, age, obesity, airway characteristics, 
familial/genetic predisposition, smoking, and alcohol consumption. The majority of 
patients with OSA are asymptomatic, unaware of their sleep disordered breathing and 
associated health risks.  

The diagnosis as well as the treatment of OSA is complicated by the difficulty in defining 
the syndrome. There is controversy surrounding the parameters to be used in a clinical 
definition as well as which diagnostic method is most appropriate to detect OSA. The 

http://www.hta.hca.wa.gov/documents/sleep_apnea_final_report.pdf
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current standard for diagnosing OSA is polysomnography (PSG) administered in a 
sleep study facility. The frequency of obstructed breathing events (i.e., the 
apnea‐hypopnea index (AHI)), combined with multiple other clinical features of 
obstruction (e.g., oxygen desaturation, air flow, choking episodes) are recorded during 
sleep. A diagnosis of OSA is generally made when AHI is greater than or equal to 15 or 
greater than 5 with noticeable daytime symptoms. 

When considering the diagnosis of sleep apnea and the relationship between 
apnea/hypopnea index (AHI) and long term outcomes, the WA HTA report limited 
inclusion criteria to longitudinal studies of at least 500 participants and a minimum of 1 
year of follow-up. Eleven trials were included in total. Four evaluated AHI as a predictor 
of mortality, and of those, three evaluated AHI categories (mild, moderate, severe). All 
found that AHI > 30 had a significant increased risk of death compared to AHI < 5-10. 
Those with AHI between 10 and 30 had a non-significantly increased risk of death.  

Other conditions for which a correlation with AHI has been examined include non-fatal 
cardiovascular disease, stroke, diabetes and hypertension. There was a significant 
positive correlation between AHI of > 30 and non-fatal cardiovascular disease in 
patients not treated with CPAP. A similar correlation was not seen for lower levels of 
AHI. For stroke, there was no overall increase in incident stroke over 12 years of follow-
up in patients with AHI > 20. For incident hypertension, results were mixed. One study 
found that AHI was not an independent predictor of incident hypertension unless BMI 
was not controlled for in the analysis. The other study found a significant association 
between any AHI > 0 and the presence of hypertension at 4 and 8 years follow-up, with 
higher AHI having a stronger association. For type 2 diabetes, results were again 
mixed. One study found no association between AHI and the incidence of diabetes after 
four years, while another found a significant association after 2.7 years for AHI > 8,  
There was no association between baseline AHI and quality of life (QOL) in the one 
study that reported on it after 5 years.  

There have been various modalities developed to treat OSA, most attempting to reduce 
the airway obstructive component. Continuous positive airway pressure (CPAP) is the 
first‐line therapy for OSA and opens the airway with compressed air. However, the 
CPAP machinery required is poorly tolerated and compliance is a major concern. 
Various oral appliances, which attempt to splint open the airway, have been used as an 
alternative to CPAP. Surgical procedures, including various surgeries on the 
oropharyngeal anatomy to alter airway mechanics, are performed to treat OSA. Bariatric 
surgery may be performed to reduce the volume of obstructive tissues. Other 
interventions that have been used to treat OSA include: weight loss regimens; smoking 
cessation; caffeine and alcohol avoidance; positional therapy; oropharyngeal physical 
therapy to strengthen the musculature and reduce obstruction; arrhythmia treatment for 
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nocturnal bradycardia; complementary and alternative medicine (e.g., acupuncture), 
and a variety of pharmacologic agents.  

Evidence Review 

Continuous Positive Airway Pressure 
A moderate strength of evidence was found for the effectiveness of treatment of OSA 
with CPAP. However, there was insufficient evidence to determine which patients CPAP 
might benefit the most. When evaluating the effectiveness of CPAP, 22 trials were 
included that had a range of baseline AHI from 10 to 65. With regard to inclusion 
criteria: 

 9 required AHI >5 
 1 required AHI > 10 
 7 required AHI > 15 
 2 required AHI > 20 
 1 required AHI > 30 
 2 did not report baseline or required AHI 

 
Only one of these evaluated an objective clinical outcome, and it found no significant 
effect of CPAP on CHF symptoms (baseline average AHI 27). When evaluating the 
Epworth Sleepiness Scale1(ESS) as an outcome, a total of 14 trials were included. Of 
the seven that included patients with baseline AHI as low as 5, only three found a 
statistically significant benefit of CPAP on ESS. Of those three, only one had an 
average baseline AHI for the study population less than 15. All of the studies that were 
limited to patients with an AHI of at least 15 found statistically significant benefit of 
CPAP. Improvements in ESS range from 2 to 7 points. Of the 3 trials that allowed AHI 
as low as 5 and found a significant difference, the improvements in ESS were 3 points 
(2 trials, average baseline AHI = 19 and 10) and 4 points (average baseline AHI = 27). 
A 1 point change in ESS is considered clinically significant.  

Seven studies evaluated blood pressure; none found statistically significant differences 
between CPAP and control (minimum baseline AHI ranged from >5 to >30). One 
evaluated HbA1c and also found no difference (minimum baseline AHI >15).Ten studies 
reported on 29 different QOL measures. Overall, 11 measures in 6 trials reached 
statistical significance. Of those, only one had an average baseline AHI of less than 15 
(range for remaining studies was 19 to 58).    

The reviewed studies report sufficient evidence supporting large improvements in sleep 
measures with CPAP compared with control (e.g., reducing apnea hypopnea index 

                                                      
1 A self-administered questionnaire that measures sleep propensity, total score ranges 0-24. Reference 
range is defined as ≤ 10, with 1 point change considered clinically significant. Sensitivity 49% and 
specificity 80% for detecting OSA using an AHI cutoff of 5 events/hour, based on one high quality study. 
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(AHI), improving symptoms as measured by the ESS, reducing arousal index, and 
raising the minimum oxygen saturation). Weak evidence demonstrated no consistent 
benefit in improving quality of life, neurocognitive measures or other intermediate 
outcomes.  

Despite no or weak evidence for an effect of CPAP on clinical outcomes, given the large 
magnitude of effect on the intermediate outcomes of AHI and ESS, the strength of 
evidence that CPAP is an effective treatment to alleviate sleep apnea signs and 
symptoms was rated moderate. However, the link between AHI reduction and long term 
clinical outcomes is not directly proven. There was insufficient evidence regarding most 
comparisons of various different CPAP devices, including nasal vs. oral, bilevel vs. 
fixed, flexible bilevel vs. fixed and humidified vs. non-humidified. However, there was a 
low strength of evidence that C-Flex (a proprietary CPAP technology that reduces the 
pressure slightly at the beginning of exhalation) is not significantly different than fixed 
CPAP in compliance or other outcomes, and a moderate strength of evidence that 
autoCPAP and fixed CPAP result in similar compliance and treatment effects.  

Other Treatments for Obstructive Sleep Apnea 
Mandibular advancement devices (oral appliances) had moderate strength of evidence 
supporting their use as an effective treatment for OSA. However, as with CPAP, there 
was insufficient evidence to indicate which patients might benefit from their use. There 
was moderate evidence that the use of CPAP is superior to mandibular advancement 
devices with regard to improved sleep study measures, but weak evidence that there is 
minimal difference between the two for improving compliance, treatment response, 
quality of life, or neurocognitive measures. There was insufficient evidence to compare 
the different oral devices, other than mandibular advancement devices.  

Six surgical interventions for the treatment of OSA were reviewed 
(uvulopalatopharyngoplasty [UPPP], laser-assisteduvulopalatoplasty [LAUP], 
radiofrequency ablation [RFA], and combinations of pharyngoplasty,tonsillectomy, 
adenoidectomy, genioglossal advancement septoplasty, radiofrequency ablation of 
theinferior nasal turbinates, or combination nasal surgery) compared to sham, 
conservative therapy or no treatment. No surgical interventions were compared to each 
other. Details of each study are presented below: 

Back 2009 compared a single session of RFA surgery of the soft palate to sham surgery 
(simulated surgery with no energy administered). The study included 32 male patients 
with mild sleep apnea (AHI 5‐15 events/hour) and habitual snoring following a failed trial 
of conservative treatment (weight loss, positional therapy, restriction of alcohol and 
sedatives). At 4 month follow-up, no statistically significant difference between groups in 
AHI, ESS, minimum oxygen saturation, and quality of life [as measured by the Short 
Form 36 questionnaire (SF‐36)] were found.  
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Koutsourelakis 2008 randomized patients to either nasal surgery (submucous resection 
of the deviated septum and bilateral resection of inferior turbinates) or sham surgery 
(simulated nasal surgery under anesthesia). In addition to OSA (defined as AHI ≥5 
events/hour), all patients had fixed nasal obstruction due to deviated nasal septum. The 
study was conducted on 49, predominately male patients with a mean baseline AHI of 
31 events/hour. After 4 months follow-up, the study found no statistically significant 
difference between groups in AHI or on ESS. 

Woodson 2003 conducted a three‐arm RCT that included a comparison of multilevel 
temperature controlled RFA of the soft palate with sham surgery (simulated RFA with no 
energy delivered). The study was conducted in 51, predominately male patients. 
Notably, the age of participants between groups was significantly different at baseline. 
(49 years (RFA) versus 51 years (sham), P=0.04). The mean baseline AHI also differed 
among groups (21 (RFA) versus 15 (sham) events/hour; P=0.06, including the CPAP 
study group). After 8 weeks follow-up, the study found a significantly greater 
improvement in sleep quality as measured by Functional Outcomes of Sleep 
Questionnaire with RFA as compared to sham surgery (P=0.04), but no statistically 
significant difference in AHI, ESS, minimum oxygen saturation, or quality of life as 
measured by SF‐36. 

Ferguson 2003 randomized patients to either LAUP or no treatment. In LAUP, the uvula 
and a specified portion of the palate is vaporized under local anesthesia in an outpatient 
setting. The goal is to relieve obstruction in patients with mild OSA or snoring. The study 
included 44 mostly male patients with mild OSA (AHI 10‐27 events/hour) and snoring. 
This study reported disparate follow-up durations of 15 months in the LAUP group and 8 
months in the control group. A statistically significant improvement in AHI was observed 
following LAUP as compared with no treatment (net change ‐10.5 events/hour; P=0.04). 
However, there was no statistically significant difference between groups on the ESS or 
in quality of life as measured by Sleep Apnea Quality of Life Index.  

Guilleminault 2008 was reported as a crossover study comparing several surgical 
combinations to cognitive behavioral therapy in 30 patients with insomnia and mild OSA 
(mean AHI 10 events/hour). Based on anatomy, disease severity, and comorbidity, 
patients received combinations of pharyngoplasty, tonsillectomy, adenoidectomy, 
genioglossal advancement septoplasty, and RFA of the inferior nasal turbinates. Only 
the first phase of the trial was evaluated. Results showed that surgery led to 
improvements in AHI (‐6.2 events/hour; P=0.0001), ESS (‐1.1; P=0.002), minimum 
oxygen saturation (4.4 percent; P=0.0001) and two other sleep measures as compared 
to cognitive behavioral therapy.  

Lojander 1996 & 1999 compared UPPP with or without mandibular osteotomy to 
conservative treatment (weight loss, positional therapy, and avoidance of tranquilizers 
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and alcohol at bedtime). The study included 32, predominately male patients with a 
mean age of 47 years and a mean baseline BMI of 31 kg/m2. Baseline Oxygen 
Desaturation Index ranged from 10 to 72 events/hour. A significant improvement in 
daytime somnolence (net difference ‐25 on a visual analogue scale ranging from 0 (no 
somnolence) to 100 (worst); P<0.05) was observed after 12 months; no statistically 
significant difference was found between groups in cognitive function. 

Li 2009, in a nonrandomized prospective study, compared correction of nasal septum 
and volume reduction of the inferior turbinates to conservative nasal treatments in 
patients with snoring, nasal obstruction, and OSA. The study included 66 patients, 44 of 
whom had surgery. The patients were almost all male, with a mean age of 38 years and 
a mean BMI of 26.2 kg/m2. Baseline AHI was 38 events/hour in the surgically treated 
group and 26 in the conservative treatment group (no significant difference), and 
baseline ESS was 10.6. The article did not report at what time point follow-up data were 
collected. The study found a statistically significant difference in ESS, favoring surgery 
(net difference ‐3.6; 95 percent CI ‐6.1, ‐1.1; P=0.02). The study found no difference in 
AHI, minimum oxygen saturation or two sleep measures. 

Overall there was insufficient evidence with which to evaluate the efficacy of any of 
these surgical treatments. When each modality was compared to CPAP, the evidence 
was insufficient to determine their relative merits. No evidence that met inclusion criteria 
was identified for any other surgical procedures. 

Of the other treatments for OSA that were considered, only intensive weight loss 
programs were an effective treatment in obese patients with OSA with a low strength of 
evidence. The remainder of the other management modalities (e.g., atrial overdrive 
pacing, medications, palatal implants, oropharyngeal exercises, tongue‐retaining 
devices with positional alarms either in isolation or in combination, bariatric surgery, 
acupuncture, and auricular plaster) had insufficient evidence to determine the effects of 
using them for treatment of OSA. 

Compliance with Treatment 
Compliance in OSA patients prescribed nonsurgical treatments had moderate strength 
of evidence that compliance was greater with CPAP use with more severe OSA and 
insufficient evidence regarding potential predictors of mandibular advancement devices 
compliance. 

The strength of evidence is low for identifying any specific intervention which may 
improve CPAP compliance. No intervention type (e.g., education, telemonitoring) was 
more promising than others. 
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 Overall Summary 

CPAP is effective for improving sleep measures (e.g., reducing AHI, improving 
symptoms as measured by the Epworth Sleepiness Scale, reducing arousal index, and 
raising the minimum oxygen saturation), but there is no evidence of consistent benefit in 
improving quality of life, neurocognitive measures or other intermediate outcomes. 
There is more evidence for effectiveness in patients with higher (>15) AHI. AutoCPAP 
and fixed CPAP result in similar compliance and treatment effects. Mandibular 
advancement devices are effective treatment for OSA, although CPAP is superior to 
mandibular advancement devices with regard to improved sleep study measures. The 
evidence is insufficient to evaluate the efficacy of all surgical procedures and other 
treatments except intensive weight loss for obese patients with OSA.  

[Evidence Source] 

COMMITTEE DELIBERATIONS – HTAS 

At the May 21, 2012 meeting, subcommittee members requested to add CMS criteria 
for CPAP compliance (70% of nights and 4 hours per night). Members requested further 
information to guide the decision about whether to perform surgery. At its June 25, 2012 
meeting the subcommittee added language allowing coverage for surgery under certain 
conditions, and requested that the report be put out for public comment. On November 
26, 2012 the subcommittee reviewed public comment and added a recommendation for 
coverage for intensive weight loss and the inclusion of the Epworth Sleepiness Scale 
score > 10 as a requirement for a CPAP trial. It removed the reference to impaired 
cognition before referring the draft coverage guidance to HERC. 

COMMITTEE DELIBERATIONS – VBBS 

At its March 14, 2013 meeting, the Value-based Benefits Subcommittee discussed the 
draft coverage guidance and recommended changing it in order to allow coverage for 
surgery only after both CPAP and an oral appliance had failed. 

HERC DELIBERATIONS 

In its review May 9, 2013, the HERC requested that staff consider the evidence around 
coverage for surgeries, creating a GRADE-informed framework and HERC Guidance 
Development Framework for this service, as has been done for the newer coverage 
guidances. These have been added as Appendices A, B and C. They asked that if the 
recommendation comes down as “not recommended for coverage” that the coverage 
guidance and associated coverage and prioritization decisions for the Oregon Health 
Plan, be referred back to VbBS without the coverage guidance returning to HTAS.  

http://www.hta.hca.wa.gov/documents/sleep_apnea_final_report.pdf
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At its August 8, 2013 meeting, HERC reviewed additional evidence on the effectiveness 
of CPAP and returned the draft coverage guidance to the HTAS for additional work on 
surgery and indications for CPAP coverage, indicating that the document should go out 
for public comment again if changes are made which don’t result from public comment. 

COMMITTEE DELIBERATIONS – HTAS 

At its September 23, 2013 meeting, based on the additional evidence reported, the 
HTAS changed the draft coverage guidance to recommend coverage for CPAP for 
patients with AHI of at least 30, as well as for patients with specified symptoms and an 
AHI of at least 15. The subcommittee also changed its recommendation for surgery to a 
weak recommendation not to cover surgeries based on insufficient evidence to prove 
benefit. 

At its November 25, 2013 meeting, after reviewing written comments and hearing public 
comments from sleep medicine physicians, HTAS changed the draft coverage 
guidance. The subcommittee eliminated the coverage recommendation on mandibular 
advancement devices because CPAP may be more cost effective for many patients. In 
addition, the subcommittee revised the draft to allow for coverage of CPAP for patients 
with an AHI of at least 15 without additional symptoms and for patients with an AHI of 5-
14 with certain specified symptoms. The subcommittee based this decision on public 
testimony from sleep medicine physicians who testified that certain patients in this 
subgroup may benefit from CPAP.  

APPLICABLE CODES 

CODES DESCRIPTION 
ICD-9 Diagnosis Codes 
327.20 Organic sleep apnea, unspecified 
327.21 Primary central sleep apnea 
327.23 Obstructive sleep apnea (adult) (pediatric) 
327.27 Central sleep apnea in conditions classified elsewhere 
327.29 Other organic sleep apnea 
780.5 Sleep disturbance, unspecified 
780.51 Insomnia with sleep apnea, unspecified 
780.53 Hypersomnia with sleep apnea, unspecified 
780.54 Hypersomnia, unspecified 
780.57 Unspecified sleep apnea 
ICD-9 Volume 3 (Procedure Codes) 
21.31 Nasal surgery (remove polyps) 
21.88 Other septoplasty 
27.64 Insertion of palatal implant 
27.69 Uvulopalatopharyngoplasty 
28.2 Tonsillectomy 
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CODES DESCRIPTION 
28.3 Tonsillectomy/adenoidectomy 
28.6 Adenoidectomy 
31.29 Tracheostomy 
93.9  CPAP 
CPT Codes 
21198 Osteotomy, mandible 
21199 Osteotomy, mandible, with genioglossus advancement 
21206 Osteotomy, maxilla 
21685 Hyoid myotomy and suspension 
31600 Tracheostomy 
41512 Tongue base suspension, permanent suture technique 
41530 Radiofrequency reduction of the tongue base 
42145 Uvulopalatopharyngoplasty 

42299 Unlisted procedure, palate, uvula (use for laser assisted uvulopalatoplasty (LAUP), 
somnoplasty, palatal implants) 

HCPCS Codes  

A4604 Tubing with integrated heating element for use with positive 
airway pressure device 

A7033 Pillow for use on nasal cannula type interface, replacement only, 
pair 

A7034 Nasal interface (mask or cannula type) used with positive airway 
pressure device, with or without head strap 

A7035 Headgear used with positive airway pressure device 
A7036 Chinstrap used with positive airway pressure device 
A7037 Tubing used with positive airway pressure device 
A7038 Filter, disposable, used with positive airway pressure device 
A7039 Filter, nondisposable, used with positive airway pressure device 
A7524 Tracheostoma stent/stud/button, each 

E0470 

Respiratory assist device, bi‐level pressure capability, without 
backup rate feature, used with noninvasive interface, e.g., nasal or 
facial mask (intermittent assist device with continuous positive 
airway pressure device) 

E0471 

Respiratory assist device, bi‐level pressure capability, with back‐up 
rate feature, used with noninvasive interface, e.g., nasal or facial 
mask (intermittent assist device with continuous positive airway 
pressure device) 

E0472 

Respiratory assist device, bi‐level pressure capability, with backup 
rate feature, used with invasive interface, e.g., tracheostomy tube 
(intermittent assist device with continuous positive airway 
pressure device) 

E0485 
Oral device/appliance used to reduce upper airway collapsibility, 
adjustable or nonadjustable, prefabricated, includes fitting and 
adjustment 

E0486 Oral device/appliance used to reduce upper airway collapsibility, 
adjustable or nonadjustable, custom fabricated, includes fitting 
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CODES DESCRIPTION 
and adjustment 

E0601 Continuous airway pressure (CPAP) device 
Note: Inclusion on this list does not guarantee coverage 

Coverage guidance is prepared by the Health Evidence Review Commission (HERC), HERC staff, and 
subcommittee members. The evidence summary is prepared by the Center for Evidence-based Policy at Oregon 
Health & Science University (the Center). This document is intended to guide public and private purchasers in 
Oregon in making informed decisions about health care services.  

The Center is not engaged in rendering any clinical, legal, business or other professional advice. The statements 
in this document do not represent official policy positions of the Center. Researchers involved in preparing this 
document have no affiliations or financial involvement that conflict with material presented in this document. 
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Appendix A.GRADE-Informed Framework 

The HERC develops recommendations by using the concepts of the Grading of Recommendations Assessment, 
Development and Evaluation (GRADE) system. GRADE is a transparent and structured process for developing and 
presenting evidence and for carrying out the steps involved in developing recommendations. There are four elements that 
determine the strength of a recommendation, as listed in the table below. The HERC reviews the evidence and makes an 
assessment of each element, which in turn is used to develop the recommendations presented in the coverage guidance 
box. Balance between desirable and undesirable effects, and quality of evidence, are derived from the evidence 
presented in this document, while estimated relative costs, values and preferences are assessments of the HERC 
members. 

Indication Balance between desirable and 
undesirable effects 

Quality of 
evidence* 

Resource 
Allocation 

Values and 
preferences 

Coverage 
Recommendation 

Surgery Uncertain, but no certain benefit, 
and significant risk of surgery 

Very low Moderately costly Moderate variability Surgery for sleep apnea 
for adults is not 

recommended for 
coverage. 

CPAP for patients 
with AHI 5-14 with 
symptoms/signs 

No benefit on mortality or 
comorbid diseases (hypertension, 
diabetes, etc), minimal benefit on 

sleepiness/QOL, if any. No 
serious harms, but significant 

patient inconvenience. 

Moderate2 Moderately costly Moderate variability CPAP coverage is 
recommended for 

coverage at AHI levels 5-
14 with daytime 

sleepiness, hypertension, 
ischemic heart disease, 

or history of stroke.. 
CPAP for patients 
with AHI 15-29 

No benefit on mortality or 
comorbid diseases (hypertension, 
diabetes, etc), moderate benefit 
on sleepiness/QOL. No serious 

Moderate  Moderately costly Moderate variability CPAP coverage is 
recommended at AHI 
levels between 15 and 

30. 

                                                      
2 The authors of the AHRQ report say, “Despite no or weak evidence for an effect of CPAP on clinical outcomes, given the large magnitude of 
effect on the intermediate outcomes of AHI and ESS, the strength of evidence that CPAP is an effective treatment to alleviate sleep apnea signs 
and symptoms was rated moderate.” 
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Indication Balance between desirable and 
undesirable effects 

Quality of 
evidence* 

Resource 
Allocation 

Values and 
preferences 

Coverage 
Recommendation 

harms, but significant patient 
inconvenience. 

 
CPAP for patients 
with AHI ≥ 30  

Significant benefit on mortality/ 
comorbid diseases, moderate 
benefit on sleepiness/QOL. No 
serious harms, but significant 

patient inconvenience. 

Moderate Moderately costly Small variability CPAP coverage is 
recommended at AHI 

levels≥ 30. 

Mandibular 
advancement 
devices 

Significant benefit. Inferior to 
CPAP on sleep study measures 

but minimal difference in 
compliance, treatment response, 
quality of life or neurocognitive 

measures 

Moderate for 
benefit, 

inferiority to 
CPAP on 

sleep study. 
Low for 
minimal 

differences 
on other 

outcomes 

Low to moderate 
cost 

Moderate variability No recommendation 

*The Quality of Evidence rating was assigned by the primary evidence source, not the HERC Subcommittee 
Note: GRADE framework elements are described in Appendix B 
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Appendix B. GRADE Element Descriptions 
Element Description 
Balance between 
desirable and 
undesirable 
effects 

The larger the difference between the desirable and undesirable effects, the 
higher the likelihood that a strong recommendation is warranted. The 
narrower the gradient, the higher the likelihood that a weak recommendation 
is warranted 

Quality of 
evidence 

The higher the quality of evidence, the higher the likelihood that a strong 
recommendation is warranted 

Resource 
allocation 

The higher the costs of an intervention—that is, the greater the resources 
consumed—the lower the likelihood that a strong recommendation is 
warranted 

Values and 
preferences 

The more values and preferences vary, or the greater the uncertainty in 
values and preferences, the higher the likelihood that a weak 
recommendation is warranted 

 
Strong recommendation 
In Favor:The subcommittee is confident that the desirable effects of adherence to a 
recommendation outweigh the undesirable effects, considering the quality of evidence, cost and 
resource allocation, and values and preferences. 
Against: The subcommittee is confident that the undesirable effects of adherence to a 
recommendation outweigh the desirable effects, considering the quality of evidence, cost and 
resource allocation, and values and preferences. 

Weak recommendation 
In Favor: the subcommittee concludes that the desirable effects of adherence to a 
recommendation probably outweigh the undesirable effects, considering the quality of evidence, 
cost and resource allocation, and values and preferences, but is not confident.  
Against: the subcommittee concludes that the undesirable effects of adherence to a 
recommendation probably outweigh the desirable effects, considering the quality of evidence, 
cost and resource allocation, and values and preferences, but is not confident.  

Quality of evidence across studies for the treatment/outcome 

High= Further research is very unlikely to change our confidence in the estimate of effect. 

Moderate= Further research is likely to have an important impact on our confidence in the 
estimate of effect and may change the estimate. 

Low= Further research is very likely to have an important impact on our confidence in the 
estimate of effect and is likely to change the estimate. 

Very low= Any estimate of effect is very uncertain.
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Appendix C. HERC Guidance Development Framework 
Surgery for treatment of sleep apnea in adults when both CPAP and/or other alternatives (e.g., oral appliances) have failed  

 

Level of Evidence

Sufficient Insufficient 
or Mixed

Similar 
effectiveness

Less 
effective

Alternative effective treatment(s) 
available/accessible1

No

Treatment risk compared to  
no treatment

Similar 
or less

Unknown

Treatment is prevalent

NoYes

HERC Guidance Development Framework Decision Point Priorities
1. Level of evidence
2. Effectiveness & alternative treatments
3. Harms and risk
4. Cost
5. Prevalence of treatment
6. Clinical research study is reasonable

Clinical research study 
is reasonable2

NoYes
1For diagnostic testing, diagnostic accuracy (sensitivity, specificity, predictive value) compared to alternative 
diagnostic strategies, with clinically important impact on patient management.
2Clinical research study is reasonable when failure to perform the procedure in question is not likely to result in death 
or serious disability; or in a situation where there is a high risk of death, there is no good clinical evidence to suggest 
that the procedure will change that risk.

Treatment risk compared to 
alt. treatment(s)

Similar 
or More

Less

I II

A B

BA

1 2

1
1

2
3

a
b

i ii

Effectiveness compared to alt. treatment(s)1 
(clinically significant improvement in outcomes)

More 
effective 

a b

Ineffective 
or harm exceeds 

benefit

Effective

No alt. treatment(s) 
available/accessible1

Ineffective 
or harm exceeds 

benefit

Refer to HERC Guidance Development Framework Principles for additional considerations

3 14 2

a
b b

aa
b

i ii iii

Do not 
recommend 

(weak)
Recommend 

(strong)

Do not 
recommend 

(strong)

Recommend 
(weak)

Do not 
recommend 

(strong)

Do not 
recommend 

(strong)

Do not 
recommend 

(strong)

Recommend 
(strong)

Do not 
recommend 

(strong)

Do not 
recommend 

(strong)

Recommend 
(strong)

Recommend 
(weak)

Do not 
recommend 

(weak)

Do not 
recommend 

(strong)

Do not 
recommend 

(strong)

Do not 
recommend 

(strong)

Do not 
recommend 

(weak)

Recommend 
(strong)

Cost
Cost

Similar 
or less

Similar 
or less

MoreMore

Treatment risk 
compared to alt. 

treatment(s)

Treatment risk 
compared to alt. 

treatment(s)

Treatment risk 
compared to alt. 

treatment(s)

Similar or 
less

Similar or 
more LessMore

Similar or 
less

More

Yes

Cost

Similar 
or more

Less

 Center for Evidence-based Policy

More

2

Do not 
recommend 

(weak)

Revised 5/9/2013 
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CPAP for Patients with AHI 5-14 with Symptoms/Signs (Compared to mandibular advancement device) 

 

Level of Evidence

Sufficient Insufficient 
or Mixed

Similar 
effectiveness

Less 
effective

Alternative effective treatment(s) 
available/accessible1

No

Treatment risk compared to  
no treatment

Similar 
or less

Unknown

Treatment is prevalent

NoYes

HERC Guidance Development Framework Decision Point Priorities
1. Level of evidence
2. Effectiveness & alternative treatments
3. Harms and risk
4. Cost
5. Prevalence of treatment
6. Clinical research study is reasonable

Clinical research study 
is reasonable2

NoYes
1For diagnostic testing, diagnostic accuracy (sensitivity, specificity, predictive value) compared to alternative 
diagnostic strategies, with clinically important impact on patient management.
2Clinical research study is reasonable when failure to perform the procedure in question is not likely to result in death 
or serious disability; or in a situation where there is a high risk of death, there is no good clinical evidence to suggest 
that the procedure will change that risk.

Treatment risk compared to 
alt. treatment(s)

Similar 
or More

Less

I II

A B

BA

1 2

1
1

2
3

a
b

i ii

Effectiveness compared to alt. treatment(s)1 
(clinically significant improvement in outcomes)

More 
effective 

a b

Ineffective 
or harm exceeds 

benefit

Effective

No alt. treatment(s) 
available/accessible1

Ineffective 
or harm exceeds 

benefit

Refer to HERC Guidance Development Framework Principles for additional considerations

3 14 2

a
b b

aa
b

i ii iii

Do not 
recommend 

(weak)
Recommend 

(strong)

Do not 
recommend 

(strong)

Recommend 
(weak)

Do not 
recommend 

(strong)
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CPAP for Patients with AHI 15-29; CPAP for Patients with AHI ≥ 30 
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General Comments 

Stakeholder # Comment Disposition 

CCO Medical 
Director 

Oregon 

1 The proposed Draft Guidance on this matter by HERC is good, as far as it goes.  However, some 
additional specification seems appropriate: 

While the Guidance specifies the PSG criteria for coverage for a possible 12 week C-pap trial, it 
does not specify the nature or degree of “clinical benefit” necessary to cover ongoing C-pap use. 

I propose the following: 

1) specify that the post-trial evaluation should include a repeat PSG while on C-pap.  As the 
original criteria for the trial involves this study and it’s results, this seems consistent.  
Otherwise, the “clinical benefit” could be construed to simply be an enrollee’s subjective 
statement of “I feel better”. 

2) the compliance criteria appear appropriate, but the potential second PSG would help 
document tolerance of C-pap. 

3) the potential second PSG should have specific  AHI and RDI criteria for improvement, 
either specific numbers or % change/improvement.  Again this would be consistent with 
the initial diagnostic criteria. 

The WA HTA report does not provide evidence about 
the clinical significance of changes in AHI. A clinically 
significant change in ESS is considered to be 1 point 
(total maximum score = 24). Repeat PSG testing was 
not addressed in the evidence source. HTAS does not 
believe this level of implementation detail is needed 
in the guidance document, and received public 
testimony contradicting the need for a repeat sleep 
study.  
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Recommendations of the Value-based Benefits Subcommittee on 10/10/2013:  
 
Recommended changes to the Prioritized List based on Coverage Guidance on upper 
endoscopy for gastroesophageal reflux disease (GERD) and dyspepsia symptoms 
 
Add a new diagnostic guideline: 

 
DIAGNOSTIC GUIDELINE D-x UPPER ENDOSCOPY FOR GERD OR DYSPEPSIA 
SYMPTOMS 

Upper endoscopy for uninvestigated dyspepsia or GERD symptoms is covered for 
1) Patients less than 50 years of age with persistent symptoms following advice on 

lifestyle modifications and completion of an appropriate course of twice daily PPI 
therapy or an H. pylori test and treat protocol. 

2) Patients 50 years of age and older 
3) Patients with troublesome dysphagia, regardless of age or prior upper 

endoscopy. 
4) Patients with “alarm symptoms” including, but not limited to, iron deficiency 

anemia or weight loss 
 

Upper endoscopy is not covered for patients with previous upper endoscopy with non-
malignant findings (other than Barrett’s esophagus) in the absence of significant new 
symptoms. 



 

 1 

HEALTH EVIDENCE REVIEW COMMISSION (HERC)

COVERAGE GUIDANCE: UPPER ENDOSCOPY FOR GASTROESOPHAGEAL 
REFLUX DISEASE (GERD) AND DYSPEPSIA SYMPTOMS 

DRAFT FOR HERC Meeting Materials 1/9/2014 

HERC COVERAGE GUIDANCE 

Upper endoscopy for uninvestigated dyspepsia or GERD symptoms is not recommended for 
coverage in patients less than 50 years of age unless the patient has persistent symptoms 
following advice on lifestyle modifications and completion of an appropriate course of twice daily 
PPI therapy or an H. pylori test and treat protocol (strong recommendation).  

Upper endoscopy for uninvestigated dyspepsia or GERD symptoms is recommended for 
coverage in patients at least 50 years of age (strong recommendation). 

Upper endoscopy is recommended for coverage in patients with troublesome dysphagia, 
regardless of age or prior upper endoscopy. 

In the absence of significant new symptoms, repeat upper endoscopy is not recommended for 
coverage for patients with dyspepsia or GERD after non-malignant findings (with the exception 
of Barrett’s esophagus) on initial upper endoscopy (weak recommendation). 

Note: This guidance does not apply to coverage of upper endoscopy for patients presenting with 
“alarm symptoms” including, but not limited to, iron deficiency anemia or weight loss. 

Note: Definitions for strength of recommendation are provided in Appendix A GRADE Element 
Description 

RATIONALE FOR GUIDANCE DEVELOPMENT 

The HERC selects topics for guideline development or technology assessment based 
on the following principles: 

 Represents a significant burden of disease 
 Represents important uncertainty with regard to efficacy or harms 
 Represents important variation or controversy in clinical care 
 Represents high costs, significant economic impact  
 Topic is of high public interest 

Coverage guidance development follows to translate the evidence review to a policy 
decision. Coverage guidance may be based on an evidence-based guideline developed 
by the Evidence-based Guideline Subcommittee or a health technology assessment 
developed by the Heath Technology Assessment Subcommittee. In addition, coverage 
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guidance may utilize an existing evidence report produced by one of HERC’s trusted 
sources, generally within the last three years. 

EVIDENCE SOURCE 

Liu, R., Kriz, H., Thielke, A., Vandegriff, S., & King, V. (2012). Upper endoscopy for 
gastroesophageal reflux disease (GERD) and upper gastrointestinal (GI) symptoms. 
Olympia: Washington State Health Authority Health Technology Assessment Program. 
Retrieved February 21, 2013, from http://www.hta.hca.wa.gov/gerd.html  

The summary of evidence in this document is derived directly from this evidence 
source, and portions are extracted verbatim.  

SUMMARY OF EVIDENCE 

 Clinical Background 

Gastroesophageal reflux disease (GERD) is the most common outpatient 
gastrointestinal diagnosis in the United States, with a prevalence of 10% to 58.3% and 
an annual incidence of 0.38% to 0.45%. The Montreal consensus panel, an international 
Consensus Group tasked with developing a global definition and classification of GERD, 
reached strong consensus in defining GERD as “a condition which develops when the 
reflux of stomach contents causes troublesome symptoms and/or complications”. 
Common symptoms of GERD include heartburn (defined as a burning sensation behind 
the breastbone), regurgitation and chest pain. Obesity; the presence of a hiatal hernia; 
and the use of estrogen, nitrates, anticholinergics, and tobacco products are considered 
risk factors for GERD. Gastroesophageal reflux disease can lead to a decreased quality 
of life and to more severe conditions such as esophagitis, Barrett’s esophagus, and 
adenocarcinoma of the esophagus.  

 Dyspepsia is estimated to range in prevalence in the United States from 2.9 to 34.4%. 
The Rome III Committee defines dyspepsia as having one or more of the following 
symptoms: epigastric pain or burning; postprandial fullness; and/or early satiety. Other 
dyspeptic symptoms may include nausea and vomiting, upper abdominal bloating, heart 
burn, and regurgitation. Dyspepsia symptoms are distinguished from GERD as not 
being “troublesome” enough, referring to the Montreal definition of GERD; however, 
many authors have used the terms interchangeably.  

The signs and symptoms of GERD, dyspepsia, and other more severe conditions such 
as Barrett’s esophagus, can be very similar, and diagnostic procedures can be used to 
establish a diagnosis and rule out other possible conditions. Diagnostic procedures for 
dyspepsia and GERD can include questionnaires, empiric therapeutic trial, pH 
monitoring, upper endoscopy, and/or double contrast barium swallow. Empiric 

http://www.hta.hca.wa.gov/gerd.html
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therapeutic trial is a commonly employed strategy for patients presenting with GERD. 
This includes both an empiric trial of proton pump inhibitors (PPI) and test-and-treat for 
Helicobacter pylori (H. pylori) An empiric trial of PPIs typically includes twice daily 
dosing for four weeks, and a daily dose of 40 to 80mg of omeprazole is the most 
common PPI regimen used in clinical empiric therapy studies. The sensitivity and 
specificity of this PPI test ranges from 62 to 92% and 36 to 100%, respectively.  

 Evidence Review 

Effectiveness of Early Treatment Strategies 
With regard to the effectiveness of early treatment strategies for GERD that include 
upper endoscopy compared with empiric medical management, one good quality 
systematic review including two separate meta-analyses was identified. One evaluated 
early endoscopy versus empiric PPI and the other evaluated early endoscopy versus 
test-and-treat for H. pylori. The first meta-analysis included five RCTs and found no 
difference in symptomatic cure at 12 months between endoscopy and PPI arms. The 
second meta-analysis, also including five RCTs, was first done by pooling trial-level 
data. This analysis found no difference in effect (RR 0.95, 95% CI 0.79 to 1.15), but a 
high degree of statistical heterogeneity. When an alternate analysis of these same five 
studies was done using individual patient data, there was no longer statistical 
heterogeneity and a small but statistically significant benefit to upper endoscopy 
emerged (OR 0.75, 95% CI 0.58 to 0.96; RR 0.95, 95% CI 0.92 to 0.99).  

A single fair quality prospective cohort study of 70 patients found that 24-hour pH 
monitoring is the most accurate single diagnostic test for GERD, when a concordance of 
three separate tests (omeprazole challenge, endoscopy, histology, pH monitoring) is 
taken as the gold standard. However, the authors note that there are barriers to its 
widespread use including invasiveness, cost, and availability. A serial application of an 
omeprazole challenge test, endoscopy, and finally histopathology achieves a sensitivity 
of 100% for GERD diagnosis.  

Overall, considering all the available evidence from the systematic review plus the 
cohort study, there does not appear to be a clinically relevant benefit of prompt upper 
endoscopy over test and treat strategies or empiric PPI therapy for uninvestigated 
GERD symptoms in the primary care setting. (Overall strength of evidence: High) 

Indications for Early Endoscopy 
When considering whether there are clinical signs and symptoms that may be useful to 
identify patients for whom early endoscopy improves health outcomes, one good quality 
systematic review of 57,363 patients in 17 prospective cohort studies was identified. 
They found that alarm symptoms1, clinical opinion, and computer modeling programs 
                                                      
1 Weight loss, dysphagia, anemia 
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based on symptom questionnaires were all unreliable predictors of gastrointestinal 
malignancy. Sensitivity ranged from 0% to 83% while specificity varied from 40% to 
98%.  

A good quality prospective cohort study found cancer in 0.9% of patients presenting 
with uncomplicated dyspepsia (i.e., without alarm symptoms) and the findings suggest 
that risk is correlated with age greater than 35 for males and greater than 57 for 
females. A fair quality prospective cohort study determined that American Society of 
Gastroenterologists (ASGE) guideline criteria (indications for endoscopy) were poorly 
correlated with clinically relevant endoscopic findings, although having a guideline 
indication does marginally increase the pre-test probability of endoscopy (from 45% to 
47%), while not having one lowers it (from 45% to 29%). A second fair-quality 
prospective cohort study in the setting of open-access endoscopy found that 15% of the 
patients with esophagogastric carcinoma did not present with alarm symptoms and may 
have suffered delayed diagnosis without early endoscopy; however, there was an 
unusually high prevalence (3%) of cancer in the study population. Finally, a fair-quality 
prospective cohort study of primary care patients with uninvestigated dyspepsia found 
that Barrett’s esophagus was most likely in patients who were male, greater than 50 
years old, had symptoms of at least 5 to 10 years duration, and suffered predominantly 
from reflux.  

The authors of the systematic review noted above suggest that, in the absence of 
compelling predictors, the concept of “alarm symptoms” should not be abandoned at 
this time. They suggest age greater than 55 as “the most logical alternative strategy… 
because the incidence of upper GI malignancy is negligible in Western populations at 
younger ages and only rises in prevalence above the age of 55 years.” In contrast, the 
authors of the good quality cohort study suggest that age should be lower (35) for males 
and could be higher (57) for females. (Overall strength of evidence: Moderate) 

Repeat Endoscopy 
With regard to whether there are diagnoses for which repeat endoscopy is indicated, 
only one study, a prospective cohort study of good quality, addressed the question. This 
study evaluated the utility of repeat endoscopy in patients who initially presented with 
dyspeptic symptoms and had non-malignant endoscopic findings. About a third of these 
patients underwent a subsequent endoscopy within nine years of the index study. The 
results of these later endoscopies are not known; however, patients who had further 
endoscopy were neither more nor less likely than other patients to be symptomatic eight 
to nine years after the index study (χ2=0.6, df=1, p > 0.05). Overall, evidence is 
insufficient to suggest repeat endoscopy to any patients with initial dyspepsia who have 
non-malignant findings on their index endoscopy. (Overall strength of evidence: Low)  
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Harms of Endoscopy 
None of the included studies addressed harms. According to the authors of one 
economic evaluation, most harms of endoscopy are cardiorespiratory in nature; that is, 
related to the procedure sedation rather than the endoscope itself. These authors used 
a 0.02% incidence of severe harms and modeled their economic assumptions on the 
surgical repair of perforation. No data was identified on harms associated with empiric 
acid-suppression or H. pylori test-and-treat. (Overall strength of evidence: Insufficient)  

Subpopulations 
Age was the only factor associated with differential effectiveness in one good quality 
meta-analysis. The authors of this study performed subgroup analyses based on age, 
gender, predominant symptom, and presence of H. pylori. There was a small but 
statistically significant benefit of endoscopy in patients 50 years of age and older 
(RR=0.90, 95% CI 0.82 to 1.00, p < 0.05); no other associations were found. A good-
quality prospective cohort study found that patients with malignancy were on average 
20 years older than patients without malignancy (p < 0.001). A fair-quality prospective 
cohort study also found increasing prevalence of malignancy with rising age. In a good 
quality economic evaluation simulation model, relative effectiveness of interventions 
was similar, but resulted in slightly fewer additional quality adjusted life years (QALY) in 
hypothetical 30 year olds than in hypothetical 60 year olds. A poor quality retrospective 
chart review of VA patients failed to find any correlation between significant endoscopic 
findings (Barrett’s esophagus and/or erosive esophagitis) and age, gender, race, or 
NSAID use. (Overall strength of evidence: Moderate [Age], Insufficient [All others]) 

Cost-effectiveness of Endoscopy Compared to Other Treatment Strategies  
With the exception of empiric therapy for US 30 year olds, all five good quality studies, 
one of two fair quality studies, and one of three poor quality studies favored H. pylori 
test-and-treat as the most cost-effective strategy for adults with uninvestigated 
symptoms of dyspepsia and/or GERD. Only two studies, both of good quality, evaluated 
the cost-effectiveness of different management strategies for new upper gastrointestinal 
symptoms in a US population. In a simulation model, empiric PPI was the strategy of 
choice for 30 year old patients, and test-and-treat for H. pylori was the most cost-
effective intervention for 60 year olds. A decision analysis looked only at patients less 
than 45 years of age, and determined that adding a 6-week trial of PPI to the test-and-
treat strategy improved its cost-effectiveness. A good quality economic evaluation of 
Canadian individual patient data concluded that no one strategy was the most clearly 
cost-effective, but at a clinically relevant willingness-to-pay threshold of CAN$30,000 to 
70,000 per QALY, omeprazole treatment based on the CanDys protocol (which 
incorporates test-and-treat for those without heartburn or reflux as the predominant 
symptom) was the most cost-effective. Two other good quality models also favored the 
test-and-treat approach, along with one fair and one poor quality RCT. One fair quality 
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decision analysis favored a screening questionnaire followed by prompt endoscopy for 
high-risk patients. Two poor quality RCTs found empiric PPI to be the most cost-
effective alternative, but did not include comparison to H. pylori testing and treatment. 
There were no economic studies that found prompt endoscopy to be the most cost-
effective intervention. (Overall strength of evidence: Moderate) 

 [Evidence Source]  

  

Evidence Summary 

Overall, the evidence does not point to a clinically relevant benefit of prompt upper 
endoscopy over test-and-treat strategies or empiric PPI therapy for uninvestigated 
GERD symptoms in the primary care setting. Alarm symptoms, clinical opinion, and 
computer modeling programs based on symptom questionnaires are all unreliable 
predictors of gastrointestinal malignancy. The harms of endoscopy, or of any of the 
treatment strategies for GERD or dyspepsia, have not been well documented in this 
literature base. There is an increasing prevalence of malignancy with rising age, and 
there may be a small benefit of endoscopy over other initial treatment strategies in 
patients over 50 based on one trial. Test-and-treat for H. pylori is likely the most cost-
effective strategy for adults with uninvestigated symptoms of dyspepsia and/or GERD.

http://www.hta.hca.wa.gov/gerd.html
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GRADE-INFORMED FRAMEWORK 

The HERC develops recommendations by using the concepts of the Grading of Recommendations Assessment, 
Development and Evaluation (GRADE) system. GRADE is a transparent and structured process for developing and 
presenting evidence and for carrying out the steps involved in developing recommendations. There are four elements that 
determine the strength of a recommendation, as listed in the table below. The HERC reviews the evidence and makes an 
assessment of each element, which in turn is used to develop the recommendations presented in the coverage guidance 
box. Balance between desirable and undesirable effects, and quality of evidence, are derived from the evidence 
presented in this document, while estimated relative costs, values and preferences are assessments of the HERC 
members. 

Indication Balance between 
desirable and 
undesirable 

effects 

Quality of 
evidence* 

Resource 
Allocation 

Values and 
preferences 

Coverage Recommendation 

Endoscopy as initial 
evaluation for new 
onset GERD or 
dyspepsia in patients 
under 50 or 55 

No net benefit 
compared to other 

treatment strategies 

High Other treatment 
strategies are less 

costly 

Low variability.  
Most would want 

to avoid 
endoscopy; 
some would 

prefer definite 
diagnosis before 

treatment 

Upper endoscopy for 
uninvestigated dyspepsia or 
GERD symptoms is not 
recommended for coverage in 
patients less than 50 years of 
age unless the patient has 
completed an appropriate 
course of PPI therapy or an H. 
pylori test and treat protocol 
(strong recommendation).  

 
Endoscopy as initial 
evaluation for new 
onset GERD or 
dyspepsia in patients 
over 50 or 55 

Small net benefit 
compared to other 

treatment strategies 

Moderate Endoscopy 
moderately more 

costly 

Moderate 
variability 

Upper endoscopy for 
uninvestigated dyspepsia or 
GERD symptoms is 
recommended for coverage in 
patients at least 50 years of age 
(strong recommendation) 
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Indication Balance between 
desirable and 
undesirable 

effects 

Quality of 
evidence* 

Resource 
Allocation 

Values and 
preferences 

Coverage Recommendation 

Repeat endoscopy 
after initial endoscopy 
for GERD with non-
malignant findings  

No apparent 
benefit, small 

harms 

Insufficient Endoscopy 
moderately more 

costly 

Moderate 
variability 

In the absence of significant 
new symptoms, repeat upper 
endoscopy is not recommended 
for coverage for patients with 
dyspepsia or GERD after non-
malignant findings (with the 
exception of Barrett’s 
esophagus) on initial upper 
endoscopy (weak 
recommendation). 

 
*The Quality of Evidence rating was assigned by the primary evidence source, not the HERC Subcommittee  

Note: GRADE framework elements are described in Appendix A 
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POLICY LANDSCAPE 

Eight quality measures were identified when searching the National Quality Measures 
Clearinghouse. Five are sponsored by the American Gastrenterological Association 
Institute, while three are sponsored by the Australian Council on Healthcare Standards. 
None have been endorsed by the National Quality Forum. The five American measures 
are listed below: 

1. Gastroesophageal reflux disease (GERD): percentage of patients aged 18 and 
older with the diagnosis of GERD who have been prescribed chronic proton 
pump inhibitor (PPI) or histamine H2 receptor antagonist (H2 RA) therapy who 
received an assessment of their GERD symptoms within 12 months 

2. Gastroesophageal reflux disease (GERD): percentage of patients aged 18 seen 
for an initial evaluation of GERD who did not have a barium swallow test ordered 

3. Gastroesophageal reflux disease (GERD): percentage of patients aged 18 and 
older with the diagnosis of GERD, seen for an initial evaluation, who were 
assessed for the presence or absence of the following alarm symptoms: 
involuntary weight loss, dysphagia, and GI bleeding 

4. Gastroesophageal reflux disease (GERD): percentage of patients aged 18 and 
older with the diagnosis of GERD or heartburn whose endoscopy report indicates 
a suspicion of Barrett’s esophagus who had a forceps biopsy performed 

5. Gastroesophageal reflux disease (GERD): percentage of patients aged 18 and 
older seen for an initial evaluation with at least one alarm symptom who were 
either referred for upper endoscopy or had an upper endoscopy performed 

COMMITTEE DELIBERATIONS – HTAS 

HTAS reviewed this topic at its meetings June 25 and September 23, 2013. They made 
the following decisions: 

 Added a disclaimer that the coverage guidance does not apply to patients with 
alarm symptoms of iron-deficiency anemia and weight loss (hematemesis was 
also considered but dismissed). 

 Based on professional guidelines provided in the public comment period, 
recommended noncoverage for repeat endoscopy after the first endoscopy finds 
no evidence of malignancy or Barrett’s esophagus, unless there are significant 
new symptoms. 

 Required advice on lifestyle modifications and a trial of twice daily proton pump 
inhibitor therapy prior to endoscopy for patients under the age of 50. 

http://www.qualitymeasures.ahrq.gov/
http://www.qualitymeasures.ahrq.gov/
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 Add a statement clarifying that endoscopy is covered for symptoms of 
troublesome dysphagia regardless of age. 

COMMITTEE DELIBERATIONS – VBBS 

The VbBS discussed the draft coverage guidance on 10/10/2013 and recommended a 
new diagnostic guideline note based on the draft coverage guidance for the prioritized 
list.  

  

Coverage guidance is prepared by the Health Evidence Review Commission (HERC), HERC staff, and 
subcommittee members. The evidence summary is prepared by the Center for Evidence-based Policy at Oregon 
Health & Science University (the Center). This document is intended to guide public and private purchasers in 
Oregon in making informed decisions about health care services.  

The Center is not engaged in rendering any clinical, legal, business or other professional advice. The statements 
in this document do not represent official policy positions of the Center. Researchers involved in preparing this 
document have no affiliations or financial involvement that conflict with material presented in this document. 



 

Coverage Guidance: Upper Endoscopy for Gastroesophageal Reflux Disease (GERD) And Dyspepsia 
Symptoms 
DRAFT FOR HERC Meeting Materials 1/9/2014  11 

Appendix A. GRADE Element Descriptions 
Element Description 
Balance between 
desirable and 
undesirable 
effects 

The larger the difference between the desirable and undesirable effects, the 
higher the likelihood that a strong recommendation is warranted. The 
narrower the gradient, the higher the likelihood that a weak recommendation 
is warranted 

Quality of 
evidence 

The higher the quality of evidence, the higher the likelihood that a strong 
recommendation is warranted 

Resource 
allocation 

The higher the costs of an intervention—that is, the greater the resources 
consumed—the lower the likelihood that a strong recommendation is 
warranted 

Values and 
preferences 

The more values and preferences vary, or the greater the uncertainty in 
values and preferences, the higher the likelihood that a weak 
recommendation is warranted 

 
Strong recommendation 

In Favor: The subcommittee is confident that the desirable effects of adherence to a 
recommendation outweigh the undesirable effects, considering the quality of evidence, cost and 
resource allocation, and values and preferences. 

Against: The subcommittee is confident that the undesirable effects of adherence to a 
recommendation outweigh the desirable effects, considering the quality of evidence, cost and 
resource allocation, and values and preferences. 

Weak recommendation 

In Favor: the subcommittee concludes that the desirable effects of adherence to a 
recommendation probably outweigh the undesirable effects, considering the quality of evidence, 
cost and resource allocation, and values and preferences, but is not confident.  

Against: the subcommittee concludes that the undesirable effects of adherence to a 
recommendation probably outweigh the desirable effects, considering the quality of evidence, 
cost and resource allocation, and values and preferences, but is not confident.  

Quality of evidence across studies for the treatment/outcome 

High = Further research is very unlikely to change our confidence in the estimate of effect. 

Moderate = Further research is likely to have an important impact on our confidence in the 
estimate of effect and may change the estimate. 

Low = Further research is very likely to have an important impact on our confidence in the 
estimate of effect and is likely to change the estimate. 

Very low = Any estimate of effect is very uncertain.  
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Appendix B. Applicable Codes 
CODES DESCRIPTION 
ICD-9 Diagnosis Codes 
530.1 Esophagitis 
530.11 Reflux esophagitis 
530.12 Acute esophagitis 
530.19 Other esophagitis 
530.2 Ulcer of esophagus 
530.21 … with bleeding 
530.3 Stricture and stenosis of esophagus 
530.81 Esophageal reflux 
530.85 Barrett's esophagus 
530.89 Other specified disorders of esophagus 
530.9 Unspecified disorder of esophagus 
535 Gastritis and duodenitis 
535.0 Acute gastritis 
535.2 Gastric mucosal hypertrophy 
535.3 Alcoholic gastritis 
535.4 Other specified gastritis 
535.5 Unspecified gastritis and gastroduodenitis 
536.2 Persistent vomiting 
536.8 Dyspepsia and other specified disorders of function of stomach 
536.9 Unspecified functional disorder of stomach 
786.5 Chest pain 
786.59 Other chest pain 
787.1 Heartburn 
787.2 Dysphagia 
787.21 …oral phase 
787.22 … oropharyngeal phase 
787.23 … pharyngeal phase 
787.24 … pharyngoesophageal phase 
787.29 Other dysphagia 
789 Other symptoms involving abdomen and pelvis 
789.06 … epigastric 
789.07 … generalized 
789.09 … other specified site 
ICD-9 Volume 3 (Procedure Codes) 
42.23 Other esophagoscopy 
42.24 Closed [endoscopic] biopsy of esophagus 
44.13 Other gastroscopy 
44.14 Closed [endoscopic] biopsy of stomach 
45.13 Other endoscopy of small intestine 
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CODES DESCRIPTION 
45.14 Closed [endoscopic] biopsy of small intestine 
45.16 Esophagogastroduodenoscopy [EGD] with closed biopsy 
CPT Codes 

43200 Esophagoscopy, rigid or flexible; diagnostic, with or without collection of specimen(s) 
by brushing or washing (separate procedure) 

43202 …with biopsy, single or multiple 

43235 
Upper gastrointestinal endoscopy including esophagus, stomach, and either the 
duodenum and/or jejunum as appropriate; diagnostic, with or without collection of 
specimen(s) by brushing or washing (separate procedure) 

43239 …with biopsy, single or multiple 
HCPCS Level II Codes 
None 
 Note: Inclusion on this list does not guarantee coverage 
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Appendix C. HERC Guidance Development Framework 

Endoscopy for Evaluation of Dyspepsia/GERD under Age 50/55 (Prior to PPI or Test and Treat)  

Level of Evidence

Sufficient Insufficient 
or Mixed

Similar 
effectiveness

Less 
effective

Alternative effective treatment(s) 
available/accessible

No

Treatment risk compared to  
no treatment

Similar 
or less More

Treatment is prevalent

NoYes

HERC Guidance Development Framework Decision Point Priorities
1. Level of evidence
2. Effectiveness & alternative treatments
3. Harms and risk
4. Cost
5. Prevalence of treatment
6. Clinical research study is reasonable

Clinical research study 
is reasonable1

NoYes

1Clinical research study is reasonable when failure to perform the procedure in question is not 
likely to result in death or serious disability; or in a situation where there is a high risk of 
death, there is no good clinical evidence to suggest that the procedure will change that risk.

Treatment risk compared to 
alt. treatment(s)

Similar 
or More

Less

I II

A B

BA

1 2

1
1

2
2

a b

i ii

Effectiveness compared to alt. treatment(s) 
(clinically significant improvement in outcomes)

More 
effective 

FINAL 1/10/2013

a b

Ineffective 
or harm exceeds 

benefit

Effective

No alt. treatment(s) 
available/accessible

Ineffective 
or harm exceeds 

benefit

Refer to HERC Guidance Development Framework Principles for additional considerations

3 14 2

a
b b
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b

i ii iii

Do not 
recommend 

(weak)
Recommend 

(strong)

Do not 
recommend 

(strong)

Recommend 
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recommend 
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Do not 
recommend 

(strong)

Recommend 
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Do not 
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Recommend 
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Do not 
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(weak)

Do not 
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Do not 
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(strong)

Do not 
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Do not 
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Cost
Cost
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or less
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MoreMore

Treatment risk 
compared to alt. 

treatment(s)

Treatment risk 
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Treatment risk 
compared to alt. 

treatment(s)
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less
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more LessMore
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less
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Cost

Similar 
or more

Less

 Center for Evidence-based Policy
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Endoscopy for Evaluation of Dyspepsia/GERD after age 50/55 (Compared to PPI or Test and Treat) 

 

Level of Evidence

Sufficient Insufficient 
or Mixed

Similar 
effectiveness

Less 
effective

Alternative effective treatment(s) 
available/accessible

No

Treatment risk compared to  
no treatment

Similar 
or less More

Treatment is prevalent

NoYes

HERC Guidance Development Framework Decision Point Priorities
1. Level of evidence
2. Effectiveness & alternative treatments
3. Harms and risk
4. Cost
5. Prevalence of treatment
6. Clinical research study is reasonable

Clinical research study 
is reasonable1

NoYes

1Clinical research study is reasonable when failure to perform the procedure in question is not 
likely to result in death or serious disability; or in a situation where there is a high risk of 
death, there is no good clinical evidence to suggest that the procedure will change that risk.

Treatment risk compared to 
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A B
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1
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i ii
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FINAL 1/10/2013

a b
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Ineffective 
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Refer to HERC Guidance Development Framework Principles for additional considerations
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b b
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Repeat endoscopy after initial endoscopy for GERD with non-malignant findings (except Barrett’s esophagus and in the 
absence of new symptoms) 

Level of Evidence

Sufficient Insufficient 
or Mixed

Similar 
effectiveness

Less 
effective

Alternative effective treatment(s) 
available/accessible

No

Treatment risk compared to  
no treatment

Similar 
or less More

Treatment is prevalent

NoYes

HERC Guidance Development Framework Decision Point Priorities
1. Level of evidence
2. Effectiveness & alternative treatments
3. Harms and risk
4. Cost
5. Prevalence of treatment
6. Clinical research study is reasonable

Clinical research study 
is reasonable1

NoYes

1Clinical research study is reasonable when failure to perform the procedure in question is not 
likely to result in death or serious disability; or in a situation where there is a high risk of 
death, there is no good clinical evidence to suggest that the procedure will change that risk.
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Commenter:  
Drew B. Schembre, MD, Gastroenterologist, Swedish, Seattle, WA, HERC-appointed Expert 

Comments Grouped by Topic 
# Comment Disposition 

1 Here are some recent guidelines from three separate GI societies 
regarding diagnostic approaches to GERD and dyspepsia.  There are 
well reasoned decision trees that are worth reviewing.  There are 
additional cost analyses that are interesting.  I believe these support my 
contention that recognition of alarm symptoms, age > 50 and persistent 
GERD symptoms after a 2 week trial of treatment warrant upper 
endoscopy. 

Thank you for this additional information.  

2 American Society for Gastrointestinal Endoscopy. (2007). Role of 
endoscopy in the management of GERD. Gastrointestinal Endoscopy, 
66(2), 219-224. 

 

Rated poor quality by CEbP
1
 

 Recommendations pertinent to this guidance include the following: 

 “Endoscopy is recommended for patients who have symptoms suggesting complicated 
GERD or alarm symptoms (2A).” 

 
2A recommendation is described as intermediate strength; unclear benefit; based on RCTs 
  
Alarm symptoms are listed as GERD symptoms persistent or progressive despite medical 
therapy (length of therapy not specified), dysphagia/odynophagia, involuntary weight loss 
(>5%), GI bleeding/anemia, presence of mass/stricture/ulcer, persistent vomiting, suspected 
extra-esophageal manifestations of GERD (latter indication contradicted by Katz and Kahrilas).  
 

 “Endoscopy should be considered in patients at risk for Barrett’s esophagus (BE) (level of 
evidence = 2C).” 
 

2C recommendation is described as very weak recommendation, alternative approaches likely 
to be better under some circumstances; unclear benefits; based on observational studies.  
 
Risk factors for BE listed as prolonged (>5 years) GERD symptoms, white race, male sex, age > 

                                                 
1 The Center for Evidence-based Policy (CEbP) assesses the methodological quality of guidelines using an instrument adapted from the Appraisal of Guidelines Research and 
Evaluation (AGREE) Collaboration (http://www.agreetrust.org/resource-centre/practice-guidelines/ . Guideline are assigned a rating of good, fair, poor, based on its adherence 
to recommended methods and potential for biases.  

http://www.agreetrust.org/resource-centre/practice-guidelines/
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# Comment Disposition 

50, + family history 
 
No evidence provided to support screening for those at risk of BE (white race, male sex) and 
evidence to support other alarm symptoms also not provided. No change made to guidance 
recommendation.   

3 Katz, P.O., Gerson, L.B., & Vela, M.F. (2013). Guidelines for the 
Diagnosis and Management of Gastroesophageal Reflux Disease. 
American Journal of Gastroenterology, 108, 308-328. doi: 
10.1038/ajg.2012.444 

 

 

Rated poor quality by CEbP 

Recommendations pertinent to this guidance include the following: 

“Upper endoscopy is not required in the presence of typical GERD symptoms. Endoscopy is 
recommended in the presence of alarm symptoms and for screening of patients at high risk 
for complications. Repeat endoscopy is not indicated in patients without Barrett’s esophagus 
in the absence of new symptoms.” 
 
Alarm symptoms are specified as dysphagia, but not otherwise described. Those at high risk 
for complications are likewise not defined.  
 
 “Upper endoscopy should be performed in refractory patients with typical or dyspeptic 
symptoms principally to exclude non-GERD etiologies.” 
 
Definition of refractory not provided, but author notes that poor compliance and 
inappropriate dosing are significant factors in lack of response to PPI and should be corrected 
first. Eight week course of PPIs is recommended as initial treatment.  
 
“Upper endoscopy is not recommended as a means to establish a diagnosis of GERD-related 
asthma, chronic cough, or laryngitis.” 
 
Coverage guidance recommendation revised to recommend against coverage of repeat 
endoscopy in the absence of significant new symptoms or presence of BE.  
 

4 Talley, N.J., Vakil, N., & the Practice Parameters Committee of the 
American College of Gastroenterology. (2005). Guidelines for the 
Management of Dyspepsia. American Journal of Gastroenterology, 100, 
2324-2337. doi: 10.1111/j.1572-0241.2005.00225.x 

 

 

Rated poor quality by CEbP 

Recommendations pertinent to this guidance include the following: 

Patients with dyspepsia should undergo EGD if they are > 55 or have alarm symptoms, 
defined as: 

 Bleeding or anemia 

 Early satiety 

 Unexplained weight loss > 10% of body weight 

 Progressive dysphagia or odynophagia 
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# Comment Disposition 

 Persistent vomiting 

 Personal or family history of esophagogastric malignancy 

 History of peptic ulcer 

 Lymphadenopathy 

 Abdominal mass 

Repeat EGD is not recommended unless completely new symptoms or alarm features 
develop. 

 

Use of antisecretory therapy can mask a cancer at endoscopy, but does not appear to alter 
the outcome.  

 

Refractory GERD not defined, but recommendation is for initial 4-8 week course of PPI.  

 

Coverage guidance recommendation revised to recommend against coverage of repeat 
endoscopy in the absence of significant new symptoms or presence of BE.  

5 Kahrilas, P.J., Shaheen, N.J., Vaezi, M.F., Hiltz, S.W., Black, E., Modlin, 
I.M., et al. (2008). American Gastroenterological Association medical 
position statement on the management of gastroesophageal reflux 
disease.  Gastroenterology, 135(4), 1383-1391, 1391.e1-5. 

 

 

Rated good quality by CEbP 

Recommendations pertinent to this guidance include the following: 

 
How Do Antisecretory Therapies Compare in Efficacy and Under What Circumstances 
Might One Be Preferable to Another? What Is an Acceptable Upper Limit of Empirical 
Therapy in Patients With Suspected Typical Esophageal GERD Syndromes Before 
Performing Esophagogastroduodenoscopy? 
PPIs are recommended for initial empiric treatment (Grade A). Authors state “Patients whose 
heartburn has not adequately responded to twice-daily PPI therapy should be considered 
treatment failures, making that a reasonable upper limit for empirical therapy.” However, 
length of initial trial of PPIs is not specified.  
 
What Is the Role and Priority of Diagnostic Tests (Endoscopy With or Without Biopsy, 
Esophageal Manometry, Ambulatory pH Monitoring, Impedance-pH Monitoring) in the 
Evaluation of Patients With Suspected Esophageal GERD Syndromes?  
Grade B: recommended with fair evidence that it improves important outcomes 

I. Endoscopy with biopsy for patients with an esophageal GERD syndrome with 
troublesome dysphagia.  

II. Endoscopy to evaluate patients with a suspected esophageal GERD syndrome 
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# Comment Disposition 

who have not responded to an empirical trial of twice-daily PPI therapy.  
 

Grade Insuff: no recommendation, insufficient evidence to recommend for or against 
I. Using alarm symptoms (other than troublesome dysphagia) as a screening tool 

to identify patients with GERD at risk for esophageal adenocarcinoma. 
 

Does GERD Progress in Severity, Such That Symptomatic Patients Without Esophagitis 
Develop Esophagitis and Barrett’s Metaplasia, or Are These Distinct Disease Manifestations 
That Do Not Exist Along a Continuum? If Patients Do Progress, at What Rate Does This 
Occur, and Does It Warrant Endoscopic Monitoring? 
 
Grade D: recommend against, fair evidence that it is ineffective or harms outweigh benefits 
I. Routine endoscopy in subjects with erosive or nonerosive reflux disease to assess for 
disease progression. 
 
What Is the Role of Endoscopy in Longterm Management of Patients With GERD, and Under 
What Circumstances Should Mucosal Biopsy Specimens Be Obtained When Endoscopy Is 
Performed? 
Grade B: recommended with fair evidence that it improves important outcomes 
I. Endoscopy with biopsy for patients with an esophageal GERD syndrome with troublesome 
dysphagia.  
Grade Insuff: no recommendation, insufficient evidence to recommend for or against 
I. Routine upper endoscopy in the setting of chronic GERD symptoms to diminish the risk of 
death from esophageal cancer. 
II. Endoscopic screening for Barrett’s esophagus and dysplasia in adults 50 years or older with 
>5–10 years of heartburn to reduce mortality from esophageal adenocarcinoma. 
 
Coverage guidance recommendation revised to recommend against coverage of repeat 
endoscopy in the absence of significant new symptoms or presence of BE.  

6 American Society for Gastrointestinal Endoscopy. (2012). The role of 
endoscopy in Barrett’s esophagus and other premalignant conditions of 
the esophagus. Gastrointestinal Endoscopy, 76(6), 1087-1094. 

 

 

Recommendations pertinent to this guidance include the following: 
1. Endoscopic screening for BE can be considered in select patients with multiple risk factors 

for Barrett’s esophagus  (BE) and esophageal adenocarcinoma (EAC), but patients should 
be informed that there is insufficient evidence to affirm that this practice prevents cancer 
or prolongs life. 

Risk factors are defined as male sex, white race, age > 50, + family history, increased duration 
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Rated poor quality by CEbP of reflux symptoms, smoking and obesity.  
2. We recommend no further endoscopic screening for BE after a screening examination 

with negative findings. 
 
 Coverage guidance recommendation revised to recommend against coverage of repeat 
endoscopy in the absence of significant new symptoms or presence of BE.  
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VbBS Recommendations:  

1) Add ICD-9 719.85 (Other specified disorders of joint, pelvic region and thigh) and 
718.05 (Articular cartilage disorder, pelvic region and thigh)  to Line 384 
RHEUMATOID ARTHRITIS, OSTEOARTHRITIS, OSTEOCHONDRITIS 
DISSECANS, AND ASEPTIC NECROSIS OF BONE   

a. For the ICD-10 Prioritized List, add M24.15x (Other articular cartilage 
disorders, hip) and M25.85x (Other specified joint disorders, hip) to line 
384 

2) Keep 719.85/M25.85x and 718.05/M24.15x on line 550 DEFORMITIES OF 
UPPER BODY AND ALL LIMBS 

1) Add CPT 29914 [Arthroscopy, hip, surgical; with femoroplasty (ie, treatment of 
cam lesion)], 29915 [Arthroscopy, hip, surgical; with acetabuloplasty (ie, 
treatment of pincer lesion)], and 29916 (Arthroscopy, hip, surgical; with labral 
repair) to line 384 

2) Advise DMAP to remove 29914-29916 from the Excluded List 
3) Adopt the following guideline for line 384: 

 
 
GUIDELINE NOTE XXX FEMOROACETABULAR IMPINGEMENT SYNDROME 
Line 384 
ICD-9 719.85 (Other specified disorders of joint, pelvic region and thigh)/ICD-10 
M25.85x (Other specified joint disorders, hip), ICD-9 718.05 (Articular cartilage disorder, 
pelvic region and thigh)/ICD-10 M24.15x (Other articular cartilage disorders, hip) and 
CPT codes 29914-29916 (Arthroscopy, hip, surgical) are included on line 384 only for 
the diagnosis and treatment of femoroacetabular impingement syndrome.   
 
Surgery for femoroacetabular impingement syndrome is included on this line only for 
patients who meet all of the following criteria:  

1) Adult patients who are younger than 55 years of age, or adolescent patients 
who are skeletally mature with documented closure of growth plates; and 

2) Other sources of pain have been ruled out (e.g., lumbar spine pathology, SI 
joint dysfunction, sports hernia); and 

3) Pain unresponsive to physical therapy and other non-surgical management 
and conservative treatments (e.g., restricted activity, cortisone injections, 
nonsteroidal anti-inflammatory drugs) of at least three months duration, or 
conservative therapy is contraindicated; and 

4) Moderate-to-severe persistent hip or groin pain that significantly limits activity 
and is worsened by flexion activities (e.g., squatting or prolonged sitting); and 

5) Positive impingement sign (i.e., sudden pain on 90 degree hip flexion with 
adduction and internal rotation or extension and external rotation); and 

6) Radiographic confirmation of FAI (e.g., pistol-grip deformity, alpha angle 
greater than 50 degrees, coxa profunda, and/or acetabular retroversion); and 

7) Do not have advanced osteoarthritis (i.e., Tönnis* grade 2 or 3) and/or severe 
cartilage damage (i.e., Outerbridge* grade III or IV). 



 

 1 

HEALTH EVIDENCE REVIEW COMMISSION (HERC)

COVERAGE GUIDANCE: HIP SURGERY PROCEDURES FOR 
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HERC COVERAGE GUIDANCE 

Surgery for femoroacetabular impingement (FAI) syndrome is recommended (strong 
recommendation) for coverage in patients who meet all of the following criteria:  

 Adult patients who are younger than 55 years of age, or adolescent patients who are 
skeletally mature with documented closure of growth plates; and 

 Other sources of pain have been ruled out (e.g., lumbar spine pathology, SI joint 
dysfunction, sports hernia); and 

 Pain unresponsive to physical therapy and other non-surgical management and 
conservative treatments (e.g., restricted activity, cortisone injections, nonsteroidal anti-
inflammatory drugs) of at least three months duration, or conservative therapy is 
contraindicated; and 

 Moderate-to-severe persistent hip or groin pain that significantly limits activity and is 
worsened by flexion activities (e.g., squatting or prolonged sitting); and 

 Positive impingement sign (i.e., sudden pain on 90 degree hip flexion with adduction and 
internal rotation or extension and external rotation); and 

 Radiographic confirmation of FAI morphology (e.g., pistol-grip deformity, alpha angle 
greater than 50 degrees, coxa profunda, and/or acetabular retroversion); and 

 Do not have advanced osteoarthritis (i.e., Tönnis* grade 2 or 3) or severe cartilage 
damage (i.e., Outerbridge* grade III or IV). 

*See Appendix D for description of Tönnis and Outerbridge grading systems. 

Note: Definitions for strength of recommendation are provided in Appendix A GRADE Element 
Description 

RATIONALE FOR GUIDANCE DEVELOPMENT 

The HERC selects topics for guideline development or technology assessment based 
on the following principles: 

 Represents a significant burden of disease 
 Represents important uncertainty with regard to efficacy or harms 
 Represents important variation or controversy in clinical care 
 Represents high costs, significant economic impact  
 Topic is of high public interest 

Coverage guidance development follows to translate the evidence review to a policy 
decision. Coverage guidance may be based on an evidence-based guideline developed 
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by the Evidence-based Guideline Subcommittee or a health technology assessment 
developed by the Heath Technology Assessment Subcommittee. In addition, coverage 
guidance may utilize an existing evidence report produced by one of HERC’s trusted 
sources, generally within the last three years. 

EVIDENCE SOURCES 

Washington State Health Care Authority Health Technology Assessment Program. 
(2011). Hip surgery procedures for treatment of femoroacetabular impingement 
syndrome: Health technology assessment. Retrieved from 
http://www.hta.hca.wa.gov/fai.html  

National Institute for Health and Clinical Excellence. (2011a). Interventional Procedure 
Guidance 403: Open femoro-acetabular surgery for hip impingement syndrome. 
London: National Institute for Health and Clinical Excellence. Retrieved from 
http://guidance.nice.org.uk/IPG403 

National Institute for Health and Clinical Excellence. (2011b). Interventional Procedure 
Guidance 408: Arthroscopic femoro-acetabular surgery for hip impingement syndrome. 
London: National Institute for Health and Clinical Excellence. Retrieved from 
http://guidance.nice.org.uk/IPG408  

National Institute for Health and Clinical Excellence. (2011c). Interventional procedure 
overview of open femoro-acetabular surgery for hip impingement syndrome. London: 
National Institute for Health and Clinical Excellence. Retrieved from 
http://guidance.nice.org.uk/IPG403  

National Institute for Health and Clinical Excellence. (2011d). Interventional procedure 
overview of arthroscopic femoro-acetabular surgery for hip impingement syndrome. 
London: National Institute for Health and Clinical Excellence. Retrieved from 
http://guidance.nice.org.uk/IPG408  

The summary of evidence in this document is derived directly from this evidence 
sources, and portions are extracted verbatim.  

SUMMARY OF EVIDENCE 

 Clinical Background 

Femoroacetabular impingement (FAI) syndrome is a recently recognized diagnosis in 
primarily younger individuals where relatively minor abnormalities in the joint (orientation 
or morphology) are thought to cause friction/impingement and pain. It is theorized that 
FAI starts the breakdown of cartilage, leading to osteoarthritis. There are two types of 
FAI: cam impingement (non-spherical femoral head or abnormality at the head-neck 

http://www.hta.hca.wa.gov/fai.html
http://guidance.nice.org.uk/IPG403
http://guidance.nice.org.uk/IPG408
http://guidance.nice.org.uk/IPG403
http://guidance.nice.org.uk/IPG408
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junction) and pincer impingement (deep or retroverted acetabulum resulting in 
overcoverage of the femoral head). Proponents believe that surgical correction of the 
impinging deformities will alleviate the symptoms and retard the progression of 
osteoarthritis degeneration. Surgery to correct FAI includes arthroscopy, open 
dislocation of the hip and arthroscopy combined with a mini-open approach. The 
purpose of the surgery is to remove abnormal outgrowths of bone and damaged 
cartilage, and to reshape the femoral neck to ensure that there is sufficient clearance 
between the rim of the acetabulum and the neck of the femur. The causes of hip pain, 
the natural history of FAI and its relationship to osteoarthritis are unclear, and the case 
definition and selection criterion of patients for this procedure is uncertain. Furthermore, 
questions remain about the efficacy and effectiveness, safety and cost effectiveness of 
hip surgery for FAI. 

 Evidence Review 

The evidence review addressed questions concerning case definition, evaluation of 
treatment outcomes, effectiveness and safety of hip surgery for FAI. To address the 
question of case definition, the most consistent case definition of FAI (cam or mixed) 
includes hip/groin pain, positive clinical impingement test, and an α-angle >50-55º. 
There is no evidence that the diagnosis of FAI can be obtained from clinical exam. One 
clinical test, the impingement sign, had a positive and negative predictive value of 86% 
and 79% in one study where the prevalence of FAI was 50%; however, in another 
study, the interobserver reliability of the impingement sign was only moderate. Even 
though the α-angle showed moderate to high interobserver reliability in several studies, 
it had poor diagnostic value in identifying FAI. Other imaging tests assessing 
abnormalities of the femur and acetabulum had variable degrees of reliability, but no 
others were tested for diagnostic validity. 

Regarding outcome measures to evaluate the effectiveness of hip surgery for FAI, 
seven hip outcome measures were commonly used in the FAI patient population, but 
only three have undergone psychometric analysis in FAI (Hip Outcome Score, German 
version [HOS-D] and the modified Western Ontario and McMaster Universities Arthritis 
Index [M-WOMAC] or young hip-pain patients Nonarthritic Hip Score [NAHS]). 
Reliability was inadequately tested for all three instruments. The minimal clinically 
important difference was defined in only one measure, the HOS-D, and found to be 9 
points for the activities of daily living subscale and 6 points for the sports subscale in 
FAI patients. 

Regarding the efficacy of hip surgery for FAI, there are no randomized controlled trials 
(RCTs) available to assess the short- or long-term efficacy of FAI surgery compared 
with no surgery. Comparative evidence for this condition is limited to one retrospective 
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cohort study comparing FAI surgery to conservative treatment, and four retrospective 
studies comparing various surgical treatments.  

The only study to compare FAI surgery to no surgery included 17 patients (22 hips) who 
underwent three different treatments: nonoperative care with physiotherapy and anti-
inflammatory medications, arthroscopy or open dislocation, and total hip replacement 
(THA). There were nine patients (10 hips) in the nonoperative group, six patients (eight 
hips) in the FAI surgery group, and two patients (four hips) in the THA group. The 
authors gave no indication of how these patients were selected or how many patients 
overall may have been eligible for the study; they simply stated that radiographic 
findings of osseous bump deformities on the anterolateral head-neck junction were 
found in all patients along with typical symptoms of FAI. They did, however, admit that 
the treatment received was based according to clinical and radiographic findings and 
MRI, thus acknowledging the potential of confounding by indication. Those with 
moderate clinical symptoms but morphological signs of degenerative destruction of the 
hip joints underwent nonoperative treatment. Those with labral defects but only minor 
cartilage destruction on MRI underwent FAI surgery. The two patients who received 
THA did so as a result of having severe signs of osteoarthritis on radiographs. The 
authors provide no information regarding the patient selection process or loss to follow-
up. There was no description of baseline characteristics apart from the mean age of 
patients. With respect to age, there were potentially important differences in ages of the 
patients among the three treatment groups. Only pain and return to work/sports are 
reported at final follow-up, with patients in the conservative group showing the poorest 
results overall: none were pain free at final follow-up compared with 100% of the 
patients in both surgical groups. Only 67% had returned to their previous work or sports 
level again compared with 100% of the patients in both surgical groups. It is difficult to 
draw any conclusions from this study as the patient groups compared were clearly 
different in many characteristics. 

Of the other four cohort studies, two compared labral debridement with labral fixation, 
and two compared arthroscopic debridement and osteoplasty with athroscopic 
debridement alone. Overall, none of these studies demonstrate that one specific 
treatment results in better outcomes than another (surgery versus no surgery, labral 
debridement versus refixation, osteoplasty versus no osteoplasty).  Several case series 
report improvement in pain, patient reported and clinician reported hip outcome scores, 
patient satisfaction and return to normal activities following FAI surgery. However, 
whether this improvement is a result of the surgery, or the postoperative rehabilitation, 
or the change in activity subsequent to the surgery or placebo is not known. 
Approximately 8% of patients diagnosed with FAI who undergo surgery in published 
series go on to have a total hip arthroplasty within 3 years. There are no data available 
to assess long-term effectiveness of FAI surgery compared with no surgery. There are 
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no data yet published to test the hypothesis that FAI surgery prevents or delays hip 
osteoarthritis or the need for total hip arthroplasty. 

Regarding the safety of hip surgery for FAI, the risk of reoperation (other than 
conversion to THA) occurred in 4% (arthroscopy and open dislocation) and 9% of the 
patients (mini-open). There was only one reported head-neck fracture (0.1%) and no 
reports of AVN, osteonecrosis or trochanteric nonunion. Heterotopic ossification 
occurred in 2% to 3% of those receiving arthroscopy or mini-open, and 6% in those 
receiving open dislocation. Neurological complications (nerve palsy, paresthesia, and 
neuropraxia) were rare in those receiving arthroscopy or open dislocation; however, 
they occurred in 22% of 258 hips undergoing a mini-open procedure. Most were 
transient in nature. 

[Evidence Source]  

The National Institute for Clinical Excellence issued interventional procedure guidances 
on arthroscopic and open surgery for FAI in September and July 2011, respectively. 
Both guidances state that current evidence on the efficacy of arthroscopic or open 
femoro–acetabular surgery for hip impingement syndrome is adequate in terms of 
symptom relief in the short and medium term. With regard to safety, there are well 
recognized complications. Therefore this procedure may be used provided that normal 
arrangements are in place for clinical governance, consent and audit with local review of 
outcomes. They have established a registry to track long term outcomes of these 
procedures.  

The literature review conducted to inform the NICE guidance consisted of one non-
randomized controlled study and seven case series for the open procedure, and three 
non-randomized controlled studies, five case series and one case report for the 
arthroscopic procedure. The reviews report the following regarding the evidence base: 

 Little or no controlled data are available comparing the procedure with other 
interventions or against natural history.  

 A range of outcome assessment scales are used; validation of these scales is 
often not reported.  

 The description of hip impingement pathology/lesions is not well defined in all 
studies.   

 The intervention required is usually individualized to each patient, making 
comparison between studies difficult.  

Study quality is generally poor, with little prospective data collection in case series. 

[NICE IPG 403, NICE IPG408]  

http://www.hta.hca.wa.gov/fai.html
http://guidance.nice.org.uk/IPG403
http://guidance.nice.org.uk/IPG408
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 Evidence Summary 

The most consistent case definition of FAI (cam or mixed) includes hip/groin pain, 
positive clinical impingement test, and an α-angle >50-55º; the predictive value of the 
impingement test ranges from 79 to 86%, while the α-angle has poor diagnostic value. 
Seven hip outcome measures are commonly used in the FAI patient population, but 
only three have undergone psychometric analysis in FAI, and reliability has been 
inadequately tested for all three. There are no data available to assess the short- or 
long-term efficacy of FAI surgery compared with no surgery, and no evidence that one 
specific treatment results in better outcomes than another. Regarding safety, the risk of 
reoperation (other than conversion to THA) is 4% to 9%, and heterotopic ossification 
occurs in 2% to 6% of patients, while neurological complications occur in up to 22% of 
patients.  

After reviewing the available evidence including the lack of RCTs comparing FAI 
surgery to conservative care, as well as non-RCT comparative data demonstrating non-
superiority of surgery, the WA HTA Clinical Committee concluded that the evidence was 
insufficient to recommend coverage of the procedure. The National Institute for Clinical 
Excellence has issued a guidance allowing for use of both arthroscopic and open 
procedures, despite a poor quality evidence base. They have established a registry to 
track long term outcomes.
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GRADE-INFORMED FRAMEWORK 

The HERC develops recommendations by using the concepts of the Grading of Recommendations Assessment, 
Development and Evaluation (GRADE) system. GRADE is a transparent and structured process for developing and 
presenting evidence and for carrying out the steps involved in developing recommendations. There are four elements that 
determine the strength of a recommendation, as listed in the table below. The HERC reviews the evidence and makes an 
assessment of each element, which in turn is used to develop the recommendations presented in the coverage guidance 
box. Balance between desirable and undesirable effects, and quality of evidence, are derived from the evidence 
presented in this document, while estimated relative costs, values and preferences are assessments of the HERC 
members. 
Indication Balance between 

desirable and 
undesirable effects 

Quality of 
evidence* 

Resource 
Allocation 

Values and 
preferences 

Coverage Recommendation 

Surgery 
for FAI 
after 
failure of 
conservati
ve 
managem
ent, 
including 
physical 
therapy 

Unclear 
Case control series 
suggest benefit but 

have high risk of 
bias. There is some 

risk of adverse 
effects from surgery. 

Very low Unknown at this 
time. Surgical 
intervention is 
generally more 

costly than 
conservative care 
in the short term. 

However a 
successful 

surgery may 
prevent disability-

related costs.  

Low variability. 
Younger patients 
would generally 

want to avoid total 
hip replacement if 
there are effective 

alternatives. 
Patient preferences 

make a future 
controlled trial for 

this service 
unlikely. 

Surgery for femoroacetabular impingement 
syndrome is recommended for coverage (strong 

recommendation) 

*The Quality of Evidence rating was assigned by the primary evidence source, not the HERC Subcommittee  
Note: GRADE framework elements are described in Appendix A 
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POLICY LANDSCAPE 

No quality measures were identified when searching the National Quality Measures 
Clearinghouse. 

COMMITTEE DELIBERATIONS – HTAS 

In its review of public comment, the HTAS elected to make a strong recommendation for 
coverage for FAI surgery for selected patients despite insufficient evidence of 
effectiveness. This decision resulted from a discussion of the guidance development 
framework in which the subcommittee found no alternative effective treatments for 
patients who have met the criteria described in the recommended draft coverage 
guidance language. Based on this pathway the subcommittee found that there was 
similar or less risk with than no treatment. The subcommittee also found that treatment 
is prevalent and that further research is not reasonable at this time as it would be 
difficult to recruit patients. Based on expert input and information from other payers, the 
subcommittee adopted coverage criteria to restrict the procedure to patients who have 
failed conservative therapy. 

COMMITTEE DELIBERATIONS – VBBS 

At its meeting 10/10/2013 the VbBS reviewed the draft coverage guidance and 
recommended changes to the prioritized list, adding codes and a guideline note based 
on this coverage guidance to the prioritized list. 

COMMITTEE DELIBERATIONS – HERC 

 

 

  

Coverage guidance is prepared by the Health Evidence Review Commission (HERC), HERC staff, and 
subcommittee members. The evidence summary is prepared by the Center for Evidence-based Policy at Oregon 
Health & Science University (the Center). This document is intended to guide public and private purchasers in 
Oregon in making informed decisions about health care services.  

The Center is not engaged in rendering any clinical, legal, business or other professional advice. The statements 
in this document do not represent official policy positions of the Center. Researchers involved in preparing this 
document have no affiliations or financial involvement that conflict with material presented in this document. 

http://www.qualitymeasures.ahrq.gov/
http://www.qualitymeasures.ahrq.gov/
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Appendix A. GRADE Element Descriptions 
Element Description 
Balance between 
desirable and 
undesirable 
effects 

The larger the difference between the desirable and undesirable effects, the 
higher the likelihood that a strong recommendation is warranted. The 
narrower the gradient, the higher the likelihood that a weak recommendation 
is warranted 

Quality of 
evidence 

The higher the quality of evidence, the higher the likelihood that a strong 
recommendation is warranted 

Resource 
allocation 

The higher the costs of an intervention—that is, the greater the resources 
consumed—the lower the likelihood that a strong recommendation is 
warranted 

Values and 
preferences 

The more values and preferences vary, or the greater the uncertainty in 
values and preferences, the higher the likelihood that a weak 
recommendation is warranted 

 
Strong recommendation 
In Favor: The subcommittee is confident that the desirable effects of adherence to a 
recommendation outweigh the undesirable effects, considering the quality of evidence, cost and 
resource allocation, and values and preferences. 
Against: The subcommittee is confident that the undesirable effects of adherence to a 
recommendation outweigh the desirable effects, considering the quality of evidence, cost and 
resource allocation, and values and preferences. 

Weak recommendation 
In Favor: the subcommittee concludes that the desirable effects of adherence to a 
recommendation probably outweigh the undesirable effects, considering the quality of evidence, 
cost and resource allocation, and values and preferences, but is not confident.  
Against: the subcommittee concludes that the undesirable effects of adherence to a 
recommendation probably outweigh the desirable effects, considering the quality of evidence, 
cost and resource allocation, and values and preferences, but is not confident.  

Quality of evidence across studies for the treatment/outcome 

High = Further research is very unlikely to change our confidence in the estimate of effect. 

Moderate = Further research is likely to have an important impact on our confidence in the 
estimate of effect and may change the estimate. 

Low = Further research is very likely to have an important impact on our confidence in the 
estimate of effect and is likely to change the estimate. 

Very low = Any estimate of effect is very uncertain.  
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Appendix B. Applicable Codes 

 Note: Inclusion on this list does not guarantee coverage 

 

CODES DESCRIPTION 
ICD-9 Diagnosis Codes 
715-715.9 Osteoarthritis 
718.05 Articular cartilage disorder, pelvic region  
718.45 Contracture of joint, pelvic region and thigh 
718.65 Unspecified intrapelvic protrusion acetabulum, pelvic region and thigh 
718.85 Other joint derangement, not elsewhere classified 
718.95 Unspecified derangement of joint 
719.45 Pain in joint, pelvic region and thigh 
719.55 Stiffness of joint, not elsewhere classified, pelvic region and thigh 
719.7 Difficulty in walking 
719.85 Other specified disorders of join, pelvic region and thigh 
719.95 Unspecified disorder of joint, pelvic region and thigh 
736.30 Acquired deformities of hip, unspecified deformity 
736.39 Acquired deformities of hip, other  
ICD-9 Volume 3 (Procedure Codes) 
80.15 Other Arthrotomy, Hip 
80.25 Arthroscopy, Hip 
80.45 Division Of Joint Capsule, Ligament, Or Cartilage; Hip 
81.40 Repair Of Hip, Not Elsewhere Classified 
CPT Codes 
29914 Arthroscopy, hip, surgical; with femoroplasty (i.e., treatment of cam lesion) 

29915 Arthroscopy, hip, surgical; with acetabuloplasty (i.e., treatment of pincer 
lesion)  

29916 Arthroscopy, hip, surgical; with labral repair 
HCPCS Level II Codes 
None 
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Appendix C. HERC Guidance Development Framework 

Surgery for FAI Syndrome  

Level of Evidence

Sufficient Insufficient 
or Mixed

Similar 
effectiveness

Less 
effective

Alternative effective treatment(s) 
available/accessible

No

Treatment risk compared to  
no treatment

Similar 
or less More

Treatment is prevalent

NoYes

HERC Guidance Development Framework Decision Point Priorities
1. Level of evidence
2. Effectiveness & alternative treatments
3. Harms and risk
4. Cost
5. Prevalence of treatment
6. Clinical research study is reasonable

Clinical research study 
is reasonable1

NoYes

1Clinical research study is reasonable when failure to perform the procedure in question is not 
likely to result in death or serious disability; or in a situation where there is a high risk of 
death, there is no good clinical evidence to suggest that the procedure will change that risk.

Treatment risk compared to 
alt. treatment(s)

Similar 
or More

Less

I II

A B

BA

1 2

1
1

2
2

a b

i ii

Effectiveness compared to alt. treatment(s) 
(clinically significant improvement in outcomes)

More 
effective 

FINAL 1/10/2013

a b

Ineffective 
or harm exceeds 

benefit

Effective

No alt. treatment(s) 
available/accessible

Ineffective 
or harm exceeds 

benefit

Refer to HERC Guidance Development Framework Principles for additional considerations

3 14 2

a
b b

aa
b

i ii iii

Do not 
recommend 

(weak)
Recommend 

(strong)

Do not 
recommend 

(strong)

Recommend 
(weak)

Do not 
recommend 

(strong)

Do not 
recommend 

(strong)

Do not 
recommend 

(strong)

Recommend 
(strong)

Do not 
recommend 

(strong)

Do not 
recommend 

(strong)

Recommend 
(strong)

Recommend 
(weak)

Do not 
recommend 

(weak)

Do not 
recommend 

(strong)

Do not 
recommend 

(strong)

Do not 
recommend 

(strong)

Do not 
recommend 

(weak)

Recommend 
(strong)

Cost
Cost

Similar 
or less

Similar 
or less

MoreMore

Treatment risk 
compared to alt. 

treatment(s)

Treatment risk 
compared to alt. 

treatment(s)

Treatment risk 
compared to alt. 

treatment(s)

Similar or 
less

Similar or 
more LessMore

Similar or 
less

More

Yes

Cost

Similar 
or more

Less

 Center for Evidence-based Policy
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Appendix D. Grading Systems 
 

 
Tonnis Classification of Osteoarthritis by Radiographic Changes 
 
Grade 0: No signs of osteoarthritis (OA) 
Grade 1: Increased sclerosis of femoral head or acetabulum, slight joint space narrowing 
or slight slipping of joint margin, no or slight loss of head sphericity 
Grade 2: Small cysts in femoral head or acetabulum, moderate joint space narrowing, 
moderate loss of head sphericity 
Grade 3: Large cysts, severe joint space narrowing or obliteration of joint space, severe 
deformity of the head, avascular necrosis 
 
 
Outerbridge grades include the following: 
 
Grade 0: Normal 
Grade I: Cartilage with softening and swelling 
Grade II: Partial-thickness defect with fissures on the surface that do not reach 
subchondral bone or exceed 1.5 cm in diameter 
Grade III: Fissuring to the level of subchondral bone in an area with a diameter more than 1.5 cm 
Grade IV: Exposed subchondral bone head 
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Public Comments 
Ident. # Comment Disposition 

A 1 Thank you for the opportunity to comment on the draft guidance regarding hip surgery procedures 
for Femoroacetabular Impingement Syndrome (FAI). The American Association of Orthopaedic 
Surgeons (AAOS) represents 98% of the orthopaedic surgeons practicing in the United States, 368 of 
whom practice in Oregon. Orthopaedic surgeons are the preeminent physicians providing medical 
treatment of musculoskeletal conditions and disease. 

The AAOS firmly supports the incorporation of evidence into clinical practice, and is actively involved 
in developing and promoting Evidence Based Clinical Practice Guidelines for a number of 
musculoskeletal conditions. However, the AAOS opposes the proposed “no coverage” determination 
put forth by the Health Evidence Review Commission (HERC), because we do not believe this decision 
is consistent with evidence showing that surgery is a cost-effective treatment for the management of 
FAI Syndrome. Surgical treatment of FAI for symptomatic patients with ongoing disability issues can 
provide long- lasting symptom relief and allows these patients to return to work or other desired 
activities, reducing FAI’s economic burden on society. 

Thank you for this information. 

A 2 The American Medical Association (AMA) concluded that FAI surgery is clinically effective; granting 
three Category 1 CPT codes effective January 2011. One criterion for granting Category 1 CPT codes is 
that “the clinical efficacy of the service/procedure is well established and documented in U.S. peer 
reviewed literature.” The AAOS believes that if a service or procedure has a Category I CPT code, it is 
not experimental or investigational. Therefore, payers should not deny reimbursement for these 
services and procedures when they are medically necessary.  When payers do otherwise, they 
threaten the health of the public and unjustifiably interfere with the physician/patient relationship. 

The existence of a Category I CPT code is not sufficient 
evidence of effectiveness.  

A 3 All national U.S. commercial insurers and Medicare cover FAI surgery because it has been shown to 
be clinically effective. Since 2008, six independent systematic reviews of FAI surgery have concluded 
that published evidence supports its safety and effectiveness. 

The HTAS is aware of this, but does not reach its 
conclusions based on the decisions of other payers. 
References not provided.  

A 4 More than 40 peer-reviewed publications for symptomatic FAI using arthroscopic, open, or a 
combination of these surgical approaches report that patients’ symptoms are relieved and they are 
able to return to their normal activity levels. 

References not provided. HTAS is unaware of any studies 
that were not included in the WA HTA report that are not 
case series. Case series are highly susceptible to bias and a 
lower quality type of evidence. However, given the large 
volume of studies with favorable results, and the 
likelihood of significant delay in conducting a RCT, HTAS 
has recommended coverage of surgical correction.  

Relates to discussion question #1 
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Ident. # Comment Disposition 

A 5 In July 2011, the National Institute for Health and Clinical Excellence in the United Kingdom stated in 
published guidance on open and arthroscopic FAI surgery, that current evidence of the efficacy of the 
procedures is adequate for the relief of associated symptoms. 

HTAS is aware of the NICE guidance and it is included in 
the coverage guidance document. Their guidance 
acknowledges little or no controlled data comparing the 
procedure with other interventions or natural history. The 
structure of healthcare delivery in the UK allows them to 
create a registry to track outcomes. HTAS has elected a 
similar recommendation, despite the inability to require 
the use of a registry.  

Relates to discussion question #1 

A 6 The AAOS once gain urges the Committee to revise its coverage guidance on hip surgery procedures 
for Femoroacetabular Impingement Syndrome (FAI) to be consistent with the other evidence-based 
coverage determinations and provide access to this safe, effective, and cost-effective treatment to 
Oregon’s public employees and Oregon Health Plan participants. 

Thank you for your consideration of these comments. Please do not hesitate to contact AAOS if we 
can be of further assistance. 

 

HTAS has recommended coverage of surgical correction of 
FAI syndrome.  

 

B 7 Smith & Nephew, Inc. is a global medical technology business specializing in Endoscopy, Orthopedics 
and Wound Management. We comment on the draft coverage guidance for surgery for 
Femoroacetabular Impingement (FAI) posted June 27, 2013. 

FAI understanding is evolving. Recognition of FAI as a disorder is a process in evolution. About 70 
percent of all the literature on FAI has been published in 2010 or later. (Figure 1) Unrecognized, 
and/or inappropriately managed symptomatic FAI can lead to inefficient and wasteful use of medical 
resources.

1
 

Thank you for taking the time to comment. HTAS is aware 
that a large volume of literature has been published since 
the date of the WA HTA report, but is unaware of any 
study type other than case series or retrospective cohort 
studies that were not included in that review (see 
comment #4). Despite this fact, given the large volume of 
studies with favorable results, and the likelihood of 
significant delay in conducting a RCT, HTAS has  
recommended coverage of surgical correction of FAI 
syndrome. 
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Ident. # Comment Disposition 

 
B 8 Pre-operative diagnosis. Contrary to the Health Technology Assessment published by Washington 

State, FAI can reasonably be diagnosed with high probability.
1-4

 
 Refs #1 and 2 were published before the date of the 

WA HTA report (last search date June 2011). The HTAS 
bases their guidance documents on reviews of the 
literature that utilize the highest standards of evidence 
based medicine. Studies are included or excluded 
based on transparent, reproducible criteria; therefore 
the HTAS does not investigate individual studies. The 
HTAS assumes that the conclusions reached by the 
authors of these reviews weigh all the available 
evidence in accordance with the principles of evidence 
based medicine, and does not attempt to re-review the 
entire body of evidence to reach its own conclusions. 

 Ref #3 is a SR of arthroscopic treatment of FAI. Authors 
report “We found that there was great inconsistency 
among the indications for arthroscopic management of 
FAI. Clinical and radiographic indices remain largely 
unvalidated.” 

 Ref #4 is a SR of treatment of FAI using open surgical 
dislocation. Authors state: “In short, there were major 
inconsistencies in the reported clinical and radiographic 
criteria used to indicate surgery among the 15 studies 
reviewed.” and “These results showed that that there 
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Ident. # Comment Disposition 

was an inconsistency between the clinical and 
radiographic indications for surgical hip dislocation as a 
treatment for femoroacetabular impingement.” 

 Both of these reviews appear to contradict the 
commenter’s statement.  

B 9 Risk of delaying treatment for FAI. 

A recent evaluation of 561 consecutive hip arthroscopy patients (574 procedures: labral tear, 60.8%; 
FAI, 22.6%; condylar lesions, 16.6%) evaluated three patient segments by duration of symptoms: less 
than six months, six months to three years and over three years. Repeat arthroscopy on the same 
side or revision were more common in patients with delayed surgery

5
 (Figure 2).  

 

This is a consecutive case series that compares outcomes 
based on length of symptoms. From abstract, unclear 
what kinds of baseline differences existed between 
groups, and whether they were controlled for.  

Relates to discussion question #4 

B 10 Philippon et.al. reported professional hockey players who delayed surgery beyond one year after 
acute injury were significantly slower in returning to sport.

6
 Patients without access to joint 

preservation surgery who have unremitting symptomatic FAI may be left with total hip replacement 
as the only next step alternative. 

The citation was published before the date of the WA HTA 
report (last search date June 2011) (see comment #8).    

B 11 Diagnostic recognition. The American Medical Association concluded FAI surgery was clinically 
effective and granted three Category Level 1 CPT codes effective January 2011.  

See comment #2 

B 12 The United Kingdom’s National Institute for Health and Clinical Excellence (NICE) released guidance in 
September 2011 and July 2011, respectively, on arthroscopic and open surgery for FAI stating 
published evidence is adequate that surgery in symptomatic patients results in short- and medium-
term benefits. 

7,8
 

See comment #5 

B 13 Health technology appraisals from all national commercial insurers recommend coverage in patients No TA available on the TEC website. Citation is a medical 
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with symptoms and documented inability to participate in desired activities. Regence Blue Cross/Blue 
Shield covering Oregon, completed and published a Health Technology Assessment of FAI surgery in 
February 2013 and recommends it as “medically necessary to debride the bone when specific criteria 
are met.”

9
 

coverage policy from BCBS, not a TA. Evidence review 
methods not specified and quality of review unknown. 
Evidence in the policy is summarized as follows:   

• Not all patients with FAI morphology will have FAI 
pathology.  

• There is a high association between FAI pathology and 
idiopathic osteoarthritis, but this may represent a small 
proportion of the total cases of hip osteoarthritis.  

• Patients may present with hip pain that can be 
diagnosed as FAI by a combination of clinical 
evaluation, radiographs, and MR arthrography.  

• In cases in which there is a positive impingement test 
result, anterosuperior labral or acetabular damage 
identified on MR arthrography and a pistol-grip 
morphology identified on imaging, there is a very high 
probability that the acetabular damage is caused by 
impingement of the femoral head-neck junction against 
the acetabular rim. FAI can be verified intraoperatively.  

• Repair of the labrum alone can improve symptoms in 
the short term. It is reasonable to expect that 
debridement/osteoplasty of the bump or bone spur 
would reduce continued abrasion in the long term. 
Some studies, albeit of low quality, support this view.  

• Treatment of FAI is most effective in younger patients 
without osteoarthritis (Tonnis grade 0 or I) or severe 
cartilage damage. Although osteoarthritis can be 
identified with plain film radiographs, articular damage 
is not always identified with current imaging 
techniques.  

• There is a high probability that symptoms in patients 
with osteoarthritis (Tonnis grade II or III, or joint space 
of less than 2 mm) or severe cartilage damage 
(Outerbridge grade IV) will not improve following 
osteoplasty. These patients may require THA for 
progressing pain within 5 years.  
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• In large case series, arthroscopic treatment of FAI in 
young to middle-age patients without osteoarthritis 
and showing mild to moderate cartilage damage results 
in 75% to 85% of patients improved.  

• Smaller case series suggest that open treatment of FAI 
in young to middle-age patients with moderate to 
severe cartilage damage results in 50% to 70% of 
patients improved. Non-union has been reported to 
occur in 27% of patients following the transection of 
the great trochanter with hip dislocation.  

 
The literature is uncertain with respect to the following:  
• It is not known whether arthroscopic or open 

approaches result in better net health outcomes when 
patients are matched for severity of FAI morphology 
and articular cartilage damage.  

• It is not known which patients with FAI morphology are 
most likely to progress to osteoarthritis. The 
progression of pincer impingement with damage 
initially restricted to the labrum may follow a different 
time course than cam-type impingement.  

• It is not known whether treatment of FAI will reduce 
the occurrence of osteoarthritis.  

 

HTAS has recommended coverage of surgical correction of 
FAI syndrome with medical necessity criteria.  

 

Relates to discussion question #6 

B 14 Conservative management is ineffective. 

A just published systematic review reports, “Outcomes of operative treatment of femoroacetabular 
impingement are significantly better than nonsurgical management.”

10
 Non-surgical treatment of 

symptomatic FAI does not provide permanent symptom relief, may require permanent lifestyle 
modification and fails to allow patients to return to desired activity levels. 

6;11-28
 

 Ref #10 (Harris 2013) is a SR that includes 29 studies, 
overall quality score was poor. All study types with a 
minimum 2 year FU were eligible for inclusion. 83% 
were case series, total N=2369. While the author 
reports statistics to support the superiority of operative 
over non-operative treatment, there was only one 
study of non-operative management, which was a case 
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series with n=37. No direct comparative evidence is 
reported. 

 Ref #6, 11-25 and 27 were published before the date of 
the WA HTA review (see comment #8).  

 Ref #26 is a case series of 23 patients evaluating the 
use of a specific hip distractor in the OR rather than a 
traction table.  

 Ref #28 is a retrospective case series of 47 high level 
athletes who underwent arthroscopic treatment of FAI. 
There was a 30% loss to follow up. The evaluable 
patients had significant improvements in pain (17/100 
points) and function (12/100 points) scores (generally 
accepted minimum clinically important difference for 
HHS is 10).    

Relates to discussion question #2 

B 15 Surgery relieves symptoms and allows patients to return to activity. 

Over 46 peer-reviewed publications for symptomatic FAI using arthroscopic, open or a combination 
of these surgeries report patients’ symptoms are relieved and the majority of patients are capable of 
returning to their previous level of activity.

6;11-13;15-21;23;26-62
 There are no unfavorable reports. 

Arthroscopic surgery for FAI was associated with the lowest overall risk of complications. 

Among these publications, 21 reports with collectively over 1300 patients document favorable 
surgical outcomes in 75 to 100 percent of symptomatic FAI patients who had failed non-surgical 
management comprised of medication, reduced activity and physical therapy or rehabilitation 
programs lasting up to and over one-year. Typical patients have been able to return to recreational 
and work activities within months and professional athletes have had their careers extended.

6;11-15;17-

23;26-28;45;53;55;58;61
 

Minimum Clinically Important Difference (MCID) has not 
been defined according to the WA HTA report for either 
mHHS or NASH.  

 Refs #6-23, 27, 29-52 and 56 were published before the 
date of the WA HTA review (see comment #8).  

 For Ref #26 and 28, see comment #14.  

 Ref #53 is another case series of 200 athletes, median 
improvement in MHHS was 20 points.  

 Ref #54 is a retrospective cohort study comparing 
labral repair with labral resection, and reported more 
improvement in those undergoing labral repair.  

 Ref #55 is a case series of 100 treated arthroscopically, 
median improvement was 21 points.  

 Ref #57 is a case series of 120 treated with minimally 
invasive anterolateral approach. Mean improvement in 
non-arthritis hip score (NASH) was 32 points.  

 Ref #58 is a case series of 44 athletic patients treated 
with the mini-open approach. Mean HHS improved 24 
points.  
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 Ref #59 is case series of 185/233 hips with 5 year FU 
treated with surgical hip dislocation. 82% were satisfied 
with the surgery. 14 hips underwent THA or major 
revision.  

 Ref #60 is SR that includes 31 studies of “generally low 
methodologic quality” and concludes “arthroscopy, 
open surgery and arthroscopic surgery followed by 
mini open surgery are comparable for functional 
results, biomechanics, and return to sport. 
Debridement and osteoplasty provide better results 
than debridement only. Significantly improved 
outcomes have been recorded in patients undergoing 
labral refixation than resection.”  

 Ref #61 is case series of 60 patients < age 17. Mean 
improvement in MHHS was 34. 13% required a second 
surgery for adhesions.  

 Ref #62 is a case series of 153 patients > age 50. 20% 
required THA (time period not clear).  

 HTAS has recommended coverage of surgical 
correction of FAI syndrome.  

 
Relates to discussion question #1 

B 16 Since 2008, seven independent systematic reviews of FAI surgery for symptomatic patients each 
concluded that published evidence support its safety and effectiveness.

10;63-68 
Additional favorable 

reports have subsequently been published.
17;28;53;54;57-62

 

• For Ref #10, see comment #14. 
• Ref #17 and 63-68 were published before the date of 

the WA HTA report (see comment #8).  
• For Refs #28, 53, 54 and 57-62, see comment #15.  

B 17 FAI surgery is reported to be cost-effective. 

In a cost-effectiveness analysis
69

 based upon best available data for patients with symptomatic FAI, 
observation or arthroscopic repair followed by hip replacement is compared to an endpoint of 
delaying total hip replacement surgery. FAI surgery was determined to be very cost-effective by the 
definition of cost-effectiveness used by the World Health Organization. It was more likely to 
demonstrate value in patients with limited pre-existing osteoarthritis or if progression to end-stage 
osteoarthritis is delayed. 

Ref #69 is a CEA that reports an ICER of $21,700 assuming 
a 3 year benefit of arthroscopy and no impact of 
treatment on natural history (no delay of progression to 
OA).   

Relates to discussion question #5 

B 18 FAI surgery is right for patients with unremitting symptomatic FAI. All referenced citations were published before the date of 
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FAI may be asymptomatic in many patients and all patients with FAI may not progress to 
osteoarthritis in the short-term. Additionally, outcomes are less favorable in the presence of 
preexisting advanced osteoarthritis of the affected hip.

6;11;20;29;30;46;70;71
 

the WA HTA report (see comment #8). 

 

B 19 HERC solicited orthopedic expert Dr. Andrea Herzka to review the evidence. She stated on the Expert 
Review Form submitted April 22, 2013, “…parameters for medical necessity must be established to 
allow this population to receive the current standard of care for FAI which is arthroscopic 
intervention.” 

The strong recommendation your guidance proposes to not cover FAI surgery is contrary to the 
conclusions from the best available evidence, your expert reviewer, Medicare and commercial 
insurers. Failure to cover hip surgeries for FAI will prevent patients who are suffering from chronic 
pain and disability from access to a surgery unanimously found reasonable, safe, effective and 
medically necessary. Patients with unremitting pain from symptomatic FAI and no hip preservation 
surgery option may ultimately seek hip replacement, a more costly alternative. We urge you to act in 
the best interest of your patients and cover FAI surgery in symptomatic patients meeting appropriate 
criteria. 

HTAS is aware of Dr. Herzka’s opinion, as she has provided 
both oral and written testimony to the committee on two 
occasions.  

 HTAS has recommended coverage of surgical correction 
of FAI syndrome.  

C 20 The Arthroscopy Association of North America (AANA) is an Accredited Council for Continuing 
Medical Education approved organization which exists to promote, encourage, support and foster, 
through continuing medical education functions, the development and dissemination of knowledge 
in the discipline of surgery. This is done to improve upon the diagnosis and treatment of diseases and 
injuries of the musculoskeletal system to enhance the lives our patients. AANA has 3691 members 
across the United States, Canada and Mexico dedicated to this mission.  We are recognized 
internationally as leaders in teaching the management of musculoskeletal disease states and have 
been using evidence based methodologies to support that teaching for over 30 years. We welcome 
the recent trend toward more evidence based practice that the Oregon Health Authority has 
adopted.  AANA works closely with the American Academy of Orthopedic Surgeons in formulating 
Clinical Practice Guidelines and Appropriate Use Criteria to assist orthopedic surgeons in providing 
treatment recommendation that incorporate the best available evidence in the medical literature. 

Thank you for your comment and your interest in 
evidence based practice.  

C 21 The recent recommendation published for comment by the Health Technology Assessment 
Subcommittee (HTAS) of the Oregon State Health Evidence Review Commission (HERC) on the 
surgical treatment of femoroacetabular impingement (FAI) troubles us.  We believe it violates the 
tenets of evidence based medicine and the currently recognized standard of care for patients with 
symptomatic FAI in the Oregon medical community as well as nationally. 

Evidence based medicine seeks to improve patient care by  1) using clinical expertise, 2) searching 
the scientific literature for the best available studies to evaluate and compare treatments, and 3) 

Ref #1 also states “It is when asking questions about 
therapy that we should try to avoid the non-experimental 
approaches, since these routinely lead to false positive 
conclusions about efficacy. Because the randomized trial, 
and especially the systematic review of several 
randomized trials, is so much more likely to inform us and 
so much less likely to mislead us, it has become the "gold 
standard" for judging whether a treatment does more 
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include patient values and preferences in recommending therapies.
1
 The HERC has severely limited 

the inclusion of all the medical evidence that supports the surgical treatment of FAI, discounted 
expert clinical opinion, and not included at all the aspect of patient preferences in its strong 
recommendation against coverage for these procedures. 

good than harm.” 
Relates to discussion question #1 

C 22 There are only two evidence sources cited for the recommendation; the Washington State 
Healthcare Authority Technology Assessment 

2
 and the National Institute for Health and Clinical 

Excellence (NICE)
3
 both from 2011. The WSCH HTA severely circumscribed evidence synthesis rules to 

favor randomized clinical trials (RCT) as demonstration of procedure efficacy. This methodology 
ignores the over 40 peer-reviewed case-controlled and case series publications demonstrating 
improved outcomes from FAI surgery in symptomatic patients that this young, active population of 
patients experiences when conservative care fails. By stressing RCTs as the only measure of clinical 
efficacy, the HERC does not allow for a true assessment of the surgical literature as it exists today, 
limiting patient access to important therapies. 

 

The WA HTA report is a full systematic review. It is unclear 
what the commenter means by “WSCH HTA severely 
circumscribed evidence synthesis rules to favor 
randomized clinical trials (RCT) as demonstration of 
procedure efficacy.” The tenets of evidence-based 
medicine are clear that, in general, RCTs are required to 
draw valid conclusions, because to do otherwise results in 
significant propensity for bias. Indeed, nearly all Cochrane 
reviews limit their inclusion criteria to RCTs. However, 
given the large volume of studies with favorable results, 
and the likelihood of significant delay in conducting a RCT, 
HTAS has recommended coverage of surgical correction.  

Relates to discussion question #1 

C 23 The NICE report actually states, “Current evidence on the efficacy of femoro–acetabular surgery for 
hip impingement syndrome is adequate in terms of symptom relief in the short and medium term.” 

3 

The NICE recommendation cited does not justify a strong recommendation against covering these 
procedures.  

See comment #5  

Relates to discussion question #1 

C 24 A recent high quality review of the surgical treatment of FAI not included in the HTAS review states, 
“Outcomes of operative treatment of femoroacetabular impingement are significantly better than 
nonsurgical management. Surgical treatment significantly improves outcomes, with no consistent 
significant differences exhibited between open and arthroscopic techniques. Open surgical 
dislocation has significantly greater reoperation and complication rates vs. mini-open and 
arthroscopic techniques. Outcomes of labral refixation are significantly better than debridement in 
patients with labral injuries.”

4
 

This is the same SR (Harris 2013) previously addressed in 
comment #14.  

Relates to discussion question #2 

Relates to discussion question #6 

C 25 As recognized experts in the treatment of these conditions, the members of AANA consider the 
surgical treatment of symptomatic FAI to be the standard of care

5
 for those patients that fail the 

conservative management of these conditions. The HTAS recommendation against coverage violates 
this standard and places these patients at unnecessary risk of further pain, disability and potentially 
irreversible joint destruction.

6,7 
Since FAI surgery is recognized as a standard, there is no clinical 

equipose
8
 to support conducting  RCTs. Indeed, “If the clinician knows, or has good reason to believe, 

HTAS disagrees that there is no clinical equipoise, 
however, given the large volume of studies with favorable 
results, and the likelihood of significant delay in 
conducting a RCT, HTAS has recommended coverage of 
surgical correction.  
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that a new therapy (A) is better than another therapy (B), he cannot participate in a comparative trial 
of Therapy A versus Therapy B. Ethically, the clinician is obligated to give Therapy A to each new 
patient with a need for one of these therapies.”

9
 

Relates to discussion question #3 

Relates to discussion question #4 

C 26 Lastly, Medicare and private insurers do cover surgery for FAI 
10

. To deny coverage to patients for 
these procedures who are covered by Oregon State creates a potential treatment disparity for the 
poor and minority patients served by state programs such as Medicaid. 

HTAS is aware of the coverage policies of other payers 
(see comment #3). 

C 27 Evidence based methodologies are necessary to help improve patient care and make treatment more 
consistent with the current state of medical knowledge. It is important to have experts examine 
guidelines to offer necessary insight concerning their relevance and veracity. The members of AANA 
hope that you will reconsider your coverage decision to avoid the standard of care and treatment 
disparity issues we have described. We would be happy to advise the HERC on further guidelines 
concerning musculoskeletal healthcare to improve the care that all the citizens of Oregon deserve. 

 HTAS has recommended coverage of surgical correction 
of FAI syndrome.  

 

D 28 The proposed draft for coverage for FAI is outdated and flawed. The literature used to create this 
draft comprised of articles published prior to 2011. More recent citations that I provided to the 
committee have not yet been incorporated into this guideline. Although the level of evidence of 
many outcome studies is level IV, their cumulative value is powerful.  The safety and efficacy of hip 
arthroscopy for FAI associated non arthritic hip pain is well established. 

None of the evidence previously submitted provides 
direct comparison between operative and non-operative 
management. However, given the large volume of studies 
with favorable results, and the likelihood of significant 
delay in conducting a RCT, HTAS has recommended 
coverage of surgical correction.  

 

Relates to discussion question #1 

D 29 A specific example of the inaccuracy of the proposed draft is the statement that there is no evidence 
to support one surgical treatment over another when Dr. Larson, Dr. Philippon and Dr. Ganz have 
both published that labral preservation results in significantly improved outcomes.  As the expert on 
FAI for the state of Oregon, I cited several articles relevant to this guideline and published since the 
Washington State Health Care Authority Health Technology Assessment Program recommendation in 
early 2011.  

Several cohort studies were provided previously that 
suggest differences in efficacy based on surgical 
technique, as reported in the Harris SR (see comment 
#14). The WA HTA report concludes the there is no 
evidence that one specific treatment, including surgical 
approach, results in better outcomes. HTAS does not 
believe the evidence is strong enough at the time to limit 
coverage of the procedure to one particular technique.  

D 30 I provided a powerpoint presentation and strongly encouraged the subcommittee to create a 
category for medical necessity that would allow for coverage for this disabled patient population 
after failed conservative treatment and when all other criteria for medical necessity have been met. 
This is an effective way to allow disabled patients to have access to newer technologies when there 
are no known alternative treatment options. 

 HTAS has recommended coverage of surgical correction 
of FAI syndrome with medical necessity criteria.  

 

Relates to discussion question #6 

D 31 The authors also state that proponents of surgery for FAI “believe that surgical correction of the Thank you for this clarification regarding the current 
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impinging deformities will alleviate the symptoms and retard the progression of osteoarthritis 
degeneration.”  This is incorrect. The current literature supports surgical intervention for patients 
with symptomatic FAI refractory to conservative treatment. The surgical goal is pain reduction and 
improved function. These outcomes measures have been successfully reproduced and documented 
in short and midterm outcome studies. The safety and efficacy of surgical intervention for FAI is very 
well documented. In patients with refractory non-arthritic hip pain due to FAI related chondrolabral 
care surgical intervention is the current standard of care. 

We are hopeful that long term data will also demonstrate a change in the natural history and 
retardation of arthritic progression, but at this time this data remains unknown. For this reason, FAI 
surgery is not indicated as a prophylactic surgery in individuals without significant disability and pain. 
The uncertainty of the natural history or the impact of surgery on arthritic progression is irrelevant to 
this guidance recommendation. This outcome measure can not be known for several years, but the 
efficacy of pain reduction and improved function and level of activity are outcome measures that are 
well documented in short and mid term outcome studies. 

indications for surgical intervention. 

D 32 The algorithm used by the commission is incorrect. Under “alternative effective treatments 
available” the committee chooses “yes.’ 

I am unaware of any alternative effective treatment options for FAI related non arthritic hip pain in 
patients refractory to conservative treatment. 

My patients have all failed a combination of physical therapy, massage, steroid injections, 
acupuncture, chiropractic care, heat, ice, NSAIDS, and at times opiates prior to surgical intervention. 

Thank you for providing your opinion on this matter.  

HTAS agrees that this service should be covered only for 
those who have failed all other treatment options.  

Relates to discussion question #2 

D 33 Nonarthritic hip pain associated with FAI can be debilitating. Many young patients are unable to 
walk, sit or perform their job duties. When conservative treatment fails in this patient population, 
surgical intervention becomes a matter of medical necessity. BCBS, aetna, Tricare, healthnet, 
lifewise, MODA, pacificsource, cigna, and providence insurance carriers have all updated their 
coverage guidelines for FAI based on the literature to cover surgery when “medical necessity” criteria 
are met. Although these criteria differ very slightly from one another, they are conceptually identical.  
The Washington State Health Care Authority Health Technology Assessment Program is the only 
group of reviewers to determine a non-coverage guideline and this was based on literature through 
the latter part of 2010. It is the only review to date that denies its patients of the current standard of 
care for the treatment of FAI. 

HTAS is aware of the coverage policies of other payers 
(see comment #3). 

Relates to discussion question #4 

D 34 The data for FAI supports the following progression through the current HERC algorithm. 

Alternative treatment avail?- NO 

Treatment risk compared to no treatment- similar or less (difficult to quantify chronic pain and loss 
of function, weight gain due to inactivity and the cost of unemployment, obesity, depression and 

HTAS agrees and has changed its recommendation for 
coverage. 

Relates to discussion question #3 

Relates to discussion question #4 
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chronic pain) but the minor known risks of FAI surgery seem to outweigh the consequences of 
untreated pain 

Treatment is prevalent- YES – covered by all commercial insurance carriers and performed in every 
European country, Canada, Mexico, and Brazil, Korea, and Japan. 

Clinical research study is reasonable- NO 

D 35 Patients who have already failed months of PT and activity modification should not be subjected to 
further lack of intervention. The orthopedic surgery societies are all in agreement that denial of 
surgical intervention after failed conservative treatment is not ethical given the profound disability 
that these patients suffer. 

HTAS has recommended coverage of surgical correction of 
FAI syndrome with medical necessity criteria.  

Relates to discussion question #3 

D 36 Certainly research to better understand the efficacy of conservative treatment of FAI is warranted. 
Those patients who have not trialed any conservative therapy should be studied, but unfortunately, 
this population might not be well represented in the orthopedic literature because the majority of 
patients who present to my office have already failed a course of PT and are desperate for pain relief. 
The primary care and/or physical therapy providers will likely need to conduct this type of study since 
they are likely treating patients with FAI associated pathology successfully with PT. Those patients 
rarely make it to my office and their exclusion creates a bias. In addition, patients successfully treated 
with PT often cancel follow up since they are improved. 

Finding a primary care practice with a high enough volume of FAI patients with hip pain to study 
prospectively is a huge hurdle to research. Capturing this patient population is extremely difficult and 
we will never know how many patients with mild pain self treat successfully with activity 
modification. 

Thank you for clarifying that FAI can be treated 
conservatively with PT. HTAS has recommended coverage 
of surgical correction of FAI syndrome after failure of a 
trial of PT and other conservative management.  

 

Relates to discussion question #2 

Relates to discussion question #3 

 

D 37 Prospective evaluation of conservative treatment of FAI is challenging for the reasons explained 
above. For this reason, I have recommended that the subcommittee uses the algorithm to make a 
strong “yes” recommendation for the surgical treatment of FAI associated non arthritic hip pain in 
patients with symptoms refractory to conservative treatment. 

Those few patients whom I see in my office who have not trialed a formal course of PT with 
avoidance of flexion and focus on strengthening are treated initially with this conservative care. If 
treatment fails after 3-6 months, then surgery is recommended. It is my experience that a minority of 
patients are successfully managed without surgery, and that increased activity level/athleticism and 
younger age are associated with high failure rate of conservative care. 

Lastly, the subcommittee wanted to know how patients with this condition have been managed 
historically prior to this intervention. Many patients had to live with “a bum wheel.” They could no 
longer go for a walk with friends, sit or stand at their jobs, or have sex without severe pain. These 
patients were often told “there was nothing wrong” because their X-rays did not demonstrate 

Thank you for providing your opinion on this matter. 

HTAS has recommended coverage of surgical correction of 
FAI syndrome with medical necessity criteria.  

 

Relates to discussion question #2 
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arthritis and nobody could explain this elusive groin pain. These patients lived with chronic pain and 
fear of hip rotation and flexion. Without an explanation for their pain they likely suffered both 
physically and emotionally. 

D 38 Dr. Ganz, the first surgeon to describe FAI came to this concept after performing hundreds of hip 
replacements in young patients with premature advanced arthritis and years of preceding pain with 
similarly misshapen hips. This finding guided his philosophy that this abnormal morphology caused 
painful injuries to the cartilage and labrum in the hip joint and led to eventual arthritis: thus, the 
introduction of the concept of FAI. 

Thank you for this information.  
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Appendix A: Discussion Questions & Relevant Comments  

(Used to guide discussion during 9/23/13 HTAS Meeting) 

1. Is the very low quality evidence sufficient to recommend coverage? 

NICE and Washington HTA differed on the sufficiency of the evidence, with NICE finding it weak but sufficient for coverage with a registry. 
Many commenters believe case series evidence to be sufficient. See comments (4, 5, 15, 21, 22, 23, 28) 

2. Are alternative effective treatments available/accessible for persons with FAI? 

Expert comment indicates physical therapy is sufficient for some (but not all) patients with FAI-related hip pain, but no evidence was 
reviewed regarding the effectiveness of physical therapy or other nonsurgical alternatives for those who do not benefit from physical 
therapy. See comments (14, 24, 32, 36, 37) 

3. Is conducting a higher-quality study reasonable despite prevalence of treatment? 

Expert testimony is that a randomized trial is not reasonable due to prevalence of the treatment. See comments (25, 34, 35, 36) 

4. What is the risk compared to alternative/no treatment? 

Commenters describe risk of significant disability for patients who fail to benefit from physical therapy and do not have FAI surgery. 
However, surgery includes some risk of complications. See comments (9, 25, 33, 34) 

5. How do cost, along with patient values and preferences, affect the subcommittee’s decision after reviewing the evidence? 

Commenters cite the disabling nature of this condition, and its effects on younger patients which could result in high costs to society and 
patient preference for surgery. See comments (17) 

6. If the subcommittee chooses to recommend coverage, what are the appropriate indications for surgery? Should the subcommittee 
recommend coverage for resection and repair, or just repair? 

See comments (13, 24, 29) 

7. Comments Designated for HTAS Discussion 

See comments (6, 13, 15, 19, 21, 27, 30, 31, 32, 34, 37) 
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MINUTES 
 

Evidence-based Guidelines Subcommittee 
 

Meridian Park Room 
Community Health Education Center, Room 117 B&C 

19300 SW 65th Avenue, Tualatin, OR 97062 
November 7, 2013 
2:00pm - 5:00pm 

 
 
Members Present: Wiley Chan, MD, Chair; Steve Marks, MD, Vice-Chair; Beth 
Westbrook, PsyD; John Sattenspiel, MD; MPH; Bob Joondeph, JD; Eric Stecker, MD. 
 
Members Absent: Leda Garside, RN, Vern Saboe, DC; Som Saha, MD. 
 
Staff Present: Darren Coffman; Cat Livingston, MD, MPH; Jason Gingerich. 
  
Also Attending: Alison Little, MD and Shannon Vandegriff (CEBP); Denise Taray 
(DMAP); Keith Cheng (Trillium Family Services); Shanna Beatty (MedImmune); Paul 
Terdal (Autism Speaks); Geri Auerback (Kaiser Permanente); Christie and Eric Riehl; 
Chris Gray (Lund Report); Brian Nieubuurt (OHA); Brenna Legard; Jenny Fischer 
(ORABA); Scott Fournier; Eric Larsson (Lovaas Institute, HERC ad hoc expert); 
Katharine Zuckerman, MD (OHSU, HERC ad hoc expert); Anna Dvortcsak, private 
practice speech therapist  
 
Roll Call/Minutes Approval/Staff Report  
 
The meeting was called to order at 2:00 pm and roll was called. Minutes from the 
September 12 EbGS meeting were reviewed and approved.  Motion approved 6-0. 
 
Livingston reported on the October 10 VbBS and HERC meetings. VbBS reviewed the 
ADHD coverage guidance and associated guideline in October, as the guideline had 
been inadvertently omitted from the packet in August. The VbBS also reviewed the 
prenatal genetic testing guidance and approved a corresponding guideline for the 
Prioritized List after brief discussion. Both of these coverage guidances will now be 
reviewed by HERC. 

 
ACTION: HERC staff will post the approved September minutes on the website as 
soon as possible.  

 
 
 Topic: Evidence Evaluation: Applied Behavior Analysis for Autism Spectrum 

Disorder 
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Discussion: Livingston explained some updates to the evidence evaluation that 
have been made or are recommended.  Staff will update the evidence summary 
so that new evidence from Maglione 2012 is included in the summary conclusion, 
stating that there is some evidence for Early Intensive Behavioral Interventions 
(EIBI) and other types of interventions. In addition, she drew the subcommittee’s 
attention to a table Dr. Little added to the evidence evaluation, summarizing the 
key components of the studies from the Warren report. 
 
Chan then introduced Drs. Larsson and Zuckerman, who are serving as the 
HERC’s appointed ad hoc experts for this topic. Dr. Eric Fombonne has also 
been appointed as an ad hoc expert but could not attend the meeting.  
 
Dr. Larsson provided a general overview of ABA and autism spectrum disorder. 
He noted that EIBI are aimed at actually allowing a child to regain normal 
developmental function. Other more focused interventions are used when EIBI 
has failed or is not appropriate, with the goal of addressing a social or 
communications deficit, or eliminating problematic behaviors like self-harm. This 
latter group includes older children for whom focused ABA may reduce the need 
for residential care.  He also emphasized the need for a periodic assessment. He 
recommended a focused assessment every six months using a standardized 
tool, and that children not benefiting from treatment after six months be provided 
other care options. He said that the assessment needs to be reimbursed. Without 
reimbursement he said that evaluation may be skipped and could lead to 
continuation of costly treatment which does not benefit the child. Multiple 
standardized tools are available. 
 
Dr. Zuckerman introduced herself as a general pediatrician who does research 
on health disparities related to autism care. She said that the condition can be 
diagnosed before age 2 but the average age of diagnosis in the United States is 
5, and is over 7 years old for children of African-American or Hispanic 
backgrounds. Minority children tend to receive less treatment focused on core 
symptoms and fewer hours per week of treatment. She said most parents who 
are informed will seek ABA treatment, which makes conducting a randomized 
controlled trial very difficult.  She also noted that the Oregon Health Authority is 
already investing in early diagnosis for autism spectrum disorder by including 
developmental screening (which includes screening for autism) as a core CCO 
metric. More children will be diagnosed early, but unless coverage changes there 
will be no additional access to ABA services. 

 
The subcommittee then began discussion of a number of questions submitted to 
staff by email since the September meeting.  The first discussed parent vs. 
provider-based training. Chan summarized the discussion, saying that it appears 
that parent involvement is important and that the ability of the parents to 
participate in treatment varies widely. Group therapy was deemed appropriate for 
some patients (but not all).  
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In discussing the subcommittee question regarding which outcomes are most 
important, Chan referred the committee to Dr. Larsson’s and Dr. Fombonne 
written answers from the meeting packet. The subcommittee concluded that most 
of the outcomes are intermediate, but that looking at intermediate outcomes is 
common in the medical literature as well.  
 
The subcommittee discussed the appropriate level of detail for the recommended 
duration and intensity of treatment. There was no clear limits elucidated by the 
evidence and parameters could be provided as the result of this committee or by 
the Value-based Benefits Subcommittee or other implementers. 
 
Public Testimony: 
 
Chan then opened the floor for public comments. 
 
Keith Chang introduced himself as the Chief Medical Officer of Trillium Family 
Services. He also provides direct care to patients with autism in his work at 
OHSU and is also the parent of a child with autism spectrum disorder. Trillium 
was approached by a private insurer to develop an autism program. He provided 
an overview of a program provided by a Trillium partner organization with 
experience in Southern California. The program included varying levels of service 
based on a child’s needs and reported high rates of success in reducing problem 
behaviors and increasing skills. He said that if you intervene early you hopefully 
won’t have to spend so much on residential care later on in the person’s life. 
 
Christie Riehl provided some written testimony about her daughter’s ABA 
treatment, which was provided to reduce severe self-injurious behavior starting at 
the age of 14. She showed video footage of her child before and after treatment 
and said that the treatment benefited her child and reduced the amount of care 
required. She asked the subcommittee to consider that older children can benefit 
from ABA if they have moderate to severe autism. 
 
Paul Terdal testified, representing Autism Speaks. He said has two children with 
autism. He addressed the issues of operationalization, directing the 
subcommittee to the standards outlined in Senate Bill 365, Section 2.  He asked 
the subcommittee to consider a strong recommendation based on the HERC 
Coverage Guidance Development Framework. In addition he asked that 
coverage be extended for older children. Very few older patients will need 
intensive ABA, but there will be some, such as Riehl’s daughter. He argued that 
a clinical study is reasonable if failure to treat will not result in death or serious 
disability. He said that the failure to treat that child could have resulted in death 
and certainly resulted in disability. Rather than going forward with the current 
draft, he suggested asking the ad hoc experts to write a new draft. 
 
Anna Dvortcsak testified that she is a speech/language pathologist who works 
with children with autism and trains professionals on ABA interventions. She said 
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ABA is a continuum of interventions. She recommended the subcommittee 
review a report from the National Professional Developmental Center as well as 
the National Standards Report. These include an intensive review, including 
recommendations on intensity of treatment. She cited a study saying that care for 
the average child with autism has a cost of about $3.2 million over a lifetime, and 
that with early intervention we can reduce those costs by 65 percent. She is 
aware of limitations in the research. She said that it’s not reasonable to have a 
control group which doesn’t receive intervention because of ethical concerns. In 
addition, a control when the child is in the community is not possible because 
parents seek this treatment on their own even though they are in the control arm 
of a study. 
 
Coffman invited the members of the public who testified to provide additional 
comments in writing during the public comment period. 
 
Summary Recommendations: 
 
The subcommittee then discussed several points regarding the summary 
recommendations. For children aged 12 and under, despite weak evidence, the 
subcommittee voted 5-1 to change the recommendation to strong, with Marks 
opposed. Staff will edit the first paragraph at subcommittee request, leaving in 
the statement that the evidence is weak but making a strong recommendation for 
coverage. 
 
Stecker asked why the GRADE table shows preferences as moderately variable 
when a state law has been passed to mandate coverage. After discussion and 
testimony from Zuckerman, the subcommittee voted 6-0 to change it to low 
variability. 
 
Sattenspiel asked about the limiting of coverage to that initiated before a certain 
age, but no specific cutoff was identified in the evidence. After discussion, the 
subcommittee removed the language requiring initiation of therapy at a certain 
age from the draft. 
 
Discussion turned to coverage for children over the age of 12. Zuckerman noted 
that due to disparities in age at diagnosis, such a limit might prevent some 
children from receiving treatment, but acknowledged that the gap is narrowing as 
the Oregon Health Plan has made screening a priority. Larsson said that the 
more intensive interventions are not studied in this age group because the field of 
ABA does not recommend them. He said there is evidence for effectiveness of 
more focused treatment in this population. After discussion, the subcommittee 
voted 5-1 (Joondeph opposed) not to change the staff recommendations, but 
some members expressed openness to reviewing evidence that would support 
focused ABA for this population.  
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The subcommittee agreed to keep the suggested language describing the range 
of intensity and duration described in the evidence without making a specific 
coverage recommendation, and left in the strong recommendation that parent 
and caregiver involvement and training be included. 
 
Livingston asked about the language regarding an evaluation every six months. 
After discussion the subcommittee voted 5-1 (Marks opposed) to keep the 
recommendation on evaluation as presented and to make it a strong 
recommendation. 
 
The subcommittee voted 6-0 to post the evaluation of evidence for a 30-day 
public comment. The summary recommendation will be posted as modified 
during the meeting and is shown in Appendix A. 
 

 
Next meeting: The next meeting is scheduled for Thursday, February 6, 2014 at 
2:00 p.m. The meeting was adjourned at 5:00 p.m. 
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Appendix A: Summary conclusions to be posted for public comment 
 
Applied behavior analysis (ABA), including early intensive behavioral intervention (EIBI), is 
recommended for coverage1 for treatment of autism spectrum disorder2 in children ages 2-12 
(strong recommendation).  

Rationale: This strength of recommendation was based on sufficient (but low quality) 
evidence and expert input, including testimony on parent/caregiver values and 
preferences.   
 

Parent/caregiver involvement and training is recommended to be a component of treatment 
(strong recommendation).  

Rationale: Evidence and expert input indicated that parental involvement in ABA is a key 
part of effective treatment.   
 

Initial coverage should be provided for up to six months. Ongoing coverage should be based on 
demonstrated progress towards meaningful objectives using a standardized, multimodal 
assessment, no more frequently than every six months (strong recommendation).   

Rationale: Ensuring that patients are making meaningful progress is important to ensure 
quality outcomes and effective use of resources. The six month assessment was chosen 
based on expert input to allow for sufficient time for progress while not being 
burdensome to providers and plans. 
 

In studies showing benefit, interventions ranged from less than two to 40 hours per week and 
had a duration of 10 weeks to three years. No specific minimum duration or intensity has been 
determined to be required for efficacy. 
 
ABA is not recommended for coverage for treatment of autism spectrum disorder in persons 
over the age of 12 (weak recommendation).  

Rationale: The evidence suggests that ABA is most effective when administered at 
younger ages, and there is insufficient evidence to support ABA treatment at older ages. 

 
Note: The evidence for the treatment of conditions comorbid with autism spectrum disorder is 
beyond the scope of this evidence summary. 

                                                           
1 These conclusions apply to the Oregon Health Plan as governed by the Prioritized List of Health 

Services and to no other health plan. 
2 Autism spectrum disorder should be diagnosed by a qualified health care professional according to 

DSM-5 criteria. 
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Coverage Guidance 

For HERC review and approval: 

• Prenatal Genetic Testing 



3 Center for Evidence-based Policy 

Prenatal Genetic Testing 

Draft HERC Coverage Guidance (Part 1) 

The following are recommended for coverage (weak 
recommendation): 

• Genetic counseling for high risk women who have family 
history of inheritable disorder or carrier state, ultrasound 
abnormality, previous pregnancy with aneuploidy, or elevated 
risk of neural tube defect 

• Genetic counseling  prior to CVS, amniocentesis, microarray 
testing, Fragile X, and spinal muscular atrophy screening   

• Validated questionnaire to assess genetic risk in all pregnant 
women 

• Screening high risk ethnic groups for hemoglobinopathies 
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Prenatal Genetic Testing 

Draft HERC Coverage Guidance (Part 2) 

The following are recommended for coverage (weak recommendation): 

• Screening for aneuploidy with any of five screening strategies [first 
trimester (nuchal translucency, beta-HCG and PAPP-A), integrated, 
serum integrated, stepwise sequential, and contingency] 

• Ultrasound for structural anomalies between 18 and 20 weeks 
gestation 

• CVS or amniocentesis for a positive aneuploidy screen, maternal age 
>34, fetal structural anomalies, family history of inheritable 
chromosomal disorder or elevated risk of neural tube defect.  

• Array CGH when major fetal congenital anomalies apparent on 
imaging, and karyotype is normal 
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Prenatal Genetic Testing 

Draft HERC Coverage Guidance (Part 3) 

The following are recommended for coverage (weak 
recommendation): 

• FISH testing only if karyotyping is not possible due a need for 
rapid turnaround for reasons of reproductive decision-making 
(i.e. at 22w4d gestation or beyond)  

• Screening for Tay-Sachs carrier status in high risk populations. 
First step is hex A, and then additional DNA analysis in 
individuals with ambiguous Hex A test results, suspected 
variant form of TSD or suspected pseudodeficiency of Hex A 

• Screening for cystic fibrosis carrier status once in a lifetime 
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Prenatal Genetic Testing 

Draft HERC Coverage Guidance (Part 4) 

The following are recommended for coverage (weak 
recommendation): 

• Screening for fragile X status in patients with a 
personal or family history of 

– fragile X tremor/ataxia syndrome 

– premature ovarian failure 

– unexplained early onset intellectual disability 

– fragile X intellectual disability 

– unexplained autism through the pregnant woman’s 
maternal line 
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Prenatal Genetic Testing 

Draft HERC Coverage Guidance (Part 5) 

The following are recommended for coverage (weak recommendation): 

• Screening for spinal muscular atrophy once in a lifetime  

• Screening those with Ashkenazi Jewish heritage for Canavan disease, 
familial dysautonomia, Tay-Sachs carrier status and cystic fibrosis 
carrier status. 

• Expanded carrier screening only for those genetic conditions 
identified above 

 

The following are recommended for coverage (strong recommendation): 

• Cell free fetal DNA testing for evaluation of aneuploidy in women 
who have an elevated risk of a fetus with aneuploidy (maternal age 
>34, family history or elevated risk based on screening)  
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Prenatal Genetic Testing 

Draft HERC Coverage Guidance (Part 6) 

The following are not recommended for coverage (weak 
recommendation): 

• Serum triple screen 

• Screening for thrombophilia in general population or 
for recurrent pregnancy loss 

• Expanded carrier screening which includes results for 
conditions not explicitly recommended for coverage  
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Prenatal Genetic Testing 

Evidence Summary  

Routine Prenatal Care 

Three good quality guidelines generally consistent,  
recommend: 

– General risk assessment 

– Aneuploidy screening (including indications for karyotype) 

– Screening options for  
• Hemoglobinopathies 

• Cystic fibrosis 

• Structural abnormalities 

• Tay Sachs disease 
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Prenatal Genetic Testing 

Evidence Summary  

Specific Genetic Tests  

• Generally no evidence in trusted sources  

• Recommendations derived from guidelines of 
variable quality 
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Prenatal Genetic Testing 

Evidence Summary  

Aneuploidy testing  

• Gold standard = Karyotyping (amniocentesis or 
chorionic villus sampling) 

– Invasive procedure, can result in pregnancy loss 

– Requires amniocyte culture (takes time) 

• Four alternatives 
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Prenatal Genetic Testing 

Evidence Summary  

Aneuploidy testing  

• Alternatives to karyotype: 

– Array CGH testing: identifies losses or duplications to 
genome (copy number variants) 

• Limited by difficulty determining whether copy number imbalance 
is likely causative or benign 

• Unable to detect balanced rearrangements 

• Detects approximately 5% additional genomic imbalances when 
conventional karyotyping is normal, if structural malformation on 
ultrasound 

• Not recommended for low risk pregnancies 

• Recommended when fetal structural abnormalities identified 
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Prenatal Genetic Testing 

Evidence Summary  

Aneuploidy testing  

• Alternatives to karyotype: 
– QF-PCR: amplifies markers on chromosomes of interest to determine 

number of copies  

• Advantages: amniocyte culture not required, fast turn around 

• Disadvantages: limited to identifying specific chromosomal 
abnormalities (number of copies of specific chromosomes) 

• No evidence identified 

– FISH testing: similar to QF-PCR, allows detection of the number of 
specific chromosomes using flourescent DNA probes 

• Advantages and disadvantages similar to QF-PCR 

• Unable to detect 7% to 11% of potentially harmful chromosome 
disorders 
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Prenatal Genetic Testing 

Evidence Summary  

Aneuploidy testing  

• Alternatives to karyotype: 

– Cell free fetal DNA testing:  
• Isolates fetal DNA from maternal blood, detects excess of 

chromosome of interest  

• TA including 8 RCTs found  

– Reduced invasive confirmatory procedures and associated 
miscarriages 

– Improved number of detected cases of trisomy 21, compared 
to standard screening procedures in high-risk populations  

• Same limitations as QF-PCR, FISH 
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Prenatal Genetic Testing 

Evidence Summary  

Aneuploidy testing  

• Alternatives to karyotype: 

– QF-PCR, FISH testing, and cell free fetal DNA testing:  
• Amniocyte culture not required 

• More rapid turnaround time 

• Less accurate/complete diagnosis 
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Prenatal Genetic Testing 

Evidence Summary  

• Tay-Sachs disease – sufficient evidence to support:  

– Screening by Hex A enzyme testing for individuals at high 
risk (Ashkenazi Jewish, French-Canadian or with positive 
family history) or partners of known carriers 

– Additional DNA analysis in individuals with: 
• Ambiguous Hex A test results 

• Suspected variant form of TSD 

• Suspected pseudodeficiency of Hex A 
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Prenatal Genetic Testing 

Evidence Summary  

• Cystic fibrosis – sufficient evidence to support:  

– CF carrier screening if results will be used to inform 
decisions regarding childbearing or need for fetal diagnosis 

• Fragile X Syndrome – 3 guidelines recommend: 

– Carrier screening of women with a positive personal or 
family history of Fragile X-rated disorders, unexplained 
mental retardation or premature ovarian failure, and 
prenatal fetal DNA testing for known carriers 
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Prenatal Genetic Testing 

Evidence Summary  

• Heritable thrombophilia – evidence  supports:  

– Not screening for heritable thrombophilia in any group 

• Fetal skeletal dysplasia – guideline recommends: 

– Determining lethality based on ultrasound measurements  

– Molecular testing of at-risk pregnancies 

• Spinal muscular atrophy – conflicting recommendations 

– Carrier screening for all couples vs. only for those with family 
history of SMA-like disease 
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Prenatal Genetic Testing 

Evidence Summary  

• Ethnicities at increased genetic risk 

– 2 guidelines recommend screening those of Ashkenazi 
Jewish descent for: 

• Tay-Sachs disease 

• Canavan disease 

• Cystic fibrosis 

• Familial dysautonomia 

– Guidelines disagree about screening for 4 additional 
conditions 

 



20 Center for Evidence-based Policy 

Prenatal Genetic Testing 

EbGS Deliberations 
• Recommended coverage for genetic counseling only for women with 

certain risk factors. 

• Chose not include coverage for CVS/Amniocentesis for the indication of ‘on 
maternal request’ as a weak recommendation. 

• Decided to recommend coverage for Cell Free Fetal DNA testing for high 
risk pregnancies based on new evidence from trusted sources which was 
submitted during public comment.  

• Changed the recommendation for thrombophilia screening to clarify that it 
is not recommended for screening, or for women with a history of 
recurrent pregnancy loss. 

• Made no recommendation on QF-PCR as the test is not available in the 
United States. 
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Prenatal Genetic Testing 

EbGS Deliberations (continued) 
• In Array CGH testing when the karyotype is normal and there is a structural 

anomaly on ultrasound, the subcommittee decided to remove the 
recommendation for genetic counseling, as counseling would already have 
occurred before the CVS/amniocentesis. For Array CGH with stillbirth at 
>20 weeks gestation, the subcommittee decided to strike the 
recommendation, as none of the evidence reviewed supports its use in 
improving future pregnancy outcomes. 

• Recommended coverage for spinal muscular atrophy only once in a lifetime 
with pretest genetic counseling. 

• Recommended coverage for carrier screening in the Ashkenazi Jewish 
population for only four conditions rather than eight. 
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Prenatal Genetic Testing 

VbBS Deliberations 

• Added procedures codes 

• Allowed use of expanded panel for Ashkenazi Jewish 
population if lower cost than tests recommended for 
coverage 

• Did not allow expanded carrier screening for other 
conditions because of concern about results including 
traits which are clinically irrelevant. 
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Issue: 
At the October, 2013 VBBS meeting a new prenatal genetic testing guideline was 
adopted, pending HERC staff working with experts to correct the CPT/HCPCS codes 
included in the guideline.  HERC staff has received input from perinatal experts.  The 
following is the final guideline, for the information of VBBS members.  
 
VbBS Recommendations:  

1) Adopt the following new guideline: 
 

DIAGNOSTIC GUIDELINE XXX PRENATAL GENETIC TESTING 
The following types of prenatal genetic testing and genetic counseling are covered for 
pregnant women: 

1) Genetic counseling (CPT 96040, HPCPS S0265) for high risk women who have 
family history of inheritable disorder or carrier state, ultrasound abnormality, 
previous pregnancy with aneuploidy, or elevated risk of neural tube defect 

2) Genetic counseling (CPT 96040, HPCPS S0265) prior to CVS, amniocentesis, 
microarray testing, Fragile X, and spinal muscular atrophy screening   

3) Validated questionnaire to assess genetic risk in all pregnant women 
4) Screening high risk ethnic groups for hemoglobinopathies (CPT 83020, 83021) 
5) Screening for aneuploidy with any of five screening strategies [first trimester 

(nuchal translucency, beta-HCG and PAPP-A), integrated, serum integrated, 
stepwise sequential, and contingency] (CPT 76813, 76814, 81508-81511) 

6) Cell free fetal DNA testing (CPT 81507) for evaluation of aneuploidy in women 
who have an elevated risk of a fetus with aneuploidy (maternal age >34, family 
history or elevated risk based on screening). 

7) Ultrasound for structural anomalies between 18 and 20 weeks gestation (CPT 
76811, 76812) 

8) CVS or amniocentesis (CPT 59000, 59015) for a positive aneuploidy screen, 
maternal age >34, fetal structural anomalies, family history of inheritable 
chromosomal disorder or elevated risk of neural tube defect.  

9) Array CGH (CPT 81228) when major fetal congenital anomalies apparent on 
imaging, and karyotype is normal  

10) FISH testing (CPT 88271, 88275) only if karyotyping is not possible due a need 
for rapid turnaround for reasons of reproductive decision-making (i.e. at 22w4d 
gestation or beyond)  

11) Screening for Tay-Sachs carrier status (CPT 81255) in high risk populations. 
First step is hex A, and then additional DNA analysis in individuals with 
ambiguous Hex A test results, suspected variant form of TSD or suspected 
pseudodeficiency of Hex A 

12) Screening for cystic fibrosis carrier status once in a lifetime (CPT 81220-81224) 
13) Screening for fragile X status (CPT 81243, 81244) in patients with a personal or 

family history of 
a. fragile X tremor/ataxia syndrome 
b. premature ovarian failure 
c. unexplained early onset intellectual disability 
d. fragile X intellectual disability 
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e. unexplained autism through the pregnant woman’s maternal line 
14) Screening for spinal muscular atrophy (CPT 81401) once in a lifetime  
15) Screening those with Ashkenazi Jewish heritage for Canavan disease (CPT 

81200), familial dysautonomia (CPT 81260), and Tay-Sachs carrier status (CPT 
81255). If a panel which includes these four tests is available at a lower cost than 
the sum of the individual tests, then the panel will be covered 

16) Expanded carrier screening only for those genetic conditions identified above  

 
The following genetic screening tests are not covered:  

1) Serum triple screen 
2) Screening for thrombophilia in general population or for recurrent pregnancy loss 
3) Expanded carrier screening which includes results for conditions not explicitly 

recommended for coverage 
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HEALTH EVIDENCE REVIEW COMMISSION (HERC)

COVERAGE GUIDANCE: PRENATAL GENETIC TESTING 

DRAFT for VbBS/HERC Meeting Materials 1/9/2014 

HERC COVERAGE GUIDANCE 

The following are recommended for coverage (weak recommendation): 
 Genetic counseling for high risk women who have family history of inheritable disorder or 

carrier state, ultrasound abnormality, previous pregnancy with aneuploidy, or elevated 
risk of neural tube defect 

 Genetic counseling  prior to CVS, amniocentesis, microarray testing, Fragile X, and 
spinal muscular atrophy screening   

 Validated questionnaire to assess genetic risk in all pregnant women 
 Screening high risk ethnic groups for hemoglobinopathies 
 Screening for aneuploidy with any of five screening strategies [first trimester (nuchal 

translucency, beta-HCG and PAPP-A), integrated, serum integrated, stepwise 
sequential, and contingency] 

 Ultrasound for structural anomalies between 18 and 20 weeks gestation 
 CVS or amniocentesis for a positive aneuploidy screen, maternal age >34, fetal 

structural anomalies, family history of inheritable chromosomal disorder or elevated risk 
of neural tube defect.  

 Array CGH when major fetal congenital anomalies apparent on imaging, and karyotype 
is normal 

 FISH testing only if karyotyping is not possible due a need for rapid turnaround for 
reasons of reproductive decision-making (i.e. at 22w4d gestation or beyond)  

 Screening for Tay-Sachs carrier status in high risk populations. First step is hex A, and 
then additional DNA analysis in individuals with ambiguous Hex A test results, suspected 
variant form of TSD or suspected pseudodeficiency of Hex A 

 Screening for cystic fibrosis carrier status once in a lifetime 
 Screening for fragile X status in patients with a personal or family history of 

o fragile X tremor/ataxia syndrome 
o premature ovarian failure 
o unexplained early onset intellectual disability 
o fragile X intellectual disability 
o unexplained autism through the pregnant woman’s maternal line 

 Screening for spinal muscular atrophy once in a lifetime  
 Screening those with Ashkenazi Jewish heritage for Canavan disease, familial 

dysautonomia, Tay-Sachs carrier status and cystic fibrosis carrier status. 
 Expanded carrier screening only for those genetic conditions identified above  

 
The following are recommended for coverage (strong recommendation): 

 Cell free fetal DNA testing for evaluation of aneuploidy in women who have an elevated 
risk of a fetus with aneuploidy (maternal age >34, family history or elevated risk based 
on screening)  
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The following are not recommended for coverage (weak recommendation): 
 Serum triple screen 
 Screening for thrombophilia in general population or for recurrent pregnancy loss 
 Expanded carrier screening which includes results for conditions not explicitly 

recommended for coverage  

Note: Definitions for strength of recommendation are provided in Appendix A GRADE Element 
Description 

RATIONALE FOR GUIDANCE DEVELOPMENT 

The HERC selects topics for guideline development or technology assessment based 
on the following principles: 

 Represents a significant burden of disease 
 Represents important uncertainty with regard to efficacy or harms 
 Represents important variation or controversy in clinical care 
 Represents high costs, significant economic impact  
 Topic is of high public interest 

Coverage guidance development follows to translate the evidence review to a policy 
decision. Coverage guidance may be based on an evidence-based guideline developed 
by the Evidence-based Guideline Subcommittee or a health technology assessment 
developed by the Heath Technology Assessment Subcommittee. In addition, coverage 
guidance may utilize an existing evidence report produced by one of HERC’s trusted 
sources, generally within the last three years. 

EVIDENCE SOURCE 

Little, A., Vandegriff, S., Zoller, E., Pettinari, C., Mayer, M., Kriz, H., & King, V. (2013). 
Prenatal genetic testing: Evidence and guideline summary of select tests and conditions 
[Produced for the Medicaid Evidence-based Decisions (MED) Project]. Portland, OR: 
Center for Evidence-based Policy, Oregon Health and Science University.  

Key Sources Cited in MED Report: 

Akkerman, D., Cleland, L., Croft, G., Eskuchen, K., Heim, C., Levine, A., et al. (2012). 
Routine prenatal care. Bloomington, MN: Institute for Clinical Systems Improvement 
(ICSI). Retrieved August 2, 2012, from https://www.icsi.org/_asset/13n9y4/Prenatal-
Interactive0712.pdf  

Department of Veterans Affairs, & Department of Defense. (2009). VA/DoD clinical 
practice guideline for pregnancy management. Washington, DC: Department of 
Veterans Affairs, Department of Defense. Retrieved June 19, 2012, from 
http://www.healthquality.va.gov/pregnancy.asp 

https://www.icsi.org/_asset/13n9y4/Prenatal-Interactive0712.pdf
https://www.icsi.org/_asset/13n9y4/Prenatal-Interactive0712.pdf
http://www.healthquality.va.gov/pregnancy.asp
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National Collaborating Centre for Women’s and Children’s Health, & National Institute 
for Health and Clinical Excellence (NICE). (2008). Antenatal care: Routine care for the 
healthy pregnant woman. London: RCOG Press. Retrieved June 19, 2012, from 
http://www.nice.org.uk/guidance/CG62  

Blue Cross and Blue Shield Association Technology Evaluation Center (TEC). (2013). 
Sequencing-based tests to determine fetal trisomy 21 from maternal plasma DNA. 
TEC Assessment Program, 27(10). Retrieved September 20, 2013 from 
http://www.bcbs.com/blueresources/tec/vols/27/sequencing-based-tests-to.html 

The summary of evidence in this document is derived directly from this evidence 
source, and portions are extracted verbatim.  

SUMMARY OF EVIDENCE 

 Clinical Background 

Genetic testing detects alterations in DNA or chromosomes. Human genetic testing 
requires laboratory analyses of DNA, which is isolated from biologic samples, including 
cells, blood, or amniotic fluid. Tests for more than 1,300 genetic conditions are 
available. Genetic tests can be used to diagnose, predict risk for a future disease, 
inform reproductive decision-making, and manage patient care. There are eight 
categories of genetic testing: diagnostic, predictive, pharmacogenomic, prenatal, carrier, 
preimplantation, newborn, and research testing. This guidance document will focus only 
on recommendations for prenatal, carrier and diagnostic genetic testing. Prenatal 
testing is used to identify a fetus’s genes or chromosomes before birth and is offered 
during pregnancy based on the risk that the baby will have a genetic or chromosomal 
disorder. Carrier testing is used to identify people who carry one copy of a gene 
mutation, which can cause a genetic disorder if two copies are present. Carrier testing is 
primarily offered to those with a family history of a specific genetic disorder and high-risk 
ethnic groups. Diagnostic testing is used to identify a specific genetic or chromosomal 
condition, and to confirm a diagnosis when a particular condition is suspected.  

 Evidence Review 

General Prenatal Testing 

A search of guideline databases (MED core sources plus the American College of 
Medical Genetics and the Canadian College of Medical Geneticists) was conducted 
from 2008 to present and identified 28 guidelines, three of which addressed general 
prenatal care [NICE (2008), VA/DoD (2009), and ICSI (Akkerman [ICSI] 2012)]. All three 
were rated good quality and provided detailed guidance on general prenatal care, with 
specific recommendations related to genetic testing. All three recommend screening 

http://www.nice.org.uk/guidance/CG62
http://www.bcbs.com/blueresources/tec/vols/27/sequencing-based-tests-to.html
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measures and testing indications for aneuploidy screening, general risk assessment 
and screening options for hemoglobinopathies, cystic fibrosis, and structural 
abnormalities. One guideline addresses screening for Tay-Sachs disease. 
Recommendations from all three guidelines are consistent with a few exceptions: 

 Ultrasound screening for structural anomalies is recommended only by NICE 
(optional for ICSI and VA/DoD); and  

 Method of aneuploidy screening is specified only by NICE, which recommends 
the combined test in the first trimester as the most desirable strategy. The other 
two guidelines do not recommend one strategy for testing over another.  

 NICE does not recommend carrier testing for cystic fibrosis 

Prenatal genetic testing recommendations are summarized and compared in the table 
below: 

Indication/Test NICE (2008) VA/DoD (2009) ICSI (2012) 
Genetic risk 
assessment  

Validated 
questionnaire 

Validated questionnaire Validated 
questionnaire 

Hemoglobinopathies 
 

Screen all high-
risk ethnic 
groups1, complete 
blood count test, 
hemoglobin 
electrophoresis 
test. 

Screen all high-risk 
ethnic groups, 
complete blood count 
test, hemoglobin 
electrophoresis test. 

Screen all high-risk 
ethnic groups, 
complete blood count 
test, hemoglobin 
electrophoresis test. 

Cystic fibrosis Addressed in 
separate guideline 
– testing not 
recommended 

Carrier test/counseling Carrier test/ 
counseling 

Tay-Sachs disease - - Leukocyte 
hexosaminidase A 
test for high-risk 
ethnic groups 

Aneuploidy 
screening 

First choice (for 
women who 
enter care in the 
first trimester): 
nuchal 
translucency 
(NT), beta- 
human chorionic 
gonadotropin 
(beta-hCG), and 
pregnancy-

Any of the following, 
based on the 
woman’s choice: 
First- or second-
trimester serum 
marker assessment, 
first-trimester NT 
measurement, basic 
and comprehensive 
second-trimester 
ultrasound 

Any of four 
screening strategies 
(integrated, serum 
integrated, stepwise 
sequential, and 
contingency)4. 

                                                      
1 Women of African, Southeast Asian (excluding Japanese and Korean) or Mediterranean descent 
4 See below for description of these screening strategies 
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Indication/Test NICE (2008) VA/DoD (2009) ICSI (2012) 
associated 
plasma protein A  
(PAPP-A)  (11 
weeks 0 days 
and 13 weeks 6 
days);  
 
Second choice 
(for women who 
present later in 
the pregnancy): 
triple2 or 
quadruple3 test 
(15 weeks 0 days 
and 20 weeks 0 
days). 
 

assessment, first-
trimester chorionic 
villus sampling and 
second-trimester 
amniocentesis. 
 
 If first trimester 
screening is elected: 
second-trimester 
serum AFP screening 
and/or US should be 
offered to screen for 
open neural tube 
defects. 

 
For second trimester 
serum screening: 
Quad Marker Screen 
should be used rather 
than the Triple Marker 
Screen. 

Structural 
abnormality screen 

Between 18 
weeks 0 days and 
20 weeks 6 days 

Optional - only as 
needed 

Optional 18-20 
weeks 

Chorionic Villus 
Sampling (CVS) or 
Amniocentesis 

Provide 
information at first 
visit 
 
Offer if positive 
aneuploidy 
screening (details 
not provided) 
 
Offer if both 
parents are sickle 
cell or thallasemia 
carriers 

Maternal request  
 
Offer CVS in first 
trimester if: 

 Age over 34 
 Abnormal first 

trimester screen 
(risk estimate 
similar to that of 
35 year old 
woman [1/270]) 

 Fetal structural 
anomalies  

 Positive family 
history for 
metabolic/geneti
c disorder 

Offer amniocentesis if: 
 Abnormal first 

or second 
trimester screen 
(risk estimate 

Three different 
screening algorithms 
provided, with no 
recommendation for 
which to use 
 
Perform risk 
assessment using 
first trimester 
strategy (nuchal 
translucency, serum 
PAPP-A, patient age) 
and/or second 
trimester strategy 
(triple or quad 
screen) 
 
High, intermediate 
and low risk not 
specified, but 
examples given 
(1/50, 1/200) 
 

                                                      
2 Serum AFP, estriol and beta-hCG 
3 Serum AFP, estriol, beta-hCG and dimeric inhibin A 
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Indication/Test NICE (2008) VA/DoD (2009) ICSI (2012) 
similar to that of 
35 year old 
woman [1/270]) 

 Fetal ultrasound 
anomalies 

 Positive family 
history for 
metabolic/geneti
c disorder 

 Elevated risk of 
open neural 
tube defect 

CVS or 
amniocentesis 
offered if screening 
suggests “high risk”, 
depending on 
gestational age 

 
Screening strategies as outlined in the ICSI guideline: 

 Integrated screening: The patient is scanned for nuchal translucency 
determination and has a serum PAPP-A analysis performed between 10 and 
13 weeks. The results of these tests are held, and the patient then has a 
quadruple screen test performed between 15 and 19 weeks. At that time, the 
results of all the studies, combined with risk assessment due to the patient's 
age, are used to present a single-risk figure. Patients at “high risk” are offered 
amniocentesis (Trisomy 21 detection rate = 94-96%). “High risk” is not defined, 
but qualified with the following language: “Each clinician/health care 
organization will establish cutoff values for low and high risk based on 
laboratory and patient particulars. One system used is 1 in 200 as the cutoff.” 

 Serum integrated screening: A variation in which the first-trimester PAPP-A 
test result is combined with a second-trimester quad test to provide a single-
risk figure is called a serum integrated screening. (Trisomy 21 detection rate = 
85-88%). 

 Stepwise sequential screening: The patient is scanned for nuchal translucency 
determination and has a serum PAPP-A analysis performed between 10 and 
13 weeks. The results of these studies are combined with the patient's age-
associated risk, and the patient is given a risk assessment for aneuploidy. The 
patient may choose at this time to undergo invasive testing (i.e., CVS), or a 
triple or quad screen at 15-19 weeks. If the patient has the second-trimester 
test, a new risk is assessed based on the results of her age and both the first- 
and second-trimester screening test results (Trisomy 21 detection rate = 95%). 
Those at “high risk” are offered amniocentesis. “High risk” is not defined, but 
qualified with the following language: “Each clinician/health care organization 
will establish cutoff values for low and high risk based on laboratory and 
patient particulars. One system used is 1 in 200 as the cutoff.” 
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 Contingency screening: The patient has the same first-trimester study described for 
the stepwise sequential test and is told the results. If the results are above an 
arbitrary cutoff, such as 1 in 50, she is offered CVS. If her results are below another 
arbitrary cutoff, such as 1 in 1,000, she is advised that no further testing is 
necessary. If the patient's risk falls between these two cutoffs, she is offered a quad 
screen after 15 weeks, and a new risk assessment is determined as in the stepwise 
sequential test (Trisomy 21 detection rate = 88-94%). Those at “high risk” are offered 
amniocentesis. “High risk” is not defined, but qualified with the following language: 
“Each clinician/health care organization will establish cutoff values for low and high 
risk based on laboratory and patient particulars. One system used is 1 in 200 as the 
cutoff.” 

Genetic Counseling 
The NICE guideline does not address women with a family history of a genetic disorder, 
or specify indications for genetic counseling.  The ICSI guideline does not specify 
indications for genetic counseling with the exception of women with a family history of 
Fragile X disease or mental retardation. The VA/DoD guideline recommends that 
genetic counseling be provided to any woman identified as high risk, defined as 
advanced maternal age, personal or family history of genetic disorder or positive 
screening test result.  

Specific Prenatal Tests or Testing Techniques 

 A search of clinical evidence sources and guideline databases (MED core sources plus 
the American College of Medical Genetics and the Canadian College of Medical 
Geneticists) was conducted from 2003 to present (2008 to present for guidelines). 
Twenty-four evidence reviews and 28 guidelines were identified, all of which addressed 
specific genetic tests with the exception of the three general prenatal guidelines 
discussed above. No quality assessment of the guidelines was done.  

Fetal Aneuploidy 
Prenatal diagnosis of aneuploidy is suggested by use of maternal screening tests, as 
reviewed above. All such tests have less than perfect sensitivity and require definitive 
fetal testing if abnormal. Definitive testing for aneuploidy has historically been an 
invasive procedure, accomplished by amniocentesis or chorionic villus sampling. 
However, recently, other methods to detect common aneuploidies have been 
developed. Four of these are outlined below.  

 Quantitative Fluorescent-Polymerase Chain Reaction (QF-PCR)  

This is a PCR-based technique that consists of amplifying polymorphic markers located 
on the chromosomes of interest (generally, chromosomes 13, 18, 21, X or Y) to 
determine the number of copies of those chromosomes present per cell. The 
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advantages of QF-PCR are that it requires a small sample (culture of amniocytes is not 
required), and the procedure can be automated, providing a rapid turnaround time at a 
lower cost than conventional cytogenetics. Moreover, diagnostic testing with QF-PCR 
eliminates the unexpected or incidental identification of rare chromosomal abnormalities 
of uncertain significance.  

No evidence was identified that addressed this test. One guideline was identified, 
produced by collaboration of the Genetics Committee of the Society of Obstetricians 
and Gynaecologists of Canada  (SOGC) joined with the Prenatal Diagnosis Committee 
of the Canadian College of Medical Genetics in 2011. They state that “QF-PCR is a 
reliable method to detect trisomies and should replace conventional cytogenetic 
analysis whenever prenatal testing is performed solely because of an increased risk of 
aneuploidy in chromosomes 13, 18, 21, X or Y.” 

Microarray Testing 

Microarray testing generally refers to array comparative genomic hybridization (array 
CGH), which uses a high resolution analysis of the genome to identify losses or 
duplications to the chromosome. These deletions and duplications are referred to as 
copy number variations (CNV). Conventional chromosome analysis using G-banding 
will detect chromosome anomalies such as trisomies 21, 18 and 13, and monosomy X, 
along with many structural rearrangements. However, it only detects anomalies to a 
resolution of 5-10 Mb (million base-pairs). Array CGH, on the other hand, is capable of 
detecting changes to a resolution of 1 kb (thousand base-pairs) which is smaller than 
the average gene, and customized arrays designed for prenatal diagnosis have been 
developed.  

One of the challenges of the application of CGH microarrays in the clinical setting is 
determining whether a copy number imbalance is de novo and likely to be causative, or 
inherited and likely to be benign. Copy number variants (CNVs) are categorized into 
those that are likely to be ‘benign,’ those that are likely to be ‘pathogenic’ and those of 
‘unknown clinical significance.’ Copy number variants that overlap critical regions of 
established microdeletion or microduplication syndromes are likely to be pathogenic, but 
there is a high incidence of CNVs in the normal population, making the significance of 
many CNVs uncertain. Although array CGH has higher resolution to detect these small 
chromosomal changes, it cannot detect balanced rearrangements such as 
transformations or inversions. Identifying CNVs of uncertain significance increases 
parental anxiety and makes genetic counseling more challenging.  

For microarray testing, a systematic review found that array CGH detected 3.6% 
additional genomic imbalances when conventional karyotyping was normal, regardless 
of the reason for performing the study, and increased to 5.2% when the indication for 
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performing the study was a structural malformation on ultrasound. Three guidelines 
were identified that address array CGH and make similar recommendations. None of 
the three recommend array CGH testing for pregnancies at low risk of chromosome 
abnormalities. All three recommend this technology when fetal structural abnormalities 
are identified on ultrasound or MRI, although one recommends that it be utilized only if 
conventional karyotyping is normal. All three also recommend genetic counseling for all 
patients utilizing the technology.  

Fluorescent In Situ Hybridization (FISH) DNA Testing 

This is a rapid technique that relies on fluorescent in situ hybridization (FISH) that 
provides results in one to two days, in which fluorescently labeled DNA probes are 
bound to fetal cell DNA in a highly selective manner, allowing detection of changes in 
the number of specific chromosomes by detecting the fluorescence. To detect the most 
common disorders involving chromosome number, fluorescent probes are used that 
bind to chromosomes 13, 18, 21, X, and Y. However, this technique fails to detect many 
other potentially harmful changes in chromosomes that can be detected by conventional 
karyotyping, such as certain rearrangements of segments of chromosomes. 
 
One TA was identified that addressed this topic. It included three large studies that 
compared results obtained with FISH with those obtained with conventional karyotyping. 
Results suggest that FISH is a highly accurate test for detection of most, but not all, 
potentially harmful chromosomal abnormalities, with sensitivity and specificity for 
detection of the targeted abnormalities exceeded 99.5%. However, it is unable to detect 
7% to 11% of potentially harmful chromosomal disorders that can be detected by 
karyotyping.  

Cell Free Fetal DNA Testing 

Fetal DNA circulates in maternal blood during pregnancy, making up approximately 
10% of all circulating DNA. Recently, cell free DNA testing has been used to identify 
common aneuploidies. These tests utilize maternal blood, from which fetal DNA can be 
isolated as early as ten weeks gestation. Repeated parallel sequencing can then detect 
an excess of the chromosome of interest of fetal origin, indicating the specific 
aneuploidy. 

No evidence was identified in the MED report. One guideline recommends that cell free 
DNA testing be offered to patients at increased risk of aneuploidy5. They recommend 
that it NOT be a part of routine prenatal laboratory measurements or be offered to low 
risk women.   

                                                      
5 Maternal age ≥ 35, suggestive US findings, history of prior trisomy pregnancy, positive aneuploidy 
screen or parental balanced robertsonian translocation with increased risk for fetal trisomy 13 or 21 
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The Blue Cross TEC Assessment Program analyzed this technology and identified eight 
studies that reported on the performance of cff-DNA for trisomy 21 screening in 
singleton high-risk pregnancies. They found that cff-DNA testing reduced the number of 
invasive confirmatory procedures needed and consequent associated miscarriages, 
while improving the number of detected cases of trisomy 21, compared to standard 
screening procedures in high-risk populations of pregnant women. They therefore 
concluded that ccf-DNA meets the TEC criteria. 

Tay-Sachs Disease 
Tay-Sachs disease is an autosomal recessive lysosomal storage disease caused by a 
deficient activity of the enzyme hexosaminidase A (Hex A). It occurs in 1 in 2500 
children of Ashkenazi Jewish parents, and is most common among people who are 
Ashkenazi Jewish, French-Canadian, or Cajun. Hex A activity can be measured in 
serum, white blood cells, or fetal trophoblastic cells, and is used as the initial screening 
test for TSD mutation carriers. However, in some cases, the enzyme test may not be 
diagnostic, and DNA analysis may be necessary to clarify ambiguous enzyme test 
results or to diagnose variant forms of the disease.  

One review that included four studies and a retrospective analysis found that 
hexoaminidase A testing is accurate and impacts both pre and post-conception 
reproductive decision making. The review concludes that the evidence is sufficient to 
support the use of screening by Hex A enzyme testing individuals at high risk 
(Ashkenazi Jewish, French-Canadian or with positive family history) or partners of 
known carriers. It is also sufficient to support additional DNA analysis in individuals with 
ambiguous Hex A test results, suspected variant form of TSD or suspected 
pseudodeficiency of Hex A. The one guideline identified recommends that Hex A 
screening be offered to all pregnant Jewish patients if they or their partners have not yet 
been tested.  

Cystic Fibrosis 
Cystic Fibrosis is an autosomal recessive disease of the exocrine glands that is 
characterized by early onset of severe intestinal malabsorption, failure to thrive and 
recurrent chest infections and pneumonia which, if untreated, leads to death from 
malnutrition and respiratory failure in infancy or early childhood. The identification of the 
gene responsible for CF, CFTR, and its major mutations, allow for the identification of 
couples at risk who can be offered genetic counseling and prenatal CF diagnosis, and 
who can use the information to inform reproductive decision-making. Since 
heterozygotes are asymptomatic, carrier status assumes clinical significance only in the 
context of reproduction.  

A review of 10 population-based studies found carrier testing was 80% to 96% sensitive 
in Caucasians and 58% to 76% sensitive in Hispanics. Uptake rates for testing ranged 
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from 68% to 95%. The evidence was sufficient to support the use of CF carrier 
screening if results will be used to guide decisions regarding childbearing or need for 
fetal diagnosis.  A second review reported analytic sensitivity of 97.9% and analytic 
specificity of 99.4%, but clinical sensitivity of only 75%. Uptake rates in this review were 
reported as 85% to 100%, and of the affected fetuses identified, 83% were terminated. 
Four guidelines were identified, three of them addressing general prenatal care and 
offering differing recommendations. Two recommend that CF carrier screening be 
offered to all couples who desire it and have not been previously screened, while the 
third does not recommend screening. The one guideline that addressed CF carrier 
screening outside the context of general prenatal care recommends carrier testing in 
individuals and their partners with a positive family history, and prenatal diagnosis for 
pregnancies at 25% or greater risk of CF, and those with an echogenic bowel identified 
in the fetus. 

Fragile X Syndrome 
Fragile X Syndrome is the most common inherited cause of mental retardation, and 
results from a dynamic mutation (those that can change as they are passed down to 
future generations). In normal individuals there are six to 50 repeats of the CGG 
sequence of DNA at the Fragile X site. When the number of repeats ranges between 50 
and 200, this is known as a premutation (PM); more than 200 repeats is considered a 
full mutation (FM). Full mutations inactivate the gene resulting in the Fragile X 
phenotype in all males (who only have one copy of the gene) and a proportion of 
females (all will be carriers, some will have the phenotype). A female with a PM or a FM 
may pass on a larger mutation than her own, resulting in offspring affected by Fragile X 
syndrome. Meanwhile, men with a PM may pass this onto their daughters, who will be 
of normal intellect, but may pass a larger mutation onto their offspring. The larger the 
size of the premutation repeat, the more likely is the expansion to a full mutation.  

A systematic review that compared antenatal screening of low risk versus high risk 
women identified no studies, while a health technology assessment that compared 
different screening strategies for Fragile X syndrome found that population-based 
prenatal screening is more efficacious but significantly more costly than active cascade 
screening6, with the incremental cost per Fragile X birth avoided being £8494 for active 
cascade screening and £284,779 for population-based screening. Three guidelines 
address testing for Fragile X and offer generally consistent recommendations. These 
include genetic counseling of all testing recipients, carrier screening of women with a 
positive personal or family history of fragile X-rated disorders, unexplained mental 
retardation or premature ovarian failure, and prenatal fetal DNA testing for known 
carriers. 

                                                      
6 Testing relatives of Fragile X patients to determine carrier status 
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Heritable Thrombophilia 
Pregnancy is associated with an increased risk of venous thromboembolism, as are 
inherited thrombophilias. However, it is controversial whether there is an association 
between inherited thrombophilias and adverse pregnancy outcomes such as fetal loss, 
preeclampsia, fetal growth restriction, and placental abruption. This possible association 
has resulted in increased screening for thrombophilias in pregnancy, although there has 
been no confirmation of treatment benefits. 

For heritable thrombophilia, one systematic review resulted in a recommendation to not 
screen for heritable thrombophilia in any group. One guideline was identified that 
addresses inherited thrombophilias in pregnancy. Regarding screening, it recommends 
against testing in women with recurrent fetal loss or placental abruption, and finds 
insufficient evidence to support testing in women with previous preeclampsia or 
intrauterine growth restriction. For women diagnosed with hereditary thrombophilia 
and/or with a history of thromboembolism, the guideline provides specific 
recommendations for which tests to perform, and for antepartum and postpartum 
management.  

Fetal Skeletal Dysplasia 
Skeletal dysplasias may present in the prenatal period when demonstrated by 
abnormalities on ultrasound. Differentiating these disorders in the prenatal period can 
be useful to distinguish known lethal disorders from nonlethal disorders and to assist 
with determining post-delivery management plans. One guideline was identified that 
provides specific recommendations for management based on abnormal findings of a 
second trimester ultrasound. Those recommendations include a determination of 
lethality based on ultrasound measurements, and molecular testing of pregnancies 
identified as at-risk for skeletal dysplasias.      

Spinal Muscular Atrophy 
Spinal muscular atrophy (SMA) is an autosomal recessive neurodegenerative disease 
that results from degeneration of spinal cord motor neurons leading to atrophy of 
skeletal muscle and overall weakness. The incidence of SMA is approximately 1 in 
10,000 live births, and it is reported to be the leading genetic cause of infant death, 
although milder forms allow survival into adulthood. Two guidelines were identified, with 
conflicting recommendations. One did not recommend screening for SMA in the general 
population, but did recommend carrier screening for those with a family history of SMA-
like disease. The other recommends that carrier testing be offered to all couples.  

Ethnicities with Elevated Genetic Risk 
For ethnicities at increased genetic risk, two guidelines were identified with conflicting 
recommendations for screening those of Ashkenazi Jewish descent. Both recommend 
carrier screening for Tay-Sachs disease, Canavan disease, cystic fibrosis, and familial 
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dysautonomia.  One also recommends screening for Fanconi anemia, Bloom syndrome, 
Mucolipidosis IV, Niemann-Pick type A and Gaucher disease type I, while the other only 
recommends that patient education materials be made available to patients concerning 
these conditions.   Both groups also recommend carrier screening for Tay Sachs 
disease for individuals of French Canadian and Cajun origin. 

Genetic Counseling 
All three guidelines pertaining to microarray testing recommend that it be accompanied 
by genetic counseling. Guidelines addressing other specific genetic tests recommend 
genetic counseling be provided in the following situations: a positive cell free fetal DNA 
testing result, any cystic fibrosis carrier, women with risk factors for Fragile X or who 
request testing for Fragile X and women with a family history of, or who request testing 
for, spinal muscular atrophy.  

 Evidence Summary 

Evidence-based guidelines for routine prenatal care are generally consistent regarding 
their recommendations related to genetic testing, recommending aneuploidy screening 
and screening options for hemoglobinopathies, cystic fibrosis, and structural 
abnormalities. Recommendations on specific tests were generally not based on trusted 
sources due to lack of availability of evidence and are derived from guidelines of 
variable quality. 

There are four options available for aneuploidy testing in addition to the traditional 
method of karyotyping, which requires an invasive procedure (amniocentesis or 
chorionic villus sampling) and amniocyte culture. Three of the four do not require the 
culture of amniocytes, allowing a more rapid turnaround time, but at the expense of a 
less accurate or complete diagnosis. They include QF-PCR, FISH testing and cell free 
fetal DNA testing. No evidence was identified for QF-PCR. The evidence for FISH 
suggests that it is a highly accurate test for detection of most potentially harmful 
chromosomal abnormalities, although it is unable to detect 7% to 11% of chromosomal 
disorders that can be detected by karyotyping. Cell free DNA testing reduces the 
number of invasive confirmatory procedures needed while improving the number of 
detected cases of trisomy 21, compared to standard screening procedures, in high-risk 
populations of pregnant women. 

The fourth method, array CGH testing, is limited by difficulty determining whether a copy 
number imbalance is likely to be causative or benign, as well as the inability to detect 
balanced rearrangements. Evidence suggests that array CGH detects approximately 
5% additional genomic imbalances when conventional karyotyping is normal, if the 
indication for performing the study is a structural malformation on ultrasound. None of 
the three identified guidelines recommend array CGH testing for pregnancies at low risk 
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of chromosome abnormalities, but all recommend it when fetal structural abnormalities 
are identified.  

For Tay-Sachs disease, the evidence is sufficient to support the use of screening by 
Hex A enzyme testing for individuals at high risk (Ashkenazi Jewish, French-Canadian 
or with positive family history) or partners of known carriers. It is also sufficient to 
support additional DNA analysis in individuals with ambiguous Hex A test results, 
suspected variant form of TSD or suspected pseudodeficiency of Hex A.  

For cystic fibrosis, the evidence is sufficient to support the use of CF carrier screening if 
results will be used to inform decisions regarding childbearing or need for fetal 
diagnosis.  

For Fragile X Syndrome, three guidelines recommend carrier screening of women with 
a positive personal or family history of Fragile X-rated disorders, unexplained mental 
retardation or premature ovarian failure, and prenatal fetal DNA testing for known 
carriers.  

For heritable thrombophilia, evidence supports and one guideline recommends not 
screening for heritable thrombophilia in any group.  

For fetal skeletal dysplasia, one guideline recommends determining lethality based on 
ultrasound measurements and molecular testing of at-risk pregnancies.  

For spinal muscular atrophy, two guidelines had conflicting recommendations, with one 
recommending carrier screening to all couples and the other recommending only for 
those with a family history of SMA-like disease.  

For ethnicities at increased genetic risk, two guidelines recommend screening those of 
Ashkenazi Jewish descent for Tay-Sachs disease, Canavan disease, cystic fibrosis, and 
familial dysautonomia, but disagree about screening for four additional conditions.   
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GRADE-INFORMED FRAMEWORK 

The HERC develops recommendations by using the concepts of the Grading of Recommendations Assessment, 
Development and Evaluation (GRADE) system. GRADE is a transparent and structured process for developing and 
presenting evidence and for carrying out the steps involved in developing recommendations. There are four elements that 
determine the strength of a recommendation, as listed in the table below. The HERC reviews the evidence and makes an 
assessment of each element, which in turn is used to develop the recommendations presented in the coverage guidance 
box. Balance between desirable and undesirable effects, and quality of evidence, are derived from the evidence 
presented in this document, while estimated relative costs, values and preferences are assessments of the HERC 
members. 

Indication Balance between 
desirable and 

undesirable effects 

Quality of 
evidence 

Resource 
Allocation 

Values and 
preferences 

Coverage Recommendation 

Use a validated questionnaire to 
assess genetic risk in all pregnant 
women 

Likely beneficial 
without known risks 

Low Limited Limited 
variability 

Administration of a validated 
questionnaire to assess genetic 

risk is recommended for 
coverage 

(weak recommendation) 
Screen high-risk ethnic groups for 
hemoglobinopathies 

Likely beneficial, 
minimal risks 

High Limited Limited 
variability 

Screening high risk ethnic 
groups for hemoglobinopathies 
is recommended for coverage 

(weak recommendation) 
Aneuploidy screening in first or 
second trimester 

Likely beneficial, 
minimal risks 

Moderate Moderate Moderate 
variability 

Screening for aneuploidy with 
any of the four screening 

strategies (integrated, serum 
integrated, stepwise sequential, 

and contingency) is 
recommended for coverage 

(weak recommendation) 
 

Serum triple screen is not 
recommended for coverage 

(weak recommendation) 
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Indication Balance between 
desirable and 

undesirable effects 

Quality of 
evidence 

Resource 
Allocation 

Values and 
preferences 

Coverage Recommendation 

Perform an US for structural 
anomaly screen at 18-20 weeks 

Possibly beneficial, 
minimal risks 

Low Moderate Limited 
variability 

Ultrasound for structural 
anomalies between 18-20 

weeks gestation is 
recommended for coverage 

(weak recommendation) 
Offer CVS or amnio for + aneuploidy 
screen, maternal age > 34, fetal 
structural anomalies, + FH, elevated 
risk of neural tube defect or 
maternal request 

Mixed – Moderate 
benefit depending on 
patient preferences, 

small risk (pregnancy 
loss 1/300-500)   

Mixed High High 
variability 

CVS and amniocentesis are 
recommended for coverage for 
a positive aneuploidy screen, 

maternal age >34, fetal 
structural anomalies, positive 
family history, elevated risk of 
neural tube defect, or maternal 

request   
(weak recommendation) 

Genetic counseling is 
recommended for coverage 
prior to CVS/amniocentesis 

(weak recommendation) 
Aneuploidy testing with QF-PCR Similar risk to 

karyotyping, may be 
more beneficial when 

rapid turnaround is 
required 

None Moderate High 
variability 

Test not available in the US – no 
recommendation made 

Array CGH testing when karyotype 
normal and structural anomaly on 
US 

Similar risk to 
karyotyping, similar 

benefits (detection of 
more chromosomal 
anomalies, but also 
more anomalies of 

no clinical 
significance, 

resulting in increased 
maternal anxiety 

Low Moderate Limited 
variability 
(because 
anomalies 

already 
identified) 

Recommended for coverage 
when major fetal congenital 

anomalies apparent on imaging 
and karyotype is normal 
(weak recommendation) 
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Indication Balance between 
desirable and 

undesirable effects 

Quality of 
evidence 

Resource 
Allocation 

Values and 
preferences 

Coverage Recommendation 

Aneuploidy testing with FISH  Similar risk to 
karyotyping, may be 
more beneficial when 

rapid turnaround is 
required 

Moderate High High 
variability 

(because use 
for pregnancy 

decision 
making only) 

Karyotyping is first line test.  If a 
rapid turnaround (i.e. at 22w4d 

or beyond) is required for 
reproductive decision-making, 

FISH is recommended for 
coverage  

(weak recommendation) 
 
 

Cell free fetal DNA testing High level of 
accuracy (98% 

detection rate with 
false positive < 

0.5%).  Less risk 
than karyotyping but 

less information 
provided (current 
tests only identify 

trisomy 13, 18 and 
21) 

None High Moderate 
variability 

(many women 
would choose 
a noninvasive 

highly 
accurate test) 

Cell free fetal DNA testing is not 
recommended for coverage  

(weak recommendation) 

Screening for Tay-Sachs carrier 
status using Hex A in high risk 
populations7 

Benefits exceed 
harms 

Moderate Low Limited 
variability 

(most would 
choose to 
terminate) 

Screening for Tay-Sachs carrier 
status in high risk populations is 

recommended for coverage. 
First step is Hex A, and then 
additional DNA analysis in 

individuals with ambiguous Hex 
A test results, suspected variant 

form of TSD or suspected 
pseudodeficiency of Hex A 
(weak recommendation) 

 

                                                      
7 Ashkenazi Jewish, French Canadian and Cajun 
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Indication Balance between 
desirable and 

undesirable effects 

Quality of 
evidence 

Resource 
Allocation 

Values and 
preferences 

Coverage Recommendation 

Screening for CF carrier status Potential benefit,  
minimal harm 

Moderate Moderate Moderate 
variability 

Screening for cystic fibrosis 
status is recommended for 
coverage once in a lifetime 

(weak recommendation) 
Screening for fragile X carrier status 
in women with +FH or risk factors8 

Small benefit, 
depending on values 
of parents, minimal 

harm 

Low Moderate Moderate 
variability 

Screening for fragile X status in 
patients with a personal or 
family history of 
 fragile X tremor/ataxia 

syndrome 

 premature ovarian failure 

 unexplained early onset 
intellectual  disability 

 fragile X intellectual 
disability 

 unexplained autism through 
the pregnant woman’s 
maternal line adult 

Screening for thrombophilia No definite benefit, 
possible harm if 

prophylactic 
treatment undertaken 
(bleeding risks from 

anticoagulation)   

Low Moderate (if 
treatment 

undertaken) 

Limited Screening for thrombophilia is 
not recommended for coverage 
for recurrent pregnancy loss or 
in the general population (weak 

recommendation) 
 

Fetal genetic analysis of fetuses at 
risk for fetal skeletal dysplasia 
based on US 

Mixed – Moderate 
benefit depending on 
patient preferences, 

small risk 

Low Moderate 
(cascade of 

testing) 

Moderate 
variability 

No recommendation made 

                                                      
8 Personal or family history of fragile X tremor/ataxia syndrome, unexplained mental retardation, autism or premature ovarian failure (before age 
40) 
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Indication Balance between 
desirable and 

undesirable effects 

Quality of 
evidence 

Resource 
Allocation 

Values and 
preferences 

Coverage Recommendation 

Spinal muscular atrophy carrier 
screening  

Small benefit, 
depending on values 
of parents, minimal 

harm 

None Low Moderate 
variability 

Screening for spinal muscular 
atrophy is recommended for 
coverage once in a lifetime 

(weak recommendation) 
 

 
Screening of Ashkenazi Jewish 
population for specific genetic 
diseases 

Likely beneficial, 
minimal risks 

Low Moderate Moderate 
variability 

Screening is recommended for 
coverage for those of Ashkenazi 
Jewish heritage for Tay-Sachs 
disease, Canavan disease, 
cystic fibrosis, and familial 
dysautonomia (weak 
recommendation) 

Expanded carrier screening Components likely 
beneficial, however, 

there is a risk of 
cascade testing, 

clinically unimportant 
results 

None Moderate. 
There is a 
cascade of 

testing. 
However, 

compared to 
individual 
diagnostic 

tests, this type 
of testing is 
much less 
expensive 

High 
variability   

Coverage is recommended for 
expanded carrier screening only 

for those genetic conditions 
previously identified with enough 

evidence or guidelines to 
support a recommendation for 

coverage 
(weak recommendation)   

 
Coverage is not recommended 
for an unlimited variety of tests 

offered as part of expanded 
carrier screening (weak 

recommendation) 
Genetic counseling Beneficial in greater 

understanding of 
risks and benefits 

Moderate Cost of 
appointment 

may be 
balanced by 
optimizing 
appropriate 

test utilization 

Low variability 
(most women 
would choose 

to see a 
genetic 

counselor) 

Pretest genetic counseling is 
recommended for coverage 
prior to CVS, amniocentesis, 

Fragile X, microarray, and spinal 
muscular atrophy screening 

(weak recommendation) 
  

Note: GRADE framework elements are described in Appendix A 
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POLICY LANDSCAPE 

There were no quality measures pertaining to prenatal genetic testing identified when 
searching the National Quality Measures Clearinghouse. 

COMMITTEE DELIBERATIONS –EBGS 

In its review of this topic at its meetings April 4, June 6 and September 7, 2013, EbGS 
reviewed the initial draft coverage guidance and made the following decisions (some 
decisions from early meetings were later reversed; the final decisions are reflected 
here): 

 Did not include coverage for CVS/Amniocentesis for the indication of ‘on 
maternal request’ as a weak recommendation. 

 Made no recommendation on QF-PCR as the test is not available in the United 
States. 

 Recommended coverage for genetic counseling for women with certain risk 
factors. 

 In Array CGH testing when the karyotype is normal and there is a structural 
anomaly on ultrasound, the subcommittee decided to remove the 
recommendation for genetic counseling, as counseling would already have 
occurred before the CVS/amniocentesis. For Array CGH with stillbirth at >20 
weeks gestation, the subcommittee decided to strike the recommendation, as 
none of the evidence reviewed supports its use in improving future pregnancy 
outcomes. 

 Decided to recommend coverage for Cell Free Fetal DNA testing for high risk 
pregnancies based on new evidence from trusted sources which was submitted 
during public comment.  

 Changed the recommendation for thrombophilia screening to clarify that it is not 
recommended for screening, or for women with a history of recurrent pregnancy 
loss. 

 Recommended coverage for spinal muscular atrophy only once in a lifetime with 
pretest genetic counseling. 

 Recommended coverage for carrier screening in the Ashkenazi Jewish 
population for only four conditions rather than eight. 

COMMITTEE DELIBERATIONS – VBBS 

VbBS discussed the draft coverage guidance at its meeting 10/10/2013, reviewing a 
guideline note based on the draft coverage guidance. The subcommittee asked staff to 
consult with experts to incorporate the correct procedure codes into the guideline note, 
and added wording to allow a broader, but less expensive, test panel for additional 

http://www.qualitymeasures.ahrq.gov/
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testing specific to patients of Ashkenazi Jewish heritage. However, with regard to 
expanded carrier screening, the subcommittee chose not to make a similar statement, 
as some test panels currently available include traits such as eye color, and could be 
clinically irrelevant or inappropriate.   

COMMITTEE DELIBERATIONS – HERC 

 

 

  

Coverage guidance is prepared by the Health Evidence Review Commission (HERC), HERC staff, and 
subcommittee members. The evidence summary is prepared by the Center for Evidence-based Policy at Oregon 
Health & Science University (the Center). This document is intended to guide public and private purchasers in 
Oregon in making informed decisions about health care services.  

The Center is not engaged in rendering any clinical, legal, business or other professional advice. The statements 
in this document do not represent official policy positions of the Center. Researchers involved in preparing this 
document have no affiliations or financial involvement that conflict with material presented in this document. 
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Appendix A. GRADE Element Descriptions 
Element Description 
Balance between 
desirable and 
undesirable 
effects 

The larger the difference between the desirable and undesirable effects, the 
higher the likelihood that a strong recommendation is warranted. The 
narrower the gradient, the higher the likelihood that a weak recommendation 
is warranted 

Quality of 
evidence 

The higher the quality of evidence, the higher the likelihood that a strong 
recommendation is warranted 

Resource 
allocation 

The higher the costs of an intervention—that is, the greater the resources 
consumed—the lower the likelihood that a strong recommendation is 
warranted 

Values and 
preferences 

The more values and preferences vary, or the greater the uncertainty in 
values and preferences, the higher the likelihood that a weak 
recommendation is warranted 

 
Strong recommendation 
In Favor: The subcommittee is confident that the desirable effects of adherence to a 
recommendation outweigh the undesirable effects, considering the quality of evidence, cost and 
resource allocation, and values and preferences. 
Against: The subcommittee is confident that the undesirable effects of adherence to a 
recommendation outweigh the desirable effects, considering the quality of evidence, cost and 
resource allocation, and values and preferences. 

Weak recommendation 
In Favor: the subcommittee concludes that the desirable effects of adherence to a 
recommendation probably outweigh the undesirable effects, considering the quality of evidence, 
cost and resource allocation, and values and preferences, but is not confident.  
Against: the subcommittee concludes that the undesirable effects of adherence to a 
recommendation probably outweigh the desirable effects, considering the quality of evidence, 
cost and resource allocation, and values and preferences, but is not confident.  

Quality of evidence across studies for the treatment/outcome 
High = Further research is very unlikely to change our confidence in the estimate of effect. 
Moderate = Further research is likely to have an important impact on our confidence in the 

estimate of effect and may change the estimate. 
Low = Further research is very likely to have an important impact on our confidence in the 

estimate of effect and is likely to change the estimate. 
Very low = Any estimate of effect is very uncertain.  
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Appendix B. Applicable Codes 
CODES DESCRIPTION 
ICD-9 Diagnosis Codes 
V18.4 Family history of intellectual disabilities 
V18.9 Family history of genetic disease carrier 
V26.31 Testing of female for genetic disease carrier status 
V26.32 Other genetic testing of female 
V26.33 Genetic counseling 
V26.34 Testing of male for genetic disease carrier status 
V26.35 Encounter for testing of male partner of female with recurrent pregnancy loss 
V26.39 Other genetic testing of male 
V28.0 Antenatal screening for chromosomal anomalies by amniocentesis 
V28.1 Antenatal screening for raised alpha-fetoprotein levels in amniotic fluid 
V28.2 Other antenatal screening based on amniocentesis 
V28.3 Encounter for routine screening for malformation using ultrasonics 
V28.89 Other specified antenatal screening 
V28.9 Unspecified antenatal screening 
ICD-9 Volume 3 (Procedure Codes) 
None 
CPT Codes 

81161 DMD (dystrophin) (eg, Duchenne/Becker muscular dystrophy) deletion analysis, and 
duplication analysis, if performed 

81200 ASPA (aspartoacylase) (eg, Canavan disease) gene analysis, common variants (eg, 
E285A, Y231X) 

81205 BCKDHB (branched-chain keto acid dehydrogenase E1, beta polypeptide) (eg, Maple 
syrup urine disease) gene analysis, common variants (eg, R183P, G278S, E422X) 

81209 BLM (Bloom syndrome, RecQ helicase-like) (eg, Bloom syndrome) gene analysis, 
2281del6ins7 variant) 

81220 CFTR (cystic fibrosis transmembrane conductance regulator) (eg, cystic fibrosis) 
gene analysis; common variants (eg, ACMG/ACOG guidelines) 

81221 known familial variants 
81222 duplication/deletion variants 
81223 full gene sequence 
81224 intron 8 poly-t analysis (eg, male infertility) 

81225 CYP2C19 (cytochrome P450, family 2, subfamily C, polypeptide 19) (eg, drug 
metabolism), gene analysis, common variants (eg, *2, *3, *4, *8, *17) 

81226 
CYP2D6 (cytochrome P450, family 2, subfamily D, polypeptide 6) (eg, drug 
metabolism), gene analysis, common variants (eg, *2, *3, *4, *5,*6, *9, *10, *17, *19, 
*29, *35, *41, *1XN, *2XN, *4XN) 

81227 CYP2C9 (cytochrome P450, family 2, subfamily C, polypeptide 9) (eg, drug 
metabolism), gene analysis, common variants (eg, *2, *3, *5, *6) 

81228 
Cytrogenomic constitutional (genome-wide) microarray analysis; interrogation of 
genomic regions for copy number variants (eg, Bacterial Artificial Chromosome [BAC] 
or oligo-based comparative genomic hybridization [CGH] microarray analysis) 

81229 interrogation of genomic regions for copy number and single nucleotide 
polymorphism (SNP) variants for chromosomal abnormalities 
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CODES DESCRIPTION 

81240 F2 (prothrombin, coagulation factor II) (eg, hereditary hypercoagulability) gene 
analysis, 20210G>A variant 

81241 F5 (coagulation Factor V) (eg, hereditary hypercoagulability) gene analysis, Leiden 
variant 

81242 FANCC (Fanconi anemia, complementation group C) (eg, Fanconi anemia, type C) 
gene analysis, common variant (eg, IVS4+4A>T) 

81243 FMR1 (Fragile X mental retardation 1) (eg, fragile X mental retardation) gene 
analysis; evaluation to detect abnormal (eg, expanded) alleles 

81244 characterization of alleles (eg, expanded size and methylation status) 

81250 G6PC (glucose-6-phosphatase, catalytic subunit) (eg, Glycogen storage disease, 
Type 1a, von Gierke disease) gene analysis, common variants (eg, R83C, Q347X) 

81251 GBA (glucosidase, beta, acid) (eg, Gaucher disease) gene analysis, common variants 
(eg, N370S, 84GG, L444P, IVS2+1G>A) 

81252 GJB2 (gap junction protein, beta 2, 26kDa, conexin 26) (eg, nonsyndromic hearing 
loss) gene analysis; full gene sequence 

81253 known familial variants 

81254 
GJB6 (gap junction protein, beta 6, 30kDa, connexin 30) (eg, nonsyndromic hearing 
loss) gene analysis, common variants (eg, 309kb [del(GJB6-D13S1830)] and 232kb 
[del(GJB6-D13S1854)]) 

81255 HEXA (hexosaminidase A [alpha polypeptide]) (eg, Tay-Sachs disease) gene 
analysis, common variants (eg, 1278insTATC, 1421+1G>C, G269S) 

81256 HFE (hemochromatosis) (eg, hereditary hemochromatosis) (eg, hereditary 
hemochromatosis) gene analysis, common variants (eg, C282Y, H63D) 

81257 
HBA1/HBA2 (alpha globin 1 and alphaglobin 2) (eg, alpha thalassemia, Hb Bart 
hydrops fetalis syndrome, HbH disease), gene analysis, for common deletions or 
variant (eg, Southeast Asian, Thai, Filipino, Mediterranean, alpha3.7, alpha4.2, 
alpha20.5, and Constant Spring) 

81260 
IKBKAP (inhibitor of kappa light polypeptide gene enhancer in B-cells, kinase 
complex-associated protein) (eg, familial dysautonomia) gene analysis, common 
variants (eg, 2507+6T>C, R696P) 

81280 
Long QT syndrome gene analyses (eg, KCNQ1, KCNH2, SCN5A, KCNE1, KCNE2, 
KCNJ2, CACNA1C, CAV3, SCN4B, AKAP, SNTA1, and ANK2); full sequence 
analysis 

81281 known familial sequence variant 
81282 duplication/deletion variants 

81290 MCOLN1 (mucolipin 1) (eg, Mucolipidosis, type IV) gene analysis, common variants 
(eg, IVS3-2A>G, del6.4kb) 

81291 MTHFR (5,10-methylenetetrahydrofolate reductase) (eg, hereditary 
hypercoagulability) gene analysis, common variants (eg, 677T, 1298C) 

81292 MLH1 (mutL homolog 1, colon cancer, nonpolyposis type 2) (eg, hereditary non-
polyposis colorectal cancer, Lynch syndrome) gene analysis; full sequence analysis 

81293 known familial variants 
81294 duplication/deletion variants 

81295 MSH2 (mutS homolog 2, colon cancer, nonpolyposis type 1) (eg, hereditary non-
polyposis colorectal cancer, Lynch syndrome) gene analysis; full sequence analysis 

81296 known familial variants 
81297 duplication/deletion variants 
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CODES DESCRIPTION 
81298 MSH6 (mutS homolog 6 {E. coli]) (eg, hereditary non-polyposis colorectal cancer, 

Lynch syndrome) gene analysis; full sequence analysis 
81299 known familial variants 
81300 duplication/deletion variants 

81301 
Microsatellite instability analysis (eg, hereditary non-polyposis colorectal cancer, 
Lynch syndrome) of markers for mismatch repair deficiency (eg, BAT25, BAT26), 
includes comparison of neoplastic and normal tissue, if performed 

81302 MECP2 (methyl CpG binding protein 2) (eg, Rett syndrome) gene analysis; full 
sequence analysis 

81303 known familial variant 
81304 duplication/deletion variants 

81317 PMS2 (postmeiotic segregation increased 2 [S. cerevisiae]) (eg, hereditary non-
polyposis colorectal cancer, Lynch syndrome) gene analysis; full sequence analysis 

81318 known familial variants 
81319 duplication/deletion variants 

81321 PTEN (phosphatase and tensin homolog) (eg, Cowden syndrome, PTEN hamartoma 
tumor syndrome) gene analysis; full sequence analysis 

81322 known familial variant 
81323 duplication/deletion variants 

81324 
PMP22 (peripheral myelin protein 22) (eg, Charcot-Marie-Tooth, hereditary 
neuropathy with liability to pressure palsies) gene analysis; duplication/deletion 
analysis 

81325 full sequence analysis 
81326 known familial variant 

81330 SMPD1 (sphingomyelin phosphodiesterase 1, acid lysosomal) (eg, Niemann-Pick 
disease, Type A) gene analysis, common variants (eg, R496L, L302P, fsP330) 

81331 
SNRPN/UBE3A (small nuclear ribonucleoprotein polypeptide N and ubiquitin protein 
ligase E3A) (eg, Prader-Willi syndrome and/or Angelman syndrome), methylation 
analysis 

81332 
SERPINA1 (serpin peptidase inhibitor, cladeA, alpha-1-antiproteinase, antitrypsin, 
member 1) (eg, alpha-1-antitruypsin deficiency), gene analysis, common variants (eg, 
*S and *Z) 

88267 Chromosome analysis, amniotic fluid or chorionic villus, count 15 cells, 1 karyotype, 
with banding 

88269 Chromosome analysis, in situ for amniotic fluid cells, count cells from 6-12 colonies, 1 
karyotype, with banding 

88271 Molecular cytogenetics; DNA probe, each (eg, FISH) 

88272 
chromosomal in situ hybridization, analyze 3-5 cells (eg, for derivatives and 
markers) 

88273 chromosomal in situ hybridization, analyze 10-30 cells (eg, for microdeletions) 
88274 interphase in situ hybridization, analyze 25-99 cells  
88275 interphase in situ hybridization, analyze 100-300 cells 
88280 Chromosome analysis; additional karyotypes, each study 
88283 additional specialized banding technique (eg, NOR, C-banding) 
88285 additional cells counted, each study 
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CODES DESCRIPTION 
88289 additional high resolution study 
88291 Cytogenetics and molecular cytogenetics, interpretation and report 
HCPCS Level II Codes 
S0265 Genetic counseling, under physician supervision, each 15 minutes 
S3841 Genetic testing for retinoblastoma 
S3842 Genetic testing for von hippel-lindau disease 

S3844 DNA analysis of the connexin 26 gene (gjb2) for susceptibility to congenital, profound 
deafness 

S3845 Genetic testing for alpha-thalassemia 
S3846 Genetic testing for hemoglobin e beta-thalassemia 
S3849 Genetic testing for Niemann-Pick disease 
S3850 Genetic testing for sickle cell anemia 
S3852 DNA analysis for apoe epsilon 4 allele for susceptibility to Alzheimer’s disease 
S3853 Genetic testing for myotonic muscular dystrophy 

S3861 
Genetic testing, sodium channel, voltage-gated, type v, alpha subunit (scn5a) and 
variants for suspected brugada syndrome 

S3865 Comprehensive gene sequence analysis for hypertrophic cardiomyopathy 

S3866 Genetic analysis for a specific gene mutation for hypertrophic cardiomyopathy (HCM) 
in an individual with a known HCM mutation in the family 

S3870 Comparative genomic hybrization (CGH) microarray testing for developmental delay, 
autism spectrum disorder and/or mental retardation 

 Note: Inclusion on this list does not guarantee coverage 
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Appendix C. HERC Guidance Development Framework   

Validated questionnaire to assess genetic risk in all pregnant women  

Level of Evidence

Sufficient Insufficient 
or Mixed

Similar 
effectiveness

Less 
effective

Alternative effective treatment(s) 
available/accessible

No

Treatment risk compared to  
no treatment

Similar 
or less More

Treatment is prevalent

NoYes

HERC Guidance Development Framework Decision Point Priorities
1. Level of evidence
2. Effectiveness & alternative treatments
3. Harms and risk
4. Cost
5. Prevalence of treatment
6. Clinical research study is reasonable

Clinical research study 
is reasonable1

NoYes

1Clinical research study is reasonable when failure to perform the procedure in question is not 
likely to result in death or serious disability; or in a situation where there is a high risk of 
death, there is no good clinical evidence to suggest that the procedure will change that risk.

Treatment risk compared to 
alt. treatment(s)

Similar 
or More

Less

I II

A B

BA

1 2

1
1

2
2

a b

i ii

Effectiveness compared to alt. treatment(s) 
(clinically significant improvement in outcomes)

More 
effective 

FINAL 1/10/2013

a b

Ineffective 
or harm exceeds 

benefit

Effective

No alt. treatment(s) 
available/accessible

Ineffective 
or harm exceeds 

benefit

Refer to HERC Guidance Development Framework Principles for additional considerations

3 14 2

a
b b

aa
b

i ii iii

Do not 
recommend 

(weak)
Recommend 

(strong)

Do not 
recommend 

(strong)

Recommend 
(weak)

Do not 
recommend 

(strong)

Do not 
recommend 

(strong)

Do not 
recommend 

(strong)

Recommend 
(strong)

Do not 
recommend 
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Do not 
recommend 
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Recommend 
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Do not 
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Do not 
recommend 
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Do not 
recommend 

(strong)

Do not 
recommend 

(strong)

Do not 
recommend 

(weak)

Recommend 
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Cost
Cost
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or less
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or less

MoreMore

Treatment risk 
compared to alt. 

treatment(s)

Treatment risk 
compared to alt. 

treatment(s)

Treatment risk 
compared to alt. 

treatment(s)
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less
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more LessMore
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less

More

Yes

Cost
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or more

Less

 Center for Evidence-based Policy
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Screening for thrombophilia  

Level of Evidence

Sufficient Insufficient 
or Mixed

Similar 
effectiveness

Less 
effective

Alternative effective treatment(s) 
available/accessible

No

Treatment risk compared to  
no treatment

Similar 
or less More

Treatment is prevalent

NoYes

HERC Guidance Development Framework Decision Point Priorities
1. Level of evidence
2. Effectiveness & alternative treatments
3. Harms and risk
4. Cost
5. Prevalence of treatment
6. Clinical research study is reasonable

Clinical research study 
is reasonable1

NoYes

1Clinical research study is reasonable when failure to perform the procedure in question is not 
likely to result in death or serious disability; or in a situation where there is a high risk of 
death, there is no good clinical evidence to suggest that the procedure will change that risk.

Treatment risk compared to 
alt. treatment(s)

Similar 
or More

Less

I II

A B

BA

1 2

1
1

2
2

a b

i ii

Effectiveness compared to alt. treatment(s) 
(clinically significant improvement in outcomes)

More 
effective 

FINAL 1/10/2013

a b

Ineffective 
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benefit

Effective

No alt. treatment(s) 
available/accessible

Ineffective 
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benefit

Refer to HERC Guidance Development Framework Principles for additional considerations

3 14 2

a
b b
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b

i ii iii
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recommend 
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(strong)

Do not 
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(strong)
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 Center for Evidence-based Policy
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Array CGH testing when karyotype normal and structural anomaly on US; Screen high-risk ethnic groups for 
hemoglobinopathies; Aneuploidy screening in first or second trimester; CVS or amnio for + aneuploidy screen, maternal age 
> 34, fetal structural anomalies, + FH, elevated risk of neural tube defect or maternal request; Screening for Tay-Sachs carrier 
status using Hex A in high risk populations; Screening for CF carrier status; Screening for fragile X carrier status in women 
with +FH or risk factors; Screening of Ashkenazi Jewish population for specific genetic diseases; Expanded carrier screening  

Level of Evidence

Sufficient Insufficient 
or Mixed

Similar 
effectiveness

Less 
effective

Alternative effective treatment(s) 
available/accessible

No

Treatment risk compared to  
no treatment

Similar 
or less More

Treatment is prevalent

NoYes

HERC Guidance Development Framework Decision Point Priorities
1. Level of evidence
2. Effectiveness & alternative treatments
3. Harms and risk
4. Cost
5. Prevalence of treatment
6. Clinical research study is reasonable

Clinical research study 
is reasonable1

NoYes

1Clinical research study is reasonable when failure to perform the procedure in question is not 
likely to result in death or serious disability; or in a situation where there is a high risk of 
death, there is no good clinical evidence to suggest that the procedure will change that risk.
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Refer to HERC Guidance Development Framework Principles for additional considerations
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Aneuploidy testing with QF-PCR; Aneuploidy testing with FISH  

Level of Evidence

Sufficient Insufficient 
or Mixed

Similar 
effectiveness

Less 
effective

Alternative effective treatment(s) 
available/accessible

No

Treatment risk compared to  
no treatment

Similar 
or less More

Treatment is prevalent

NoYes

HERC Guidance Development Framework Decision Point Priorities
1. Level of evidence
2. Effectiveness & alternative treatments
3. Harms and risk
4. Cost
5. Prevalence of treatment
6. Clinical research study is reasonable

Clinical research study 
is reasonable1

NoYes

1Clinical research study is reasonable when failure to perform the procedure in question is not 
likely to result in death or serious disability; or in a situation where there is a high risk of 
death, there is no good clinical evidence to suggest that the procedure will change that risk.
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Cell free fetal DNA testing 

Level of Evidence

Sufficient Insufficient 
or Mixed
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effectiveness
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effective

Alternative effective treatment(s) 
available/accessible

No

Treatment risk compared to  
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death, there is no good clinical evidence to suggest that the procedure will change that risk.
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Ultrasound for structural anomaly screen at 18-20 weeks; Fetal genetic analysis of fetuses at risk for fetal skeletal dysplasia 
based on US; Spinal muscular atrophy carrier screening  

Level of Evidence

Sufficient Insufficient 
or Mixed

Similar 
effectiveness

Less 
effective

Alternative effective treatment(s) 
available/accessible

No

Treatment risk compared to  
no treatment

Similar 
or less More
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Commenters 
Identification Stakeholder 

A Oregon Medicaid Managed Care Medical Director 

B Verinata Health, Redwood City, CA 

C 7 Physicians and 4 Genetic Counselors, Legacy Medical Group- Maternal Fetal Medicine, Portland, OR 

D 6 Physicians and 4 Genetic Counselors, OHSU, Portland, OR 

E 10 Portland-area Prenatal Genetic Counselors from the following organizations: 

OHSU Dept. of OB/GYN, Division of Maternal Fetal Medicine 

Women’s Health Associates, LLC, Northwest Perinatal Center 

Legacy Emanuel Hospital Maternal Fetal Medicine 
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Public Comments Grouped by Topic 
Stakeholder # Comment Disposition 

Invasive Aneuploidy Testing  
A 1 Comments regarding the prenatal genetic testing draft: 

A concern regarding universally offering genetic counseling and invasive 
aneuploidy testing for any woman over 34 years old, even if noninvasive screening 
is normal.  Given funding priorities, and that this is a “weak” recommendation, is it 
appropriate for OHP benefits?  Should this be reset to an older maternal age with 
a higher pretest probability of aneuploidy in the presence of negative screening?  
Unless you have good evidence to support counseling and invasive testing for 
mothers > 34 who have a negative noninvasive screen, it seems to me that should 
not be covered given the priorities of OHP funding. 

EbGS agrees that the evidence pertaining to maternal age >34 does 
not warrant genetic counseling without additional indications of 
elevated risk. Guidance recommendation changed to reflect this.  

A 2 Our Managed Care Plan is seeing tests beyond karyotyping requested (e.g. 
microarrays) as a routine for advanced maternal age, by the OHSU 
obstetrics/genetics group. 

Guidance document only recommends coverage of array CGH if 
major fetal anomalies are apparent on imaging and karyotype is 
normal. 

Cell Free Fetal DNA Testing 
B 3 We are writing in response to your Draft Coverage Guidance: Prenatal Genetic 

Testing, more specifically Cell Free Fetal DNA Testing. The proposed position of 
HERC is to NOT recommend coverage for the aforementioned type of prenatal 
testing due to ‘no evidence identified’ in support of its use. Please review the 
following and accompanying information as provided evidence in support of Cell 
Free Fetal DNA Testing and its use: 

Technology Assessments 

Sequencing-Based Tests to Determine Fetal Trisomy 21 from Maternal Plasma 
DNA, April 2013; Technology Evaluation Center (TEC): Blue Cross Blue Shield 

Association’s Office of Clinical Affairs in conjunction with Kaiser Permanente 
Medical Care Program. Evaluation criteria include, 1) The technology must have 
final approval from the appropriate governmental regulatory bodies; 2) The 
scientific evidence must permit conclusions concerning the effect of the 
technology on health outcomes; 3) The technology must improve the net health 
outcome; 4) The technology must be as beneficial as any established alternatives; 
and, 5) The improvement must be attainable outside the investigational settings. 

Conclusion: ‘Based on the above, nucleic acid sequencing-based testing of 

This citation is from one of the HERC trusted sources and indeed 
concluded that cell-free DNA testing for trisomy 21 meets TEC 
criteria for coverage in both high-risk and average risk women, based 
on 9 studies. Only one of these addressed average risk women.  

 

EbGS agrees that the evidence is sufficient to recommend coverage 
of cell-free fetal DNA testing in high-risk women, but not in average 
risk women. Guidance recommendation changed to reflect this.  
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maternal plasma for trisomy 21 with confirmatory testing of positive results (as is 
expected to be performed in a real-world clinical setting) in both high-risk women 
and average-risk women being screened for trisomy 21 meets the TEC criteria.’ 

B 4 Fetal Aneuploidy Detection by Maternal Plasma DNA Sequencing, Part 2, 
October 2013; California Technology Assessment Forum (CTAF). Evaluation 
criteria: same as TEC (above). 

Recommendation #1: ‘It is recommended that the use of cell free fetal DNA as a 
prenatal advanced screening test for fetal aneuploidy for Trisomy 21 and Trisomy 
18 in high risk women meets CTAF criteria 1-5 for safety and efficacy and 
improvement in health outcomes.’ 

Conclusion: ‘In conclusion, cffDNA is a promising new technology with high 
sensitivity and specificity for the prediction of fetal aneuploidy, in particular T 21 
and T18, when evaluated as an advanced screening test in high risk women. In 
high risk women, when used as an advanced screening test, it has the potential to 
reduce the number of invasive diagnostic procedures, with their associated risks 
of fetal loss.’ 

This TA (dated June 2012) also concludes that cell-free DNA testing 
for trisomy 21, 18 and 13 meets TEC criteria for coverage in high-risk 
women, based on 7 studies. 

 

See comment #3. 

 

B 5 Professional Society Recommendations/Position Statements: 

The following societies have reviewed cell free fetal DNA testing technology and 
have adopted cautionary yet favorable positions on its use in the clinical setting.  

American College of Obstetricians and Gynecologists/Society for Maternal-Fetal 
Medicine (ACOG/SMFM): Committee Opinion 545: Noninvasive Prenatal Testing 
for Fetal Aneuploidy, Dec. 2012 

ACOG recommendations state the following: Patients at increased 
risk of aneuploidy can be offered testing with cell free fetal DNA. This 
technology can be expected to identify approximately 98% of cases of 
Down syndrome with a false-positive rate of less than 0.5%. 

AND 

Cell free fetal DNA testing should not be offered to low-risk women or 
women with multiple gestations because it has not been sufficiently 
evaluated in these groups.  

B 6 International Society for Prenatal Diagnosis (ISPD): Position Statement from the 
Aneuploidy Screening Committee on Behalf of the Board of the 
International Society for Prenatal Diagnosis, April 2013. 

This guideline states: 

Although rapid progress is being made in the development and 
validation of this technology, demonstration that in actual clinical 
practice the testing is sufficiently accurate, has low failure rates and 
can be provided in a timely fashion has not yet been provided. 
They list 9 caveats highlighting the test limitations:  

1. Reliable non-invasive maternal cf DNA aneuploidy screening 
methods have only been reported for trisomy 21 and 18. cfDNA 
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screening results have been reported for trisomy 13 but the numbers 
are not large and efficacy appears to be less than for trisomies 21 and 
18. cfDNA screening results have also been reported for sex 
chromosome aneuploidy and the efficacy is unacceptably low 
2. There are insufficient data available to judge whether any specific 
cfDNA screening method is most effective 
3. The tests should not be considered to be fully diagnostic and 
therefore are not a replacement for amniocentesis and CVS. Some 
affected pregnancies may not be detected and there may be false-
positive results. 
4. Analytic validity trials have been mostly focused on patients who 
are at high risk on the basis of maternal age or other screening tests. 
Efficacy in low risk populations has not yet been fully demonstrated. 
There are currently only limited data to suggest the test failure rate 
will not be appreciably higher for low-risk women and the false-
positive rate also appears to be comparable. 
5. There is insufficient information to know how well the test will 
perform in multiple gestation pregnancies that are discordant for 
trisomy but, theoretically, the detection of affected pregnancies could 
be lower than in singletons. When there has been a known early 
demise of a co-twin (“vanishing twin”), results may be inaccurate. 
6. In cases where mosaicism is present (including confined placental 
mosaicism) results may be inaccurate. 
7. In a proportion of cases there is insufficient fetal cfDNA in the 
maternal plasma specimen or there is test failure for other reasons 
(Table 2). It is not known what proportion of women with insufficient 
fetal cfDNA or a failed or uninterpretable test would have an 
informative repeat test result. In addition, one of the cfDNA screening 
methods classifies a proportion of results as “unclassified” when they 
are in fact at somewhat increased risk of aneuploidy. 
8. Specific independently developed laboratory minimum standards, 
quality control, proficiency testing and inspection requirements have 
not yet been developed for this testing. It is expected that quality 
control standards will be developed and the ISPD strongly cautions 
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providers to seek out laboratory services that meet national 
guidelines for quality control and proficiency testing that is the 
current standard for other molecular tests. 
9. It has not been demonstrated that the test can be provided in a 
cost-effective, timely, and equitable manner to total populations. 

B 7 National Society of Genetic Counselors: Noninvasive Prenatal 
Testing/Noninvasive Prenatal Diagnosis: the position of the National Society of 
Genetic Counselors 

This position statement of the NSGC, dated April 2012,  states:  

NSGC does not currently support NIPT as a routine, first-tier 
aneuploidy screening test in low-risk populations: To date, these 
technologies have been validated only in pregnancies considered to 
be at an increased risk for fetal aneuploidy, based on maternal age, 
family history, or positive serum and/or sonographic screening tests. 
 
Clinical studies show that MPS (massively parallel sequencing) 
effectively detects fetal trisomy 21, trisomy 13, and trisomy 18. MPS 
has not yet been proven efficacious in detecting other chromosomal 
abnormalities or single-gene disorders, and clinical trials for other 
technologies have not yet been published. NSGC recommends that 
pretest counseling for NIPT include information about the disorders 
that it may detect, its limitations in detecting these conditions, and its 
unproven role in detecting other conditions. 

B 8 Oregon’s Commercial Insurance Reviews and Coverage 

In addition to the aforementioned favorable assessments and clinical professional 
societal recommendations, the national and regional payers have completed 
reviews of the Cell Free Fetal DNA Testing technology and found their use to be 
medically necessary and a covered benefit under their health plan offerings. Those 
payers with positive medical policy and coverage for Cell Free Fetal DNA testing 
and operating within Oregon include: 

 Aetna 

 Coventry 

 Humana 

 Health Net 

 UnitedHealthcare 

 Regence BCBS of Oregon 

Thank you for providing this information. The EbGS makes its 
decisions based on evidence of effectiveness and harms, not on the 
basis of other payers’ coverage policies. 
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 Providence Health Plan 

 ODS Health Plans 

 Lifewise of Oregon 

B 9 Costs  

While this test could be looked at as additive to the current prenatal screening 
care continuum and as such the program would incur increased costs, there is 
data and information to suggest that the utilization of the Cell Free Fetal DNA 
Testing could be off-set by the decrease in utilization of invasive procedures such 
as CVS and amniocentesis. Additionally, should there be unfavorable outcomes 
associated with the continued utilization of invasive procedures, costs associated 
with those outcomes can compound cost significantly; these unfavorable 
outcomes and associated costs could be mitigated with the inclusion of Cell Free 
Fetal DNA Testing in the prenatal care continuum. A study addressing both the 
utilization and cost impact of Cell Free Fetal DNA Testing is also attached. This 
study was conducted by Bridgehead International and is titled, Clinical and Cost 
Consequences of Incorporating a Novel Non-Invasive Prenatal Test into the 
Diagnostic Pathway for Fetal Trisomies; Journal of Managed Care Medicine, Nov. 
2012. 

This cost model assumes a cost for the cell-free DNA test (verifi
TM

) of 
$1200. Costs for other cffDNA tests range from $795 to $1900. 
Authors modeled a population of 5 million with 100,000 pregnancies 
annually. Model found a 66% reduction in invasive diagnostic 
induced miscarriages and that 38% more women received a T21 
diagnosis. The model predicts that total costs for prenatal screening 
and diagnosis for fetal aneuploidies are reduced by 1% annually. 

 

B 10 As a purveyor of one of the Cell Free Fetal DNA Testing options available to 
providers for prescribing to patients, we feel that in order to provide access and 
continuity of care across all populations residing in Oregon, HERC should adopt a 
favorable position on Cell Free Fetal DNA Testing and allow for its use.  

Thank you in advance for your review of the accompanying information of 
evidence support of Cell Free Fetal DNA Testing. 

Thank you for your comments.  

E 11 We are writing this letter in support of coverage for Non Invasive prenatal testing 
(NIPT) through cell free fetal DNA.  While we applaud the Health Evidence Review 
Commission’s decision to recommend coverage of aneuploidy screening, we 
disagree with the decision not to cover NIPT.   The American College of Obstetrics 
& Gynecology and the Society for Maternal Fetal Medicine have both 
recommended noninvasive prenatal testing (NIPT) as a screening test for high-risk 
women. The National Society of Genetic Counselors and the International Society 
of Prenatal Diagnosis have also stated their approval of NIPT as an option for 
patients whose pregnancies are considered to be at an increased risk for certain 

See comments #5, 6, and 7. Society for Maternal Fetal Medicine 
recommendations not cited or provided.    



HERC Coverage Guidance – Prenatal Genetic Testing 
Disposition of Public Comments 

 

 
 
 

 

 Center for Evidence-based Policy  

September 2013 
Page 7 

 

Stakeholder # Comment Disposition 

chromosome abnormalities. 

E 12 Without NIPT women whose pregnancies are at high risk (advanced maternal age, 
abnormal serum screening, abnormal ultrasound findings, pregious pregnancy 
with aneuploidy) must choose between screening tests with lower detection rates 
and higher false positive rates versus an invasive procedure that may cause 
miscarriage. Furthermore, NIPT can be performed at any time in pregnancy after 
~10 weeks gestation, providing valuable risk assessment information for women 
who may be outside of the recommended gestational age for any form of 
screening or invasive procedure. 

Use of cffDNA testing does not necessarily obviate the need for 
invasive testing, since a positive result requires confirmation by CVS 
or amniocentesis. Also, cffDNA is only used to screen for trisomy 21 
and 18. Women at high risk may still require additional testing.  

See comment #3. 

 

E 13 Although not considered diagnostic, NIPT has been shown as a cost-effective tool 
in several U.S. studies.  Studies by Song et al. (2013) and Ohno & Caughey (2013) 
have both shown that NIPT leads to improved detection of chromosome 
abnormalities with fewer false positives, fewer unnecessary invasive procedures, 
and lower rates of miscarriage in chromosomally-normal pregnancies. These 
studies have shown that in high-risk pregnancies (advanced maternal age, 
abnormal serum screening, abnormal ultrasound findings, previous pregnancy 
with aneuploidy), NIPT has lower total healthcare expenditures. For example, 
Song et al. estimated that NIPT would cost $300,000,000 less than first trimester 
screening and $500,000,000 less than traditional maternal serum screening. 

Song 2013 is a CEA that modeled NIPT in women who were > 35 or 
those with a + conventional screening test, compared to first 
trimester screen and integrated screening method. Theoretical 
cohort was all US births in one year. Cost of test was $795 in the 
model. Other tests cost more, with MaterniT21™ being the most 
expensive at $1900.  

Ohno 2013 concludes that, in high risk women, NIPT used as a 
screening tool that requires invasive confirmation is more cost-
effective than when it is used as a diagnostic tool (no confirmation, 
reproductive decision made based on NIPT only) and results in more 
false positive terminations than the number of procedure related 
losses in the those who undergo the invasive confirmation.  

C 14 Cell Free Fetal DNA (cffDNA) testing 
We agree that cffDNA has not been evaluated as a primary screening test and 
should not be utilized in the general population or in multiple gestations at this 
time. However, there is quality evidence to support its use as an “advanced” or 
second line screening test. In such pregnancies (i.e. abnormal screening result), 
the use of cffDNA offers higher detection rates and lower false positive rates than 
historically utilized options. There is ample evidence to conclude cffDNA can 
detect 97-99% of pregnancies affected by either Down syndrome or Trisomy 18 in 
particular while maintaining a very low chance for a false positive result. Other 
conditions can also be detected, although this is currently based on lesser data.11-
18  

4 of the listed citations were included in the BCBS TEC assessment 
(see comment #3). One is the ACOG committee opinion (see 
comment #5) and one is the ISPD position statement (see comment 
#6). One is the ACMG statement on cffDNA: No direct 
recommendation is made, but the conclusions states: “The ACMG 
encourages providers of NIPS technology to make serious efforts to 
provide the more clinically relevant metrics—PPV and NPV. …. The 
ethical principle of distributive justice causes us to reflect on who will 
pay for NIPS and who should be insured for the procedure. No doubt 
NIPS costs will come down; however, for NIPS to establish roots in 
the perinatal aneuploidy screening paradigm, cost as a barrier to 
population-based screening must be minimized.” 
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The last citation is a fact sheet created by the National Coalition for 
Health Professional Education in Genetics and the National Society of 
Genetic Counselors.  

C 15 CffDNA testing has been found to be a highly desired option for those women who 
do not wish diagnostic testing by CVS or amniocentesis. Declining to cover cffDNA 
testing forces families to either accept an option with a higher procedure related 
risk for loss or delaying testing until after delivery. We believe that cffDNA tests 
should be available to women who have a high pretest probability for positive 
findings (i.e. positive aneuploidy screen, enlarged NT measurement, or a 
structural anomaly on anatomic assessment of the fetus).19-22 

Citation #19 is a SR of “factors influencing clinical use of NIPT”. 
Included 11 studies pertaining to attitudes and experiences with 
using the test, makes the following suggestion: 

“Consideration needs to be made with respect to the needs of 
specific patient groups before the introduction of NIPT into clinical 
practice. For example, although it may be appropriate to offer NIPT 
in high risk pregnancies, introduction for population screening may 
not be warranted without further research, public consultation and 
discussion at policy level to address concerns about the ethical and 
social implications.” 
Citation #20 is cohort study of women and health professionals that 
compared preferences between those groups for test attributes. 
They found women value avoidance of miscarriage most, while 
health professionals value accuracy most.  

Citation #21 is a narrative review and editorial that states “Although 
currently being integrated in some settings as a primary screening 
test for women at high risk of fetal aneuploidy, from a population 
perspective, a better option for noninvasive prenatal testing may be 
as a second-tier test for those patients who screen positive by 
conventional aneuploidy screening. How noninvasive prenatal testing 
will ultimately fit with the current prenatal testing algorithms 
remains to be determined. True cost–utility analyses will be needed 
to determine the actual clinical efficacy of this approach in the 
general prenatal population.” 
AND  
“The absence of guidelines for quality control and quality assurance 
for the laboratory testing is a significant concern. The methodologies 
are highly complex and the testing is subject to intense commercial 
competitive pressures.” 
AND  
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“In a recent publication on noninvasive prenatal testing in an average 
risk population of women undergoing first-trimester screening, 
noninvasive prenatal testing detected 55% of the total chromosomal 
abnormalities (eight of eight cases of trisomy 21 and two of three 
cases of trisomy 18), whereas first trimester screening detected 
100% (all T21 and T18 as well as seven other deletions, duplications, 
and other abnormalities). 
Citation #22 is a best ethical practices statement funded by the NIH 
that makes 10 recommendations and concludes “Principal 
recommendations include the amendment of current informed 
consent procedures to include attention to the noninvasive nature of 
new testing and the potential for a broader range of results earlier in 
the pregnancy. We strongly recommend that tests should only be 
provided through licensed medical providers and not directly to 
consumers.” 

C 16 Some groups argue that cffDNA testing should also be used as a first line test for 
women of advanced maternal age. Until there is sufficient evidence to support the 
use of cffDNA as a primary screening test and proven to be cost effective, we do 
not support this policy. We recommend that all women interested in screening, 
regardless of age, be offered conventional screening and be offered cffDNA based 
testing (in addition to diagnostic testing) only in the event of a positive screen 
result. All positive cffDNA results should be confirmed by traditional diagnostic 
testing due to the risk for false positive results. 

Thank you for your comment.  

Noninvasive Aneuploidy Testing 
C 17 

 

While we recognize that the task of narrowing choices for testing is arduous, we 
feel that optimal patient care requires us to ask for the inclusion of additional 
options. 

Timing is important as some couples when faced with information that can impact 
the long term health of an individual, may decide not to continue a pregnancy. 
Diagnostic testing (chorionic villus sampling (CVS) or amniocentesis) is available 
under the current recommendations. However, the recommended options for 
screening severely limit first trimester screening capabilities. Thus, the option for 
CVS is significantly curtailed. 

Thank you for taking the time to comment. 
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C 18 Aneuploidy screening: 
The commission has recommended four modalities. They have not commented on 
combined first trimester screening alone. The recommended methodologies 
might incorporate first trimester assessment of the nuchal translucency (NT) or in 
combination with serum analytes. However, the chosen methods either limit the 
capabilities of the first trimester screen (to limit false positive rates) or ignore it 
altogether.  
The bulk of the chosen methods delay full interpretation of risk until after 16 
weeks, when first trimester diagnostic procedures opportunities have passed. This 
limits couple’s choices and is incongruous with the commission’s recommendation 
for CVS after a positive aneuploidy screen. We recommend combined first 
trimester screening (NT with HCG and PAPP-A) be added as a standalone 
screening option due to its high sensitivity, clinical availability, relatively low cost, 
and fast turnaround time in an early gestational window which would allow for 
counseling and further testing if desired.1-6  

EbGS agrees that the first trimester screening option outlined in the 
NICE guideline should be one of the available screening options. 
Guidance recommendation changed to reflect this.  

C 19 Screening with Ultrasound (US) 
The commission recommends anatomic assessment at 18-20 weeks, but does not 
comment on the use of first trimester US (particularly the assessment of the 
nuchal translucency). 
First trimester US provides important clinical information including: screening for 
structural anomalies, aneuploidy and/or genetic syndromes; providing early 
assessment of dating and viability (far more accurate than other clinical means); 
early recognition of multiple pregnancies including chorionicity, and detection of 
mullerian anomalies. 
Enlarged nuchal translucency (NT) measurements >95% for gestational age are 
known to increase the possibility for aneuploidy or structural anomaly, and NT 
measurements >99% also increase the risk for genetic syndromes as well. We 
recommend the option of NT measurements in all pregnancies in order to guide 
risk assessment for these issues. 7-10 

NT is an element of stepwise sequential and contingency screening.  
Citations:  

#7 Ayras was a case series of 1063 pregnancies with increased NT. 
During the time period of this study, no biochemical 1

st
 trimester 

screening tests were utilized. 78% of these fetuses had normal 
karyotype, but of those, 9% had structural defects or genetic 
disorders.  

#9 Mula is an abstract and editorial of a case series examining 
outcomes of 171 pregnancies with increased NT and normal 
karyotype. Of these, 28% did not survive due to miscarriage, 
termination or post natal death. Of the remaining infants, 10% had 
structural defects and 4% had severe neurodevelopmental 
impairment.   

For both of these studies, whether the anomalies would have been 
identified with a different aneuploidy screening methodology is not 
addressed.   

Citations #8 and #10 were published before the date of all 3 
guidelines that informed this recommendation. The EbGS bases their 
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guidance documents on reviews of the literature that utilize the 
highest standards of evidence based medicine. Studies are included 
or excluded based on transparent, reproducible criteria; therefore 
the HTAS does not investigate individual studies. The HTAS assumes 
that the conclusions reached by the authors of these reviews weigh 
all the available evidence in accordance with the principles of 
evidence based medicine, and does not attempt to re-review the 
entire body of evidence to reach its own conclusions.    

EbGS does not see the need for a NT determination if an alternative 
screening method is chosen.  

Carrier Screening 
C 20 Carrier screening: 

We would request that HERC consider the globalization of the population when 
making recommendations regarding carrier screening during pregnancy. 
Increasingly, parents report being of a mixed ethnic background and making 
screening determinations on this parameter alone is difficult. There is also 
emerging evidence that carrier frequencies in low risk populations may be higher 
than we would have thought. For instance, data from Counsyl indicate a high rate 
of carriers of traditional Ashkenazi Jewish conditions in individuals who do not 
report Jewish ancestry. 23 
Due to these emerging trends, a carrier screening program will need to evolve to 
meet the needs of patients. Limiting screening based on ethnic background alone 
will increasingly miss at risk individuals.  Guidelines based on general population 
data will likely be necessary to mirror the changes in ethnicity in the population. 

Citation #23 is an analysis of the ethnicity of individuals who 
underwent routine carrier screening and had positive findings. The 
authors report that of the 23,453 individuals screened, 433 would 
not have been identified as disease carriers in accordance with 
conventional ethnicity-based screening paradigms.  
While EbGS acknowledges this trend, no specific changes to the 
guidance recommendations appear to be indicated.  
 

Genetic Counseling 
D 21 Prenatal Genetic Counseling—Why it Matters 

All pregnant women can benefit from genetic counseling. While we appreciate the 
Health Evidence Review Commission’s coverage guidance for genetic counseling 
prior to CVS, amniocentesis, microarray testing, Fragile X screening and Spinal 
Muscular Atrophy screening, we implore them to recommend genetic counseling 
for all pregnant women. It is our opinion that the current recommendations will 
benefit only a select population of women having prenatal genetic screening and 
testing. We are concerned that genetic counseling services will not be available to 

While evidence has not been presented supporting the utility of 
genetic counseling for all women, EbGS understands the importance 
of providing this service for the first and fourth bulleted examples. 
EbGS does not believe the 2

nd
 and 3

rd
 bullets are sufficient 

justification for this service.  
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women who may fall outside of these specific guidelines, including: 

 Women with a family history of a chromosome abnormality or genetic 
disorder 

 Women with an abnormal finding on ultrasound or other increased risk for 
aneuploidy who are request more information but do not intend to pursue 
CVS or amniocentesis 

 Women whose prenatal care provider is unable to unwilling to explain the 
risks, benefits and limitations of noninvasive prenatal screening options 

 Women who have been found to be a carrier for genetic conditions, such as 
CF, who desire further explanation and partner testing 

D 22 The American College of Obstetrics & Gynecology has recommended that all 
pregnant women be offered screening for genetic conditions including Down 
syndrome and cystic fibrosis (CF). Although obstetricians, midwives and family 
medicine physicians are expected to be the educated about genetic testing 
options in pregnancy, the complexity and number of screening options continue 
to evolve at a rapid pace. 

EbGS does not disagree with these statements.  

D 23 A 2009 ACOG survey found that almost half of Obstetricians felt their training was 
inadequate to counsel patients about first trimester screening options and only 
31% of those surveyed had actually read the 2007 ACOG committee opinion 
regarding prenatal screening recommendations (Driscoll, et al. Screening for Down 
syndrome: Changing practice of Obstetricians. American Journal of Obstetrics & 
Gynecology, 2009; 200: 459). 

Driscoll 2009 is a survey of ACOG members. With regard to the first 
statement, 40% of respondents felt that their training was less than 
adequate to counsel patients about 1

st
 trimester options. However, 

98% stated that they were either somewhat or well qualified to 
counsel patients about Down’s syndrome screening, presumably due 
to ongoing education.   

D 24 Studies in the literature have stated that the information about genetic testing 
provided in the first prenatal visit is inadequate for ensuring informed 
autonomous decision-making (Bernhardt et al. Prenatal Genetic Testing: Content 
of Discussion between Obstetric Providers and Pregnant Women. Obstetrics & 
Gynecology, 1998: 91:648). The authors of such studies implore physicians to 
improve their practice with the help of genetic counselors. Prenatal genetic 
counselors are specifically trained to work with couples pre-conceptually and 
during the prenatal period to:  

 Provide risk assessment 

 Interpret family history, personal health history and genetic tests results 

Bernhardt 1998 is a case series of 169 pregnant patients whose first 
prenatal visit was evaluated for presence and content of genetic 
counseling. EbGS does not believe this is sufficient evidence of the 
need for formal genetic counseling in all women.   
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 Explain the risk, benefits and limitations of genetic screening and testing 
options 

 Provide education & supportive counseling 

 Ensure informed consent and patient autonomy 

D 25 Providing prenatal genetic counseling services to all pregnant women will 
improve the quality of care. Genetic information and available genetic tests are 
expanding rapidly. Most physicians and nurses simply don’t have the time to keep 
up with these changes. 

Evidence of the need for genetic counseling in all women is lacking.  

D 26 Providing prenatal genetic counseling services to call pregnant women will save 
money by avoiding inappropriate genetic tests, arranging for the tests that are 
both appropriate and economical, and by identifying people who do not need 
expensive screenings or treatments. 

See comment #23.  

C 27 Genetic Counseling: 
We agree with indications for genetic counseling approved by HERC, but feel that 
they may not be sufficient. One purpose of genetic counseling is to educate 
patients about testing options. Limiting genetic counseling as proposed 
jeopardizes patient care in limiting their access to quality information and 
jeopardizes coverage of the service if they opt for screening instead of diagnostic 
testing after genetic counseling.  We would encourage a broader coverage of 
genetic counseling service to include pre-test counseling for aneuploidy screening 
(either in group or individual format). We believe that it is a useful service and is 
cost effective in helping to tailor testing based on parent’s choices.24-25 
In addition to the proposed guidelines, we request that post-test genetic 
counseling be covered in the event of a positive test result initiated through a 
genetic counseling process. 

Citation #24 is a case series of 139 women that utilized a 
questionnaire to assess the decision-making process of pregnant 
women offered first trimester aneuploidy screening. Unclear how 
this study supports the need for genetic counseling for all women.  

Citation #25 is a review and discussion article.  
 

EbGS does not believe the evidence supports genetic counseling for 
all women.  
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