
 

 

February 22, 2013 

 

The Honorable Secretary Kathleen Sebelius 

Department of Health and Human Services 

200 Independence Ave, SW 

Washington, DC 20201 

 

Dear Secretary Sebelius, 

 

The American Society for Metabolic and Bariatric Surgery has reviewed the 

Centers for Medicare and Medicaid Services recent re-consideration of the National 

Coverage Analysis (NCA) focused specifically on the Facility Certification for Bariatric 

Surgery for the Treatment of Morbid Obesity (Facility Certification Requirement CAG-

00250R3). We fully support the continuation of the Facility Certification 

Requirement.  

 

We are the largest bariatric surgery society in the world with over 4000 members 

including surgeons, internists, psychologists, nurses, and dieticians. We are of the strong 

belief that the accreditation process has been of great value to CMS enrollees. Since the 

advent of the accreditation process in 2004, enormous gains in patient safety and 

effectiveness have been achieved. There are no compelling reasons to discontinue what 

has been a patient safety success story. Evaluation of this re-consideration should be 

objective, balanced, and conducted with transparency among all of the stakeholders and 

interested parties with clear disclosure of interest. Continued vigilance in the pursuit of 

quality for our patients in need is an enduring and worthwhile pursuit. We ask you to 

carefully evaluate this re-consideration and continue the accreditation process that has 

worked successfully to date. 

 

The Centers for Medicare and Medicaid Services (CMS) addresses coverage for 

bariatric surgery in section 100.1 of the Medicare National Coverage Determinations 

(NCD) Manual. The NCD issued in February 2006 identified certain bariatric surgery 

procedures that were covered if certain criteria were met. It also established at that time a 

requirement that identified bariatric surgery procedures were only covered when 

performed at facilities that were certified by the American College of Surgeons (ACS) or 

by the American Society of Bariatric Surgery (currently American Society of Metabolic 

and Bariatric Surgery (ASMBS).  In 2012, the two societies, recognizing the advantage of 

unification, created the Metabolic and Bariatric Surgery Accreditation and Quality 

Improvement Program (MBSAQIP).  



 

CMS has received a formal request from Dr. John Birkmeyer for a 

reconsideration of the facility certification requirement part of the NCD. Questions have 

been raised about the facility certification requirement in the NCD and whether facility 

certification results in improved outcomes of bariatric surgery in Medicare beneficiaries. 

CMS has opened this national coverage analysis to review the available evidence on this 

issue.  

 

To fully evaluate this re-consideration, a careful and objective review is required. 

The current literature regarding the impact of accreditation upon bariatric surgery is 

informative and decidedly in support for facility certification. In contradistinction to the 

two articles offered against facility accreditation, there are seven articles, which offer 

clear and compelling support to the current accreditation process.  

 

Since the implementation of the original 2006 National Coverage Determination 

for Bariatric Surgery, we have witnessed an American patient success story regarding 

patient safety in the bariatric surgery population.  

 

Studies Supporting Accreditation 

 

1. Hollenbeak in a 2008 article in Surgery demonstrates the impact of 

bariatric centers of excellence with 14,716 patients from the 

Pennsylvania Health Care Cost Containment Council database. The 

center of excellence of model demonstrated clear reduction in Length 

of Stay and Mortality. 

2.  Encinosa from the Agency for Healthcare Research and Quality 

detailed in a 2009 Medical Care article the steep decline in 

complications following the NCD including large reductions in-

patient, 30-day and 180-day complications respectively, 37%, 24%, 

and 21%.  

3. Specific to the Medicare population, Nguyen in a 2010 Archives of 

Surgery article noted a 33% reduction in mortality in Medicare 

beneficiaries following the NCD resulting in an overall bariatric 

surgery mortality rate 0.2%. Of note, in this publication, there was no 

evidence to indicate a decline in access for Medicare patients. 

4. Farell in a 2010 Journal of the American College of Surgeons 

publication articulated support for the accreditation process utilizing 

the largest, all-payor database in the US. With 102,069 surgeries 

analyzed from over eight years, the authors demonstrated accreditation 

provided improved outcomes. This study is note-worthy in that the 



authors modeled volume as a continuous variable and used the same 

database employed by Livingston in his article against accreditation. 

5. Nguyen in a 2012 Journal of the American College of Surgeons 

(JACS) publication specifically examined outcomes in accredited vs. 

non-accredited centers. Utilizing the University Health Consortium 

database and 35, 284 bariatric surgery patients, there was a significant 

reduction in mortality in accredited centers (0.06% vs. 0.21%). 

Compared with nonaccredited centers, bariatric surgery performed at 

accredited centers was also associated with shorter length of stay 

(mean difference 0.3 days) and lower cost (mean difference, $3,758). 

The article further illustrated that the reduction in mortality was most 

likely due to the enhanced ability of accredited centers to recognize 

and rescue patients with complications. The ability to recognize and 

rescue patients with complications at accredited centers is most likely 

due to having the appropriate education, resources, and personnel 

available at these centers. Without accreditation, appropriate 

education, resources, and personnel available at these centers might not 

be available to provide rescue and recognition as the article indicates. 

6. Flum in his 2011 Annals of Surgery article The Use, Safety and Cost 

of Bariatric Surgery Before and After Medicare’s National 

Coverage Decision (NCD) clearly demonstrates the value of the 

accreditation process in the very patient population that is of interest to 

CMS namely Medicare beneficiaries. From 2004-2008, forty-seven 

thousand thirty patients underwent bariatric surgery procedures. 90-

day mortality pre-NCD was 1.5% and post-NCD was 0.7% (P < 

0.001). The 90-day readmission rates decreased 25% post-NCD 

(19.9% to 15.4%), reoperation rates declined by 33% (3.2% to 2.1%) 

and payments fell 20% ($24,363 to $19,746; P for all <0.001). Access 

remained steady during the time period. 

7. Kwon in a 2012 Surgery for Obesity and Related Diseases publication 

showed the value of accreditation using the national MarketScan 

Commercial Claims and Encounter Database (2003–2009). In this 

study, the accredited centers had significant reductions in inpatient 

mortality (.3% to .1%; P =. 02), 90-day reoperations (.8% to .5%; P=. 

006), complications (36.4% to 27.6%; P<. 001), and readmissions 

(10.8% to 8.8%; P <. 001). 

 

These seven articles provide strong and compelling evidence in favor of the facility 

certification wisely begun by CMS in 2006. Since that National Coverage Determination, 



lives have been saved, complications have been prevented, readmissions have been 

averted, cost has been lowered and access has been broadened.  

 

Studies Against Facility Accreditation 

 

In the request prompting this reconsideration, two studies were offered as evidence 

against accreditation. The first study offered was from a 2009 Archives of Surgery 

publication by Livingston. This study did not find a mortality difference between 

accredited and non-accredited centers. It should be noted that the study utilized 2005 

Nationwide Inpatient Sample data, which predates the NCD as well as the laparoscopic 

revolution in bariatric surgery. It also bears mentioning that the Farrell 2010 Journal of 

American College of Surgeons publication utilized the same database with a longer 

timeframe and reached the conclusion that accreditation did render a significant benefit. 

The second article cited against facility certification was from Birkmeyer in a JAMA 

2010 article. The Michigan Bariatric Surgery Collaborative is a unique and outstanding 

experiment benefiting from significant dominant payor support and an exclusive 

surgeon/facility environment. At the time of study, it should be noted that of the 25 

hospitals participating in the MBSC 19 were Centers of Excellence. Given the 

homogeneity of the small Michigan hospital sample and rarity of mortality as an 

outcome, it is entirely likely that the study does not have enough signal to detect a 

difference between accredited and non-accredited centers. Furthermore, there are many 

requirements for participation in the MBSC including volume, data registry, annual site 

visits, data auditing, and quality improvement projects. Participation in MBSC has 

similar elements as the current accreditation process and Michigan hospitals could not 

participate without the financial assistance that is afforded them through the BCBS 

reimbursement for data collection and reimbursement of cases. In addition, in closer 

examination of the study, there is a question of how applicable these results are for the 

population of interest namely Medicare patients. In the MBSC, the average BMI and Age 

was a modest 46 with a maximum of 56 for both demographic measures. This MBSC 

population may not be generalizable to the Medicare population, which tends to be older 

and heavier (Yuan SOARD 2009).  

 

Accreditation Quality Improvement 

 

 In addition, the letter from Dr. Birkmeyer calling for removal of the facility 

certification process made several assertions that merit response. First, the letter asserts 

that there is a minimal volume effect in bariatric surgery. Hospital volume does have an 

effect in bariatric surgery with the effect most likely between 50-100 annual hospital 

stapled cases. The new ASMBS/ACS MBSAQIP Quality Program will reflect the 

evidence for hospital volume and most likely institute a lower hospital volume than 125 

annual bariatric cases. All of the seven studies supporting accreditation support provide 

evidence for hospital volume as part of the accreditation process. In addition, there are 

multiple studies confirming that volume is a cornerstone of the accreditation process 

including the systematic review by Zevin in Annals of Surgery 2012. It should be noted 



that participation in the MBSC has a volume requirement of 40 cases annually. 

Additional studies supporting volume in bariatric surgery include the Birkmeyer study as 

well as the following: Courcoulas, Surgery 2003; Liu, American Surgeon 2003; Flum, 

JACS 2004; Nguyen, Annals of Surgery 2004; Smith, SOARD 2010; Flum, JAMA 2005; 

Weller, JACS 2007; Murr, Annals of Surgery 2007; Parker, Surgical Endoscopy 2007; 

Kelles, Obesity Surgery 2009; Birkmeyer, JAMA 2010. 

 

Another assertion made in the letter calling for removal of the facility accreditation 

process is that the current accreditation process has not been used to assess quality, 

provide feedback, or outcomes as a component of COE determinations. The accreditation 

process has in numerous circumstances been employed to provide feedback to individual 

institutions regarding opportunities for improvement, from mortality prevention to the 

need for VTE prophylaxis to identifying needed resources. Feedback to the institution 

from the accrediting body is and has always been a required component for the 

accreditation process. This prior experience will be augmented by our new plan for robust 

data collection on the MBSAQIP platform. Primary collaboratives at the hospital level 

for all surgeons to share outcomes and engage in quality improvement will be the 

cornerstone of this new process.  

 

In addition, numerous publications from both accrediting bodies, which have now 

merged, have been published in order to provide quality assessment and guidance for 

participating centers. These publications include the following from the ASMBS: 

Maciejewski SOARD 2012 (risk stratification), Nelson Archives of Surgery 2012 

(comparative effectiveness of duodenal switch and gastric bypass), Winegar SOARD 

2011 (VTE risk factors), Li Journal of Vascular Surgery 2012 (Outcomes for IVC Filter 

Placement and Bariatric Surgery), Inabnet JACS 2012 (Prognostic Factors for Metabolic 

Syndrome Remission), Messiah SOARD 2012 (comparative effectiveness adults and 

adolescents), and Demaria Annals of Surgery 2010 (Prognostic Factors for Diabetes 

Remission). The American College of Surgeons Bariatric Surgery Center Network also 

provided a publication from Hutter in Annals of Surgery in 2011 on comparison between 

gastric bypass, gastric banding and sleeve gastrectomy. 

 

Integrated Health Services as Part of an Accredited Facility 

 

In addition to safeguarding patients, the accreditation process has also contributed to 

enhancing bariatric surgery effectiveness. A key component of facility accreditation 

includes appropriate patient selection whereby key personnel provide essential service to 

the accredited bariatric center. The preoperative evaluation of the patient seeking bariatric 

surgery involves multiple professional disciplines, including surgery, internal medicine, 

registered dieticians, cardiology and mental health professionals (Mechanic SOARD 

2008). Pre-existing medical conditions should be optimally controlled prior to surgery.  



This optimization may require the input of various medical specialists, including 

cardiologists, pulmonary specialists and gastroenterologists.  The Registered Dietitian 

(RD) skilled in pre- and postoperative bariatric care should interact with the patient 

preoperatively for their evaluation and initiate a continuing nutrition education 

experience within the accredited facility. A comprehensive preoperative evaluation 

should be performed on all patients seeking bariatric surgery. Accredited bariatric surgery 

programs in the United States require that candidates undergo a mental health evaluation 

prior to surgery. Insurance companies, who will not provide reimbursement for surgery 

without mental health clearance, require these evaluations. Without the facility 

accreditation requirement for such evaluation, these needed services may not be provided 

or supported. In general, the psychosocial evaluation serves two purposes (Wadden & 

Sarwer, SOARD 2006). First, it can identify potential contraindications to surgery, such 

as substance abuse, poorly controlled depression or other major psychiatric illness. The 

evaluation also can help identify potential postoperative challenges and facilitating 

behavioral changes that can enhance long-term weight management. 

 

Private Payors and Centers of Excellence 

 

 The letter calling for removal of facility accreditation also mentioned that there is 

a movement among private payors to abandon bariatric surgery accreditation. This 

assertion that payors are moving away from accreditation is not accurate. As noted 

below, the four main private payors have embraced and continue to support bariatric 

surgery facility accreditation as confirmed by ASMBS leadership in phone conference 

this past month. Specifically, private payor facility accreditation for bariatric surgery 

includes the following (all accessed Feb 2013). 

 

Aetna  

“Institutes of Quality Bariatric Surgery Facilities” 

http://www.aetna.com/healthcare-professionals/quality-measurement/institutes.html 

http://www.aetna.com/healthcare-professionals/documents-

forms/Bariatric_IOQ_Program_Requirements.pdf 

 

Anthem Blue Cross and Blue Shield / Wellpoint 

“Blue Distinction Centers for Bariatric Surgery” 

http://www.anthem.com/wps/portal/ahpfooter?content_path=shared/noapplication/f0/s0/t

0/pw_ad093285.htm&label=Centers%20for%20Excellence 

http://www.anthem.com/shared/noapplication/f0/s0/t0/pw_ad093282.pdf?refer=ahpfooter 

 

Cigna 

“3 Star Quality Bariatric Centers” 

http://www.aetna.com/healthcare-professionals/quality-measurement/institutes.html
http://www.aetna.com/healthcare-professionals/documents-forms/Bariatric_IOQ_Program_Requirements.pdf
http://www.aetna.com/healthcare-professionals/documents-forms/Bariatric_IOQ_Program_Requirements.pdf
http://www.anthem.com/wps/portal/ahpfooter?content_path=shared/noapplication/f0/s0/t0/pw_ad093285.htm&label=Centers%20for%20Excellence
http://www.anthem.com/wps/portal/ahpfooter?content_path=shared/noapplication/f0/s0/t0/pw_ad093285.htm&label=Centers%20for%20Excellence
http://www.anthem.com/shared/noapplication/f0/s0/t0/pw_ad093282.pdf?refer=ahpfooter


http://www.cigna.com/healthcareprofessionals/resources-for-health-care-

professionals/health-and-wellness-programs/certification-for-bariatric-surgery.html 

http://www.cigna.com/assets/docs/health-care-professionals/3star_designation.pdf 

 

United Healthcare / Optum Health 

https://www.unitedhealthcareonline.com/ccmcontent/ProviderII/UHC/en-

US/Assets/ProviderStaticFiles/ProviderStaticFilesPdf/Tools%20and%20Resources/Polici

es%20and%20Protocols/UnitedHealthcare%20Medicare%20Coverage/Obesity_SH_Ovat

ions.pdf 

https://www.myoptumhealthcomplexmedical.com/gateway/public/bariatric/bariatric.jsp 

https://www.myoptumhealthcomplexmedical.com/gateway/cmsrepository/DOCUMENT/

1354747298296_121205_BRS_Internal_COE_MAP_md_w_UHC_brand_md.pdf 

 

Conclusion 

 

 This letter helps provide strong support for continued CMS facility accreditation 

for bariatric surgery. Bariatric patient safety, cost and effectiveness have been vastly 

improved without decrease in access as a direct result of the 2006 Medicare National 

Coverage Determination for Bariatric Surgery. Regarding access, there are two studies to 

indicate that there has been no long-term impact upon access for Medicare enrollees 

(Flum Annals of Surgery 2011 and Nguyen Archives of Surgery 2010). Also, bariatric 

surgery is no different from other surgeries benefiting from selective referral. As Adams 

noted in JAMA 2000, selective referral to appropriate centers can save lives and does not 

add undue burden upon the patient, particularly when there are more than 700 accredited 

bariatric surgery centers nationwide. There is also reason to believe that the bariatric 

surgery facility accreditation can have a positive effect on all obese patients who are 

hospitalized at that institution, not just those patients undergoing bariatric surgery. 

Decreasing readmissions is a key CMS initiative. In a recent 2012 Surgery article, Reinke 

demonstrated that obesity is a risk factor for elderly surgery patients readmissions 

regardless of the type of surgery. The resources and experience that an accredited facility 

for bariatric surgery can provide can be of benefit for all obese patients. The resources 

and experience that an accredited bariatric surgery facility provides can benefit all obese 

patients. 

 

 Without a facility accreditation process, there will be no mechanism to replace 

this needed practice. The Michigan model is unique and cannot be exported at this time 

given that it is fully financially supported in a single geographic region by a dominant 

payor. It is apparent that MBSC program provides high quality program administration 

and the combined ASMBS-ACS accreditation program will make every effort to 

http://www.cigna.com/healthcareprofessionals/resources-for-health-care-professionals/health-and-wellness-programs/certification-for-bariatric-surgery.html
http://www.cigna.com/healthcareprofessionals/resources-for-health-care-professionals/health-and-wellness-programs/certification-for-bariatric-surgery.html
http://www.cigna.com/assets/docs/health-care-professionals/3star_designation.pdf
https://www.unitedhealthcareonline.com/ccmcontent/ProviderII/UHC/en-US/Assets/ProviderStaticFiles/ProviderStaticFilesPdf/Tools%20and%20Resources/Policies%20and%20Protocols/UnitedHealthcare%20Medicare%20Coverage/Obesity_SH_Ovations.pdf
https://www.unitedhealthcareonline.com/ccmcontent/ProviderII/UHC/en-US/Assets/ProviderStaticFiles/ProviderStaticFilesPdf/Tools%20and%20Resources/Policies%20and%20Protocols/UnitedHealthcare%20Medicare%20Coverage/Obesity_SH_Ovations.pdf
https://www.unitedhealthcareonline.com/ccmcontent/ProviderII/UHC/en-US/Assets/ProviderStaticFiles/ProviderStaticFilesPdf/Tools%20and%20Resources/Policies%20and%20Protocols/UnitedHealthcare%20Medicare%20Coverage/Obesity_SH_Ovations.pdf
https://www.unitedhealthcareonline.com/ccmcontent/ProviderII/UHC/en-US/Assets/ProviderStaticFiles/ProviderStaticFilesPdf/Tools%20and%20Resources/Policies%20and%20Protocols/UnitedHealthcare%20Medicare%20Coverage/Obesity_SH_Ovations.pdf
https://www.myoptumhealthcomplexmedical.com/gateway/public/bariatric/bariatric.jsp
https://www.myoptumhealthcomplexmedical.com/gateway/cmsrepository/DOCUMENT/1354747298296_121205_BRS_Internal_COE_MAP_md_w_UHC_brand_md.pdf
https://www.myoptumhealthcomplexmedical.com/gateway/cmsrepository/DOCUMENT/1354747298296_121205_BRS_Internal_COE_MAP_md_w_UHC_brand_md.pdf


accommodate their reporting process in a manner to eliminate any redundancy in MBSC 

reporting. 

 

 Bariatric surgery facility accreditation was established to improve outcomes for 

patients. Removing the facility accreditation process will not benefit patients and a real 

question arises as to who would actually benefit if the facility accreditation process were 

removed. Quality and patient safety is an enduring effort, which can best be 

accomplished by the bariatric surgery facility accreditation. Since the National Coverage 

Determination, lives have been saved, complications have been prevented, readmissions 

have been averted, cost has been lowered and access has been broadened. We appreciate 

the opportunity to review the many benefits of Bariatric Surgery Facility Accreditation 

and strongly urge you to continue this valuable process for your beneficiaries. 

 

Sincerely,  

 

cc: President Barack Obama and Dr. Jyme Schafer  

   

Jaime Ponce, MD 

President, ASMBS  

Ninh Nguyen, MD 

President-Elect, ASMBS  

John Morton, MD 

Secretary/Treasurer, 

ASMBS 

   

   Robin Blackstone, MD 

Immediate Past-President, 

ASMBS  

Bruce Wolfe, MD 

Senior Past-President, 

ASMBS  

Marc Bessler, MD 

Councilperson-at-Large, 

ASMBS  

   

Stacy Brethauer, MD 

Councilperson-at-Large, 

ASMBS  

Samer Mattar, MD 

Councilperson-at-Large, ASMBS 
  Ethan Bergman, PhD R.D. 

President, AND 

   

Alfons Pomp, MD 

Councilperson-at-Large, 

ASMBS  

Raul Rosenthal, MD 

Councilperson-at-Large. 

ASMBS  

W. Scott Melvin, MD 

President, SAGES 

   

David Bryman, D.O. 

President, ASBP  

Harvey Grill, Ph.D. 

 President, TOS  

 


