
American College of Surgeons (ACS) Comment (in full): 

The American College of Surgeons (ACS) is a scientific and educational association of 
surgeons, founded in 1913, to improve the quality of care for the surgical patient by setting high 
standards for surgical education and practice. On behalf of the more than 78,000 members of 
the ACS, we appreciate the opportunity to address recent concerns regarding National 
Coverage Decision (NCD) Facility Certification Requirement for Bariatric Surgery for the 
Treatment of Morbid Obesity (CAG- 00250R3). The NCD covers bariatric surgery procedures 
that are accredited by the ACS or the American Society of Metabolic and Bariatric Surgeons 
(ASMBS) in order to promote continuous quality improvement and patient safety. The ACS 
supports the continuation of the NCD certification requirement because it contributes greatly to 
the advancement of quality and safety in the field of bariatric surgery. 

For more than 100 years, ACS has led national and international initiatives to improve quality in 
hospitals as well as the more specific fields of trauma, cancer and surgical quality. The ACS 
Inspiring Quality Campaign was more recently launched to drive awareness of innovative quality 
improvement programs across the country including Commission on Cancer, Committee on 
Trauma and the ACS National Surgical Quality Improvement Program (ACS NSQIP). These 
initiatives are built on four key principles: setting the standards, building the right infrastructure, 
using the right data and verifying with outside experts. Together, these principles form a 
continuous loop of quality improvement in which organizations and providers learn to improve 
and keep improving. Accreditation has proven to be a successful way to incorporate the four key 
principals of care and improve quality for participating centers and their patients. ACS 
Committee on Trauma Verification centers have demonstrated improvement in clinical indicators 
(such as timing of clinical evaluation in the emergency department (ED), intensive care unit 
(ICU) stay, nurse charting), up to 47 percent decreased mortality in severely injured patients, 
decreased overall length of stay, and increased hospital profitability 1,2,3,4. ACS Trauma 
Verification has also provided leverage for improved administrative and clinical resources, 
increased personnel, and improvement in education and quality improvement programs5. 

In response to the national obesity epidemic and the growing need to advance highquality 
surgical care for patients who undergo bariatric surgical procedures, the ACS extended its 
established quality improvement practices beyond its successful Trauma Verification and 
Cancer Accreditation programs thereby creating the ACS Bariatric Surgery Center Network 
(BSCN) Accreditation Program in 2005. The accreditation programs of the ACS and ASMBS 
have successfully created consistent care and standards across accredited facilities. The 
program requirements ensure that facilities will commit to resources to best serve special needs 
of obese patients including patient education, specially trained staff, and facilities and 
equipment tailored to patient needs, to name a few. Accreditation also allows centers to gain 
negotiating leverage within the center's affiliated hospital and/or medical system to obtain 
resources toward improving patient outcomes. 

The ACS and ASMBS programs are multifaceted to promote the highest standards of quality for 
the bariatric surgery patient by holding hospitals and personnel accountable. In March 2012 the 
ACS and ASMBS signed a memorandum of understanding to begin the unification of their 
respective accreditation programs to form the joint Metabolic and Bariatric Surgery Accreditation 
and Quality Improvement Program (MBSAQIP). At this time, both accreditation programs 
aligned their data reporting criteria to require 100 percent capture of all bariatric cases in a 
single, longitudinal outcomes database, under a single set of national standards, which 
streamlines data collection and creates national benchmarks. This is the only nationwide 



outcomes database dedicated to bariatric surgery. The sharing of data also promotes 
advancement in field knowledge on the outcomes of surgical procedures and patient trends 
while contributing to evidence and scientific literature regarding the efficacy and outcomes of 
innovative and emerging IRB quality-based surgical procedures. This facilitates strategic and 
focused quality improvement at the accredited centers. The ACS Bariatric Surgery Database 
shares a similar data collection process with ACS National Surgical Quality Improvement 
Program (NSQIP).the most successful surgical outcomes registry recognized as the best in the 
nation by the Institute of Medicine6. A recent study, which included bariatric surgery, 
demonstrated that over 80% of the ACS NSQIP participating hospitals statistically significantly 
decreased their surgical complication rates, and over 60% significantly decreased their mortality 
rates7. 

We appreciate comments from Dr. John D. Birkmeyer and colleagues from the University of 
Michigan. These comments help the bariatric surgery community to continue to reevaluate the 
status quo in order to offer the highest standard of care for bariatric surgical patients. However, 
we do not support the recommendation to remove accreditation as a requirement for Medicare 
reimbursement. We are greatly concerned by this recommendation because removal of 
accreditation would halt efforts that promote the highest standard of care. Specifically, removal 
of the requirement will: 1) eliminate the ability to track outcomes for quality improvement in 
a centralized database with over 750 hospitals currently participating nationwide; 2) 
reimburse bariatric procedures without regard to the standards that should be monitored 
to meet the unique needs of bariatric patients; and 3) take away needed resources which 
facilitate strategic and focused quality improvement critical to addressing the national 
obesity epidemic. 

The nation is in need of more, rather than less, support for evaluating and improving care for the 
diverse population of obese patients. The ACS disagrees that the NCD should be removed 
based on the rationale that the safety profile for bariatric surgery has improved since the 
inception of the facility certification requirement. Obesity is a leading public health concern.more 
than one-third of US adults were obese in 2009- 20108. To this end, we believe it is critically 
important to address obesity as a disease rather than a surgical procedure. Accreditation is a 
critical component to addressing obesity as a disease by setting national standards and 
providing organizational support for a "system" of care. Without the protections afforded by the 
accreditation process, the alteration could result in poorer quality of care. The NCD facility 
certification requirement provides this necessary platform by which obesity may be more 
effectively addressed. 

In his letter, Dr. Birkmeyer concludes, based primarily on two published studies, that the criteria 
used for COE designation are collectively not associated with patient safety outcomes. 
However, ACS does not believe that this conclusion can be drawn based on evidence in the 
current literature. To start, Livingston et al analyzed administrative data in the first year of the 
ACS BSCN implementation9. We believe this data is likely not representative of the current 
program because accredited centers were just beginning to be implemented at the time of this 
study. Additionally, administrative data is widely recognized as less reliable in comparison to 
clinical data. A recent study demonstrated that when compared to ACS-NSQIP data, Medicare 
Claims data is suboptimal for evaluating surgical complications10. Administrative data does not 
accurately account for the nuances of comorbidities, complications, severity, and does not 
enable adequate risk adjustment. 



Furthermore, the Livingston study uses mortality as the primary outcome in assessing the 
effectiveness of an accreditation program. Based on ACS NSQIP experience, mortality is a 
relatively rare event for which risk-adjusted models less frequently identify surgical quality 
outliers. ACS NSQIP mortality models consistently yield a relatively small amount of variation in 
hospital performance when compared to models using other outcomes. While the analysis of 
mortality is necessary for evaluating the program fs effectiveness, it is not sufficient. Additional 
outcomes such as weight loss, reduction in comorbidities overtime, quality of life, and functional 
status should be used in addition to mortality and morbidity when evaluating the program fs 
effectiveness. 

The second study, by Birkmeyer and colleagues, references the evaluation of the Michigan 
Bariatric Surgery Collaborative (MBSC) which has a prospective clinical registry with external 
auditors. The study examined complication rates and relationships between procedure volume, 
accreditation, and hospital safety11. We commend the regional program, as it has incorporated 
the ACS four key principles outlined earlier: setting the standards, building the right 
infrastructure, using the right data and verifying with outside experts. In fact, roughly 25 of the 
40 centers that participate in the MBSC are also accredited by either the ACS or ASMBS. 
However, despite the program fs success demonstrated in the study, we cannot assume that if 
the accreditation was not required for facilities across the country that they will set up similar 
quality improvement programs with clinical registries as seen in the MBSC. Furthermore, 
because many of the centers in the study are accredited by ACS or ASMBS, it may be 
misrepresentative to attribute the advances in bariatric surgery in Michigan to the MBSC, as is 
assumed in Birkmeyer fs study. The MBSC program is also unique in that it is funded by Blue 
Cross Blue Shield of Michigan and financially rewards participating centers. It is unlikely that 
other regional collaboratives would have access to this type of financial arrangement in the near 
future. It is clear that special circumstances contributed to the success of the MBSC 
program.including the application of ACS and ASMBS accreditation standards. 

It is also critical to highlight that having access to high quality data is part of a successful quality 
initiative but not the end goal. It should not be assumed that data will be enough to improve care 
among providers.especially those in a non-academic setting with limited access to data. 
Tangible standards coupled with support and additional resources are needed for treating obese 
patients. In fact, it is likely that even more standards are needed to address this country's 
obesity epidemic, especially when considering rising healthcare costs. In 2006, medical 
spending was $1,429 higher for obese patients across all payers in the US12. 

ACS believes that it is critical that bariatric programs look at meaningful measures with high-
quality, standardized, valid data on clinically meaningful outcomes. Quality improvement is an 
iterative process that must continue to develop and move forward to enable innovation, 
evaluation of efforts around the country, and rapidcycle learning and disseminating evidence 
about what works13,14. These concepts are supported by ACS and also align with the National 
Quality Strategy. Without accreditation, there is simply no validation for the success of such 
programs. CMS has also recognized the value and importance of accreditation, as seen the 
support of the Joint Commission Hospital Accreditation program. Hospitals accredited by the 
Joint Commission are audited every three years and must meet standards, which is similar to 
the ACS and ASMBS bariatric accreditation programs. Removing the accreditation requirement 
could result in a fragmented system with disconnected information and standards, which will 
reduce the sharing of best practices and consistent high-quality care for the obese population. 
To this end, we strongly support the continuation of the NCD Facility Certification Requirement 
for Bariatric Surgery for the Treatment of Morbid Obesity (CAG-00250R3). 



We appreciate the opportunity to comment on this NCD. The ACS looks forward to continuing 
dialogue with CMS on these important issues. If you have any questions about our comments, 
please contact Bob Jasak, Deputy Director for Regulatory and Quality Affairs in our Division of 
Advocacy and Health Policy. He may be reached at bjasak@facs.org or at (202) 672-1508. 

 

Sincerely, 
David B. Hoyt, MD, FACS 
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