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Authors: David Arterburn, Kathleen McTigue, Neely Willlams, Karen J. Coleman, and Anita Courcoulas for the PCORnNet Bariatric Study Collaborative*
*Jane Anau, Caroline Apovian, Lydia Bazzano, Jason Block, Jeff Brown, Jeanne Clark, Nirav Desal, Elizabeth Doane, Emily Eckert, Ana Emiliano, Cheri Janning, Pietro Gallasetti, John Holmes, Thomas Inge, Lingling Li, Elisha Malanga, Corrigan L. pcorn et

McBride, James McClay, Marc Michalsky, Sameer Murali, Joe Nadglowski, Rabih Nemr, Gabrielle Purcell, Laura Rasmussen- Torvik, Tyler R. Ross, Roz Saizan, Bryan Sandler, David Schlundt, Steven R. Smith, Ali Tavakkoli, Tammy St. Clair, Julie
Tice, Darren Toh, Joseph Vitello, Robert Wellman, and Roni Zeiger

Introduction 56 Participating Sites from 11 Clinical Data Research Networks Preliminary Results

Br?riatrig %rocedgrelsl. hgveh o R e byt Participating Sites: This two-year study involves 11 of
changed dramatically in the
past decade, with the sleeve
gastrectomy now being the
most commonly performed
procedure worldwide.

The National Patient-Centered Clinical Research Netwark
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56 healthcare organizations across the United States
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Expected Sample Size: 60,000 patients who have previously
undergone bariatric surgery from 2005-2015

» 50 percent gastric bypass,

« 10 percent gastric banding

« 40 percent sleeve gastrectomy

This study includes more than 900 adolescent bariatric patients
(<20 years) and more than 17,000 adult patients with diabetes.
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But there are few long-term
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Geographic Variability: There is also large geographic variation
In the bariatric procedures performed, with some areas dominated
by gastric bypass while others are dominated by sleeve
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Goal: Compare 1, 3, and 5 year outcomes of three procedures: gastrectomy.
Adjustable Roux-en-Y Vertical Sleeve : :
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Gas.;:t:éBB]and Gas:g;ggrass Gas:;i;tg;:my Rush University Lurie Children's UT San Antonio N i Timeline: The StUdy will take place in 2016_2017’ with final

results of Aim 1 (weight loss) in Feb 2017, Aim 2 (diabetes
outcomes) in Sept 2017, and Aim 3 (adverse events) and

Qualitative Results in Feb 2018.
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Main Outcomes: 1) changes in weight, 2) rates of remission and
relapse of diabetes, and 3) rates of major adverse events.
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This study is particularly timely because the sleeve gastrectomy

Natioawids Hoston Tennessee procedure has rapidly grown in popularity in the United States
Children’s Children’s VA MCLA - : .
(introduced in the late 2000s as a stand-alone procedure, it
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Addltlon.al Qoa'S: , , Group KP —Mid currently represents more than 50 percent of all procedures in our

1. Qu_a!ltatlve Research. ldentify patient prefgrences and Atlantic 11 PCORnNet CDRNS), yet it lacks long-term data comparing its
OPINIONS a}bogt (a) whether to gpdergo bariatric SUrgery, (b) outcomes to the more well-established procedures. Apart from its
which bariatric procedu_re t_o utilize; and (c) the delivery of size and geographic diversity, another key feature of the study is
follow-up care after bariatric surgery through focus groups. m the depth and diversity of its stakeholder involvement, which

2. Infrastructure Development: Develop infrastructure to support includes several patients as study team members and executive
future comparative effectiveness studies using the National

Patient-Centered Clinical Research Network (PCORnet). Florida
Hospital

stakeholder advisors, multiple pediatric and adult bariatric
DI_EED E?Erhi:ﬁ surgeons from different institutions, primary care and specialty

physicians, researchers, and leaders of patient-level policy and
advocacy organizations. This robust engagement strategy will

Stakeholder Engagement: Patients and other stakeholders e
have been engaged in the development of the research Memaorial PATH help insure that the products of this research study are meaningful
guestions, the selection of outcomes and the design of the study Health Systam to patients, clinicians, and policy makers — and will help facilitate

protocol, and will be engaged in all stages of the research moving the rapid translation of our findings into clinical practice.
forward, including protocol development, monitoring study
conduct, and designing and implementing dissemination plans. This work was funded through the Patient-Centered Outcomes Research Institute (PCORI) Award OBS-1505-30683 for

development of the National Patient-Centered Clinical Research Network, known as PCORnet.
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