% Collaborating Clinical Site Facilities & Resources
Part I: Contact Information
Please include NIH Biosketches for the Pl and Co-Investigators with submission.

Principal Investigator

Name Sangeeta Kashyap, MD Position/Title Associate Professor
Institution/Center Cleveland Clinic Email KASHYAS@ccf.org
Address 9500 Euclid Ave, F20 Phone (216) 445-2679

Fax
City Cleveland State OH Zip 44195

How long have you been affiliated with your current institution/center? 10 Years

In the event that you leave your institution before completion of the active phase of the D2d study, please provide a succession plan
regarding local leadership for the D2d study:

One of the co-investigator ie. Betul Hatipoglu MD (Endocrinologist within the department) will be appointed as the new principal investigator at Cleveland
Clinic.

Research Coordinator

Name Bob McCoy Email chanj2@ccf.org
Institution/Center Cleveland Clinic Phone (216) 445-4029
Address 9500 Euclid Ave, M83 Fax (216) 444-3474
City Cleveland State OH Zip 44195

Please describe previous research coordination experience, with emphasis on multi-center trials:

Bob McCoy currently is the research coordinator for all the diabetes trial within the Endocrinology and Metabolism Institute. He participated as a
coordinator for multi-center industry sponsored trial and NIH sponsored trial. He has been coordinating diabetes trials for the last 20 years

Co-Investigators

1) Name Betual Hatipoglu MD Email hatipoglu@ccf.org
Institution/Center Cleveland Clinic Phone (216) 445-6709
Position/Title Staff Physician Fax (216) 445-1656

Please describe expected roles in the D2d study (e.g. recruitment, participant management, study physician, etc):

Dr. Hatipoglu is an endocrinologist that consults in Preventive Cardiology and will serve as a collaborator to aid in recruitment of subjects from this clinic

o Anita Misra-Hebert misraa@ccf.org

2) Nam Email
Institution/Center Cleveland Clinic-Int. Medicine Phone (216) 444-2200
Position/Title Staff Physician Fax (216) 445-2679

Please describe expected roles in the D2d study (e.g. recruitment, participant management, study physician, etc):

Dr. Misra-Hebert is an Internist and works with the Employee Health Program participants and will collaborate in recruitment of subjects.
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Part Il: Site-specific Recruitment Strategy and Patient Population

1. Please provide a site-specific recruitment strategy for the D2d trial. Please include methods the site has successfully used in the past
for similar trials, including the use of electronic databases to identify participants, outreach efforts etc.
Details about electronic databases will be provided in the next question.

In pursuing the goals of the D2d trial, we aim to maintain and even enhance the leadership characteristics and team work that led to the success of the
Cleveland Clinic single center STAMPEDE and participation in the ACCORD trial. Recruitment of participants will include screening patients seen at our
Department of Endocrinology (which includes a Diabetes Center and Obesity/Weight Management Center), collaborating with Internal Medicine with
regards to our Employee Health Program (Dr. Misra-Hebert) and the Preventive Cardiology (Dr. Hatipoglu) Departments where screening for prediabetes
is done routinely, using electronic medical record (e-Research) to identify qualified candidates, and searching medical records for prediabetes based on
fasting glucose, HbA1c and medical history/problem list, ICD-9 codes.

Our research staff have extensive experience in implementing research protocols accurately and safely. Clear regular communications including
scheduled study team meetings, evaluation and appropriate assignment of tasks to the research support personnel according to skill set, and
responsiveness of the primary investigator and research personnel to subject's and research needs have been among our most important safeguards.

1 A request can be made to query using the inclusion and exclusion criteria to generate a potential subject list from the CCF Employee Health Program.
Potential subjects will be contacted by phone to be presented with the trial. We found this method to have a high success rate because these are
individuals employed within CCF so it's easier for them to schedule their research visit before or after work and/or during their lunch breaks. We've utilize
this strategy to assist with our enrollment for the STAMPEDE | (150 patients) and Stampede Il study.

2. Patient list will be generated from the CCF medical record. The Quantitative Health Service (QHS) Department offers a service to allow the Principal
Investigator to submit a query using the inclusion and exclusion criteria. Potential subjects will be contacted by phone to be presented with the trial. The
query is made against all CCF patients includes the main campus, all regional family health centers and regional hospitals. We've utilize this strategy to
assist with our enrollment for the STAMPEDE study (150 patients).

3. Presentation of the study overview at our Institute Grand Rounds, Internal Medicine's Grand Round and staff meetings. We regularly present enrolling
trials within our Institute during these meetings as a way to communicate the study information to our staff.

4. This study will be listed on our Research Study Flyer list that is distributed to each patient checking into our clinic. Patients interested in research will
inquiry with their physician who will refer the patient to the study Pl or research coordinator. The flyer also provide the research coordinator's contact
information so the patients can contact the research coordinator directly.

5. Study specific information will be posted on our department website and Cleveland Clinic Research website. We post all our enrolling trials our CCF
website and receive many calls from patient with inquiries.

6. The study can be advertised on the radio. We are currently running radio ad campaign for a device study to manage diabetes and weight loss. We've
received an overwhelming respond from subjects inquiring about the trial.
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Part II: Site-specific Recruitment Strategy and Patient Population

2a. Existing Databases. Please provide a detailed description of databases the investigative team can access to identify potentially
eligible participants for the D2d study (e.g. electronic medical records, research participant registries). Please describe whether
databases include relevant information such as age, gender, ethnicity, BMI, current medication use and results of recent laboratory
tests (e.g. fasting glucose, hemoglobin A1c) that will help the investigators identify potential participants by querying the database.
Please describe any barriers in accessing the databases (e.g. access processes that are time consuming, costly, etc).

*Please attach to the application a letter from the appropriate institution official (e.g. IRB, information technology, Chief of
Primary Care) stating support for the use of EMR.

Electronic medical records are kept in EPICARE initiated in 2000 at Cleveland Clinic will be utilized to identify eligible subjects. Medical records include
age, gender, ethnicity, demographics, medical history, social history, medications, problem list, diagnoses, laboratory and imaging/procedure data,
providers, and pcp name/address. Doctor Connect allows Cleveland Clinic providers to contact and send notes/letters of correspondence to respective
PCPs and other consultants. MY CHART is a system by which subjects are notified of results and can communicate with their providers for lab letters,
results, appointment reminders etc.

The employee health program includes over 30,000 subjects in our electronic medical system. A employee health program registry is being created and
consists of >5000 subjects with pre-diabetes identified based on a fasting plasma glucose greater than 100 mg/dL and a HbA1c >5.7%. The initial intent
of this registry was to identify the efficacy of institutional wellness initiatives (ie. smoking cessation, weight management etc.) at Cleveland Clinic for the
prevention of obesity and type 2 diabetes among patients with metabolic syndrome and pre-diabetes.

2b. Estimated number of available participants.

Please query your institution’s electronic medical record database for all active (within the last three years) patients and
complete the following table. Please provide as much information as possible.

Total active patients | 250,667

Age > 30 |187,900

Age > 30 and BMI > 25 | 57,989

Age > 30 and BMI >25 and no diabetes medications | 52,452

Age > 30 and BMI >25 and no diabetes medications and 5.8 < HbA1c < 6.5% |48,945

Please query your research participant registry (if available) and complete the following table.

Total volunteers | 31,232

Age > 30 | 27,898

Age > 30 and BMI > 25 | 9,809

Age > 30 and BMI >25 and no diabetes medications | 6,578

Age > 30 and BMI >25 and no diabetes medications and 5.8 < HbA1c < 6.5% | 5,102
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Part II: Site-specific Recruitment Strategy and Patient Population

3a. Targeted/Planned Enrollment Table

Study Title: D2d study at (please insert name of site) ‘ Cleveland Clinic

Total Planned Enroliment: 100

TARGETED/PLANNED ENROLLMENT: Number of Subjects

Ethnic Category Females Males Total
Hispanic or Latino 2 1 3
Not Hispanic or Latino 50 47 97
Ethnic Category: Total of All Subjects * 52 48 100

Racial Categories

American Indian/Alaska Native 0 0 0
Asian 1 1 2
Native Hawaiian or Other Pacific Islander 0 0 0
Black or African American 15 15 30
White 34 34 68
Racial Categories: Total of All Subjects * 50 50 100

The “Ethnic Category: Total of All Subjects” must be equal to the “Racial Categories: Total of All Subjects.”

3b. Please provide a brief justification of the planned ethnic/racial distribution of the target population, including availability of
interpreter services.

We propose to recruit both men and women for these studies. Study participants will have a racial/ethnic distribution that is representatitve of the overall
population of adult men 47.4% and women of 52.6% in the Greater Cleveland area. Based on our annual audit we have continued to recruit both male
and female subjects for our studies. We have no reason to expect that our recruitment efforts will not result in representation of minority men and women
in our sample population.

Cleveland Metropolitan Area Ethnic/Racial Subpopulations

US bureau census 2006: White 67%; African American/Black: 29.2% Asian: 2.3%: Native Hawaiian/Pacific Islander 0%

Hispanic/Lantino 3.8%; American Indian 0.2%

In person and telephone interpreter services available. Cleveland Clinic attracts patients globally and our interpreter services are excellent.
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Part lll: Clinical Trial Experience

Have you ever been involved in a clinical trial enrolling participants with pre-diabetes? Yes | O No

Please provide the following information for up to five relevant (pre-diabetes, obesity, type 2 diabetes, vitamin D) trials the PI,
Coordinator or Co-Investigator was involved in during the past five years, with emphasis on multi-center trials in the current
institution. If the Pl is new to the institution, please provide experience at his/her previous institution.

1) Trial name Advanced Medical Therapy Versus Advanced Medical Therapy Plus Bariatric Surgery for the Resolution of T2D

Institution/Center Cleveland Clinic Sponsor Ethicon
Role in study: Principal Investigator Multi-center trial? Yes No | O
Participant population (key eligibility criteria): Clinicaltrials.gov # NCT00432809

20 years of age to 60 years of age

Type 2 diabetes mellitus with HbAlc > 7.0%
Body mass index >27 and <43 kg/m2
Candidate for general anesthesia

Recruitment methods:

1. Newspaper Ad
2. Potential subject list queried from the CCF medical record system through Quantitative Health Science and queried from the Employee Health Plan
3. Study overview was posted on the CCF Research website and Department website

Intervention:

Gastric Bypass, Sleeve Gastrectomy

Primary outcome(s):

Success Rate of Biochemical Resolution of Diabetes at 12 Months as Measured by HbAlc < 6%
Success Rate of Biochemical Resolution of Diabetes at 12 Months as Measured by HbAlc < 6% With no Diabetes Medications

Recruitment breakdown: Gender, ethnicity and race breakdown:

Number of participants: Female 68 %
Targeted 150

Enrolled 150 Hispanic or Latino 3 9

Enrolled:Targeted rate (%) 100 % Unknown 2 %

Recruitment period: 4 Years

Please provide explanation below if final enrollment was lower American Indian/Alaska Native %

than originally anticipated. Asian 5

Native Hawaiian or other Pacific Islander %

Black or African American 12 %

White 82 9

More than one race %

Unknown %

Completed follow-up* 42

*Number of participants reached outcome or completed last visit

Retention rate (%)
(Completed : Enrolled) 91 %

Duration of follow-up: 9 Years
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Part lll: Clinical Trial Experience

2) Trial name Accordion: The Action to Control Cardiovascular Risk in Diabetes (ACCORD) Follow-On Study

Institution/Center Cleveland Clinic

Role in study: Coordinator

Participant population (key eligibility criteria):

Sponsor NIH

Multi-center trial? Yes | O No

Clinicaltrials.gov #

Previous enrollment on the ACCORD trial.

Recruitment methods:

Study coordinator contacted each ACCORD patient to invite them to participate in the follow up study.

Intervention:

N/A (observational trial)

Primary outcome(s):

First occurrence of a major cardiovascular event

Recruitment breakdown:

Gender, ethnicity and race breakdown:

Number of participants:
Targeted 157

Enrolled 110
Enrolled:Targeted rate (%) /0 %
Recruitment period: 20 Months

Please provide explanation below if final enrollment was lower
than originally anticipated.

All patients were contacted but there were patients that declined participation. In addition there were
ACCORD subjects that expired prior to the follow up study activation.

Completed follow-up*
*Number of participants reached outcome or completed last visit

Retention rate (%)
(Completed : Enrolled) %

Duration of follow-up: Months

Female

Hispanic or Latino
Unknown

American Indian/Alaska Native

Asian

Native Hawaiian or other Pacific Islander
Black or African American

White

More than one race

Unknown

%

%
%

%
%
%
%
%
%
%
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Part lll: Clinical Trial Experience

3) Trial name The Origin Trial: Outcome Reduction with Initial Glargine Intervention.

Institution/Center CCF Sponsor Sanofi Aventis
Role in study: Co-Investigator Multi-center trial? Yes | O No
Participant population (key eligibility criteria): Clinicaltrials.gov #

Impaired glucose tolerance, Impaired fasting glucose, Early diabetes diagnosed on screening or a previous diagnosis of diabetes and is: on no therapy for
diabetes for at least 10 wks, screening A1c <9%
Patients at risk for CVD

Recruitment methods:

Electronic data base was queried for exclusion/inclusion criteria. Those meeting criteria were contacted by phone, sent consent document and followed
until the subject agreed or declined. Print advertising in local papers, radio advertising on local radio stations, letters to referring physician data base
describing study

Intervention:

Insulin glargine

Primary outcome(s):

CVD event; development of DM

Recruitment breakdown: Gender, ethnicity and race breakdown:

Number of participants: Female 15 %
Targeted 40

Enrolled 30 Hispanic or Latino 2 %

Enrolled:Targeted rate (%) /2 % Unknown 2 %

Recruitment period: 12 Months

Please provide explanation below if final enrollment was lower American Indian/Alaska Native 0O %

than originally anticipated. Asian o— %

Native Hawaiian or other Pacific Islander 0_ %

Black or African American 8_ %

White 22 9

More than one race 0_ %

Unknown 0_ %

Completed follow-up* 28
*Number of participants reached outcome or completed last visit

Retention rate (%)
(Completed : Enrolled) 93 %

Duration of follow-up: 8 Months
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Part lll: Clinical Trial Experience

4) Trial name ACCORD Trial

Institution/Center CCF

Role in study: Co-Investigator

Participant population (key eligibility criteria):

Sponsor NHLBMI

Multi-center trial? Yes | O No

Clinicaltrials.gov #

Stable type 2 diabetes
high risk of cvd events= clinical or subclinical disease or 2+risk factors

Recruitment methods:

EMR for elligibility, newspaper advertising, radio advertisement

Intervention:

intensive vs. standard glycemic, lipid, bp treatment

Primary outcome(s):

first occurrence of a major CVD disease event

Recruitment breakdown:

Gender, ethnicity and race breakdown:

Number of participants:
Targeted 250

Enrolled 180
Enrolled:Targeted rate (%) 72 %
Recruitment period: 9 Years

Please provide explanation below if final enrollment was lower
than originally anticipated.

Completed follow-up* 161
*Number of participants reached outcome or completed last visit

Retention rate (%)
(Completed : Enrolled) 89 %

Duration of follow-up: 8 Years

Female

Hispanic or Latino
Unknown

American Indian/Alaska Native

Asian

Native Hawaiian or other Pacific Islander
Black or African American

White

More than one race

Unknown

65

%

%
%

%
%
%
%
%
%
%
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Part lll: Clinical Trial Experience

5) Trial name

Institution/Center

Role in study: Select One:

Participant population (key eligibility criteria):

Sponsor

Multi-center trial? Yes No

Clinicaltrials.gov #

Recruitment methods:

Intervention:

Primary outcome(s):

Recruitment breakdown:

Gender, ethnicity and race breakdown:

Number of participants:

Targeted
Enrolled
Enrolled:Targeted rate (%) %
Recruitment period: Months

Please provide explanation below if final enrollment was lower
than originally anticipated.

Completed follow-up*
*Number of participants reached outcome or completed last visit

Retention rate (%)
(Completed : Enrolled) %

Duration of follow-up: Months

Female

Hispanic or Latino
Unknown

American Indian/Alaska Native

Asian

Native Hawaiian or other Pacific Islander
Black or African American

White

More than one race

Unknown

%

%
%

%
%
%
%
%
%
%
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Part IV: Competing Trials
Please provide information for each clinical trial being conducted within your institution or catchment area recruiting
participants with pre-diabetes in the next four years.

1) Name of competing clinical trial We currently do not have and not been approached for any pre-diabetes trial.

Principal Investigator Sponsor

Participant population (key eligibility criteria):

Intervention:

Primary outcome(s):

Enrollment period: / to /
Month  Year Month  Year

2) Name of competing clinical trial

Principal Investigator Sponsor

Participant population (key eligibility criteria):

Intervention:

Primary outcome(s):

Enrollment period: / to /
Month Year Month  Year

3) Name of competing clinical trial

Principal Investigator Sponsor

Participant population (key eligibility criteria):

Intervention:

Primary outcome(s):

Enrollment period: / to /
Month  Year Month  Year
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Part V: Description of Local Clinical Facilities

Please provide the following information about existing clinical site facilities at the site. All necessary facilities and equipment
should be available for the D2d trial. No additional facilities or equipment will be requested during the grant application.

1. Please describe where participants will be seen for visits (e.g. office space, examination rooms, phlebotomy chairs, secure areas for
study files):

Clinical:

A leading tertiary-care, not-for-profit academic medical center, CCF has been ranked 5th overall in the nation by U.S. News & World Report since 2005.
Approximately 2.9 million patient visits were recorded in 2010,

including 95,000 patients new to the clinic and 50,000 visits for emergency services. CCF is a member of the Cleveland city-wide Clinical and
Translational Science Collaborative that is funded thru 2017 and contains the Cleveland Clinic Lerner College of Medicine.

Endocrinology Institute

The Endocrinology department is ranked 2nd by U.S. News & World Report in 2012. The Endocrinology Institute offers clinical expertise from 31
endocrinology staff and 5 endocrine surgeons and is comprised of the Endocrinology/Diabetes Center. Over 8000 sq feet of space is housed within the
Endocrinology/Diabetes Center. Over 13,000 visits per year for obesity and diabetes are performed. The institute offers weight management programs in
collaboration with 8 nutritionists and 3 certified diabetes educators. Supervised exercise facilities are available in collaboration with Preventive
Cardiology. Individualized nutrition and diabetes workshops are available as well as group sessions.

2a. Please describe laboratory facilities (e.g. processing, storage, shipping of biological material; experience of laboratory staff):

We will be utilizing the Special Labs facility at CCF. The Special Labs is a dedicated laboratory facilities to process research samples to be sent out to
central lab for analysis. The study lab manual is provided to the Special Labs prior to study activation, a study lab requisition is created by specials and
the research coordinator just needs to drop off the study samples with the study requisition and the samples will be processed and sent according to the
lab manual. Special Labs is open during clinic calls and is also available during off hours if needed.

2b.Do you have a frozen centrifuge that can be used for D2d?  Yes | U No

2c. Do you have a -80°C freezer that can be used for D2d? Yes | O No

3a. Does your site have an investigational pharmacy? Yes | O No

3b. Please describe the procedures established for secure storage and dispensation of study pills:

We will utilize the CCF Investigational Drug Pharmacy (IDS). Investigational drugs are procured, stored, inventoried, dispensed in compliance with
regulations or guidelines of the FDA, JCAHO, ASHP, Code of Federal Regulations, Ohio State Board of Pharmacy, other applicable organizations and in
accordance with Hospital Policies and Guidelines. IDS has dedicated staff members to manage investigational products. Service provided by IDS
includes drug procurement, secure, monitored storage, accountability, preparation, labeling and dispensing, meets with study team as needed, meets
with sponsor and sponsor's representatives to review protocol and records and 24 hour on call for study related issues.

4. Please describe experience with electronic data capture systems:

Over 90% of our clinical trials have an electronic data capture systems. The research team is very familiar and proficient with electronic data capture
systems. REDCAP systems are in place for data management.
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Part V: Description of Local Clinical Facilities

5a. Name of local IRB: Institutional Review Board of th

5b. How often does the local IRB meet? ! times per Week

5c¢. Please describe protocol submission process and timeline for approval by local IRB:

All studies are first reviewed by the Institute Scientific Reviewing Committee, if the protocol is approved by the committee then the IRB New Application
Form is submitted to the IRB along with the study protocol, consents and other applicable materials. The application must be received the Wednesday

prior to the meeting date. The IRB meets every Friday afternoon. After the IRB board reviews the study application, we receive a letter of approval or

correspondence for additional information or clarification from the IRB within 2-3 business day after the meeting.

Please consult with your IRB before responding to the following two questions:

5d. Can the site use a Central IRB specifically for the D2d study?  Yes No | U
Please note that some institutions utilize a central IRB but only select studies qualify for a Central IRB.

If yes, name of central IRB:

5e. Would your institution consider ceding IRB oversight to another academic IRB via an IRB Authorization Agreement (IAA)?

Yes, my institution would consider an IAA U | No, my institution would not consider an IAA

Please return completed form with Pl and Co-Investigator Biosketches to D2d@tuftsmedicalcenter.org.



Reviewers of the D2d NIH trial:

Re: Cleveland Clinic site application

To whom it may concern,

| support the use of the Cleveland Clinic’s electronic health records for the use of identification of
potential eligible subjects with prediabetes for the D2d trial led by site PI Sangeeta Kashyap.

The Cleveland Clinic has established resources and data governance processes in place to support
operations and research and assist with queries to identify potential subjects and describe study
participants.

Sincerely,
A} s
2 QF—Ae -

Eric D. Hixson PhD, MBA

Director, Outcomes and Analytics
Medical Operations, Business Intelligence
Cleveland Clinic



Program Director/Principal Investigator (Last, First, Middle): Kashyap, Sangeeta R

BIOGRAPHICAL SKETCH

Provide the following information for the Senior/key personnel and other significant contributors in the order

listed on Form Page 2.
DO NOT EXCEEN EOLIR PAGES

Eanllow thic format for each nerenn

NAME
Sangeeta R. Kashyap

eRA COMMONS USER NAME
KASHYAPSANGEETA

POSITION TITLE
Associate Professor of Medicine
Cleveland Clinic Lerner College of Medicine

EDUCATION/TRAINING

DEGREE
INSTITUTION AND LOCATION (if MM/YY FIELD OF STUDY
applicable)
University of California Irvine BS 1986-90 Biological Sciences
University of California Irvine College of Med MD 1990-94 Medicine
Am Board of
St. Elizabeth’s Med Ctr, Tufts School of Medicine Internal 1997-99 Internal Medicine
Medicine
American
University of California Los Angeles Board of 1998-2000 Endocrlnology, Diabetes
Internal and Metabolism
Medicine

A. Personal Statement
As a practicing adult endocrinologist in the Endocrinology Institute at Cleveland Clinic, | am actively involved with
clinical care, patient oriented research and mentoring in the field of insulin resistance, obesity and type 2 diabetes. My
research interests involve metabolic investigations into the pathogenesis and treatment of type 2 diabetes,
particularly beta cell failure. My research training in clinical trials, metabolism and cellular

biology supported by a NRSA/T32 has provided me with the tools to perform clinical translational research

using a bedside to bench and back approach. At Cleveland Clinic, | have completed a NIH/NCRR multidisciplinary
career development grant investigating the mechanisms of action of various bariatric procedures on reversal of
type 2 diabetes. My commitment to patient oriented research trials has received support by NIH/NIDDK,

American Diabetes Association, the city wide CTSA and industry sponsors. | am currently a lead investigator

on two randomized clinical trials examining the effects of bariatric vs. medical weight loss approaches for treatment of
2 diabetes in modestly obese individuals. My overall goals for this application are to be a productive clinical
investigator and further research efforts to understand development of type 2 diabetes in those at risk.
B.Positions and Honors

Postgraduate training and faculty appointment:

1997-1999 Clinical Fellow in Endocrinology, Diabetes and Metabolism, West Los Angeles Veterans

Administration Medical Center-UCLA, Los Angeles, CA
1999-6/2003 Postgraduate Research Fellow, University of Texas Health Science Center, San Antonio, TX
11/2002-6/2003 Medical staff, South Texas Veterans Administration Medical Center, Audie Murphy Division
11/2003—present Staff physician, Department of Endocrinology, Cleveland Clinic Foundation, Cleveland, OH
11/2007-present Assistant Professor of Medicine, Cleveland Clinic Lerner College of Medicine and Case
Western
7/2013(projected)Associate Professor of Medicine, Cleveland Clinic Lerner College of medicine and Case
Western
Memberships and Editorial Board
Professional Section Member of American College of Physicians, Endocrine Society, The Obesity Society
and American Diabetes Association

American Diabetes Association Annual Scientific Sessions Program Planning Committee: 2012-2014
The Obesity Society- abstract reviewer and finance committee 2011-present
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Program Director/Principal Investigator (Last, First, Middle): Kashyap, Sangeeta R

Annual Endocrine Update (Endocrine Society) board certification review course member and presenter
Editorial Boards
Cardiometabolic syndrome journal,Metabolic syndrome and related disorders,Journal of Endocrinology and
Metabolic Syndrome: Current Research
Scientific Reviewer for Diabetes Care, International Journal of Obesity, Journal, Surgery for Obesity and
Related disorders, Obesity Surgery, Obesity

Honors:

1989 Excellence in Undergraduate Research, School of Biological Sciences, UC Irvine

1990 Cum Laude, UC Irvine School of Biological Sciences

2000 T32 Institutional Grant recipient in “Pathobiology of Occlusive Vascular Disease”, UTHSCSA, San
Antonio, TX

2001 Outstanding Endocrinology Fellow Recognition Award for Original Research, Endocrinology Fellows
Forum, American Diabetes Association 61* Scientific Sessions, Philadelphia, PA

2001 Individual National Research Service Award, NIDDK, National Institute of Health

2005 Multidisciplinary Clinical Research Career Development; NIH KL2/CTSA clinical scholar
2008 Finalist for Ethan Sims Young Investigator Award
2010 NIH/NIDDK RO1 research program awardee as Co-PlI

2011 American Diabetes Association clinical translational research award
2011 Scholarship in Teaching Award, Case Western Reserve University
2011 Cleveland Clinic Lerner College of Medicine Recognition Award for

Dedicated Service in the College of Medicine Educational Programs
2004,2011 Cleveland Clinic Merlin Bumpus awarded to two trainees for clinical research (Sun, G and Doshi, K)
Study Sections/Grant Review
Ad-hoc grant reviewer for American Diabetes Association- 2009
U Penn grant review committee-2010
New Zealand Royal Academy for Biomedical Research-Marsden Fund 2009, 2011

C. Selected peer-reviewed publications (out of 65 total in pubmed);
* indicates corresponding author

Kashyap S, Belfort R, Gastaldelli A, Pratipanawatr T, Berria R, Pratipanawatr, Bajaj M, Mandarino, DeFronzo
R, Cusi K. A sustained increase in plasma free fatty acids impairs insulin secretion in nondiabetic subjects
genetically predisposed to develop type 2 diabetes. Diabetes 52:2461-2474, 2003. PMID: 14514628

Kashyap SR, Belfort R, Berria R, Suraamornkul S, Pratipranawatr T, Finlayson J, Barrentine A, Bajaj M,
Mandarino L, DeFronzo R, Cusi K. Discordant effects of a chronic physiological increase in plasma FFA on
insulin signaling in healthy subjects with or without a family history of type 2 diabetes. = Am Journal of
Physiology 287(3):E537-46, 2004. PMID: 15126243

Kashyap S, Roman, LJ, McLain J, Masters BS, Belfort R, Berria R, Suraamornkul S, Kellogg DL, Liu Y, Belfort
R, Berria R, Mandarino, L and DeFronzo RA. Insulin resistance in type 2 diabetes is characterized by impaired
NOS activity in skeletal muscle. Journal of Clinical Endocrinology Metabolism 90(2): 1100-5, 2005. PMID:
15562034

Belfort R, Kashyap S, Wirfel K, Pratipanawatr T, Berria R, Pratipanawatr W, Mandarino L, Defronzo R, Cusi K.
Dose-response effects of an acute elevation in plasma free fatty acids on insulin signaling and insulin
sensitivity in healthy subjects. Diabetes 54(6):1640-8, 2005. PMID: 15919784

Cusi K, Kashyap S,Gastaldelli A, Bajaj M, Cersosimo E. Effects on insulin secretion and action of a 48-hour
reduction of plasma free fatty acids with Acipimox in non-diabetic subjects genetically predisposed to type 2
diabetes. American Journal of Physiology 292(6):E1775-81, 2007. PMID: 17299078

loachimescu AG, Brennan D, Hoar B, Hoogwerf B, Kashyap SR*. Serum uric acid, mortality and glucose
control in patients with type 2 diabetes mellitus: a PreCis data base study. Diabetic Medicine
Dec;24(12):1369-74, 2007. PMID: 17976199

Kashyap SR, Lara A, Zhang R, Park YM, Defronzo RA. Insulin reduces plasma arginase activity in type 2
diabetic patients. Diabetes Care. 2008 Jan;31(1):134-9. PMID: 17928367

Doshi K, Kashyap SR*, Hoar B, Brennan D, Cho L, Hoogwerf BJ. Plasma glucose component of NCEP
metabolic syndrome predicts all cause mortality and improves risk prediction over Framingham model; a Precis
database study. Diabetes, Obesity and Metabolism 11:102-8, 2009. PMID: 18494803

Diab D, Yerian L, Kashyap SR, Schauer P, Hazen S, Feldstein A. Cytokeratin 18 Fragment Levels as a
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Noninvasive Biomarker for Nonalcoholic Steatohepatitis in Bariatric Surgery Patients. Clinical Gastroenterology
and Hepatology, 11:1249-54, 2008. PMID 18995215

Kashyap SR*, loachimescu A, Gornik HL, Gopan T, Davidson M, Makdissi A, Major J, Febbraio M, Silverstein
RL. Lipid induced insulin resistance in healthy subjects is associated with increased scavenger receptor CD36
surface expression and internalization of oxidized LDL in peripheral blood monocytes. Obesity journal 17:2142-
8, 2009 PMID 19521352.
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Program Director/Principal Investigator (Last, First, Middle): Kashyap, Sangeeta R

Research Support

ACTIVE:

Kashyap S , Kirwan J, Schauer P (CO-PI)
RO1 DK089547 NIH/NIDDK
“Effect of Bariatric Surgery on Mechanisms of Type 2 Diabetes: The B2D trial” 7/2010-7/2013 (extension till
7/2014)
This study will examine the mechanisms of improvement in type 2 diabetes and cardiovascular risk factors
after Roux-En-Y gastric bypass surgery versus advanced lifestyle therapy in moderately obese patients.

Schauer P, Kashyap S, Deepak Bhatt (Co-PIs)

Funding: Ethicon Endo-surgery

“STAMPEDE"-Surgical therapy and medications eradicate diabetes efficiently” Randomized Controlled

Clinical Trial For Treatment of Type 2 Diabetes With Medical and Bariatric Therapy” 9/2006-7/2014

Co-Investigator: Kashyap S;

This study will determine the clinical efficacy and safety of gastric bypass and sleeve gastrectomy vs.
medical therapy on treatment of type 2 diabetes with respect to glycemic control in class 1 and 2 obese
individuals.

S. Kashyap and J Gunstad (PI) 01/2012-1/20014

Funding: Kent State University
“Role of Metabolic Syndrome and its Management on Cognitive Function in Type 2 Diabetes

This pilot study examine the association between the components of metabolic syndrome and its
management on neurocognitive function in type 2 diabetes

T32 DK007319-25 Brunengraber (PI) 07/01/09-06/30/14

NIH/NIDDK

Training in Metabolism

The goal of this program is to provide graduate students and fellows with in-depth training in modern
metabolic research.

Role: Co-mentor to two post-doctoral graduates

COMPLETED SUPPORT:
CT-1-11-26 American Diabetes Association Clinical Translational Award 2010-13
1KL2RR024990 NIH/NCRR KL2 Multidisciplinary clinical research training award 2009

NRSA/NIDDK  research fellowship in type 2 diabetes and endothelial dysfunction 2003

T32 —Study of Occlusive Vascular Disease-University of Texas Health Science Center, San Antonio
(Defronzo, R —PI)

Endocrine Fellows Foundation grant- Pl and mentor to Adriana lochimescu 2005-7
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	PI Name: Sangeeta Kashyap, MD
	PI InstitutionCenter: Cleveland Clinic
	PI Address 1: 9500 Euclid Ave, F20
	PI Address 2: 
	PI City: Cleveland
	PI State: OH
	PI Zip: 44195
	PI PositionTitle:  Associate Professor
	PI Email: KASHYAS@ccf.org
	PI Phone: 216-445-2679
	PI Fax: 
	Institution Affiliation: 10
	Institution Affiliation Time: [Years]
	Succession Plan: One of the co-investigator ie. Betul Hatipoglu MD (Endocrinologist within the department) will be appointed as the new principal investigator at Cleveland Clinic. 
	RC Name: Bob McCoy
	RC InstitutionCenter: Cleveland Clinic
	RC Address 1: 9500 Euclid Ave, M83
	RC Address 2: 
	RC City: Cleveland 
	RC State: OH
	RC Zip: 44195
	RC Email: chanj2@ccf.org
	RC Phone: 216-445-4029
	RC Fax: 216-444-3474
	Research Coordinator Experience: Bob McCoy currently is the research coordinator for all the diabetes trial within the Endocrinology and Metabolism Institute.  He participated as a coordinator for multi-center industry sponsored trial and NIH sponsored trial.  He has been coordinating diabetes trials for the last  20 years
	COI 1 Name: Betual Hatipoglu MD
	COI 1 InstitutionCenter: Cleveland Clinic
	COI 1 PositionTitle: Staff Physician
	COI 1 Email: hatipoglu@ccf.org
	COI 1 Phone: 216-445-6709
	COI 1 Fax: 2164451656
	COI 1 Expected Roles: Dr. Hatipoglu is an endocrinologist that consults in Preventive Cardiology and will serve as a collaborator to aid in recruitment of subjects from this clinic
	COI2 Name: Anita Misra-Hebert
	COI 2 InstitutionCenter: Cleveland Clinic-Int. Medicine
	COI 2 PositionTitle: Staff Physician
	COI 2 Email: misraa@ccf.org
	COI 2 Phone: 216-444-2200
	COI 2 Fax: 2164452679
	COI 2 Expected Roles: Dr. Misra-Hebert is an Internist and works with the Employee Health Program participants and will collaborate in recruitment of subjects.
	Site-Specific Recruitment Strategy: In pursuing the goals of the D2d trial, we aim to maintain and even enhance the leadership characteristics and team work that led to the success of the Cleveland Clinic single center STAMPEDE and participation in the ACCORD trial. Recruitment of participants will include screening patients seen at our Department of Endocrinology (which includes a Diabetes Center and Obesity/Weight Management Center), collaborating with Internal Medicine with regards to our Employee Health Program (Dr. Misra-Hebert) and the Preventive Cardiology (Dr. Hatipoglu) Departments where screening for prediabetes is done routinely, using electronic medical record (e-Research) to identify qualified candidates, and searching medical records for prediabetes based on fasting glucose, HbA1c and medical history/problem list, ICD-9 codes.

Our research staff have extensive experience in implementing research protocols accurately and safely. Clear regular communications including scheduled study team meetings, evaluation and appropriate assignment of tasks to the research support personnel according to skill set, and responsiveness of the primary investigator and research personnel to subject's and research needs have been among our most important safeguards.

1  A request can be made to query using the inclusion and exclusion criteria to generate a potential subject list from the CCF Employee Health Program. Potential subjects will be contacted by phone to be presented with the trial.  We found this method to have a high success rate because these are individuals employed within CCF so it's easier for them to schedule their research visit before or after work and/or during their lunch breaks.  We've utilize this strategy to assist with our enrollment for the STAMPEDE I (150 patients) and Stampede II study. 

2.  Patient list will be generated from the CCF medical record.  The Quantitative Health Service (QHS) Department offers a service to allow the Principal Investigator to submit a query using the inclusion and exclusion criteria. Potential subjects will be contacted by phone to be presented with the trial. The query is made against all CCF patients includes the main campus, all regional family health centers and regional hospitals. We've utilize this strategy to assist with our enrollment for the STAMPEDE study (150 patients).

3. Presentation of the study overview at our Institute Grand Rounds, Internal Medicine's Grand Round and staff meetings.  We regularly present enrolling trials within our Institute during these meetings as a way to communicate the study information to our staff.

4. This study will be listed on our Research Study Flyer list that is distributed to each patient checking into our clinic. Patients interested in research will inquiry with their physician who will refer the patient to the study PI or research coordinator.  The flyer also provide the research coordinator's contact information so the patients can contact the research coordinator directly. 

5. Study specific information will be posted on our department website and Cleveland Clinic Research website. We post all our enrolling trials our CCF website and receive many calls from patient with inquiries. 

6. The study can be advertised on the radio.  We are currently running radio ad campaign for a device study to manage diabetes and weight loss. We've received an overwhelming respond from subjects inquiring about the trial.  


	Description of Databases: Electronic medical records are kept in EPICARE  initiated in 2000 at Cleveland Clinic will be utilized to identify eligible subjects. Medical records include age, gender, ethnicity, demographics, medical history, social history, medications, problem list, diagnoses, laboratory and imaging/procedure data, providers, and pcp name/address. Doctor Connect allows Cleveland Clinic providers to contact and send notes/letters of correspondence to respective PCPs and other consultants. MY CHART is a system by which subjects are notified of results and can communicate with their providers for lab letters, results, appointment reminders etc. 
The employee health program includes over 30,000 subjects in our electronic medical system. A employee health program registry is being created and consists of >5000 subjects with pre-diabetes identified based on a fasting plasma glucose greater than 100 mg/dL and a HbA1c >5.7%. The initial intent of this registry was to identify the efficacy of institutional wellness initiatives (ie. smoking cessation, weight management etc.) at Cleveland Clinic for the prevention of obesity and type 2 diabetes among patients with metabolic syndrome and pre-diabetes.


	Total active patients: 250667
	Number of Patients: Age: 187900
	Number of Patients: Age/BMI: 67989
	Number of Patients: Age/BMI/No DM Meds: 52452
	Number of Patients: Age/BMI/No Meds/HbA1c: 48945
	Total volunteers: 31232
	Number of Volunteers: Age: 27898
	Number of Volunteers: Age/BMI: 9809
	Number of Volunteers: Age/BMI/No Meds: 6578
	Number of Volunteers: Age/BMI/No Meds/HbA1c: 5102
	Site Name: Cleveland Clinic
	Total Planned Enrollment: 100
	Total Hispanic or Latino: Females: 2
	Total Hispanic or Latino: Males: 1
	Total Number: Hispanic or Latino: 3
	Total Not Hispanic or Latino: Female: 50
	Total Not Hispanic or Latino: Males: 47
	Total: Not Hispanic or Latino: 97
	Ethnic Category: Total Female: 52
	Ethnic Category: Total Male: 48
	Ethnic Category: Total: 100
	Total American Indian/Alaska Native: Females: 0
	Total American Indian/Alaska Native: Males: 0
	Total American Indian/Alaska Native: 0
	Total Asian: Females: 1
	Total Asian: Males: 1
	Total Asian: 2
	Total Native Hawaiian/Other Pacific Islander: Females: 0
	Total Native Hawaiian/Other Pacific Islander: Males: 0
	Total Native Hawaiian/Other Pacific Islander: 0
	Total Black/ African American: Females: 15
	Total Black/African American: Males: 15
	Total Black/African American: 30
	Total White: Females: 34
	Total White: Males: 34
	Total White: 68
	Racial Categories Total Female: 50
	Racial Categories: Total Male: 50
	Racial Categories: Total: 100
	Planned Ethnic/Racial Distribution: We propose to recruit both men and women for these studies. Study participants will have a racial/ethnic distribution that is representatitve of the overall population of adult men 47.4% and women of 52.6% in the Greater Cleveland area. Based on our annual audit we have continued to recruit both male and female subjects for our studies. We have no reason to expect that our recruitment efforts will not result in representation of minority men and women in our sample population.
Cleveland Metropolitan Area Ethnic/Racial Subpopulations
US bureau census 2006: White 67%; African American/Black: 29.2% Asian: 2.3%: Native Hawaiian/Pacific Islander 0%
Hispanic/Lantino 3.8%; American Indian 0.2%

In person and telephone interpreter services available. Cleveland Clinic attracts patients globally and our interpreter services are excellent.
	Pre-Diabetes Trial Involvement: Yes
	Trial 1 Name: Advanced Medical Therapy Versus Advanced Medical Therapy Plus Bariatric Surgery for the Resolution of T2D
	Trial 1 Institution/Center: Cleveland Clinic
	Trial 1 Sponsor: Ethicon
	Role in Study: Trial 1: [Principal Investigator]
	Trial 1: Multi Center trial: No
	Trial 1 Clinicaltrials: 
	gov #: NCT00432809 

	Trial 1 Participant Population: 20 years of age to 60 years of age
Type 2 diabetes mellitus with HbA1c > 7.0%
Body mass index >27 and <43 kg/m2
Candidate for general anesthesia
	Trial 1 Recruitment Methods: 1. Newspaper Ad
2. Potential subject list queried from the CCF medical record system through Quantitative Health Science and queried from the Employee Health Plan
3. Study overview was posted on the CCF Research website and Department website

	Trial 1 Intervention: Gastric Bypass, Sleeve Gastrectomy
	Trial 1 Primary Outcomes: Success Rate of Biochemical Resolution of Diabetes at 12 Months as Measured by HbA1c ≤ 6%
Success Rate of Biochemical Resolution of Diabetes at 12 Months as Measured by HbA1c ≤ 6% With no Diabetes Medications
	Trial 1 Targeted: 150
	Trial 1 Enrolled: 150
	Trial 1 EnrolledTargeted rate: 100
	Trial 1 Recruitment Period: 4
	Trial 1 Recruitment Period Duration: [Years]
	Trial 1 Explanation: 
	Trial 1 Participant Completed Followup: 42
	Trial 1 Retention Rate: 91
	Trial 1 Duration of Followup: 5
	Trial 1: Duration of Follow-Up: [Years]
	Trial 1 Female: 68
	Trial 1 Hispanic/Latino: 3
	Trial 1 Unknown Ethnicity: 2
	Trial 1 American Indian/Alaska Native: 
	Trial 1 Asian: 
	Trial 1 Native Hawaiian or other Pacific Islander: 
	Trial 1 Black or African American: 12
	Trial 1 White: 82
	Trial 1 More Than One Race: 
	Trial 1 Unknown Race: 
	Trial 2 Name: Accordion: The Action to Control Cardiovascular Risk in Diabetes (ACCORD) Follow-On Study
	Trial 2 Institution/Center: Cleveland Clinic
	Trial 2 Sponsor: NIH
	Role in Study: Trial 2: [Coordinator]
	Trial 2: Multi Center trial: Yes
	Trial 2 ClinicalTrials: 
	gov #: 

	Trial 2 Participant Population: Previous enrollment on the ACCORD trial.
	Trial 2 Recruitment methods: Study coordinator contacted each ACCORD patient to invite them to participate in the follow up study.
	Trial 2 Intervention: N/A (observational trial)
	Trial 2 Primary Outcomes: First occurrence of a major cardiovascular event
	Trial 2 Targeted: 157
	Trial 2 Enrolled: 110
	Trial 2 Enrolled:Targeted rate: 70
	Trial 2 Recruitment Period: 20
	Trial 2 Duration of Recruitment Period: [Months]
	Trial 2 Explanation for Final Enrollment: All patients were contacted but there were patients that declined participation. In addition there were ACCORD subjects that expired prior to the follow up study activation. 
	Trial 2 Completed Follow-Up: 
	Trial 2 Retention Rate: 
	Trial 2 Duration of followup: 
	Trial 2 Duration of Follow Up: [Months]
	Trial 2 Female: 38
	Trial 2 Hispanic or Latino: 2
	Trial 2 Enthnicity Unknown: 0
	Trial 2 American Indian/Alaska Native: 0
	Trial 2 Asian: 2
	Trial 2 Native Hawaiian or other Pacific Islander: 0
	Trial 2 Black or African American: 23
	Trial 2 White: 73
	Trial 2 More Than One Race: 0
	Trial 2 Race Unknown: 0
	Trial 3 Name: The Origin Trial: Outcome Reduction with Initial Glargine Intervention.
	Trial 3 Institution/Center: CCF
	Trial 3 Sponsor: Sanofi Aventis
	Role in Study: Trial 3: [Co-Investigator]
	Trial 3 ClinicalTrials: 
	gov #: 

	Trial 3 Recruitment methods: Impaired glucose tolerance, Impaired fasting glucose, Early diabetes diagnosed on screening or a previous diagnosis of diabetes and is: on no therapy for diabetes for at least 10 wks, screening A1c <9%
Patients at risk for CVD
	Trial 3 Participant Population: Electronic data base was queried for exclusion/inclusion criteria. Those meeting criteria were contacted by phone, sent consent document and followed until the subject agreed or declined. Print advertising in local papers, radio advertising on local radio stations, letters to referring physician data base describing study
	Trial 3 Intervention: Insulin glargine
	Trial 3 Primary Outcomes: CVD event; development of DM
	Trial 3: Multi Center trial: Yes
	Trial 3 Targeted: 40
	Trial 3 Enrolled: 30
	Trial 3 Enrolled:Targeted rate: 75
	Trial 3 Recruitment Period: 12
	Trial 3 Duration of Recruitment Period: [Months]
	Trial 3 Explanation for Final Enrollment: 
	Trial 3 Completed Follow-Up: 28
	Trial 3 Retention Rate: 93
	Trial 3 Duration of followup: 8
	Trial 3 Duration of Follow Up: [Months]
	Trial 3 Female: 15
	Trial 3 Hispanic or Latino: 2
	Trial 3 Enthnicity Unknown: 2
	Trial 3 American Indian/Alaska Native: 0
	Trial 3 Asian: 0
	Trial 3 Native Hawaiian or other Pacific Islander: 0
	Trial 3 Black or African American: 8
	Trial 3 White: 22
	Trial 3 More Than One Race: 0
	Trial 3 Race Unknown: 0
	Trial 4 Name: ACCORD Trial
	Trial 4 Institution/Center: CCF
	Trial 4 Sponsor: NHLBMI
	Role in Study: Trial 4: [Co-Investigator]
	Trial 4 ClinicalTrials: 
	gov #: 

	Trial 4 Participant Population: Stable type 2 diabetes
high risk of cvd events= clinical or subclinical disease or 2+risk factors
	Trial 4: Multi Center trial: Yes
	Trial 4 Recruitment methods: EMR for elligibility, newspaper advertising, radio advertisement
	Trial 4 Intervention: intensive vs. standard glycemic, lipid, bp treatment
	Trial 4 Primary Outcomes: first occurrence of a major CVD disease event
	Trial 4 Targeted: 250
	Trial 4 Enrolled: 180
	Trial 4 Enrolled:Targeted rate: 72
	Trial 4 Recruitment Period: 9
	Trial 4 Duration of Recruitment Period: [Years]
	Trial 4 Explanation for Final Enrollment: 
	Trial 4 Completed Follow-Up: 161
	Trial 4 Retention Rate: 89
	Trial 4 Duration of followup: 8
	Trial 4 Duration of Follow Up: [Years]
	Trial 4 Female: 65
	Trial 4 Hispanic or Latino: 
	Trial 4 Enthnicity Unknown: 
	Trial 4 American Indian/Alaska Native: 
	Trial 4 Asian: 
	Trial 4 Native Hawaiian or other Pacific Islander: 
	Trial 4 Black or African American: 20
	Trial 4 White: 75
	Trial 4 More Than One Race: 5
	Trial 4 Race Unknown: 
	Trial 5 Name: 
	Trial 5 Institution/Center: 
	Trial 5 Sponsor: 
	Role in Study: Trial 5: [Select One:]
	Trial 5 ClinicalTrials: 
	gov #: 

	Trial 5 Participant Population: 
	Trial 5: Multi Center trial: Off
	Trial 5 Recruitment methods: 
	Trial 5 Intervention: 
	Trial 5 Primary Outcomes: 
	Trial 5 Targeted: 
	Trial 5 Enrolled: 
	Trial 5 Enrolled:Targeted rate: 
	Trial 5 Recruitment Period: 
	Trial 5 Duration of Recruitment Period: [Months]
	Trial 5 Explanation for Final Enrollment: 
	Trial 5 Completed Follow-Up: 
	Trial 5 Retention Rate: 
	Trial 5 Duration of followup: 
	Trial 5 Duration of Follow Up: [Months]
	Trial 5 Female: 
	Trial 5 Hispanic or Latino: 
	Trial 5 Enthnicity Unknown: 
	Trial 5 American Indian/Alaska Native: 
	Trial 5 Asian: 
	Trial 5 Native Hawaiian or other Pacific Islander: 
	Trial 5 Black or African American: 
	Trial 5 White: 
	Trial 5 More Than One Race: 
	Trial 5 Race Unknown: 
	Competing Clinical Trial 1 Name: We currently do not have and not been approached for any pre-diabetes trial.
	PI Competing Trial 1: 
	Sponsor Competing Trial 1: 
	Participant Population Competing Trial 1: 
	Intervention Competing Trial 1: 
	Primary outcomes Competing Trial 1: 
	Competing Trial 1: Enrollment Period Start: Month: 
	Competing Trial 1: Enrollment Period Start: Year: 
	Competing Trial 1: Enrollment Period End: Month: 
	Competing Trial 1: Enrollment Period End- Year: 
	Competing Clinical Trial 2 Name: 
	PI Competing Trial 2: 
	Sponsor Competing Trial 2: 
	Participant Population Competing Trial 2: 
	Intervention Competing Trial 2: 
	Primary Outcome Competing Trial 2: 
	Competing Trial 2: Enrollment Period Start: Month: 
	Competing Trial 2: Enrollment Period Start: Year: 
	Competing Trial 2: Enrollment Period End: Month: 
	Competing Trial 2: Enrollment Period End- Year: 
	Competing Clinical Trial 3 Name: 
	PI Competing Trial 3: 
	Sponsor Competing Trial 3: 
	Participant Population Competing Trial 3: 
	Intervention Competing Trial 3: 
	Primary Outcome Competing Trial 3: 
	Competing Trial 3: Enrollment Period Start: Month: 
	Competing Trial 3: Enrollment Period Start: Year: 
	Competing Trial 3: Enrollment Period End: Month: 
	Competing Trial 3: Enrollment Period End- Year: 
	Description of Clinical Facilities: Clinical:
A leading tertiary-care, not-for-profit academic medical center, CCF has been ranked 5th overall in the nation by U.S. News & World Report since 2005. Approximately 2.9 million patient visits were recorded in 2010,
including 95,000 patients new to the clinic and 50,000 visits for emergency services. CCF is a member of the Cleveland city-wide Clinical and Translational Science Collaborative that is funded thru 2017 and contains the Cleveland Clinic Lerner College of Medicine.
Endocrinology Institute
The Endocrinology department is ranked 2nd by U.S. News & World Report in 2012. The Endocrinology Institute offers clinical expertise from 31 endocrinology staff and 5 endocrine surgeons and is comprised of the Endocrinology/Diabetes Center. Over 8000 sq feet of space is housed within the Endocrinology/Diabetes Center. Over 13,000 visits per year for obesity and diabetes are performed. The institute offers weight management programs in collaboration with 8 nutritionists and 3 certified diabetes educators. Supervised exercise facilities are available in collaboration with Preventive  Cardiology.  Individualized  nutrition  and  diabetes  workshops  are  available  as  well  as  group sessions. 

	Description of Laboratory Facilities: We will be utilizing the Special Labs facility at CCF. The Special Labs is a dedicated laboratory facilities to process research samples to be sent out to central lab for analysis.  The study lab manual is provided to the Special Labs prior to study activation, a study lab requisition is created by specials and the research coordinator just needs to drop off the study samples with the study requisition and the samples will be processed and sent according to the lab manual.  Special Labs is open during clinic calls and is also available during off hours if needed.


	Frozen Centrifuge: Yes
	-80 Freezer: Yes
	Investigational Pharmacy: Yes
	Procedures for Secure Storage and Dispensation of Study Pills: We will utilize the CCF Investigational Drug Pharmacy (IDS).  Investigational drugs are procured, stored, inventoried, dispensed in compliance with regulations or guidelines of the FDA, JCAHO, ASHP, Code of Federal Regulations, Ohio State Board of Pharmacy, other applicable organizations and in accordance with Hospital Policies and Guidelines. IDS has dedicated staff members to manage investigational products.  Service provided by IDS includes drug procurement, secure, monitored storage, accountability, preparation, labeling and dispensing, meets with study team as needed, meets with sponsor and sponsor's representatives to review protocol and records and 24 hour on call for study related issues.  
	Experience with Electronic Data Capture Systems: Over 90% of our clinical trials have an electronic data capture systems. The research team is very familiar and proficient with electronic data capture systems.  REDCAP systems are in place for data management. 
	Name of Local IRB: Institutional Review Board of the Cleveland Clinic
	Frequency of IRB Meetings: 1
	Frequency of IRB Meetings: Every: [Week]
	Local IRB Protocol Submission Process and Timeline for Approval: All studies are first reviewed by the Institute Scientific Reviewing Committee, if the protocol is approved by the committee then the IRB New Application Form is submitted to the IRB along with the study protocol, consents and other applicable materials. The application must be received the Wednesday prior to the meeting date.  The IRB meets every Friday afternoon.  After the IRB board reviews the study application, we receive a letter of approval or correspondence for additional information or clarification from the IRB within 2-3 business day after the meeting. 
	Central IRB Name: 
	Central IRB for D2d Study: No
	IRB Authorization Agreement: No


