
Collaborating Clinical Site Facilities & Resources 

Part I: Contact Information 

Please include NIH Biosketches for the PI and Co-Investigators with submission. 

Principal Investigator  

Name _________________________________________ Position/Title _________________________________ 

Institution/Center ________________________________  Email   ______________________________________ 

Address _______________________________________  Phone  __________________ 

______________________________________________  Fax      __________________ 

City_____________________ State ______ Zip _______ 

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

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:  

Research Coordinator 

Name _________________________________________ Email   ______________________________________ 

Institution/Center ________________________________ Phone  __________________ 

Address _______________________________________ Fax      __________________ 

______________________________________________ 

City_____________________ State ______ Zip _______ 

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

Co-Investigators 

1) Name _______________________________________ Email _______________________________________ 

Institution/Center ________________________________  Phone  __________________ 

Position/Title ___________________________________ Fax      __________________ 

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

2) Name _______________________________________ Email _______________________________________ 

Institution/Center ________________________________  Phone  __________________ 

Position/Title ___________________________________ Fax      __________________ 

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



Collaborating Clinical Site Facilities & Resources 

Part II: 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. 



Collaborating Clinical Site Facilities & Resources 

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. 

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 

Age > 30 

Age > 30 and BMI > 25 

Age > 30 and BMI >25 and no diabetes medications 

Age > 30 and BMI >25 and no diabetes medications and 5.8 < HbA1c < 6.5% 

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

Total volunteers 

Age > 30 

Age > 30 and BMI > 25 

Age > 30 and BMI >25 and no diabetes medications 

Age > 30 and BMI >25 and no diabetes medications and 5.8 < HbA1c < 6.5% 



Collaborating Clinical Site Facilities & Resources 

Part II: Site-specific Recruitment Strategy and Patient Population 

3a. Targeted/Planned Enrollment Table 

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

Total Planned Enrollment: 

TARGETED/PLANNED ENROLLMENT: Number of Subjects 

Ethnic Category Females Males Total 

Hispanic or Latino 

Not Hispanic or Latino 

Ethnic Category: Total of All Subjects * 

Racial Categories 

American Indian/Alaska Native 

Asian 

Native Hawaiian or Other Pacific Islander 

Black or African American 

White 

Racial Categories: Total of All Subjects * 

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.  



Collaborating Clinical Site Facilities & Resources 

Part III: Clinical Trial Experience 

Have you ever been involved in a clinical trial enrolling participants with pre-diabetes?    Yes   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 PI is new to the institution, please provide experience at his/her previous institution. 

1) Trial name ___________________________________________________________________________________________

Institution/Center ____________________________________  Sponsor _____________________________________ 

Role in study:       Multi-center trial?          Yes   No 

Participant population (key eligibility criteria):                                            Clinicaltrials.gov # _____________________________

Recruitment methods: 

Intervention: 

Primary outcome(s): 

Recruitment breakdown: 
Number of participants: 

Targeted _______ 
Enrolled _______ 

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

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: _______  

Gender, ethnicity and race breakdown: 
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 _____   % 



 Collaborating Clinical Site Facilities & Resources  
 
Part III: Clinical Trial Experience 

 
 
2) Trial name ___________________________________________________________________________________________ 
 
Institution/Center ____________________________________  Sponsor _____________________________________  
   
Role in study:       Multi-center trial?          Yes   No    
 
Participant population (key eligibility criteria):                                            Clinicaltrials.gov # _____________________________
 
 
 
 
 
 
Recruitment methods: 
 
 
 
 
 
 
Intervention: 
 
 
 
 
Primary outcome(s):  
 
 
 
 

 
                   
 
 
 
 

 
 
 
 
 
 
 
 

Recruitment breakdown: 
Number of participants:  

Targeted _______  
Enrolled _______  

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

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: _______  

Gender, ethnicity and race breakdown: 
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 III: Clinical Trial Experience 

 
 
3) Trial name ___________________________________________________________________________________________ 
 
Institution/Center ____________________________________  Sponsor _____________________________________  
   
Role in study:       Multi-center trial?          Yes   No    
 
Participant population (key eligibility criteria):                                            Clinicaltrials.gov # _____________________________
 
 
 
 
 
 
Recruitment methods: 
 
 
 
 
 
 
Intervention: 
 
 
 
 
Primary outcome(s):  
 
 
 
 

 
                   
 
 
 
 

 
 
 
 
 
 
 
 

Recruitment breakdown: 
Number of participants:  

Targeted _______  
Enrolled _______  

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

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: _______  

Gender, ethnicity and race breakdown: 
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 III: Clinical Trial Experience 

 
 
4) Trial name ___________________________________________________________________________________________ 
 
Institution/Center ____________________________________  Sponsor _____________________________________  
   
Role in study:       Multi-center trial?          Yes   No   
 
Participant population (key eligibility criteria):                                            Clinicaltrials.gov # _____________________________
 
 
 
 
 
 
Recruitment methods: 
 
 
 
 
 
 
Intervention: 
 
 
 
 
Primary outcome(s):  
 
 
 
 

 
                   
 
 
 
 

 
 
 

Recruitment breakdown: 
Number of participants:  

Targeted _______  
Enrolled _______  

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

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: _______  

Gender, ethnicity and race breakdown: 
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 III: Clinical Trial Experience 

 
 
5) Trial name ___________________________________________________________________________________________ 
 
Institution/Center ____________________________________  Sponsor _____________________________________  
   
Role in study:       Multi-center trial?          Yes   No    
 
Participant population (key eligibility criteria):                                            Clinicaltrials.gov # _____________________________
 
 
 
 
 
 
Recruitment methods: 
 
 
 
 
 
 
Intervention: 
 
 
 
 
Primary outcome(s):  
 
 
 
 

 
                   
 
 
 
 

 
 
 
 
 
 
 
 

Recruitment breakdown: 
Number of participants:  

Targeted _______  
Enrolled _______  

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

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: _______  

Gender, ethnicity and race breakdown: 
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 _____   % 



 Collaborating Clinical Site Facilities & Resources  
 
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 ___________________________________________________________________________  
 
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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Collaborating Clinical Site Facilities & Resources 

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): 

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

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

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

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

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

4. Please describe experience with electronic data capture systems:

Yes

 Yes

 Yes



Collaborating Clinical Site Facilities & Resources 

Part V: Description of Local Clinical Facilities 

5a. Name of local IRB: _________________________ 

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

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

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 
 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         No, my institution would not consider an IAA 

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





Program Director/Principal Investigator (Last, First, Middle):    Wysham, Carol, Hatch 

BIOGRAPHICAL SKETCH 
Provide the following information for the Senior/key personnel and other significant contributors. 

Follow this format for each person.  DO NOT EXCEED FOUR PAGES. 
 

NAME 
Wysham, Carol H. 

POSITION TITLE 
Research Professor 

eRA COMMONS USER NAME (credential, e.g., agency login) 
None 
EDUCATION/TRAINING (Begin with baccalaureate or other initial professional education, such as nursing, include postdoctoral training and 
residency training if applicable.) 

INSTITUTION AND LOCATION DEGREE 
(if applicable) MM/YY FIELD OF STUDY 

University of Iowa, Iowa City, IA MD 1980 Medicine 
Oregon Health Sciences University, Portland, OR  1980-1981 Internship-Internal Medicine 
Oregon Health Sciences University, Portland, OR  1981-1983 Residency-Internal Medicine 

University of Iowa, Iowa City, IA  1983-1986 Fellowship-Endocrinology 
and Metabolism 

 
A. Personal Statement 

 
As both a practicing endocrinologist with over 30 years of clinical experience and an established clinical 
investigator, I have the expertise, leadership and motivation necessary to successfully carry out the 
proposed work as PI for a Collaborating Clinical Site for the D2d study. I have acted as PI on eight NIH and 
industry-sponsored clinical trials either completed or ongoing at Washington State University to date. The 
WSU Clinical Trials Research Team specializes in long-term clinical studies involving participants with type 
2 diabetes mellitus. My colleagues and staff are well versed in carrying out clinical trial protocols of this 
nature, and as a Team are dedicated to producing quality clinical data and providing exceptional patient 
care for our study participants. In conclusion, my experience and dedication to clinical research make me 
well prepared to act as PI on the D2d study, and I look forward to the opportunity to contributing to this 
research endeavor. 
 
 

B. Positions and Honors 
 

Positions 
1988-1992 Chief, Endocrinology and Metabolism, St. Paul-Ramsey Medical Center, St. Paul, MN 
1988-1992 Assistant Professor of Medicine, University of Minnesota, Minneapolis, MN 
1986-1992 Attending Physician, Internal Medicine, St. Paul-Ramsey Medical Center, St. Paul, MN 
1986-1988 Instructor of Medicine, University of Minnesota, Minneapolis, MN 
1992-Present Section Head, Endocrinology, Rockwood Clinic, P.S., Spokane, WA 
1996-2010 Clinical Assistant Professor of Medicine, University of Washington School of Medicine 
2001-Present Research Professor, Washington State University, Spokane, WA 
2010-Present Clinical Associate Professor of Medicine, University of Washington School of Medicine 
 
Certifications and Licensure 

      1983-Present        American Board of Internal Medicine (No. 090071) 
      1987-Present        Subspecialty Board of Endocrinology and Metabolism (No. 090071) 
      1992-Present Washington State Medical Licensure (MD 00029515) 

 
 
 
Honors 

      1974 Edward C. Frank Award 
PHS 398/2590 (Rev. 06/09) Page 7 Continuation Format Page 
 



Program Director/Principal Investigator (Last, First, Middle):    Wysham, Carol, Hatch 
      1976 Phi Kappa Phi 
      1979 Alpha Omega Alpha 
      1996 O.C. Olson Lectureship 

 
Association Memberships 
1982-Presnet Fellow, American College of Physicians (084321)  
1986-Present American Diabetes Association  
1991-Present Endocrine Society  
1991-Present American Association of Clinical Endocrinologists 
1992-Present Spokane County Medical Society  
1992-Present Washington State Medical Association 
1996-Present Fellow, American College of Endocrinology 

 
 
C. Peer-Reviewed Publications 
 
 Most Relevant to the Proposed Research 
 

Sherman B, Wysham C, and Pfohl B:  Age related changes in the circadian rhythm of plasma cortisol in 
man.  J Clin Endo Metab 61: 439-443, 1985. 
  
Wysham CH, Pfohl BM and Kathol R:  Effect of imipramine on arginine vasopressin stimulation.  Biol 
Psych 21:  1351-1355, 1986.  
 
Kathol R, Jaeckle R, Wysham C and Sherman B:  Imipramine effect on HPA axis during stress.  Psych 
Res 41:  45-51, 1991. 
 
Ahlgren SS, Shultz JA, Massey LK, Hicks BC, Wysham C. Development of a preliminary diabetes dietary 
satisfaction and outcomes measure for patients with type 2 diabetes. Qual Life Res 2004;13:819–32. 
 
Wysham C, Lush C, Zhang B et al.  Effect of pramlintide as an adjunct to basal insulin on                                                           
markers of cardiovascular risk in patients with type 2 diabetes.  Curr Med Res Opin 24: 79-85, 2008. 
 
Neumiller J, Odegard P and Wysham C. Update on Insulin Management in Type 2 Diabetes.  Diab 
Spectrum 22: 85-91, 2009. 
 
Wysham C:  New Perspectives in Type 2 Diabetes Mellitus, Cardiovascular Risk and Treatment.  Postgrad 
Med 122: 52-60, 2010. 
 
Bergenstal RM, Wysham C, MacConell L, Malloy J, Walsh B, Yan P, Wilhelm K, Malone J and Porter LE. 
Efficacy and safety of exenatide once weekly versus sitagliptin or pioglitazone as an adjunct to metformin 
for treatment of type 2 diabetes (DURATION-2): a randomized trial.  Lancet 376:431-439, 2010. 

 
 Book Chapters Relevant to the Field 
 

Wysham C:  Endocrine Disorders in the ICU.  In Cerra F and Abrams J:  Essentials of 
Critical Care.  Quality Medical Publishing Company, St. Louis, MO 1993. 
 
Wysham CH: Pramlintide and Other Adjunctive Therapies.  In Jabbour S and Stephens E: Type 1 Diabetes in 
Adults, Principles and Practice.  Informa Healthcare USA, New York City, NY 2008.   

 
 

D. Research Support 
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Program Director/Principal Investigator (Last, First, Middle):    Wysham, Carol, Hatch 
 

Ongoing Research Support 
 

      NovoNordisk 
      Co-PI: Wysham 
      Onset®1: Efficacy and Safety of FIAsp compard to insulin aspart both in Combination with insulin detemir in         
      Adults with Type 1 Diabetes 
 

NIH 
PI: Wysham 2005-2012 
AIM-HIGH: Atherothrombosis Intervention in Metabolic Syndrome with Low HDL/High Triglyceride and 
Impact on Global Health Outcomes. 
Role: Principal Investigator 
 
Johnson & Johnson 
PI: Wysham 2009-2014 
A randomized, multicenter, double-blind, parallel, placebo-controlled study of the effects of JNJ-28431754 
on cardiovascular outcomes in adult subjects with type 2 diabetes mellitus. 
Role: Principal Investigator 
 
Duke University/Merck 
PI: Wysham 2009-2014 
TECOS: A randomized, placebo controlled trial to evaluate cardiovascular outcomes after treatment with 
sitagliptin in patients with type 2 diabetes. 
Role: Principal Investigator 
 
Amylin Pharmaceuticals 
PI: Wysham 2010-2015 
EXenatide Study of Cardiovascular Event Lowering Trial (EXSCEL). 
Role: Principal Investigator 

 
Novo Nordisk, Inc. 
PI: Wysham 2010-2016 
LEADER: Liraglutide Effect and Action in Diabetes 
Role: Principal Investigator 
 
NIH 
PI: Wysham 2011-2014 
ACCORDION: Action to Control Cardiovascular Risk in Diabetes (ACCORD) Follow-Up Study 
Role: Principal Investigator 

 
 
Completed Research Support 
 
NIH 
PI: Wysham 2001-2009 
ACCORD: Action to Control Cardiovascular Risk in Diabetes 
Role: Principal Investigator 
 
Novartis 
PI: Wysham 2007-2009 
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Program Director/Principal Investigator (Last, First, Middle):    Wysham, Carol, Hatch 
A multi-center, randomized, double-blind, active-controlled clinical trial to evaluate the safety and 
tolerability of 24 weeks treatment with vildagliptin (50mg qd or 100mg qd) versus sitagliptin (25 mg qd) in 
patients with type 2 diabetes and severe renal insufficiency. 
Role: Principal Investigator 
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Program Director/Principal Investigator (Last, First, Middle):    Wysham, Carol, Hatch 

BIOGRAPHICAL SKETCH 
Provide the following information for the Senior/key personnel and other significant contributors. 

Follow this format for each person.  DO NOT EXCEED FOUR PAGES. 
 

NAME 
Weeks, Debra K. 

POSITION TITLE 
Research Associate/Lead Research Coordinator 

eRA COMMONS USER NAME (credential, e.g., agency login) 
None 
EDUCATION/TRAINING (Begin with baccalaureate or other initial professional education, such as nursing, include postdoctoral training and 
residency training if applicable.) 

INSTITUTION AND LOCATION DEGREE 
(if applicable) MM/YY FIELD OF STUDY 

Butte Vocational Technical Center, Butte, MT LPN 05/76 Nursing 
    

 
A. Personal Statement 
As Lead Clinical Coordinator for the WSU Clinical Trials Research Team since 2000, I have the experience 
and skills necessary for the successful implementation of a Collaborating Clinical Site at our institution for the 
D2d Study. While acting as Lead Coordinator at WSU, I have overseen the day-to-day management of two 
multi-site NIH trials (ACCORD and AIM-HIGH), five multi-site industry-sponsored clinical studies, and several 
investigator-initiated pilot projects with faculty within the WSU College of Pharmacy. My responsibilities have 
included such activities as budget feasibility, budget negotiation, quality control, IRB submissions and 
renewals, completion of FDA form 1572, and obtaining informed consent of participants, among other tasks. 
As Lead Coordinator, I work closely with Dr. Wysham to provide oversight of recruitment and retention for all of 
our ongoing studies. In addition to regulatory and management duties, I am active in the assessment of study 
participants and facilitate continuous communication with PIs and Sub-PIs of participants overall health, 
adverse events and lab values along with communication to participants PCP’s. In conclusion, my previous 
experience and established working relationship with the co-PIs listed in this application make me well suited 
to implement and successfully carry out the work described in the Announcement. I look forward to the 
opportunity to contribute to the success of the D2d Study. 

 
B. Positions and Honors 

Positions 
2000-Present Lead Research Coordinator, Washington State University, Spokane, WA 
1998-2000 Research Coordinator, Rockwood Clinic, Spokane, WA 
1983-1999 Staff Cardiology/Endocrinology Nurse, Sacred Heart Medical Center, Spokane, WA 
1981-1983 Staff Opthalmology Nurse, Rockwood Clinic, Spokane, WA 
1977-1980 Staff General Surgery/Neurology Nurse, Deaconess Medical Center, Spokane, WA 
1976-1977 Staff Pediatrics Nurse, St. Patrick Hospital, Missoula, MT 
 
Certifications 
2000-Present Certified Clinical Research Coordinator (CCRC) 
 
Honors 
1997 Excellence in Patient Teaching Award, Sacred Heart Medical Center 
2011 Recognition for 10 years of Certification in Clinical Research by the Association of 

Clinical Research Professionals (ACRP) 
 
Association Memberships 

      2000-Present Association of Clinical Research Professionals (ACRP) 
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Program Director/Principal Investigator (Last, First, Middle):    Wysham, Carol, Hatch 
C. Peer-Reviewed Publications 
 Most Relevant to the Proposed Research 

Blank SE, Johson EC, Weeks DK, Wysham CH. Circulating dendritic cell number and intracellular TNF-
alpha production in women with type 2 diabetes. Acta Diabetol. 2010. DOI 10.1007/s00592-010-0190-8. 
 

D. Research Support 
Ongoing Research Support 

 
NIH 
PI: Wysham 2005-2012 
AIM-HIGH: Atherothrombosis Intervention in Metabolic Syndrome with Low HDL/High Triglyceride and 
Impact on Global Health Outcomes. 
Role: Study Coordinator 
 
Johnson & Johnson 
PI: Wysham 2009-2014 
A randomized, multicenter, double-blind, parallel, placebo-controlled study of the effects of JNJ-28431754 
on cardiovascular outcomes in adult subjects with type 2 diabetes mellitus. 
Role: Study Coordinator 
 
Duke University/Merck 
PI: Wysham 2009-2014 
TECOS: A randomized, placebo controlled trial to evaluate cardiovascular outcomes after treatment with 
sitagliptin in patients with type 2 diabetes. 
Role: Study Coordinator 
 
Amylin Pharmaceuticals 
PI: Wysham 2010-2015 
EXenatide Study of Cardiovascular Event Lowering Trial (EXSCEL). 
Role: Study Coordinator 

 
Novo Nordisk, Inc. 
PI: Wysham 2010-2016 
LEADER: Liraglutide Effect and Action in Diabetes 
Role: Study Coordinator 
 
NIH 
PI: Wysham 2011-2014 
ACCORDION: Action to Control Cardiovascular Risk in Diabetes (ACCORD) Follow-Up Study 
Role: Study Coordinator 
 
Completed Research Support 
NIH 
PI: Wysham 2001-2009 
ACCORD: Action to Control Cardiovascular Risk in Diabetes 
Role: Study Coordinator 

 
Novartis 
PI: Wysham 2007-2009 
A multi-center, randomized, double-blind, active-controlled clinical trial to evaluate the safety and 
tolerability of 24 weeks treatment with vildagliptin (50mg qd or 100mg qd) versus sitagliptin (25 mg qd) in 
patients with type 2 diabetes and severe renal insufficiency. 
Role: Study Coordinator 
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BIOGRAPHICAL SKETCH 
Provide the following information for the key personnel and other significant contributors. 

Follow this format for each person.  DO NOT EXCEED FOUR PAGES. 
 

NAME 
Woodard, Lisa J. 

POSITION TITLE 
Clinical Associate Professor 

eRA COMMONS USER NAME 
 
EDUCATION/TRAINING  (Begin with baccalaureate or other initial professional education, such as nursing, and include postdoctoral training.) 

INSTITUTION AND LOCATION DEGREE 
(if applicable) YEAR(s) FIELD OF STUDY 

Washington State University, Pullman, WA BPharm 1983 Pharmacy Practice 
Group Health Cooperative, Seattle, WA Residency 1985 Pharmacy Practice 
University of Washington, Seattle, WA MPH 1985 Health Services 
Washington State University, Pullman, WA PharmD 1998 Pharmacy Practice 

 
A. Personal Statement 
My teaching and scholarly interests are focused on teaching and learning in the practice environment with emphasis in 
community health and wellness, specifically diabetes education and prevention. I am trained as a Group Lifestyle 
Balance™ (GLB) Diabetes Prevention Program Lifestyle coach and master trainer, and am currently working with two 
community pharmacies to deliver the GLB curriculum at their sites. The WSU College of Pharmacy has achieved “pending 
recognition” status through the CDC Diabetes Prevention Recognition Program. I am the Lead PI on one active grant – 
Diabetes prevention in pharmacies, and a co-PI on two active grants – Using interprofessional education to improve care 
for patients with multiple chronic conditions initiative (including diabetes), and Interprofessional home visit teams (includes 
patients with diabetes).  
 
B. Positions and Honors 
Academic Professional Experience: 
Date Employed  Employer and Location   Position/Responsibilities 
1991-1992   University of Washington  Clinical Instructor 
     Seattle, WA 
1993-1998   Washington State University  Adjunct Clinical Faculty, Institutional Extern Coordinator 
     Spokane, WA      
1998-2001   Washington State University  Clinical Assistant Professor, Director of Experiential Education 
     Spokane, WA      
2001-2006   Washington State University  Adjunct Clinical Assistant Professor 
     Spokane, WA 
2006-2012   Washington State University  Clinical Assistant Professor 
     Spokane, WA      
2012-present  Washington State University  Clinical Associate Professor 
     Spokane, WA 
 
Clinical Practice Experience:  
Date Employed  Employer and Location   Position/Responsibilities 
1985-1992   Providence Medical Center  Clinical/Lead Pharmacist, Extern Program Coordinator 
     Seattle, WA       
1992-1995   Sacred Heart Med. Center  Education Coordinator, Residency Director 
     Spokane, WA      
1996-1998   Group Health Northwest   Clinical Pharmacy Coordinator 
     Spokane, WA     
2000-present  Spokane Oral Max. Surg.  Pharmaceutical Care Consultant 
     Spokane, WA  
2001-2002   Health Improve. Partnership  Pharmaceutical Care Consultant 
     Spokane, WA  
2004-2008   Jones Pharmacy    Clinical Pharmacist 
     Spokane, WA 
2009-present  Juliant Hollister Stier Lab  Pharmaceutical Care Consultant 
     Spokane, WA 
 
 



Honors: 
National Association of County and City Health Officials’ Model Practice Program – Promising Practice awarded to 
Spokane Regional Health District for “Mass Treatment: A Collaborative Effort Between University, Retail, and Public 
Health” project. Collaborative effort with College of Pharmacy, Safeway Pharmacies and Spokane Regional Health 
District. 2008 
 
National Diabetes Education Program Frankie Award – to Eastern Washington Diabetes Network for creative media 
campaign and use of many volunteers for the awareness campaign and Chewelah screening project. Collaborative effort 
with the College of Pharmacy. 2008 
 
Preceptor of the Year, College of Pharmacy, WSU, 1995 
 
Professional Membership: 
Washington State Pharmacy Association 
American Association of Colleges of Pharmacy 

Washington State University Delegate – 1999, 2001, 2013                                      
American Society of Health-System Pharmacists 
Washington State Society of Health-System Pharmacists 

House of Delegates – 1986, 1999, 2001 
Professional Affairs Council – 1995 

Seattle Area Society of Hospital Pharmacists 
Seminar Committee - 1986 to 1989 
Seminar Co-Chair - 1988 to 1989 
Secretary - 1987 

Spokane Area Society of Health-System Pharmacists 
Spokane Pharmacist Association 
 
C. Selected Publications and Presentations 
Pollelo JM, Woodard LJ, Weeks DL. The impact of rural community-based diabetes screening to motivate clients to 
action. Washington State Journal of Public Health Practice. 2009;2(2);47-68. 
 
Woodard LJ, Bray BS, Williams D, Terriff CM. Call to action: Integrating student pharmacists, faculty, and pharmacy 
practitioners into emergency preparedness and response. J Am Pharm Assoc. 2010;50:158-164. 
 
Woodard LJ, Wilson JS, Blankenship J, Quock RM, Lindsey M, Kinsler JJ. An elective course to engage student 
pharmacists in elementary school science education.  Am J Pharm Educ. 2011;75(10): Article 203. 
 
“Differentiating Community and Health-system APPEs from Community and Institutional IPPEs.” Danielson J, Woodard 
LJ, Krueger J, Harshberger C, Ramirez J, Hale K.  American Association of Colleges of Pharmacy Annual Meeting, San 
Antonio, TX, July, 2011. 
 
“Assessing the Prevalence and Characteristics of Dual Pharm.D./M.P.H. Programs Offered at ACPE-accredited Schools 
of Pharmacy.” Gortney J, Seed S,  Borja-Hart N, Woodard LJ, et al. American Association of Colleges of Pharmacy 
Annual Meeting, Kissimee, FL, July 2012. 
 
Maldonado AQ, Bray BS, Woodard LJ. et al. Impact of Participation on a Solid Organ Transplant Team on Student 
Pharmacists’ Perceptions of interprofessional roles. Am J Pharm Educ. Am J Pharm Educ. 2013;77(4): Article 74. 
 
Assessing the prevalence and characteristics of dual Pharm.D./M.P.H. programs offered at ACPE-accredited 
colleges/schools of pharmacy in the United States. Gortney JS, Seed S, Borja-Hart N, Young V, Woodard LJ, Nobles-
Knight D, Scott DM, Nash JD. Am J Pharm Educ. 2013;77(6): Article 116. 
 
Tan E, Polello J, Woodard LJ. An evaluation of the current type 2 diabetes guidelines: where they converge and diverge. 
Clinical Diabetes. Accepted for publication February, 2014. 
 



D. Research Support 
“Diabetes Screening and Follow-up Study” 
Washington State Department of Health Grant: $10,000 awarded, 9/2007 
Jennifer Polello, Inland Northwest Health Systems 
Lisa J. Woodard, Pharmacotherapy, College of Pharmacy 
Douglas L. Weeks, Pharmacotherapy, College of Pharmacy 
Kenn Daratha, PhD, Assistant Professor, MTM, WSU Spokane 
Project complete. 
 
“HealthWISE = Winning Investigations for Students + Elders” 
NCRR Science Education Partnership Award (SEPA): $7950 contracted, 5/2008 
Project complete 
 
“Diabetes Community Health Education and Screening Study”  
Washington State University Faculty Seed Grant: $10,000 requested, $7,500 awarded 8/2008 
Lisa J. Woodard, Pharmacotherapy, College of Pharmacy 
Douglas L. Weeks, Pharmacotherapy, College of Pharmacy 
Judy Knuth, Exercise Physiology and Metabolism, College of Pharmacy 
Janet Beary, Exercise Physiology and Metabolism, College of Pharmacy 
Jennifer Polello, Inland Northwest Health Systems 
Project complete. 
 
“Group Lifestyle Balance Training Workshop Education Grant” 
NovoNordisk Educational Grant: $13,514 requested, $6,100 awarded 4/2011 
Lisa J. Woodard, Pharmacotherapy, College of Pharmacy 
Judy Knuth, Nutrition Exercise and Physiology, College of Pharmacy 
Project complete. 
 
On the Road – Medication Booklets” 
Joslin Diabetes Center: $6500 requested, $6500 awarded 1/2012 
Lisa J. Woodard, Pharmacotherapy, College of Pharmacy 
Linda Garrelts Maclean, Pharmacotherapy, College of Pharmacy 
Project complete. 
 
“Diabetes Prevention in Pharmacies (The DPIP Project)”  
Community Pharmacy Foundation: $33,847, awarded 2/2013 
Lisa J. Woodard, College of Pharmacy, Washington State University 
Judy Knuth, College of Pharmacy, Washington State University 
Celestina Barbosa-Leiker, College of Nursing 
Project ongoing. 
 
“Interprofessional Home Visit Teams” 
Anonymous Donor: $5,000, awarded 6/2013  
Barbara A. Richardson, College of Nursing, Washington State University 
Rie Kobayashi, School of Social Work, Eastern Washington Universituy 
Lisa J. Woodard, College of Pharmacy, Washington State University 
Project ongoing. 
 
“Using Interprofessional Education to Improve Care for Patients with Multiple Chronic Conditions” 
Health and Human Services: $1,102,818, awarded 7/2013 
Barbara Richardson, Cynthia Fitzgerald, Tamara Odom-Maryon, Saleh Elgiadi, Karen Caines, Carrie Holliday, Sarah 
Kooienga, Anne Mason, Janet Purath, Melody Rasmor, Kevin Stevens, Linda Ward, College of Nursing 
Janet Beary, Brenda Bray, Megan Willson, Lisa J. Woodard, College of Pharmacy 
George Novan, WWAMI Medicine, University of Washington 
Project ongoing. 
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	PI Name: Carol H. Wysham, M.D.
	PI InstitutionCenter: Washington State University, COP
	PI Address 1: PO Box 1495
	PI Address 2: 310 North Riverpoint Blvd.
	PI City: Spokane
	PI State: WA
	PI Zip: 99210
	PI PositionTitle: Endocrinologist, Research Professor
	PI Email: chwysham@comcast.net
	PI Phone: 509-358-7733
	PI Fax: 509-358-7746
	Institution Affiliation: 13
	Institution Affiliation Time: [Years]
	Succession Plan: Ideally if I was to leave I would find a replacement with equivalent experience to continue the trial prior to leaving. As a practicing endocrinologist I have several colleagues in which I could call on to act as investigator in the unlikely event that I leave the institution prior to completion of the trial. In addition, Dr. Lisa Woodard will be acting as co-investigator on the trial and would provide consistency during such a transition.
	RC Name: Debra K. Weeks, LPN, CCRC
	RC InstitutionCenter: Washington State University, COP
	RC Address 1: PO Box 1495
	RC Address 2: 310 N. Riverpoint Blvd
	RC City: Spokane
	RC State: WA 
	RC Zip: 99210
	RC Email: dweeks@wsu.edu
	RC Phone: 509-358-7733
	RC Fax: 509-358-7746
	Research Coordinator Experience: 2000-present: ACCORD/ACCORDION enrolled 142, NIH sponsored. ACCORD Mind: enrolled 76. ACCORD Eye: enrolled 72. 
2006-2013 AIM-HIGH, enrolled 36, NIH sponsored. TECOS, LEADER, Onset1, FLAT-SUGAR, EUCLID, EXSCEL, multi-centered, industry sponsored.
 
	COI 1 Name: Lisa J. Woodard, PharmD
	COI 1 InstitutionCenter: Washington State University, COP
	COI 1 PositionTitle: Associate Professor
	COI 1 Email: woodard@wsu.edu
	COI 1 Phone: 509-358-7790
	COI 1 Fax: 509-358-7746
	COI 1 Expected Roles:  Dr. Woodard has experience and interest in pre diabetes interventions. She will assist with recruitment, act as trial pharmacist, and community outreach.
	COI2 Name: 
	COI 2 InstitutionCenter: 
	COI 2 PositionTitle: 
	COI 2 Email: 
	COI 2 Phone: 
	COI 2 Fax: 
	COI 2 Expected Roles: 
	Site-Specific Recruitment Strategy: Our recruitment strategies are multi-faceted and include: electronic medical record query and review from Rockwood Clinic where the PI, Carol H. Wysham, M.D. has her practice in endocrinology. Recruitment letters will be generated and mailed from her clinical practice site. 
Within the College of Pharmacy resides the Nutrition and Exercise Physiology Department which conducts a Community Health & Wellness Clinic. We will utilize this clinic to screen and disseminate information regarding D2d. Along those same avenues are professors in the College of Pharmacy that conduct flu shot clinics with students and have given us permission to join them and screen for the study or pass out information during such events. Such flu shot clinics are held at Walgreens, Savon, Yokes, Safeway, and Rosauers Pharmacies. 
Community Health Education Resources (CHER) which does health screening for businesses, conducts pre-diabetes classes and has an active diabetes education program has agreed to distribute information regarding D2d.
We have an active university web site that is updated frequently and has generated requests from interested participants for our previous studies. University weekly e-mail news is utilized for recruitment. 

I have also contacted the program coordinator at the YMCA in charge of the Diabetes Prevention Program and she is willing to help distribute flyers/tri-fold brochures with information about the trial.

We also use a free publication, "The Inlander", that has been the most successful of print ads along with Craig's List which has proved popular for younger clients.

The addition of Dr. Woodard as Co-PI will enhance our ability to move into the community for screening opportunities. Her enthusiasm for diabetes prevention and prediabetes care will allow us to tap into already existing programs for recruitment



	Description of Databases: 
	Total active patients: 200000
	Number of Patients: Age: 196000
	Number of Patients: Age/BMI: 97000
	Number of Patients: Age/BMI/No DM Meds: 80000
	Number of Patients: Age/BMI/No Meds/HbA1c: 20000
	Total volunteers: 
	Number of Volunteers: Age: 
	Number of Volunteers: Age/BMI: 
	Number of Volunteers: Age/BMI/No Meds: 
	Number of Volunteers: Age/BMI/No Meds/HbA1c: 
	Site Name: Washington State University College of Pharmacy
	Total Planned Enrollment: 150
	Total Hispanic or Latino: Females: 6
	Total Hispanic or Latino: Males: 9
	Total Number: Hispanic or Latino: 15
	Total Not Hispanic or Latino: Female: 0
	Total Not Hispanic or Latino: Males: 0
	Total: Not Hispanic or Latino: 0
	Ethnic Category: Total Female: 6
	Ethnic Category: Total Male: 9
	Ethnic Category: Total: 15
	Total American Indian/Alaska Native: Females: 2
	Total American Indian/Alaska Native: Males: 3
	Total American Indian/Alaska Native: 5
	Total Asian: Females: 2
	Total Asian: Males: 1
	Total Asian: 3
	Total Native Hawaiian/Other Pacific Islander: Females: 1
	Total Native Hawaiian/Other Pacific Islander: Males: 1
	Total Native Hawaiian/Other Pacific Islander: 2
	Total Black/ African American: Females: 2
	Total Black/African American: Males: 2
	Total Black/African American: 4
	Total White: Females: 53
	Total White: Males: 83
	Total White: 136
	Racial Categories Total Female: 60
	Racial Categories: Total Male: 90
	Racial Categories: Total: 150
	Planned Ethnic/Racial Distribution: Spokane is predominately a Caucasian population. Accordingly it is unlikely that we would require an interpreter service. The hesitation on the part of the site using such services would be the inability to locate reliable interpreter resources, that are medically trained in order to relay the necessary information needed for a clinical trial.  We have not added the cost of such services into the budget proposal.
	Pre-Diabetes Trial Involvement: No
	Trial 1 Name: ACCORD, Action to Control Cardiovascular Risk in Diabetes and ACCORDION Follow-on Trial
	Trial 1 Institution/Center: Washington State University, COP
	Trial 1 Sponsor: NIH, NHLBI
	Role in Study: Trial 1: [Principal Investigator]
	Trial 1: Multi Center trial: Yes
	Trial 1 Clinicaltrials: 
	gov #: NCT00000620

	Trial 1 Participant Population: Males and females, ages 40-79 years, diagnosed with type 2 diabetes. For participants aged 40 years or older, history of CVD (heart attack, stroke, history of coronary revascularization, history of peripheral or carotid revascularization, or demonstrated angina). For participants aged 55 years or older, a history of CVD is not required but participant must be considered to be at high risk for experiencing a CVD event due to existing CVD, subclinical disease or 2+ subclinical risk factors. HbA1c 7.5%-9.0% (if on more drugs) or 7.5%-11% (if on fewer drugs)
	Trial 1 Recruitment Methods: PI practice, information sessions, screening events, Diabetes Day Events, word of mouth, prior study participants, news paper ads.
	Trial 1 Intervention: Intensive glycemic control v/s standard of care. Intensive blood pressure control v/s standard of care. Simvastatin v/s Simvastatin + fenofibrate
Multiple anti-diabetes drugs, multiple BP drugs,  simvastatin and fenofibrate
	Trial 1 Primary Outcomes: First occurrence of a major CVD event, specifically nonfatal heart attack, nonfatal stroke, or cardiovascular death.
	Trial 1 Targeted: 160
	Trial 1 Enrolled: 142
	Trial 1 EnrolledTargeted rate: 88
	Trial 1 Recruitment Period: 4
	Trial 1 Recruitment Period Duration: [Years]
	Trial 1 Explanation: Original enrollment was lower than originally set by the central coordinating center. The coordinator hired to head up the project was also starting a new department at the same time. 
	Trial 1 Participant Completed Followup: 110
	Trial 1 Retention Rate: 77
	Trial 1 Duration of Followup: 13
	Trial 1: Duration of Follow-Up: [Years]
	Trial 1 Female: 46
	Trial 1 Hispanic/Latino: .65
	Trial 1 Unknown Ethnicity: 0
	Trial 1 American Indian/Alaska Native: .65
	Trial 1 Asian: 1
	Trial 1 Native Hawaiian or other Pacific Islander: 1
	Trial 1 Black or African American: 0
	Trial 1 White: 96.5
	Trial 1 More Than One Race: 1
	Trial 1 Unknown Race: 0
	Trial 2 Name: Plaque Inflammation and Dysfunctional HDL in AIM-HIGH
	Trial 2 Institution/Center: University of Washington 
	Trial 2 Sponsor: NIH
	Role in Study: Trial 2: [Principal Investigator]
	Trial 2: Multi Center trial: Yes
	Trial 2 ClinicalTrials: 
	gov #: NCT00120289

	Trial 2 Participant Population: Men or women aged 45 or older with established vascular disease and atherogenic dyslipidemia. Established vascular disease defined as one or more of the following: documented coronary artery disease (CAD); (2) documented cerebrovascular or carotid disease; (3) documented symptomatic peripheral arterial disease (PAD) Defined dyslipidemia with deferring criteria depending on medication use.  
	Trial 2 Recruitment methods: PI practice, information sessions, screening events, Diabetes Day Events, word of mouth, prior study participants, news paper ads.
	Trial 2 Intervention: Extended release niacin at 1,500 to 2,000mg/day plus Simvastatin 40-80mg, adding ezetimibe if needed to achieve LDL-C target 
	Trial 2 Primary Outcomes: To determin whether raising "good cholesterol" with a drug based on the vitamin niacin, while lowering "bad cholesterol" with a statin drug, can prevent heart disease than the statin alone. 
	Trial 2 Targeted: 45
	Trial 2 Enrolled: 36
	Trial 2 Enrolled:Targeted rate: 80
	Trial 2 Recruitment Period: 2
	Trial 2 Duration of Recruitment Period: [Years]
	Trial 2 Explanation for Final Enrollment: Enrollment was lower than expected, inclusion/exclusion and patient population was reason.
	Trial 2 Completed Follow-Up: 31
	Trial 2 Retention Rate: 86
	Trial 2 Duration of followup: 6
	Trial 2 Duration of Follow Up: [Years]
	Trial 2 Female: 8
	Trial 2 Hispanic or Latino: 1
	Trial 2 Enthnicity Unknown: 0
	Trial 2 American Indian/Alaska Native: 0
	Trial 2 Asian: 0
	Trial 2 Native Hawaiian or other Pacific Islander: 0
	Trial 2 Black or African American: 0
	Trial 2 White: 99
	Trial 2 More Than One Race: 0
	Trial 2 Race Unknown: 0
	Trial 3 Name: TECOS Trial Evaluating Cardiovascular Outcomes with Sitagliptin
	Trial 3 Institution/Center: Washington State University, COP
	Trial 3 Sponsor: Merck & Co., Inc
	Role in Study: Trial 3: [Principal Investigator]
	Trial 3 ClinicalTrials: 
	gov #: NCT00790205

	Trial 3 Recruitment methods: Male or female > then 50 years of age with preexisting vascular disease along with T2DM with HbA1c of >/= 6.5% and < 8.0% within 3 months of enrollment while on any combination of up to two oral medications or on Metformin and a stable dose of insulin.
	Trial 3 Participant Population: PI practice, information sessions, screening events, Diabetes Day Events, word of mouth, prior study participants, news paper ads.
	Trial 3 Intervention: Sitagliptin/placebo 100mg QD with adjustments lowering dose depending on eGFR values.
	Trial 3 Primary Outcomes: To compare the impact of including sitagliptin as part of usual care vs. usual care without sitagliptin on CV outcomes a measured by the time to first event in the primary CV composite endpoint of CV-related death, nonfatal MI, nonfatal stroke, or unstable angina requiring hospitalization.
	Trial 3: Multi Center trial: Yes
	Trial 3 Targeted: 35
	Trial 3 Enrolled: 20
	Trial 3 Enrolled:Targeted rate: 57
	Trial 3 Recruitment Period: 3
	Trial 3 Duration of Recruitment Period: [Years]
	Trial 3 Explanation for Final Enrollment: This was a difficult trial to enroll due to the fact that T2DM patients in this area are tightly control, usually on both basal and bolus insulin which was an exclusion.

	Trial 3 Completed Follow-Up: 19
	Trial 3 Retention Rate: 95
	Trial 3 Duration of followup: 5
	Trial 3 Duration of Follow Up: [Years]
	Trial 3 Female: 6
	Trial 3 Hispanic or Latino: 1
	Trial 3 Enthnicity Unknown: 0
	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: 0
	Trial 3 White: 99
	Trial 3 More Than One Race: 0
	Trial 3 Race Unknown: 0
	Trial 4 Name: LEADER, Liraglutide Effect and Action in Diabetes: Evaluation of cardiovascular outcome Results
	Trial 4 Institution/Center: Washington State University, COP
	Trial 4 Sponsor: Novo Nordisk
	Role in Study: Trial 4: [Principal Investigator]
	Trial 4 ClinicalTrials: 
	gov #: NCT01179048

	Trial 4 Participant Population: Men or women aged 50 or older with T2DM and at least a prior MI, prior stroke or TIA, prior coronary, carotid or peripheral arterial revascularization, or >50% stenosis on angiography or other imaging of coronary, carotid, or lower extremity arteries. Or >60 years with specific risk factors. HgA1c greater than 7.0%
	Trial 4: Multi Center trial: Yes
	Trial 4 Recruitment methods: PI practice, information sessions, screening events, Diabetes Day Events, word of mouth, prior study participants, news paper ads.
	Trial 4 Intervention: Liragutide v/s placebo 1.2mg, 1.6mg or 1.8mg reaching the highest tolerated does the participant can tolerate.
	Trial 4 Primary Outcomes: To assess the effect of treatment with liraglutide compared to placebo for at least 3.5 year and up to 5 years on the incidence of cardiovascular events, as defined by the time from randomization to the first occurrence of cardiovascular death, non-fatal MI, or non-fatal stroke.
	Trial 4 Targeted: 20
	Trial 4 Enrolled: 14
	Trial 4 Enrolled:Targeted rate: 70
	Trial 4 Recruitment Period: 1.5
	Trial 4 Duration of Recruitment Period: [Years]
	Trial 4 Explanation for Final Enrollment:  Some potential participants did not want to add an additional shot. Was difficult to meet criteria for prior cardiovascular disease.
	Trial 4 Completed Follow-Up: 13
	Trial 4 Retention Rate: 92
	Trial 4 Duration of followup: 7
	Trial 4 Duration of Follow Up: [Years]
	Trial 4 Female: 3
	Trial 4 Hispanic or Latino: 1
	Trial 4 Enthnicity Unknown: 0
	Trial 4 American Indian/Alaska Native: 0
	Trial 4 Asian: 0
	Trial 4 Native Hawaiian or other Pacific Islander: 0
	Trial 4 Black or African American: 0
	Trial 4 White: 13
	Trial 4 More Than One Race: 0
	Trial 4 Race Unknown: 0
	Trial 5 Name: Onset1
	Trial 5 Institution/Center: Washington State University
	Trial 5 Sponsor: Novo Nodisk
	Role in Study: Trial 5: [Co-Investigator]
	Trial 5 ClinicalTrials: 
	gov #: NCT01831765

	Trial 5 Participant Population: Male or female >18 years of age with type 
	Trial 5: Multi Center trial: Yes
	Trial 5 Recruitment methods: Co-I practice, information sessions, screening events, Diabetes Day Events, word of mouth, prior study participants, news paper ads.
	Trial 5 Intervention: Insulin aspart, meal time FIAsp, meal time aspart, post meal FIAsp and determin.
	Trial 5 Primary Outcomes: To confirm efficacy of treatment with meal time faster-acting insulin aspart (FIAsp) in terms of glycaemic control by change from baseline in glycosylated haemoglobin (HbA1c) after 26 weeks of randomised treatment comparing it to meal time insulin aspart both in combination with insulin detemir.
	Trial 5 Targeted: 6
	Trial 5 Enrolled: 8
	Trial 5 Enrolled:Targeted rate: 
	Trial 5 Recruitment Period: 6
	Trial 5 Duration of Recruitment Period: [Months]
	Trial 5 Explanation for Final Enrollment: Three more to randomize, screening is closed.
	Trial 5 Completed Follow-Up: 
	Trial 5 Retention Rate: 
	Trial 5 Duration of followup: 
	Trial 5 Duration of Follow Up: [Months]
	Trial 5 Female: 1
	Trial 5 Hispanic or Latino: 0
	Trial 5 Enthnicity Unknown: 0
	Trial 5 American Indian/Alaska Native: 0
	Trial 5 Asian: 0
	Trial 5 Native Hawaiian or other Pacific Islander: 0
	Trial 5 Black or African American: 0
	Trial 5 White: 7
	Trial 5 More Than One Race: 0
	Trial 5 Race Unknown: 0
	Competing Clinical Trial 1 Name: 
	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: Our Clinical Trials Unit is housed in the Health Sciences Building on the Spokane WSU campus at 310 N. Riverpoint Blvd. We have 2 fully equipped exam rooms along with a dedicated phlebotomy space, private bathroom, laboratory space, biological specimen storage and sample processing. 
Each coordinator has a private office, secure locking door, private direct phone lines and with limited keyed access. Our computers are password-protected, desktop computers. It is not our policy to take work home, but rather to stay late. No patient information is kept on laptop computers. 

Our source documents are kept in our locked offices. Long term storage is beyond a secure locked area, through a limited use office and into an inner office of which there is one key which only the research staff have access to. 

WSU IT resources manage the networks firewalls, anti-virus, software, and back-up services for critical data and document files. The College of Pharmacy helps the unit manage our secure shared folders. Information Technology Services supports all computing and telecommunications needs of the college community with speed and precision knowing the kind of work we do.
   
	Description of Laboratory Facilities: Our laboratory is equipped with a Thermo Forma -86 Degree Celsius ULT Freezer, Centra CL2 and HERMLE z 323K refrigerated centrifuges, a LABCONCO Purifier HEPA filtered Enclosure for processing of biological specimens and a Marathon temperature alarm system for all refrigerators, freezers, and room temperatures which are monitored 24 hours a day and alert temperature deviations are sent by text to the cell phone of the Lead Coordinator 24 hours a day. We maintain a Certified Phlebotomist on staff for obtaining specimens. The phlebotomy area is equipped with two phlebotomy chairs and privacy curtains.
	Frozen Centrifuge: No
	-80 Freezer: Yes
	Investigational Pharmacy: Yes
	Procedures for Secure Storage and Dispensation of Study Pills: Our research pharmacy is behind offices and lab area. All study drug is under lock. All study drug is accounted for on arrival, usually with research assistant and research coordinator. If appropriate, temperature sensitive appropriate details are taken. All are logged into the study binder if applicable and entered into the IVR system if applicable. Upon dispensing all study medication is dispensed either by the Co-PI or study coordinator and then rechecked by another research staff member for accuracy. This is to help eliminate the potential for error. All dispensing documentation is kept either in the participants source documents or in the drug dispensation binder according to the study.
We have an SOP for on site study drug destruction.
	Experience with Electronic Data Capture Systems: All coordinators and research assistants are well versed in EDC systems. Two team members have known nothing else and the Lead Coordinator has worked on no other system since the early 2000's.
	Name of Local IRB: WSU IRB
	Frequency of IRB Meetings: 1
	Frequency of IRB Meetings: Every: [Month]
	Local IRB Protocol Submission Process and Timeline for Approval: Washington State University, IRB
Usual time line: the submission is due by the first or second Thursday of the month with the IRB meeting the last Thursday of the month. With our experience only minor changes to the submission or minor changes to the consent are requested which takes about a week turnaround and we would have approval. 
WSU is able to work both on budget and IRB submission at the same time if we feel it is going to turn out in a favorable way for both parties involved.
	Central IRB Name: 
	Central IRB for D2d Study: No
	IRB Authorization Agreement: Yes


