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GOG Foundation Participating Institution/Practice Application





Thank you for your interest in participating in the GOG Foundation. Please complete all applicable sections and return the finished application to GOGPartnersmembership@gog.org. Questions may be directed to Tivona LeMar, Membership Manager, at 215-854-0770 or by email at GOGPartnersmembership.org.
Before submitting: Please review the application to confirm that each required section is complete.
Please use this application to provide information about your institution or practice, key personnel, operational capabilities, and required supporting documents. The GOG Foundation Quality Assessment Committee will review the completed application. Missing information may delay reviewing, so please include as much detail as possible before submitting.
Legal Name of Institution: Click or tap here to enter text.
Name of Principal Investigator for this applicant Institution: Click or tap here to enter text.
Specialty: Click or tap here to enter text.










Address: Click or tap here to enter text.
City: Click or tap here to enter text.
State: Click or tap here to enter text.
Zip: Click or tap here to enter text.
Office Phone: Click or tap here to enter text.
PI Cell Phone: Click or tap here to enter text.

Section 1: Institution/Practice Information	
1. Is your site part of a Site Management Organization (SMO)? 
☐ Yes    ☐ No
If yes, please indicate which SMO?Click or tap here to enter text.
	Central Office Contact

	Name
	Click or tap here to enter text.

	Email
	Click or tap here to enter text.

	Phone #
	Click or tap here to enter text.



2. Do you have gynecologic oncologists on staff and will participate in GOG Partners studies?
☐ Yes    ☐ No

If no, please indicate what specialty is on staff and will be participating in GOG Partner studies?
Click or tap here to enter text.

3. Are Data Management support resources in  place and available to ensure timely compliance with study sponsor data requirements? 
☐ Yes    ☐ No

If no, please explain: Click or tap here to enter text.

4. What are your standard metrics for CRF completion?Click or tap here to enter text.

5. Will you have the support to do the necessary regulatory work for study start up, ongoing regulatory support, and Institutional Review Board approvals?
☐ Yes    ☐ No

6. Do you have Institutional and Departmental support for your participation in GOG Foundation/Partners studies?
☐ Yes   ☐ No

7. Has the applicant Institution/practice and/or its Principal Investigator previously participated in Industry sponsored gynecologic oncology clinical trials?
☐ Yes   ☐ No

8. Does your institution/practice have access to an investigational pharmacy or the capability to adequately handle investigational drugs?
☐ Yes   ☐ No
9. Most GOG Partners trials often require submission of biospecimen materials for patients enrolled.  Do you have a designated Pathologist who is able to submit tumor blocks, slides, and pathology reports/forms as required?
☐ Yes    ☐ No

10. Does your site have satellite locations that will participate in GOG Partners trials?
a. If yes, please list name and address for each location.
	Satellite Name
	Address
	Office Phone

	Enter text.
	Enter text.
	Enter text.

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	




11. Has the FDA or equivalent regulatory agency ever inspected your site?
☐ Yes    ☐ No
If yes, was a Form FDA 483 issued?  
☐ Yes    ☐ No
If yes, please submit reports and response reports. 
12. Have any investigators at your institution been debarred?	Comment by Michael Powers: MP- Debarment typo now corrected.
☐ Yes    ☐ No

If yes, please provide details: Click or tap here to enter text.

13. Has the PI or any sub-investigators have had any action taken on their medical license in the last 5 years?
☐ Yes   ☐ No

If yes, please explain: Click or tap here to enter text.

14. Has the PI or any sub-investigators been suspended at any health facility?
☐ Yes    ☐ No

If yes, please explain: Click or tap here to enter text.

15. Are investigators required to complete Good Clinical Practice and Human Subjects training?  
☐ Yes    ☐ No
If yes, how often is training required? Click or tap here to enter text.

Section 2: Study Start-up Information
These questions help us understand your site’s start-up process (does not impact the application decision):

16. Does your site use a central IRB or local IRB? 
☐ Central IRB    ☐ Local IRB
17. If central, which central IRB does your site use (i.e., Advarra, WCG)? Click or tap here to enter text.

18. Does your site have any pre-IRB review committees? 
☐ Yes    ☐ No
If yes, please provide details of committees and if required to be conducted before start-up activities can begin: Click or tap here to enter text.
19. Can your site negotiate the budget and contract and submit to the IRB in parallel? 
☐ Yes    ☐ No

If no, please provide details.Click or tap here to enter text.
20. What is your site’s realistic, estimated timeline for site activation from selection to SIV? 
Click or tap here to enter text.
21. Does your site have an internal activation process after a sponsor considers your site “Site Ready”?  
☐ Yes    ☐ No
If yes, please provide details and timeline to internally activate. Click or tap here to enter text.

Section 3: Required Attachments
Please attach the following documents electronically. Letters should be submitted on institution/practice letterhead when applicable.
1. A letter of intent to participate in the GOG Foundation from the departmental contact for each specialty that is planning to actively participate in the GOG Foundation.

a. GYN Oncology OR Medical Oncology (REQUIRED)
b. Pathology (PREFERABLE)
c. Radiation Oncology (If applicable)

2. A letter from the Department Chair/Director of Research of the Institution indicating the Institution’s approval and support for participation in the GOG Foundation and its protocols.  If private practice – letter of support from practice signatory official.

3. Letter detailing previous clinical trial experience (Industry, NCTN, Investigator Initiated) within the last 5 years.

4. Bio sketch/CV of Applicant Principal Investigator



Section 4: Key Personnel
	Contracts Representative Contact

	Please provide the primary contact for contract review and negotiation.

	Name
	Click or tap here to enter text.

	Address
	Click or tap here to enter text.

	City
	Click or tap here to enter text.
	State
	Click or tap here to enter text.

	Zip Code
	Click or tap here to enter text.
	Office Phone
	Click or tap here to enter text.

	Email
	Click or tap here to enter text.



	Study Feasibility Questionnaire Contact

	Please provide the primary contact for feasibility questionnaires and site capability requests.

	Name
	Click or tap here to enter text.

	Address
	Click or tap here to enter text.

	City
	Click or tap here to enter text.
	State
	Click or tap here to enter text.

	Zip Code
	Click or tap here to enter text.
	Office Phone
	Click or tap here to enter text.

	Email
	Click or tap here to enter text.



Key Personnel Instructions
Please list the individuals who will support GOG Foundation activities at your institution or practice. Include the PI, sub-investigators, data managers, nurses, CRAs, regulatory managers, and any other key staff who should receive GOG announcements and study-related communications.
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	Degree
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