Appendix I – Sample Site Evaluation Questionnaire

Study Under Consideration: 

SEA 00X: [Insert Study Title]

This questionnaire is intended to provide the SEAICRN with information regarding you and your facility in order to assess potential collaboration in future study.  Thank you for taking the time to complete this questionnaire and attaching relevant CVs and other information.  Please return the completed questionnaire to

[Insert contact details]

Site: ________________________________________________________________

Date Questionnaire Completed:  __________________________________________

Person Completing Questionnaire:  ________________________________________

Initial Contact by (circle one):           Phone               Mail               In Person

I. SITE INFORMATION

Please confirm or provide the following information:

Mailing Address:
__________________________________________________________________________________________________________________________

Street Address:  
________________________________________________________________



_____________________________________________________

Telephone:
____________________      Fax:       ____________________________

Email:
__________________________ (to be checked once a day minimum)

Please provide the names and titles of the staff that would be performing the following functions on research studies:

Principal Investigator:

______________________________________________

Sub-investigator(s):

______________________________________________





______________________________________________

Study Coordinator(s):

______________________________________________





______________________________________________

II. INVESTIGATOR BACKGROUND

The person who will serve as the Principal Investigator should complete this section.  Please attach your CV, including statement of your medical training and board certifications.

1. How long have you been involved in clinical research?  



2.
What is your primary area of interest (infectious disease, clinical laboratory, etc.)?


______________________________________________________________

8. What percentage of time do you usually devote to the following activities?

	
	Clinical practice _______________
	Administrative _______________

	
	Research _______________
	Other professional activities ______________

	
	Teaching _______________
	Other _______________


4.
How many days a month are you at the proposed research site?     __________ Days

5. Will you be available on site during the proposed time frame of the study? (circle one):



Yes  

No

6.
How many other studies are you currently involved in?     __________ 

7. Please list any ongoing or previous clinical research studies conducted by this investigator.  List only the most recent five (5), beginning with the most recent.

	Research project Description/Title
	Sponsor
	Dates

	1. 
	
	

	2. 
	
	

	3. 
	
	

	4. 
	
	

	5. 
	
	


8. How much time do you expect to be able to devote to our new study?  ________% of total time

III. SITE INFORMATION

1. Please check all that apply to describe your research facility:  

_____ hospital-affiliated clinic 

_____ private clinic


_____ medical-school affiliated clinic

_____ family planning clinic


_____ multiple affiliated clinics

___ governmental (MOH) facility 



 non-governmental (NGO) facility


_____ professional research organization (PRO) [skip to #6]

8. Please estimate a breakdown of the types of services sought by patients at your facility (e.g., 20% Pulmonology, 20% Infectious Disease (contact), 30%  Emergency, etc):  


________________________________________________________________

3. Of the patients who came to your clinic in the past year, please estimate the percentage of         _____ adults            _____ children

4. Please describe the population (e.g., ethnic, racial, indigent, special social characteristics) that your site serves:

________________________________________________________________


________________________________________________________________

5. How will you recruit participants? 

________________________________________________________________

6. Are there sub-investigators who will provide coverage in the absence of the proposed Principal Investigator?  If yes, list and attach CV(s)

______________________________________________________________

7. Does the site have full-time research staff with support staff that will be available for this study?

Yes
No
If yes, give number _______________

8. Are there clinical laboratories on the site premises?    (circle one)  Yes    No   

If Yes:


8a) What services do the laboratories provide?


Lab 1:________________________________________________________


Lab 2:________________________________________________________


Lab 3:________________________________________________________


8b) Are the labs currently certified (if yes, provide source, date and number)?


Lab 1:________________________________________________________


Lab 2:________________________________________________________


Lab 3:________________________________________________________

9. Are there any off-site clinical laboratories commonly used by the site?  (circle one)   



Yes    No   


If Yes:


9a)   What services do the laboratories provide?


Lab 1:________________________________________________________


Lab 2:________________________________________________________


Lab 3:________________________________________________________


9b). Are the labs currently certified
(circle one)   

Yes    No 

 
If yes, provide source, date and number:


Lab 1:________________________________________________________


Lab 2:________________________________________________________


Lab 3:________________________________________________________

10. Do any of the laboratories need any specialized training for the study? (circle one)

Yes
No


If Yes, provide details of training required and which labs require this training:

11. Please check the types of specialized equipment and facilities available for this study, if applicable:

	Clinic and Office

Facilities and Services
	Laboratory Services

	
	Test/Equipment
	On-site or Off-site?

	
	
	
	
	

	
	Radiology
	
	Pulse Oximeter
	

	
	X-ray
	
	Urine/serum hCG
	

	
	CT scanning
	
	Urine dipstick
	

	
	MRI
	
	Urinalysis
	

	
	Pharmacy
	
	Microbiology
	

	
	Secure clinical supplies storage
	
	Urine culture
	

	
	Non-English translation
	
	Blood culture
	

	
	Disposal of biohazards
	
	Hematology
	

	
	Shipping of biohazards
	
	Clinical chemistry
	

	
	Study file storage
	
	Microscope
	

	
	Long-term study file storage
	
	RT-PCR
	

	
	Work space for monitor visits
	
	Centrifuge
	

	
	Computer printer
	
	Refrigerator
	

	
	Fax
	
	Freezer (-10 to -25C)
	

	
	Photocopier
	
	Freezer (-70C)
	

	
	Computer
	
	Dry ice
	

	
	Internet access
	
	Other:
	

	
	Email
	
	Other:
	

	
	Telephone, local and long-distance?
	
	Other:
	

	
	Express mail
	
	
	

	
	UPS
	
	
	

	
	FEDEX/DHL/Airborne
	
	
	

	
	Other:
	
	
	

	
	Other:
	
	
	

	
	Other:
	
	
	


12. Does the site have access to an Institutional Review Board or Ethics Review Committee?  If yes, please indicate name of IRB Chairman and meeting schedule (monthly, quarterly), and the lead-time required for submission of study protocols.

___________________________________________________________________


13. Does your IRB state that it operates under 21 CFR 56?  (circle one)

Yes     No     Not applicable

16.
Does the site have a Federalwide Assurance number issued by the Office of Human Research Protections?  If yes, what is this number?_______________


________________________________________________________________

8. Who else must officially review and approve biomedical research projects, including budgets, for your site?


___________________________________________________________________


___________________________________________________________________

Thank you for taking the time to complete this questionnaire.  Please return with attached completed table and CV(s).
