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SUPPLEMENT FOR PROJECTS INOLVING HUMAN STUDIES


I.
Projects involving humans as subjects of research require the review and approval of the 



Human Studies Subcommittee which is the VA equivalent of an Institutional Review Board 



(IRB) before they are initiated.  This is in addition to the required approval by the Research 



and Development Committee.


The following packet of documentation is required in order to initiate the review process:



1.
Completed Human Studies Questionnaire (attached)

2. VA Form 10‑9012 "Investigational Drug Information Record" (if applicable supported 




by the following (usually the necessary information is available in a product brochure

      


supplied by the drug company):

      


a.
Available toxicity data

     


b.
Reports of Animal Studies (pre‑clinical)

c. Description of Human Studies done in Europe or other countries.

3. The Consent Form (VA Form 10‑1086) prepared according to the format specifically 




      
approved for use by VA Central Office (See Circular 10‑90‑046, dated 4/16/90, and a 




sample consent form, enclosed).


II.
For informational purposes the packet includes a document, Information for Investigators

About Compensation and Treatment of Injured Clinical Research Participants.  Investigators should note that consent forms (especially those prepared in connection with pharmaceutical company sponsored projects) may not contain language which in any way abridges subjects’ compensation rights as listed in this document.


III.
A copy of Center Memoranda 119‑12, The Custody, Control and Dispensing of Investigational Drugs, is attached for informational purposes.
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HUMAN STUDIES QUESTIONNAIRE


Principal Investigator:______________________________________________________________


Service:_______________________________________________PHONE:___________________

Project Title:______________________________________________________________________

________________________________________________________________________________

Please provide answers in spaces below.  If space is inadequate please continue on separate sheet.


IMPORTANT NOTE: Any change in any of the items below must first be approved by the Human


Subjects Subcommittee.  This includes not only changes in procedures (item 1) or in inclusion and


exclusion criteria (items 2 and 3), but also changes in source of subjects (item 5) or in methods of


recruitment (item 8). For example, if a new poster is to be put on VA bulletin boards, or an ad placed 


in some publication, it must first be reviewed by the subcommittee.


A.
Procedures Involved:



List of specific procedure(s) to be performed upon human subjects (e.g. volume of blood drawn, 



frequency, size of biopsy, drug dosage, type of questionnaire, name of psychological test). 



N.B.  This question requires a short, outlined, summary listing of the procedures, not a repetition of the 



narrative protocol.


B.
Identify alternative procedures or treatments of advantage to the subject from which the subject is excluded by virtue of the subject's participation in this research.


C.
If any deception (withholding of complete information) is required for the validity of this activity, explain why this is necessary and attach a debriefing statement.
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D.  Subjects:



1.
Approximate Number and Ages:




How Many (#):_______________________
Age Range:________________




During first year of study:_______________
For year:__________________




For entire study:______________________
For entire study:_____________

2. Justification for number of subjects proposed.  Explain statistical procedures used to arrive at the 




number of subjects proposed to test hypothesis.



3.
Criteria for subject selection​



4.
Criteria for subject exclusion: 



5.
Source of subjects (e.g. VA inpatient, VA outpatient, employee, other institution): 



6.
Are women excluded from study? If so, explain. 

7. Will any minority group be excluded from study? If so, why?

8. Methods of recruitment.  Describe all methods that will be employed to recruit subjects: 



posters, ads, brochures, personal contacts, etc.  Any written materials (e.g. posters)



should be submitted for review.  Indicate who will approach potential subjects to solicit 



their participation.
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9.
List steps taken to avoid causing potential subjects to be or feel coerced into participating



in the research.

10.
Will subject receive any payment, reimbursement?  Identify.


I I . Location(s) where procedures will be carried out:


12.
Is the CONSENT INFORMATION SHEET prepared in proper VA format?  (Projects without     

CONSENT INFORMATION SHEETS prepared according to the attached sample or 

conforming to the attached GUIDELINES FOR INFORMED CONSENT cannot be approved).

E. 
INVESTIGATIONAL DRUGS (See protocol)



I.
DRUG NAME________________________________________________________

2.
Is this an FDA Approved drug for use in non‑FDA approved conditions?




YES______
NO______

3. 
IND No. ____________________



4.
A. Name of IND Sponsor: ______________________________________________







(is show name IND listed?)




B. Address of IND Sponsor:_____________________________________________







_____________________________________________







_____________________________________________







_____________________________________________

5.
Is Investigator aware of the specific reporting requirement imposed upon the sponsor




by the FDA concerning drugs for which an approved IND was obtained?




YES______ 
NO______


F. 
RISK


1.  
Nature and amount of risk (include side effects), substantial stress, discomfort, 




invasion of privacy involved:
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2.
DEGREE OF RISK: Please check one.

(Minimal) ____
1.
 (e.g., very mild discomfort, simple small blood sample);




____
2.
(e.g., large volume blood sample, passage of NG tube, drug study with






 minor potential side effect);



_____
3.
(e.g., invasive procedure, cardiac catheterization, endoscopy, 





drug study with major potential side effect);




_____
4.
(e.g., cancer chemotherapy);



(Maximal) _____
 5. (e.g., experimental major surgery, organ transplant).


3.
Expected mortality in the natural course of the illness in the subjects being studied in the 

protocol (if applicable):


4.
Describe the expected benefits of the activity (to the individual)


5.
Explain how the benefits outweigh the risks:


6.
Follow up planned as part of the procedures:​


7.
Plan for handling possible adverse effects:


G. 
CONFIDENTIALITY AND ANONYMITY

1.
Will investigator be able to identify individual subjects by appearance, name, or data?


a) YES____ 
b) NO____

2.
List provision for controlling access to data:



3.
Will any outside group, agency, institution, or organization be involved?


a) NO____
b) YES____


If YES identify__________________________________________________________


______________________________________________________________________

4.
Will medical or academic records be used?


a) YES____
b) NO____

5. Will audio‑visual, tape recordings, or photographs be made?


a) YES____
b) NO____
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