THE UNIVERSITY OF VIRGINIA’S COLLEGE AT WISE

HUMAN INVESTIGATION COMMITTEE (HIC)

PROTOCOL APPROVAL FORM

This Protocol Approval Form must be completed (typed) and submitted with the information as described in the Protocol Format.  In all cases, RESEARCH MAY NOT PROCEED until authorized by the HIC.  You will be notified of the action by the HIC Committee as soon as possible following the HIC meeting at which the protocol is reviewed.  

1. Name of Principal Investigator(s): 

2. Home Phone 
   Work Phone 


3. Mailing Address 


4. Project Title (150 spaces maximum) 


5. Faculty Supervisor:    Dr. Patrick Withen;    Phone:  276-376-4526;    Email:  pwithen@virginia.edu
6. Type of Project (Check one):

(  Faculty
( Student __Sociology____    (  Other ____________________

(program)



(define)

7. ( Full Review (go to question number 11)

( Exempt Review  Category #__b__  

( Expedited Review Category #_____

8. Briefly describe the study:

9. Will any subjects be contacted in any way for the purposes of the study? (Yes  ( No

If yes, describe the contact process.  (Note that subjects may be contacted in Exempt Categories 1 and 3)

10. Will subjects be completely anonymous?

 ( Yes  
( No  

If no, how will identities be coded for the study.  How and for how long will records be kept?  Who will have access to the study data?
11. Will any data collection sheets be used for the purpose of the study? ( Yes  ( No

If yes, attach one copy of each to this form. SURVEY

12. Approvals

_____________________________________

Investigator Name 


&

Signature



Date

  

_____________________________________

Co-Investigator Name

&

Signature    (if appropriate)

Date

Patrick Withen

______________________________________

Student Research Advisor Name


Signature



Date

13. Previous HIC Approval Number:   _____NONE__________

14. Purpose of Review:    (    New     (   Modification    (  Renewal (_____NA____)

            (expires)

15. List sites where data will be collected:

16. Subjects (as stated in protocol)

Total number this year:  50 
    Total for study to date: 
50

17. Source(s)  See Bibliolgraphy with the HIC Protocol Formant Document

18. Payment/reimbursement (if any) per subject ____ NONE____.

19. Special Subject Populations

(   Fetuses, Pregnant Women

(   Minors

(   Prisoners

(   Those unable to speak or read English

(   Those unable to consent for themselves

(   HIV-infected Individuals

(   None of the above

20. Costs:  How will study procedures and treatment be paid for?  By whom? 

(   Sponsor of study:      NONE    . 

(   Third-party insurer, etc.:      NONE    .

(   Subject:      NONE    .

(   Other:      NONE    .

21. Approximate amount subject might be held responsible for $___NONE_____.

22. Funding:  Will the study be funded:
(  Yes
(  No

(  Pending

· Federal Government*

· Other government* __________________________________________

· Pharmaceutical/Device Company*______________________________

· Agency/Sponsor Name (Grant/Contract Number, if known)*__________

· Other*____________________________________________________

· Private*___________________________________________________

· College/Department**________________________________________

23. Will HIV testing be performed for study purposes?  (  No
(  Yes  (If yes, discuss in detail in protocol.)

24. Drugs and Devices:  List all approved drugs and/or devices being studied:    NONE
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