
1. Title of Protocol: (Use the exact title, include all numbers/designations) *If Merit Review Proposal, limit the number of characters to 72, including spaces 

     




R.D.I.S. Title: 

(Limit the number of characters to 142, including spaces)

     
2. PRINCIPAL INVESTIGATOR (PI):

Co-PRINCIPAL INVESTIGATOR (Co-PI):


     





     
PRINT Last Name, First Name, MI, Degree    

PRINT Last Name, First Name, MI, Degree
Address (include MailCode):      


Address (include MailCode):      




Email Address:      



Email Address:      
Business Phone:       Pager:     

Business Phone:       Pager:      
VA Appointment:  FORMDROPDOWN 




VA Appointment:  FORMDROPDOWN 



* P/T( indicate amt. of time i.e. 3/8)     


* P/T (indicate amt. of time i.e. 3/8)      
% Effort Devoted to this Research Protocol:      
% Effort Devoted to this Research Protocol:      
Total % Effort Devoted to Active Research:      
Total % Effort Devoted to Active Research:      
3. Contact Person (if different from PI):

     





Address (include Mail Code):      
PRINT Last Name, First Name





Business Phone:      



Email address:
      
4. Co-Investigators: (If  applicable)

PRINT Name, % Effort, %Total Effort


CO-INVESTIGATOR      

CARE LINE LEADER \ 








SIGNATURE


SUPERVISOR SIGNATURE

     

%         % Total Effort      
_______________________        
_______________________

     

%         % Total Effort      
_______________________        
_______________________

     

%         % Total Effort      
_______________________        
_______________________

5.  Sub-Investigators: (If applicable)

PRINT Name, % Effort, %Total Effort


SUB-INVESTIGATOR      

CARE LINE LEADER \ 








SIGNATURE


SUPERVISOR SIGNATURE

     

%         % Total Effort      
_______________________        
_______________________

     

%         % Total Effort      
_______________________        
_______________________

     

%         % Total Effort      
_______________________        
_______________________

6. Estimated Duration of Project:      
7. Name of Sponsor (use the full name):      

Funding?   FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No


8. Location of Research:  FORMCHECKBOX 
 VA   FORMCHECKBOX 
 AMC   FORMCHECKBOX 
  Bath VA   FORMCHECKBOX 
  SUNY
     Other  FORMDROPDOWN 

	Administrative Use Only: Does the off-site location of research require a waiver from headquarters?  (  Yes ( No


9. Key Words: (Minimum 3: Maximum 6: - Use MeSH Terms on P drive - Albany)


1)              2)          3)          4)            5)            6)      
10. Does this project involve: (mark each item and submit the appropriate paperwork for each)


Human Subjects 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

Radioisotopes     FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 


Animal Subjects 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
Biohazards          FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No




Investigational drug (IND #)       or pending  FORMCHECKBOX 


Investigational device (IDE #)       or pending  FORMCHECKBOX 


VA Form 10-9012 (Investigational Drug Information Record)  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No


FDA approved drugs or biologic products  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No


FDA approved devices                                FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No


Data Safety Monitoring Board                    FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

11. Where will the investigator study records be kept?       (Facility, Building, Room #)

12. Who is the person responsible for keeping the study records?      
                                      

Human Subject Issues:

13. Have all individuals involved in the research completed IRB INITIAL, GCP, and/or CONTINUING EDUCATION TRAINING?   Yes    FORMCHECKBOX 
    No   FORMCHECKBOX 
     (If NO, Contact Research Office, Rm. 603A, for training packets and information)
                                        
                                        
          
                           

14. List all individuals who will be consenting participants and date of consent form training.  (If  applicable)
a.        Date of training        b.       Date of training           

c.        Date of training        d.       Date of training           


15. Maximum number of participants to be enrolled at the VA (if applicable):      
16. Maximum number of participants to be enrolled in the entire trial (if applicable):      
17. How will participants be identified/recruited to the study?      
18. Will eligibility or enrollment into the study be based on gender  FORMCHECKBOX 
 race  FORMCHECKBOX 
 ethnicity  FORMCHECKBOX 
 N/A  FORMCHECKBOX 
?

19.This protocol involves: (Check all that apply)

 FORMCHECKBOX 
 Educationally or economically disadvantaged
 FORMCHECKBOX 
  Mentally ill     
 FORMCHECKBOX 
  Advertisements

 FORMCHECKBOX 
  Subjects not able to consent for themselves
 FORMCHECKBOX 
  Employees
 FORMCHECKBOX 
  Tissue Banking

 FORMCHECKBOX 
  Non-English speaking
 FORMCHECKBOX 
  Terminally ill
 FORMCHECKBOX 
  Gene therapy           

 FORMCHECKBOX 
  Normal volunteers

 FORMCHECKBOX 
  Veteran
 FORMCHECKBOX 
  Genetic testing

 FORMCHECKBOX 
  HIV positive individuals

 FORMCHECKBOX 
  Non-veteran

 FORMCHECKBOX 
  Elderly (>70 years of age)

 FORMCHECKBOX 
  Inpatients

 FORMCHECKBOX 
  Students

 FORMCHECKBOX 
  Other (specify)      
20. Is study therapeutic in nature?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

21. Fill out an attached Financial Conflict of Interest Disclosure Form for each Principal Investigator, Co-PI, Co-Investigator, Sub-Investigator and Research Coordinator indicated on this form.  Submit the disclosure forms with the submission packet.
Radiation Safety Issues:

22.a) Will Radioisotopes be used?      Yes   FORMCHECKBOX 
     No   FORMCHECKBOX 
   If YES, Contact the Radiation Safety Officer, Kristine Cipperley, Rm. 634A, Ext. 65586.  

Please list the radioisotopes to be used:

	Isotope
	Compound
	Activity
	Animal Use

(indicate activity per animal, and number of animals)

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     



b) Will ionizing radiation producing equipment be used? Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
               

Diagnostic                Therapeutic      

c) Will non-ionizing radiation producing equipment be used (i.e. LASERS)? Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
  

Biosafety Issues:

23. a) Will human blood or tissue samples be collected? Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   

b) If human blood or tissue samples are collected, where will they be handled?  FORMCHECKBOX 
 Research Lab  FORMCHECKBOX 
 Clinical Lab

If the samples will be handled in the Clinical Laboratory, a written statement from the laboratory indicating that the laboratory will process the specimens must be submitted with the New Protocol Submission Form.  Contact Dr. Adrienne Frank, Supervisory Chemist, Rm. 221B, Ext. 65772.

If the samples will be handled in a Research Laboratory, indicate the location where the samples will be processed and the precautions to be taken.      
IMPORTANT INFORMATION FOR THE PRINCIPAL/Co-PRINCIPAL INVESTIGATOR

· You acknowledge that you have been provided with the Stratton VA Medical Center’s Federal Wide Assurance (FWA), Standard Operating Procedures, Code of Federal Regulations-VA 38CFR, FDA 21 CFR, OHRP 45 CFR 46, Belmont Report, Declaration of Helsinki, Checklist of Investigator Responsibilities, and other pertinent guidelines related to the involvement of human subjects in research.

· You must conduct the research in compliance with the policies and procedures of the Stratton VA Medical Center’s FWA and all local, state, and federal laws and regulations.

· You must comply with the Research & Development Committee (R&D), Institutional Review Board (IRB), Institutional Animal Care and Use Committee (IACUC) and Subcommittee on Research Safety and Biosafety (SRS&B) training policies.                                                                                                                                                                                                                                 

· Research may not begin until you have received FINAL WRITTEN APPROVAL from the Research and Development Committee and all other necessary subcommittees.

· You are responsible for providing a copy of the approved and signed consent form/HIPAA authorization form to each participant unless the IRB waives this requirement.  The original copy of the consent form/HIPAA authorization form must be filed in the participant’s case history, a copy must be submitted to the Research Office within 5 days, and the signed consents/HIPAA authorizations must be scanned into CPRS.

· You must promptly report all changes in previously approved protocols to the appropriate subcommittee. The proposed changes must not be initiated without review and approval except where necessary to eliminate apparent immediate hazards to subjects.

· You must submit progress reports and receive continuing approval at periods specified by the appropriate subcommittee. If you do not submit these reports by the deadlines your protocol may be suspended and sponsors, funding agencies, and other regulatory agencies may be notified.

· You must notify the VA IRB and Performance Management in writing within 5 days if any subject dies either while on study or within 30 days after ending participation including discontinuation of study drugs and removal of implanted devices.  You must notify the VA IRB and Performance Management regardless of whether or not the event was related to the study.

· You must notify the VA IRB and Performance Management in writing within 5 days of all serious and unexpected adverse events.  This applies regardless of whether or not the event was related to the study.

· You are responsible for the conduct of the study including the protocol activities of those designated and supervised by you.   All records from this study must be maintained for at least 5 years and be available for inspection by representatives of the VAMC Research Department and other applicable regulatory agencies. 

· You must notify the R&D and the RSO, if applicable, before terminating employment or resigning as Principal/Co-Principal Investigator.             

(    I realize that my standing in the VA will be affected if I conduct research without IRB and R&D approval. I will be held responsible for ethical and procedural breaches of research conduct.  Such breaches could affect my ability to conduct research with the VA in the future and result in administrative action.  I agree to abide by the above requirements and acknowledge the above investigator responsibilities.
Principal Investigator:
________________________________________
Date: _______________

Co-Principal Investigator:  
________________________________________
Date: _______________
IMPORTANT INFORMATION FOR THE CARE-LINE LEADER

· You must ensure that the Principal/Co-Principal Investigator has the proper education, experience and expertise to conduct the study.

· You must ensure that the Principal/Co-Principal Investigator has sufficient staff, facilities and protected time to conduct the study.
By signing below I certify my approval for this research to be conducted:

Care Line Leader of PI: ________________________________________

Date: _______________

Care Line Leader of Co-PI: _____________________________________

Date: _______________





(if applicable)


ACOS-R&D: ________________________________________________

Date: _______________`
NEW PROTOCOL SUBMISSION FORM


STRATTON VA MEDICAL CENTER, 113 HOLLAND AVENUE ALBANY, NY 12208


Research Office Phone: (518) 626-5626 





Administrative Use Only: Admin Code: 		____________ ___Funding Source Code: ______________
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