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Stratton VA
            


Amendment Form

Name of P.I.:

MIRB#: 

Title of Study:

Is this study closed to enrollment?  Yes      No 

In order for the IRB to fully evaluate an amendment request, please provide a summary of the modifications you are requesting.  If this amendment includes a request for a change in principal investigator, please include the reason (No longer in R&D but still at this facility; transferred to another VAMC; resigned from VA, working at University; resigned from VA, for private practice; retired; deceased; other, please specify)
Does the amendment change the scope or research objectives or methods?  Yes      No 

If yes, please provide 4 copies of the updated protocol and the original and 28 copies (original and 13 copies for expedited review) of the revised consent form with changes highlighted 

Does the amendment involve changes in recruitment methods or selection of participants (if yes, describe changes)?  Yes     No 

Does the amendment increase risks to subjects?  Yes      No 

If yes, please provide 4 copies of the updated protocol and the original and 28 copies (original and 13 copies for expedited review) of the revised consent form with changes highlighted.

Is this amendment adding or removing staff from your study?  Yes      No 

If you are ADDING staff to your study, has that staff been research credentialed? (research scope of practice, CV, IPA, HRPP education, etc.)  Yes      No   

Please Note: (This amendment request will not be accepted unless the individual(s) have completed their research credentialing and HRPP education.  If you feel that the staff should be exempt from credentialing and education requirements, please provide an explanation.

Please specify what duties this individual (s) will be performing and whether it is within their current research scope of practice (INCLUDE THE REQUIRED NUMBER OF COPIES OF THE RESEARCH SCOPE OF PRACTICE WITH THIS REQUEST).

SAFETY CONSIDERATIONS

Does the amendment involve changes in the use of any of the following?

a. Ionizing Radiation:

(1) Radioactive materials 



YES ( )
    NO ( )

(2) Radiation generating equipment 


YES ( )
    NO ( )

b. Nonionizing Radiation:

(1) Ultraviolet Light 




YES ( )
    NO ( )

(2) Lasers (class 3b or class 4) 



YES ( )
    NO ( )

(3) Radiofrequency or microwave sources

YES ( )
    NO ( )

c. Biological Hazards (Microbiological or viral agents, pathogens, toxins, animals or select agents as defined in Title 42 Code of Federal Regulations (CFR) 72.6 (Select agent list available at http://www.cdc.gov/od/sap/42cfr72.htm


YES ( )     NO ( )

d. Human or non-human cell or tissue samples (including cultures, tissues, blood, other bodily fluids or cell lines)





YES ( )     NO ( )

e. Recombinant deoxyribonucleic acid (DNA)


YES ( )     NO ( )

f. Chemicals (Check MSDS for details):

(1) Toxic chemicals (including heavy metals)       


YES ( )     NO ( )

(2) Flammable, explosive, or corrosive chemicals      

YES ( )     NO ( )

(3) Carcinogenic, mutagenic, or teratogenic chemicals 

YES ( )     NO ( )

(4) Toxic Or Compressed gases                      


YES ( )     NO ( )

(5) Acetylcholinesterase inhibitors or neurotoxins      

YES ( )     NO ( )

g. Controlled Substances 
See: http://www.usdoj.gov/dea/pubs/schedule.pdf

YES ( )     NO ( )

If the answer is yes for any of the safety items above, approval of the Subcommittee On Research Safety and or Radiation Committee is required.  Please submit an updated biosafety form along.

Signature of Investigator:     ___________________________  Date:  _________

Signature of Service Chief:  ___________________________  Date:  _________

Note: The Service Chief’s signature is ONLY required if there is a change in the safety considerations, above.
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