Yale University School of Medicine
Human Investigation Committee Amendment Review Form
CH 7

Full Committee Meeting Date: ______________
    or

Expedited Review Date: _______________

Protocol #: ___________________


Coordinator:   ___CM ___CE ___ AB ___EB ___ BH ___DLP ___JAM ___ML 
Principal Investigator: ______________________________

Expiration or Lapse Date: ___________




 

The amendment seeks to: 

1.  Does the amendment include a change in the research team members? _____ Yes _____ No


If Yes:
Do the new personnel have HSP Training?  ___YES
___NO  

Do the new personnel have HIPAA Training? ____YES             _____NO
 

Names of those requiring HSPT or HIPAA Training:

2.  Does the amendment require review from any of the following committees?  Are documents from 
required committees attached?

VA _____
SSC _____
PRC _____
PPRC _____
RSC* _____
MRRC _____ 

FDA (if sponsor investigator) _____
*Indicate Yale University or Yale-New Haven Hospital (or both), and/or the RDRC:
3.  EXCEPT for the amendment request, does the protocol (if provided) match what had been previously reviewed/approved by the Committee?    _____Yes    _______No
Sponsor protocol version # and date: ________________________________________

(Copy of sponsor protocol must be retained in the file)

4.  Does the amendment seek to add recruitment of a vulnerable population? ____YES ____NO


If yes, indicate which one from the following list:


_____Children/Minors



_____Non-English Speaking


_____Decisionally Impaired


_____Employees


_____Females of childbearing potential

_____Students


_____Pregnant women/fetuses/placenta

_____Prisoners

Appropriate provisions made?   _____ Yes
_____ No
Findings _______________________
5.  Is the amendment to add a new Location of study?    _____Yes  _____No

If so, please identify the hospital, in-patient or outpatient facility, school or other agency that has been added as a location of the research.  

Are these locations considered ‘engaged’ in research?  If so, has the other IRB approval been submitted?  If not, remind Investigator in approval/SMR letter that this would be required prior to initiation of study activities at those locations.
6.  Does the amendment require a Certificate of Confidentiality?
_____Yes _____No 

7.  Are there any outstanding previous requests from the HIC regarding the protocol?  _____ Yes _____ No
If yes, they must be resolved.
8.  Does the amendment require changes to the RAF or waiver?  ____Yes  ____No ____N/A
If yes, have updated forms been provided for review?   _____Yes _____No
9.  Does the amendment request require changes to the consent form?
_____ Yes
_____ No


If Yes:

Have all the changes been incorporated? _____ Yes _____ No

If there are subjects already enrolled is re-consent recommended to inform previously-enrolled subjects of new information (risks, etc.)?
____Yes    __No
If there are subjects already enrolled is a consent addendum necessary to inform previously-enrolled subjects of new information (risks, etc.)?     ____Yes ____No

10.  Does the amendment change the risk assessment?   _______Yes      _______ No
If yes, complete below: 

Previous Risk Assessment:_________________

New Risk Assessment: __________________

Is the Data and Safety Monitoring Plan sufficient for level of risk?  



_____YES
_____NO
Signature:

For Enclosure:  
Number of consent forms______

Number of assent forms ______ 

Number of parent permission forms____ 
RAF ____ 

Waiver of HIPAA____  


Recruitment ads for validation_____ 

Form 14_____ 




Form 15 _____

             Telephone script _____



Protocol __________________



Compound Authorization Form_______

Other_______


Amendment Request Form _______
Notes/Comments:  (use another sheet if necessary) 
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