							      	  


Addendum - Guidelines for Changing Protocols 





This memorandum establishes departmental procedures for requesting changes in approved protocols and requirements for submitting new protocols.  





2	Any proposed changes to an already approved research protocol are required to be reported to the Human Use Committee (HUC) immediately by submitting an addendum to DCI.  Any research activities pertinent to such changes may not be initiated without HUC review and approval except if a bona-fide emergency arises and the changes are necessary to eliminate immediate hazards to the subject(s).





3.   An addendum to research protocols is required for any change to the protocol to include:


Extension of approved studies to undertake new experiments.


Additional funding to complete approved studies.


[NOTE:  Approval of intramural funding is usually limited to 2 years.]


Modifications in the use of human subjects or animals.


Additional human subjects, samples, tissue, or animals to be enrolled.


Modifications of the consent form.


Addition of any new sites to the protocol.


Advertisements submitted after initial approval of the protocol.





4.  New research protocols are required for any of the following:


Significant changes in research objectives.


Major changes in procedure, method, or organization of the study. 


Major changes in the use of experimental human subjects or animals.


Projects ongoing for more than 5 years.





5.  For sponsored protocols, when the protocol is undergoing the initial approval process and there is a change by the sponsor, the principal investigator may submit the changes (addendum) to DCI for appropriate review and approval.  However, an approval of the addendum will not be guaranteed until the final approval process of the protocol is completed.





6.  To submit an addendum, use the form available on the DCI website entitled addendum.doc.  Please submit a copy of the addendum electronically to the Addendum Coordinator and forward the hard copy signed original, or if possible, send all documents signed electronically (no hard copy necessary). All changes to the consent form should be highlighted on an electronic copy. If accrual is ongoing, please submit a hard copy of the current stamped consent form.The Addendum Coordinator will notify you if additional supporting documents are required to process the addendum (e.g. approval letter from new site, updated impact statements etc.). 





7.  For further information to include the e-mail address of the Addendum Coordinator, please contact the Research Review Service, Department of Clinical Investigation, (202) 782-7861.














MCHL-YOUR OFFICE SYMBOL						DATE:�PRIVATE ��








MEMORANDUM FOR CHIEF, RESEARCH REVIEW SERVICE


DEPT OF CLINICAL INVESTIGATION, WRAMC





SUBJECT:  Request for Change in Protocol








Work Unit # 





Protocol Title: 	





Principal Investigator:		


�(Rank, Name, Corp)


Title: 


� (PGY-___)


��Department: 	Phone Number: (    )


��Service: 	Fax Number:      (    )


                         											





THE PROGRESS IN APPROVED EXPERIMENTS, TO INCLUDE PAST PRODUCTIVITY:





Provide information about the status of the protocol, to include number of subjects/animals/tissue samples etc enrolled/studied to date and any conclusions to date. 





EXPLANATION OF THE PLANNED EXPERIMENTS TO BE UNDERTAKEN OR MODIFICATIONS OF THE STUDY:  





Explain in detail the proposed changes to the existing study (this is much like writing the PLAN for the original protocol.  Provide a data analysis, as appropriate.  If an administrative Change (i.e., funding received from extramural source), give complete information (i.e., name and address of funding source, means by which resources will be accepted by WRAMC, budget, etc.).  


COMMENTS ON WHETHER THE MODIFICATIONS WILL INCREASE RISKS TO PARTICIPANTS ENROLLED IN THE STUDY:








SUMMARY OF PAST SPENDING AND JUSTIFICATION FOR ADDITIONAL FUNDING:





If requesting additional funds, provide a detailed listing of costs.





NUMBER OF SUBJECTS (OR ANIMALS) ENROLLED TO DATE:  





JUSTIFICATION FOR ADDITIONAL SUBJECTS (OR ANIMALS) AND METHOD OF RECRUITMENT FOR SUBJECTS:





State the additional number of subjects/animals needed to complete the new proposed work. Provide a sample size justification, as appropriate.














Encl. (As Appropriate)					


		


For Human Use Study – Include 1) an electronic copy of the proposed consent form with all changes highlighted; and 2) a copy of most recent approved consent form if the subject accrual is ongoing.


For Animal Use Study – A copy of the Animal Use and Care Committee’s approval for this addendum. 					








								


�(Signature, Principal Investigator)


	


                         											














�





�











 





 











