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The following forms are required for all submissions:
	Part A   

Cover and Signature Forms

	This form requests general information that applies to all protocols and is used to obtain appropriate signatures.

	Part B

Experimental Design
	This form serves as the body of the protocol application and is used to describe recruitment procedures, eligibility, assessments, risks, benefits and data analysis, etc.  This format/outline is suggested, however, the Committee will accept other formats if all pertinent topics/sections are addressed

	Part C

Consent/Assent/HIPAA Information
	This form requests information about the informed consent/assent process as well as the HIPAA authorization requirements. A draft informed consent/assent document should be submitted with this form, if applicable.

	Part D

Financial Disclosure
	This form requests information about financial interests of research  staff as they may be associated with the protocol.


The following forms should be completed as applicable to the research protocol:
	Part  E 

Investigational Drug Data 
	This form needs to be submitted if your protocol involves the use of investigational drugs or marketed drugs being studied for new purposes/indications.

	Part  F 

Investigational Devices
	This form needs to be completed if your protocol involves the use of an investigational device.

	Part  G 

Request for use of Clinical Imaging Equipment for Research Purposes
	This form needs to be completed if your protocol proposes to use radiological imaging, such as x-rays, CT scans, MRI, as part of the research and not for clinical care.

	Part  H  

Radiation Exposure and Radioactive Materials
	This form should be completed when a protocol involves radiation exposure or the injection of radioactive materials for research purposes.

	Part  I

Genetic Research Supplement
	This form should be completed if the protocol involves genetic research.

	Part  J

Waiver of Parental permission
	This form should be completed if you are requesting a waiver of parental permission. This may be requested in adolescent research which involves sensitive issues such as sexual practices, risk taking behavior, etc.

	Part  K

GCRC (General Clinical Research Center) Information
	This form must be completed if you are utilizing the resources of the GCRC. This includes 7 East , the CAT-CR or other GCRC funded laboratory services.
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HIPAA Research Forms Now Avaia


REVISED PROTOCOL APPLICATION NOW AVAILABLE





We are pleased to announce that the Committee on Clinical Investigation protocol application has been revised in format and content.  During the past few months, we reviewed comments raised by investigators about the content and format of the forms. We also took this opportunity to revise the forms to address current regulatory standards and expectations.  In addition, instructions have been removed from the forms themselves and a separate detailed instruction document was developed. Investigators are urged to carefully review the instructions in order to assure a complete and responsive protocol submission.





The protocol application has been divided into multiple separate forms. All investigators are asked to complete Forms A-D. Forms E-K need to be completed as pertinent to the protocol. The forms have been revised to allow on-line completion.  NEW FORMAT forms may no longer be hand written. After the forms are completed, they still need to be printed, signed and submitted to the Committee on Clinical Investigation. Two copies of all protocol submissions are required. Please do not e-mail the completed protocol forms to us (You should also save a copy of the completed forms on your computer for future reference.) We plan to eventually move to complete on line submission, however we are unable to implement this at the present time. 





The forms may be accessed at: � HYPERLINK "http://web2.tch.harvard.edu/clinresearch/cci/forms.html" ��http://web2.tch.harvard.edu/clinresearch/cci/forms.html�





Individuals who do not have access to the Children’s Hospital internal website may call 617 355-7052 to have the forms sent to them.





We hope the new format clarifies the expectations of the Committee on Clinical Investigation and makes it easier for investigators to complete. We are very interested in your comments and will continue to review and improve our forms as we receive comments. Please send comments via-e-mail to � HYPERLINK "mailto:susan.Kornetsky@tch.harvard.edu" ��susan.Kornetsky@tch.harvard.edu�.





The next page summarizes the different forms.  Complete instructions are also available on the website. 
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