	
	Florida Department of Health Ethics and Human Research Protection Program

	
	Human subject protection requirements for funding agreements



	PRINCIPAL INVESTIGATOR:
	     

	TITLE OF STUDY:
	     

	KEY:
	Solid box: All items in the box must be true Dotted box: One item in the box must be true


	The Florida Department of Health works with public, industry, and private Sponsors to apply the requirements of the Human Research Protection Program to all participants. Complete this worksheet to determine when human subject protections in funding agreements (including contracts, grants, and any other funding agreements)

	Arrangements for medical care for research-related injury are defined before the research starts and communicated to prospective participants. (AAHRPP Element I.8.A.)
 FORMCHECKBOX 
 Element not applicable.  All of the following are true:

The proposed research:

 FORMCHECKBOX 
 is not a clinical study

 FORMCHECKBOX 
 does not involve medical tests such as blood draws

 FORMCHECKBOX 
 does not present risk of research-related injury

 FORMCHECKBOX 
 Element met: Standard language present or  FORMCHECKBOX 
 Element met: Acceptable alternative language present

 FORMCHECKBOX 
 Element not met; return to researcher

	Funding agreements require the Sponsor (or federal agency) to promptly report to DOH any findings that could (1) Affect the safety of participants or (2) Influence the conduct of the study. (AAHRPP Element I.8.B.) (See 21 CFR 312.50)

 FORMCHECKBOX 
 Element not applicable.  All of the following are true:

 FORMCHECKBOX 
 the Sponsor is not responsible for monitoring the research

 FORMCHECKBOX 
 the Sponsor has not subcontracted monitoring to a Contract Research Organization (CRO) or other organization

 FORMCHECKBOX 
 Element met: Standard language present or  FORMCHECKBOX 
 Element met: Acceptable alternative language present

 FORMCHECKBOX 
 Element not met; return to researcher

	Funding agreements require the Sponsor specify (1) that data and safety monitoring plans to the IRB prior to approval of the study, and (2) the time frame for providing routine and urgent data and safety monitoring reports to the IRB (AAHRPP Element I.8.C)
 FORMCHECKBOX 
 Element not applicable.  All of the following are true:

 FORMCHECKBOX 
 the Sponsor is not responsible for monitoring the research

 FORMCHECKBOX 
 the Sponsor has not subcontracted monitoring to a Contract Research Organization (CRO) or other organization

 FORMCHECKBOX 
 Element met: Standard language present or  FORMCHECKBOX 
 Element met: Acceptable alternative language present

 FORMCHECKBOX 
 Element not met 

	Funding agreements require a written agreement with the Sponsor about plans for disseminating findings from research and the roles that Researchers and Sponsors will play in the publication or disclosure of results.  (AAHRPP Element I.8.D)
Element not applicable.  DOH has no policy regarding the dissemination of findings from sponsored research

	Funding agreements describe the steps followed to communicate findings from a closed research study to the Researcher or DOH when those findings directly affect participant safety.  Funding agreements specify a time frame after closure of the study during which the Sponsor will communicate findings (e.g., two years). (AAHRPP Element I.8.E)
 FORMCHECKBOX 
 Element not applicable.  All of the following are true:

The proposed research:

 FORMCHECKBOX 
 is not a clinical study

 FORMCHECKBOX 
 will not produce results that will directly affect participant safety or medical care 

 FORMCHECKBOX 
 Element met: Standard language present or  FORMCHECKBOX 
 Element met: Acceptable alternative language present

 FORMCHECKBOX 
 Element not met 

	Human subject requirements for funding agreements  are:
 FORMCHECKBOX 
 NOT REQUIRED 

 FORMCHECKBOX 
 REQUIRED – PRESENT

 FORMCHECKBOX 
 REQUIRED - NOT PRESENT - return to researcher with a link to this web page about funding agreements:

http://flpublichealthethics.net/index.php/eng/researchers/contracts_grants_and_sponsor_agreements
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