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	Agreement to Terms and Signature

	Protocol Name/Number
	     


By signing below, the Sponsor agrees to and affirms compliance with the following terms: 

The Sponsor is responsible for selecting only qualified investigators, with sufficient time to conduct the research properly and the appropriate potential to recruit the required number of suitable subjects, as appropriate experts to conduct the research study.  Sponsors must comply with all requirements regarding research activities, including federal, state, local, and IRB requirements.  Only complete and accurate information should be submitted to the IRB for review and approval.

Sponsors must evaluate and ensure that the appropriate resources and infrastructure to support the conduct of clinical research are maintained at the site(s).  The site(s) must be in compliance with the Sponsor’s requirements for handling medical emergencies.  The site(s) must store research records in such a way as to protect the privacy and confidentiality of subject information.

Each Sponsor should ensure that the manufacture and formulation of the investigational product conforms to federal regulations.  If the study will utilize a comparator, ensure that manufacture and formulation of the comparator also conforms to federal requirements.  Each Sponsor should also ensure the appropriate control (storage, dispensation, and accountability) of the investigational product at the site(s) as required by federal, state, and local law.

Sponsors (and Principal Investigators) must submit to the IRB in writing any unanticipated problems involving risk to human subjects or others.  This notification to the IRB must occur promptly and no later than 10 working days from the time of identification of the unanticipated problem. 

The sponsor must provide an attestation or other written statement that service contracts (e.g. work orders, or master agreements) with investigators, contract research organizations or other funding agreements:

A. Obligate the sponsor to promptly (no longer than within 30 days) report to the organization any findings that could: 

· Affect the safety of participants. 

· Influence the conduct of the study or alter the IRB’s approval to continue the study.

B. Obligate the sponsor to promptly (not more than 30 days) report any findings of study monitors that could affect the safety of participants or influence the conduct of the study to the investigator or organization conducting the research. 

· Investigator or the organization conducting the research is required to promptly (no longer than within 30 days) forward this information to the IRB. 

C. Obligate the sponsor to notify the investigator or organization conducting the research of any study results after the study has ended that could directly affect participant safety. 

· Specify a time frame after closure of the study during which the Sponsor will communicate such findings (e.g., two years). This should be based on the appropriate timeframe for each individual study. 

· Investigators or the organization conducting the research are required to forward this information to the IRB. 

D. Describe the steps followed to communicate findings from a closed research study to the researcher or organization when those findings directly affect participant safety. 

· Specify a time frame after closure of the study during which the sponsor will communicate such findings (e.g., two years). Alternatively, the time frame may be left open ended or the requirement can be included or referred to in a survivor clause. 

E. Indicate who will provide care and who is responsible to pay for it.

F. Obligate the sponsor to send routine and urgent data and safety monitoring reports to the investigator or organization conducting the research.

G. Specify the time frame for providing routine and urgent data and safety monitoring reports to the organization conducting the research.

· Investigator or the organization conducting the research are required to forward this information to the IRB.
The Sponsor must ensure by adequate site selection methods and ongoing monitoring that the study staff at the research site(s) are conducting research in compliance with Regulatory and IRB Requirements.

	Signature:
	      
	Date:
	     

	
	(Sponsor Representative)
	
	

	Title:
	     
	Company:
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