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SOP 09

INVESTIGATOR AGREEMENT WITH SPONSORS

1.0
PURPOSE AND SCOPE

1.1 Purpose and Scope

This SOP specifies the requirements for agreements (contract) between Principle Investigators conducting clinical research and Sponsors.  This SOP does not specify the legal requirements of any agreement.    

2.0
RESPONSIBILITIES

2.1
The PI is responsible for the initial review, preparation, and submission of the proposed clinical research protocol to the IRB and R&D Committee and its subcommittees as well as obtaining approval of the Sponsor.

3.0
REQUIREMENTS

3.1
Agreements submitted by the Sponsor must be individually reviewed and the language negotiated as needed.  When the Sponsor provides the agreement, the PI shall ensure a legal review is performed.  The following information is needed for each agreement submitted:

1) Sponsor’s name.

2) Sponsor’s business address.

3) Sponsor’s point of contact (POC).

4) POC telephone number, fax, and e-mail address.

5) Title of the study.

6) Copy of study budget.

3.2
If no agreement is provided by the Sponsor, the PI will provide a model agreement to the Sponsor.

3.3
The following elements should be included in the agreement:

1) Sponsor's name and address.

2) Protocol title with drug name, if applicable.

3) A listing of the study, clinical, and legal responsibilities of PI site.

4) A statement that the PI will adhere to applicable requirements.

5) Estimated start and finish dates for the study.

6) Terms of payment including terms for delays and termination of the study.

7) Number of study subjects required to enter and complete the study and the criteria for a "completed" (fully paid) study subject.

8) Confidentiality agreement.

9) Publication rights.

10) Data ownership rights.

11) Indemnification.

12) Rules for study subject adverse reaction or injury reimbursements.

13) Other legal issues.

3.4 
When completed, all agreements must be reviewed and approved by the legal advisor as well as the PI and Sponsor. 

3.5 
Two originals are prepared for signature.  Once signatures are obtained from both parties, one copy is kept and the other is provided to the Sponsor.

3.6 
All research projects must have a signed agreement with the sponsor in place before any funds are accepted or expended. All studies shall have a signed agreement before the study begins (which is defined as entry of the first subject).  By VA policy, no research funds may be expended until R&D Committee approval has been received.  Therefore, R&D Committee approval may be sought simultaneously while establishing the agreement.

3.7
No agreement shall include additional compensation to investigators, physicians or other health care providers for identifying and or enrolling subjects (i.e. “no finder’s fees”). 
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