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MSSM Protocol Template HRP-503a

	Instructions:

1. Prepare a document with the following sections. Note that, depending on the nature of your research, certain sections below may not be applicable. Indicate N/A as appropriate, explaining where possible.

2. For any items described in the sponsor’s protocol, grant application or other source documents submitted with the application, you may reference the title and page numbers of these documents rather than cutting and pasting into this document. Do NOT refer to any derived documents, such as the Sample Consent document, or other internal documents required with the submission.
3.  If you reference page numbers, attach those pages to this protocol.

4. When you write a protocol, keep an electronic copy. You will need to modify this copy when making changes.


Brief Summary of Research (250-400 words):

1) Objectives:
Research Question:
2) Background

3) Setting of the Human Research

4) Resources Available to Conduct the Human Research

5) Study Design

a) Recruitment Methods
b) Inclusion and Exclusion Criteria
c) Number of Subjects
d) Study Timelines
e) Study Endpoints

f) Procedures Involved in the Human Research

g) Specimen Banking

h) Data Management and Confidentiality

i) Provisions to Monitor the Data to Ensure the Safety of subjects

j) Withdrawal of Subjects

6) Risks to Subjects

7) Provisions for Research Related Injury

8) Potential Benefits to Subjects

9) Provisions to Protect the Privacy Interests of Subjects

10) Economic Impact on Subjects

11) Payment to Subjects

12) Consent Process

13) Process to Document Consent in Writing

14) Vulnerable Populations

15) Multi-Site Human Research (Coordinating Center)

16) Community-Based Participatory Research

17) Sharing of Results with Subjects

18) External IRB Review History

19) Control of Drugs, Biologics, or Devices

Note: The IDS has its own forms that must be completed and a review process that must be followed before the IDS representative will sign off on Appendix B for submission to the PPHS.
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