Preparatory Research Agreement

The HIPAA Privacy Rule applies to the use of protected health information (PHI) in those activities preparatory to research that are necessary to prepare a research protocol for grant preparation, IRB review or for the development of the protocol.  The PHI reviewed may include contact information, diagnosis or condition, and other information necessary to determine participant eligibility.

The PHI held within Brooke Army Medical Center (BAMC) or Wilford Hall Medical Center (WHMC) may be reviewed for purposes preparatory to research by researchers who are employed by the covered entity.  

Researchers not affiliated with this covered entity are required to identify a co-investigator who is an employee of BAMC/WHMC and sign a business agreement before requesting any PHI for purposes preparatory to research.

1.  Describe the purpose and intended use of the requested PHI:

2.  Describe the specific PHI needed to meet the purpose stated above:

3.  Identify the resources needed to review the PHI requested:

· Inpatient Records
· Outpatient Records

· Clinic Files
· ISR Database

· CHCS
· CIS

· Trauma Registry
· Tumor Registry

· Other:    ____________________________________________

By signing this form, all researchers who wish to review PHI for purposes preparatory to research agree to abide by the terms and condition listed below.

The HIPAA Privacy Rule imposes the following restrictions [45 CFR 164.512(i)(1)(ii)] on the use of PHI in activities preparatory to research, defined as:

· The development of research questions

· The development of eligibility

· The determination of study feasibility (available number of eligible participants)

I therefore agree to the following:

1. I will review only the minimum necessary PHI to prepare a research protocol for grant preparation, IRB review or for those preparatory to research activities listed above.

2. I will not remove any PHI, obtained in the course of my review of PHI, from Brooke Army Medical Center (BAMC) or Wilford Hall Medical Center (WHMC) during the course of the review.

3. I will not disclose the abstracted PHI under any circumstances to anyone outside of the covered entity.

4. I will not use the PHI reviewed to contact subjects until a protocol is submitted and approved by the IRB.

5. I will apply the above conditions to PHI maintained by BAMC / WHMC.

____________________________________


_________________________

Signature





Date

