
Certification of Reviews Preparatory to Research


INVESTIGATOR’S CERTIFICATION

REVIEW OF PATIENT INFORMATION FOR RESEARCH PREPARATION PURPOSES

Instructions for Use of This Form

This form may be used by investigators in lieu of a Patient Authorization or IRB Waiver of Authorization to obtain access to Protected Health Information (PHI), provided the requested access is solely for the purpose of protocol development or similar purposes preparatory to research, PHI is not removed from the facility where it is obtained, and the researcher makes the other representations contained herein.

To Custodian of Patient Information:  Federal privacy standards issued by the Department of Health and Human Services pursuant to the Health Insurance Portability and Accountability Act of 1996 (“HIPAA”) permit [name of covered entity, e.g., Hospital/Clinic] to make patient information available for review by an investigator for protocol development, provided that the following representations are obtained from the investigator (45 C.F.R. § 164.512(i)(1)(ii)).

INVESTIGATOR’S CERTIFICATION

REVIEW OF PATIENT INFORMATION FOR RESEARCH PREPARATION PURPOSES

1. Purpose(s) for which access to records maintained by or on behalf of [covered entity] is(are) sought is protocol development or, if other purpose preparatory to research please describe: ______________________________________________________________

2. Nature and scope of the patient information to which the Investigator seeks access:  




































































3. The Investigator represents that:

(a) access to the requested patient information is sought solely for the purpose(s) indicated above; 

(b) the requested patient information is necessary for the purpose(s) indicated above; and

(c) no individually identifiable patient information will be recorded by the Investigator in a way that could identify particular individuals (i.e., no HIPAA identifiers may be recorded) and that no PHI will be removed from the Hospital/Facility premises during the course of or following the review.

___________________________________ 

_______________________________

Investigator’s Signature




Date

___________________________________

_______________________________

Name of Investigator




Title and Institutional Affiliation
___________________________________

_______________________________

Department Head Signature



Date

___________________________________

_______________________________

Name of Department Head



Department 

Covered Entity Tracking Data
Date of Initial Disclosure:


Recipient’s Contact Information:
























Description of Patient Information Disclosed:























Subsequent Disclosure Dates:
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