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RESEARCHER’S ASSURANCES – PREPARATORY RESEARCH ACTIVITIES

Proposed Title of Project: __________________________________________________________

Individual(s) responsible for preparatory activities:_______________________________________ 

____________________________________________________________________________________________________________________________________________________________

1. I am conducting preparatory research activity for which access to Protected Health Information (“PHI”) is necessary in order to [check as applicable]:
· Develop research hypothesis; 

· Assess feasibility of the research;

· Preparation of research protocol;

· Other _____________________________________________[Specify] 

2. The minimum necessary PHI that I will need to access of the following individuals is:

[Attach additional sheets as necessary and be as specific as possible, e.g., the medical records of all individuals admitted to hospital between January 1, 2001 – June 30, 2001 with diagnosis of heart failure, or the ED record and MRI reports of the patients seen in the ED who had an MRI between January 1, 2002 – February 28, 2002] _________________________________________________________________________________________________________________________________________________________________________________________________________________________________

3.
My review of the PHI of these individuals is solely for the purposes specified above and will not be used for any other purpose.

4.
I am [check or complete as applicable]:
· an employee, trainee, or member of the medical staff of Rady Children’s and this work is being conducted as part of my duties and responsibilities at Children’s Hospital; or

· a student at the [specify school, e.g., University of California San Diego, San Diego State University] and this work is being conducted as part of my educational activities at the school.  I will be working under the supervision of the following faculty member(s): ______________________________________________________________________________; or

· from __________________________________________________________________________.

5.
I will not remove or disclose any of the PHI from Rady Children’s, including physical or electronic removal, and I will not contact individuals as potential research subjects unless I obtain IRB approval and have the individual’s authorization or an IRB approved waiver of the authorization requirement.

6.
I understand that I may not record any PHI in a way that may directly or indirectly be used to identify particular individuals.  

7.
I understand that I may not continue to use or disclose the PHI described above without further action by the IRB if the Principal Investigator has determined to go forward with the study.  

8.
If I am not a Rady Children’s employee, trainee or member of the medical staff, I will complete and submit to the Health Information Department the Report of Health Information Disclosure form for each individual whose PHI I accessed for this activity.

_________________________________________
______________________

Signature of Researcher






Date

Printed Name of Researcher: ____________________________________________

� The researcher should consult CPM Policy “Use and Disclosure of Patient Information in Research” for guidance and definitions of terms used in this form.
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