VA Portland Health Care System (VAPORHCS)

INSTRUCTIONS for HUMAN RESEARCH PREPARATION APPLICATION:
VA investigators wishing to conduct research preparation by accessing individually-identifiable health information (IIHI) from the VA must complete this form and submit it to the VAPORHCS Research Administration Office. 
Activities preparatory to research only encompass the time to prepare the protocol and ends when the protocol is submitted to the Institutional Review Board (IRB).  Such research preparation involves accessing medical records, or other records containing IIHI, to determine if a sufficient number of potential research participants exist and/or to provide background information to justify the research. 

This application must be approved by an IRB Analyst before IIHI may be accessed for research preparation.
Approval of this application does NOT allow an investigator to conduct any research (including pilot or feasibility studies) or contact any individuals.

Submit the original signed form (and any additional sheets, as necessary) to:  
pvamc-irb@va.gov - Questions? Contact (503) 273-5125.
HUMAN RESEARCH PREPARATION APPLICATION 

	Principal Investigator (PI):  (First Name, Middle Initial, Last Name, Degree(s))

     
The PI is:   FORMCHECKBOX 
  a VA Employee   FORMCHECKBOX 
  on VA Contract   FORMCHECKBOX 
  Without Compensation Appointment  

	Service:

     

 FORMTEXT 

	Position

     
	Extension

     
	Mail Code

     
	E-mail

     

	Contact Person:  (All Correspondence will be sent to this person)

     
	Extension

     
	Mail Code

     
	E-mail

     


	1. Topic of research preparation:

     


2.  Indicate your sources of health information:  
	 FORMCHECKBOX 

	Physician/clinic records
	 FORMCHECKBOX 

	VISTA Computer Hospital/medical records (in and out patient)

	 FORMCHECKBOX 

	Lab, pathology and/or radiology results
	 FORMCHECKBOX 

	Mental Health records 

	 FORMCHECKBOX 

	Interviews/Questionnaires
	 FORMCHECKBOX 

	Data Repository

	 FORMCHECKBOX 

	VINCI Database 
	
	

	 FORMCHECKBOX 

	Data previously collected for research purposes* 
Note: If this is selected, only data currently in an approved data repository may be accessed for new research purposes. Data may only be accessed if a Data Use Agreement between the Repository Director and Data Recipient(s) is fully executed prior to any of the requested data being released from the repository.

*Please include a letter from the data repository director stating that, upon IRB approval of this research preparation application, a fully executed Data Use Agreement (DUA) will be put in place prior to releasing any of the requested repository data. 


	 FORMCHECKBOX 

	Other (specify here):       


	3. Data elements requested:

	 FORMCHECKBOX 
 Diagnosis

 FORMCHECKBOX 
 Drug

 FORMCHECKBOX 
 Birthdate
	 FORMCHECKBOX 
 Acct #

 FORMCHECKBOX 
 MR#

 FORMCHECKBOX 
 Age
	 FORMCHECKBOX 
 Admit Date

 FORMCHECKBOX 
 Discharge Date
	 FORMCHECKBOX 
 Name

 FORMCHECKBOX 
 Address
	 FORMCHECKBOX 
 Procedure

 FORMCHECKBOX 
 Procedure Date

	 FORMCHECKBOX 
 Other patient identifiers (please specify) *:       



	4. Specific data/diagnoses/procedures requested for search:       




	5. Time period of records:  From         to       


	6. Specify the purpose of this request:       


	7. Specify how the Individually-Identifiable Health Information (IIHI) being requested is the minimum necessary:      



INVESTIGATOR'S ASSURANCES

As the principal and/or responsible investigator for this research preparation, I certify the following:

1. I seek to access this IIHI only to prepare a research protocol.

2. I will not remove this IIHI from the VHA.
3. I will not record any IIHI.
4. I will record only aggregate data. The aggregate data will be used only for background information to justify the research, or to show that there are adequate numbers of potential subjects to allow enrollment requirements to be met for the research study that is being prepared.
5. The IIHI that I wish to access is the minimum necessary for the preparation of the research protocol, as declared in this application.

6. As applicable, I will comply with all other access requirements set by the repository(ies) of interest.
7. I will not use the IIHI to recruit or contact any individuals prior to approval of the research protocol by the VAPORHCS IRB.
8. I will not publish or present any information gathered in this preparation without prospective approval of the research protocol by the VAPORHCS IRB. 
PRINCIPAL INVESTIGATOR




Date

	For Office Use Only

HUMAN RESEARCH PREPARATION APPLICATION 

VA Portland Health Care System, R&D Service
This research preparation application has been reviewed and approved:

Date Approved: __________________


__________________________________________________________________________________
Name & Title                                                                       Signature

	Comments:      
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