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DATA COLLECTION FOR REVIEWS PREPARATORY TO RESEARCH – 45 CFR 164.512
	Project Title:      
	
	Date:      

	
	
	

	Principal Investigator:      
	Email:      

	
	
	

	Department:      
	Telephone Number:      

	
	
	


1. Explain why a pre-review has to be done prior to the participant’s authorization.

     
2. Researchers are required to only obtain the minimum necessary to achieve the goals of the research. Provide a list of the information you intend to use.

     
3. Explain why the data you are obtaining is the minimum necessary to achieve the goals of the research.

     
4. Provide a description of the pre-review and your plan for prescreening the information.

     
5. The approval of this request is contingent upon your agreement to the following:

1. The use or disclosure is sought solely to review protected health information as necessary to prepare a research protocol or for similar purposes preparatory to research.
2. No protected health information is to be removed from the covered entity by the researcher in the course of the review.
3. The protected health information for which use or access is sought is necessary for the research purposes.
4. The use of the protected health information is in accord with the ‘minimum necessary’ standard* per federal requirements.

*Minimum necessary standard is the information reasonably necessary to accomplish the purpose [of the sought or requested use or disclosure].
5. Access to the information will be limited to the greatest extent possible within the research team.
By signing this form, the researcher is certifying his/her agreement with the statements in Question 5 above. I certify that I will carry out the proposed data collection in compliance with the principles stated above.

________________________________



_____________________

Signature of Principal Investigator




Date
�EMBED Word.Picture.8���





Office for Research Protections


The 330 Building, Suite 205


University Park, PA 16802


814-865-1775


Fax: 814-863-8699


� HYPERLINK "mailto:ORProtections@psu.edu" ��ORProtections@psu.edu�





OFFICE USE ONLY





IRB NO.______________________
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