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Investigator Representation for Research on

Limited Data Sets of Protected Health Information

1.
Principal Investigator:      
2.
Protocol Title:
     
3. Regulatory Criteria for Research on Limited Data Sets

3.1
Describe all the information that is contained in the Limited Data Set. (Dates may be included in a limited data set.)

     
3.2 Will the information requested include any of the following direct identifiers of the individual, or of relatives, employers, or household members of the individual?

	Yes
	No
	

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Names

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Address (other than town or city, state, or zip code)

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Phone numbers

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Fax numbers

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Electronic mail addresses

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Social security numbers

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Medical record numbers 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Health plan beneficiary numbers

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Account numbers

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Certificate and/or license numbers

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Vehicle identifiers and serial numbers, including license plate numbers

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Device identifiers and serial numbers

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Web Universal Resource Locators (URLs)

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Internet Protocol (IP) address numbers

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Biometric identifiers, including finger and voice prints

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Full face photographic images and any comparable images


If “Yes” is marked for any of the above items, the information does not qualify as a Limited Data Set.  Instead, you must obtain one of the following:

(a)
An authorization 

(b)
A waiver of authorization 

(c)
An expert’s determination and documentation that the risk is very small of identifying an individual with the data used 

5.
Investigator’s Representation 

I certify that the Limited Data Set described above will be used and disclosed only under the terms of the attached Data Use Agreement.

___________________________________________
___________________

Signature of Principal Investigator
Date

FOR IRB USE ONLY

Reviewed by:
 FORMCHECKBOX 
 Convened IRB    

 FORMCHECKBOX 
 IRB Chair pursuant to expedited procedures

The above representation and the attached Data Use Agreement for use of 

Limited Data Set information are:

 FORMCHECKBOX 
  Approved 

 FORMCHECKBOX 
  Not approved (explanation):       
Comments:

Signature of IRB Chair 




Date

Print Name

� Protected Health Information includes all information relating to any aspect of an individual’s health whether past, present or future.
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