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 Cambridge Health Alliance
	Application for Research Limited to the Use of Medical Records or Patient Database



This form may be used for studies that are limited to the review of health information on patients for the sole purpose of medical record or database reviewing.  This form cannot be used if the study involves direct interaction with patients.

1. Date:      
2. Protocol Title:
      
3. Funding Source:      
4. Principal Investigator (PI): General Information
	PI’s Name 
	
	     

	PI’s Institution
	
	     

	PI’s Department and Division
	
	     

	Phone#/Extension
	
	     

	Pager#/Beeper
	
	     

	Email address
	
	     

	Office Mailing Address
	
	     


5. If applicable, list CO-PI’s and Institution
	PI Name
	
	CO-PI’s Institution

	     
	
	     

	     
	
	     

	     
	
	     

	     
	
	     

	     
	
	     

	     
	
	     


1. Purpose of the Study:


     
2. Study Population: (i.e., age, diagnosis, etc.):
 



3. Source of Data:  


 FORMCHECKBOX 
  Hospital Medical Records
 FORMCHECKBOX 
  Doctor's Office Records  FORMCHECKBOX 
  In-Patient Floor 


 FORMCHECKBOX 
  Medline
 FORMCHECKBOX 
  Electronic Database 
  FORMCHECKBOX 
  Other, Specify:      
5. Type of Data:



 FORMCHECKBOX 
 Personal Data (name, address, etc.)

 FORMCHECKBOX 
 Demographic Data (age, gender, etc.)


 FORMCHECKBOX 
 Laboratory Data (Pathology, etc)


 FORMCHECKBOX 
 Reports (Xrays, etc.)


 FORMCHECKBOX 
 Notes (Doctor's, Admission/Discharge, etc.)
 FORMCHECKBOX 
 Other, Specify:      
6. Time Period for Records to be Reviewed:


From (month/year):      


To (month/year):      
7. Intended Purpose of Use:  


 FORMCHECKBOX 
 Publication
 FORMCHECKBOX 
 Presentation


 FORMCHECKBOX 
 Other

8. Explain  why this research could not be conducted without access to this data.

     
9. Privacy/Confidentiality of Protected Health Information (PHI): (HIPAA Regulations)

Check any of the following identifiers that will be recorded:


 FORMCHECKBOX 
 Patient/Subject Name

 FORMCHECKBOX 
 Address street location
 FORMCHECKBOX 
Address town/city*



 FORMCHECKBOX 
 Address state*


 FORMCHECKBOX 
 Address zip code*

 FORMCHECKBOX 
 Certificate/license numbers



 FORMCHECKBOX 
 Fax number 


 FORMCHECKBOX 
 Social security number
 FORMCHECKBOX 
 Health plan beneficiary numbers

 FORMCHECKBOX 
 Medical device identifiers

 FORMCHECKBOX 
 Telephone number
 FORMCHECKBOX 
 Link to identifier (code)


 FORMCHECKBOX 
 Web URLs


 FORMCHECKBOX 
 Account numbers

 FORMCHECKBOX 
 Internet protocol (IP) address


 FORMCHECKBOX 
 Biometric identifiers (finger and voice prints)


 FORMCHECKBOX 
 Full face photographic images


 FORMCHECKBOX 
 Any unique identifying number, characteristic or code



 FORMCHECKBOX 
 Medical record numbers

 FORMCHECKBOX 
 Electronic mail (email) address


 FORMCHECKBOX 
 Elements of dates (except year) related to person, i.e., date of birth, admission or discharge dates, date of death*




 FORMCHECKBOX 
 Vehicle identification numbers and serial numbers including license plates

If you checked any of the boxes above, please pay special attention to questions 10, 11 and 12.
10. How will the PHI be used?



11. Who (individual/entities) will have access to the PHI?



12. What will happen to the PHI once you have arrived to a conclusion?



13. If you checked off any of the boxes that have been marked with an asterisk (*), then you are obtaining a Limited Data Set which is allowed under HIPAA.  A Limited Data Set is comprised of partially de-identified PHI. However, you are required to submit a "Data Use Agreement" to restrict the transfer of PHI according to a "minimum necessary" standard.

14. If you checked any of the boxes that have not been marked with an asterisk(*), then you need to submit an Application for "Request for Waiver."
15. Checklist of Required Attachments:



Please ensure that the following documents are attached to this Application:



 FORMCHECKBOX 

Protocol Summary (nature of research) [Please attach separate sheets]



 FORMCHECKBOX 

Informed Consent Form


 FORMCHECKBOX 

Data Set Agreement (only if a limited data set is used)

Assurance and Signature:  

As P.I. of this study, I certify below that identifiable information will not be reused or disclosed, except as required by law or for other research, if that research has been reviewed and approved by the IRB.  

Signature of P.I.
______________________________
Date: ________________
For IRB Office Use:

Approved  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 
 


Date of Approval/Recommendation:  ______________________
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