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EXHIBIT A-___   to the Master Data Use Agreement with                        

	IRB Project Number:

          
       



NORTHWESTERN UNIVERSITY—OFFICE FOR THE PROTECTION OF RESEARCH SUBJECTS

Description of Limited Data Set and Activities

Addendum to HIPAA Application for Exception Form and to the Master Data Use Agreement 

INSTRUCTIONS: 

Please complete this form only if you completed the Section # 8 – “Limited Data Set” of the HIPAA Application for Exception Form and are receiving a limited data set from Northwestern Memorial Hospital (NMH), Northwestern Medical Faculty Foundation (NMFF), Rehabilitation Institute of Chicago (RIC) or Jesse Brown VA Hospital.

Note: Waivers and exceptions (other than de-identified information) may not be available if your research involves sensitive information including AIDS/HIV, mental health, substance abuse or genetics. 

Consult Northwestern University’s HIPAA research policy for additional guidance. 

http://www.northwestern.edu/research/OPRS/irb/hipaa/
1.  Date of Preparation:      


2.  Project Title: 




     
 3. Principal Investigator Name:

      


 FORMCHECKBOX 
 Faculty  FORMCHECKBOX 
 Faculty Advisor    
                                           School/Center:    

     
                                         Department/Division:            

Mailing Address:
     

    (Building/Room #/Campus):
     

Telephone Number:
     

Fax Number:       
     
 
Pager Number:
     

E-Mail Address:
     
4. Co-Investigators:       
5. Identifiable Information which cannot be included in the Limited Data Set:  

Please read this section before completing Section#6


None of the following identifiers may be included in the Protected Health Information to be disclosed by the Covered Entity to Northwestern University as part of a limited data set under this Agreement:


1. Names

  2. Postal address Information, other than town and city, state and zip code

  3. Telephone numbers

  4. Fax numbers

  5. Electronic mail addresses

  6. Social Security numbers

  7. Medical Records numbers

  8. Health Plan beneficiary numbers

  9. Account numbers

 10. Certificate/license numbers

 11. Vehicle identifiers and serial numbers, including license plate numbers

 12. Internet Protocol (IP) address numbers

 13. Biometric identifiers, including finger and voice prints

 14. Full page photographic images and any comparable images

 15. Any information concerning HIV/AIDS*
 16. Any mental health information*
 17. Any substance abuse information*

* Please note that this information may be included in a Limited Data Set if subjects have previously signed a specific HIPAA sensitive authorization. Copy of the HIPAA sensitive authorization should be attached with this application.
6. Limited Data Set:

 Check below all elements of individual health information to be included in the limited data set to be used and disclosed for this Research Study:


 FORMCHECKBOX 
 Town 


 FORMCHECKBOX 
 State


 FORMCHECKBOX 
 City


 FORMCHECKBOX 
 Zip Code or any component thereof 


 FORMCHECKBOX 
 Elements of dates



 FORMCHECKBOX 
  Year



 FORMCHECKBOX 
  Birth date



 FORMCHECKBOX 
  Admission
date



 FORMCHECKBOX 
  Date of death



 FORMCHECKBOX 
  Discharge date

   FORMCHECKBOX 
 Age

   FORMCHECKBOX 
 Device identifiers and serial numbers

   FORMCHECKBOX 
 Diagnosis





   FORMCHECKBOX 
 Other (please list)      

Provide any other information and dates needed to accurately and completely describe the above Limited Data    Set:       
 7.   Please list all the entities or individuals who may  receive the Limited Data


Describe the nature of all uses and disclosures of the above described Limited Data that are intended in    

       connection with the above listed Research Study. The description should include, without limitation,  

       all persons, institutions and/or entities to whom the data elements would be disclosed. 


Individuals and organizations to whom the Limited Data Set or components thereof will be disclosed 


(the items below are suggestions only):  

    
Please note that the NU Institutional Review Boards (the Committees charged with overseeing research on human  

       subjects) and the NU Office for the Protection of Research Subjects (the office which monitors research studies) 

       may receive this information as part of their compliance and quality control oversight responsibilities.

      FORMCHECKBOX 
 The Principal Investigator and the Investigator’s Study team

      FORMCHECKBOX 
  NU Personnel who may need to access the Limited Data Set in the performance of activities related to the Study 


     (for example: to make sure the research is being done correctly).

      FORMCHECKBOX 
  Other health care providers who are not part of the study but who may be involved in the patient’s care
      FORMCHECKBOX 
  Government agencies such as the Food and Drug Administration in the United States and other countries

      FORMCHECKBOX 
  Other academic research center(s) who are also working on the Study *
      FORMCHECKBOX 
   _______________________________[name of pharmaceutical or device company] who is sponsoring the study, 


     and that company’s contractors and partners *
      FORMCHECKBOX 
 Other health care providers who are part of the Study (e.g., Laboratories who perform tests)*
      FORMCHECKBOX 
  Study monitors and auditors who are responsible for overseeing the quality and integrity of the Study *
      FORMCHECKBOX 
 Others: [specify by name or category]:

              FORMCHECKBOX 


       FORMCHECKBOX 

              FORMCHECKBOX 

              FORMCHECKBOX 


* These individuals and/or organizations to whom the data elements would be disclosed must sign the Joinder Agreement for the Data Use Agreement.  Please contact OPRS to request more information.  
8.  Investigator/Faculty Advisor Assurance
Investigator’s Assurance:  I certify that the information provided in this application is complete and accurate.  I agree to notify the NU IRB of any material change in the statements made on this application. I further certify that any and all protected health information obtained in the course of my research is that amount which is minimally necessary to conduct the research.

_____________________________
_______________________________
_________

 Principal Investigator’s Name
 Principal Investigator’s Signature
 Date

_____________________________
_______________________________
_________

 Student Investigator’s Name
 Student Investigator’s Signature
 Date

_____________________________
_______________________________
_________

 Faculty Advisor’s Name
 Faculty Advisor’s Signature
 Date

Please return completed form to:  Attention: HIPAA Compliance, The Office for the Protection of Research Subjects (OPRS),

Abbott Hall, 5th Floor, (Chicago Campus) 710 N. Lake Shore Drive, Chicago, IL 60611

Contact Information:  Telephone: (312) 503-9338; Fax: (312) 503-0555; irb@northwestern.edu; 

Website: http://www.northwestern.edu/research/OPRS
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