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Northwestern University – Office for the Protection of Research Subjects

HIPAA Waiver of Authorization Form  

Instruction: 

Consult Northwestern University’s HIPAA Research Policy for additional guidance. 

http://www.northwestern.edu/research/OPRS/irb/handbook/NU HIPAA policy.doc
Waivers and exceptions (other than de-identified information) are not available if your research involves sensitive information including information related to AIDS/HIV, mental health or substance abuse or genetics. 

Forward this submission OPRS, Rubloff, 7th Floor, 750 N. Lake Shore Drive, Chicago, IL 60611 or 

Hogan, G100-6th Floor, 2205 Tech Drive, Evanston, IL 60208


HANDWRITTEN FORMS WILL NOT BE ACCEPTED.

1. Date of Preparation:



2. Project Title: 
     
3. Investigators: 

Principal Investigator Name:    
     

   FORMCHECKBOX 
   Faculty
    FORMCHECKBOX 
Faculty Advisor 

Contact Information for Principal Investigator or Faculty Adviser
School/Center:             
Department/Division:          
Mailing Address:
          
(Building/Room #/Campus if applicable)
     

Phone:
           


Fax Number:
          

Pager Number:                  

E-Mail Address:
          
Submission Preparer Name:          
Contact Information for Submission Preparer: 

Mailing Address:                  

(Building/Room #/Campus if applicable)
     

Telephone Number:      
      
Fax Number:      
       

Pager Number:             

E-Mail Address:      
     

	4. Abstract Summary: (Please use the abstract summary that is included in the New Project Submission Form, if applicable) Summarize the proposed research project. The summary should be written in non-technical language that can be understood by non-scientific members. The information must include: 1) a brief statement of the problem and related theory supporting the reason for the study. 2) a brief but specific description of the procedure(s) involving human subjects. 

(This summary should be 200 words or less [approximately ½ page].)       



5. Project Funding:

5.1
Project initiated by:
 FORMCHECKBOX 
 Sponsor
 FORMCHECKBOX 
 Investigator
 FORMCHECKBOX 
 Other (Explain)
     
5.2
Funding Source:


 FORMCHECKBOX 
 Federal/State
 FORMCHECKBOX 
 Foundation
 FORMCHECKBOX 
 Industry Sponsored
 FORMCHECKBOX 
 Voluntary Health Organization



 FORMCHECKBOX 
 Northwestern University Sponsored
 FORMCHECKBOX 
 Internal Sources
 FORMCHECKBOX 
 Department
 FORMCHECKBOX 
 Gift


 FORMCHECKBOX 
 Other (Explain)
     
5.3
Sponsor/Company:        
                                          Contract or Grant Number:         
           Contact Name:
 
                                                                        Contact Phone:         
6. Project Site(s): (Check all boxes indicating where the study is conducted.)

 FORMCHECKBOX 

Northwestern University (NU)


 FORMCHECKBOX 
  Rehabilitation Institute of Chicago (RIC)

 FORMCHECKBOX 
   Northwestern Center for Clinical Research (NCCR)


 FORMCHECKBOX 
  VA - Lakeside Division (VALMC)

 FORMCHECKBOX 

Northwestern Medical Faculty Foundation (NMFF)


 FORMCHECKBOX 
  Evanston Northwestern Hospital (ENH)

 FORMCHECKBOX 

Northwestern Memorial (NM)


 FORMCHECKBOX 
  Children’s Memorial Hospital (CMH)


 FORMCHECKBOX 
 Northwestern Memorial Hospital


 FORMCHECKBOX 
  Edward H. Kaplan & Associates


 FORMCHECKBOX 
 General Clinical Research Center (GCRC)


 FORMCHECKBOX 
  Mercy Group

 FORMCHECKBOX 
 Northwestern Memorial Home Health Care (NMHHCC)

 FORMCHECKBOX 
  Midwest Cancer Research Group


 FORMCHECKBOX 
 Northwestern Memorial Physician’s Group (NMPG)   

 FORMCHECKBOX 
  Midwest Center Hematology/Oncology – Silver Cross




 FORMCHECKBOX 
  Other (Specify and Explain)
7. Protected Health Information (PHI):

Describe the criteria you will use for selecting particular subject records:      
The purpose of accessing these records is (please check below):


 FORMCHECKBOX 
    to collect retrospective data for purpose of the study as described in the study protocol 

 
 FORMCHECKBOX 
    to recruit: Identification of potential participants: 

 
 FORMCHECKBOX 
    Other (please describe):                                                                        

Please check below the PHI elements that you intend to use and to collect for your research:

 
 FORMCHECKBOX 

Names

 
 FORMCHECKBOX 

All geographical subdivisions smaller than a State, including street address, city, county, precinct, zip code, and their equivalent geocodes, except for the initial three digits of the zip code if according to the current publicly available data from the Bureau of the census: a) the geographic unit formed by combining all zip codes with the same three initial digits contains more than 20,000 people; and b) the initial three digits of a zip code for all such geographic units containing 20,000 or fewer people is changed to 000.

 
 FORMCHECKBOX 

All elements of dates (except year) for dates directly related to an individual, including birth date, admission date, discharge date, death      date; and all ages over 89 and all elements of dates (including year) indicative of such age, except that such ages and elements may be aggregated into a single category of age 90 or older.

 
 FORMCHECKBOX 

Telephone numbers

 
 FORMCHECKBOX 

Fax numbers

 
 FORMCHECKBOX 

Electronic mail addresses

 
 FORMCHECKBOX 

Social security numbers

 
 FORMCHECKBOX 

Medical record numbers

 
 FORMCHECKBOX 

Health plan identification numbers

 
 FORMCHECKBOX 

Account numbers

 
 FORMCHECKBOX 

Certificate/license numbers

 
 FORMCHECKBOX 

Vehicle identifiers and serial numbers, including license plate numbers

 
 FORMCHECKBOX 

Device identifiers and serial numbers

 
 FORMCHECKBOX 

Web Universal Resource Locators (URLs)

 
 FORMCHECKBOX 

Internet Protocol (IP) address numbers

 
 FORMCHECKBOX 

Biometric identifiers, including finger and voice prints

 
 FORMCHECKBOX 

Full-face photographic images and any comparable images

 
 FORMCHECKBOX 

Any other unique identifying number, characteristic or codes. If yes, explain:      
	8. Minimal Necessary Standard: 

Describe how the information you are collecting (indicated above in #7) is the minimally necessary required information to conduct

your research.      



9. Full Waiver = Waiver for Purposes other than Recruitment 

This section does not apply   FORMCHECKBOX 

Please complete this section only if the purpose of your research study is to collect retrospective information from a medical chart review, and if your study qualifies for a waiver of consent form.     

9.1
The proposed use of the protected health information presents no more than minimal risk to the privacy of individuals because:

     
9.2 Describe the plan to protect identifiers or links to identifiers from improper use and disclosure:      
9.3   Describe the plan to destroy the identifiers at the earliest opportunity consistent with the conduct of research:      
9.4
The research could not practicably be conducted without the waiver of authorization because:      
9.5    The research could not practicably be conducted without access to and use of protected health information because:      
	10. Where will you obtain the protected health information (PHI) that you plan to use in this research study? 

In order to collect the research data, you will need to access Patient Records of the following Institution: please check the appropriate site(s) below:

 FORMCHECKBOX 

Northwestern University (NU)


 FORMCHECKBOX 
  Rehabilitation Institute of Chicago (RIC)

 FORMCHECKBOX 
   Northwestern Center for Clinical Research (NCCR)


 FORMCHECKBOX 
  VA - Lakeside Division (VALMC)

 FORMCHECKBOX 

Northwestern Medical Faculty Foundation (NMFF)


 FORMCHECKBOX 
  Evanston Northwestern Hospital (ENH)

 FORMCHECKBOX 

Northwestern Memorial (NM)


 FORMCHECKBOX 
  Children’s Memorial Hospital (CMH)

             FORMCHECKBOX 
  Northwestern Memorial Hospital


 FORMCHECKBOX 
   Edward H. Kaplan & Associates


      FORMCHECKBOX 
  General Clinical Research Center (GCRC)                             FORMCHECKBOX 
   Mercy Group            
             FORMCHECKBOX 
  Northwestern Memorial Home Health Care  (NMHHCC)  
 FORMCHECKBOX 
   Midwest Cancer Research Group

             FORMCHECKBOX 
  Northwestern Memorial Physician’s Group (NMPG)             FORMCHECKBOX 
   Midwest Center for Hematology/Oncology-Silver Cross

     
                 FORMCHECKBOX 
  Other (Specify and Explain)

 


11.  List all the entities or individuals who may use or will have access to protected health information:

(Please note: The IRB Board Members and the OPRS staff have access to all research records as part of their compliance and quality control oversight responsibilities.)

  FORMCHECKBOX 
  Principal investigator  




 FORMCHECKBOX 
  Other NU staff working on the project

  FORMCHECKBOX 
  Data Coordinating Centers  




 FORMCHECKBOX 
  Collaborating Centers  (Name Centers:          ) 

  FORMCHECKBOX 
  Contract Research Organizations Offices (Name:                 )      FORMCHECKBOX 
  Government Agencies  

  FORMCHECKBOX 
  Sponsors   






 FORMCHECKBOX 
  Research Data Management Offices  (Name Offices:        )

  FORMCHECKBOX 
  Other (Specify and Explain:      )
12. Waiver for Recruitment purposes only: 

This section does not apply  FORMCHECKBOX 

As of December 13, 2005, a waiver for recruitment is not necessary if you are receiving patient information from NMH, NMFF and/or RIC for the purpose of contacting these patients to enroll them in a research study. 
If you are receiving potential subject information from any other healthcare provider, you are required to complete this section.
This waiver is considered a PARTIAL Waiver; you will need to obtain authorization from subjects who consent to participate in your study.
 


12.1 Any PHI used to identify individuals to enroll as study participants will not be removed form the source’s site

Please check “Yes” or “No” below. If  “No”, the waiver cannot be granted.
                                                           FORMCHECKBOX 
 Yes

  FORMCHECKBOX 
 No

12.2. Describe the processes used for selecting subjects and the methods of recruitment?      
12.3 Who will review the records to gather information?        
(Note: this person(s) must be listed on the authorized personnel list of the IRB’s NPSF and must be allowed to review the records under IRB regulations of the Common Rule (e.g., the treating physician or a study coordinator who is also a nurse in the practice are persons who would, under IRB rules, be allowed to review the records.) 

Name of Person doing review of the records:      
         The IRB will require a letter from the relevant physician or authorized personnel of that physician evidencing their consent

         to permit the above named individual(s) to review the records. A template letter is attached to this application and should be

         revised to reflect the relevant physician or authorized personnel from whom you seek permission, as well as the individual(s) 

         who will be reviewing the records. IRB will not grant the Waiver for Recruitment without this letter 

12.4 The proposed use of the protected health information presents no more that minimal risk to the privacy of individuals because:        
12.5 The research could not practicably be conducted without the waiver of authorization because:        
12.6 The research could not practicably be conducted without access to and use of protected health information because: 
13. Investigator/Faculty Advisor Assurance
Investigator’s Assurance:

· I certify that the information provided in this application is complete and accurate, and that I will comply with the use and disclosure restrictions described above. Information about data will not be used or disclosed to any other person or entity.

· 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: The Office for the Protection of Research Subjects (OPRS)
E-Mail:  irb@northwestern.edu                     Website:  http://www.northwestern.edu/research/OPRS
Chicago Campus

Rubloff, 7th  Floor, 750 N. Lake Shore Drive, Chicago, IL 60611

Telephone: (312) 503-9338  Fax: (312) 503-0555

Or

Evanston Campus

Hogan, G100-6th  Floor, 2205 Tech Drive, Evanston, IL 60208

Telephone: (847) 467-1723  Fax: (847) 467-3112





Permission to Review Medical Records (if applicable)

Attachment to the HIPAA Partial Waiver of Authorization Form (waiver for recruitment purposes)
IRB Project Number:       
Project Title:      
Principal Investigator:      
Date:      
I hereby authorize <please insert name of the person, Title, position, department>  to review my patient medical records, in order to identify potential subjects for the study entitled <please insert title of the study> ,conducted under the direction of : <please insert name & title of the PI> .

This letter does not permit <insert the person named above> , to remove and collect any patient Personal Health Information from the chart, or to contact my patients.

__________________________________

Signature of the Treating Physician

__________________________________

Printed name of the Treating Physician
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