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MEDICAL RECORD/CHART REVIEW/CLINICAL DATABASE RESEARCH STUDY

IRB Submission and HIPAA Waiver Request

Form I and separate protocol not required

This form must be completed for every record/chart/computer database review and database created for research purposes.  This includes the review of office/clinic charts and retrospective or prospective chart/database reviews. If your study is not amenable to review in this format then please submit Form I, the protocol, and supporting documents instead of this form.  If you use this form, a separate HIPAA request for waiver of research authorization is not needed.  This form addresses IRB and HIPAA issues.

Title of Study:                                                                                                                                                 _                                                                                                                                                                                                                                                                                      ___                                                                                                                                                  __________                                            
Principal Investigator:  _________                                             ___________           _________________       

Co Investigator(s): _____________________________________________________________________

Department:____                                                                  Division:_______                                   ____                                                Interoffice Mailing Address: ____________________E-mail Address______________               ______

Phone/Extension: __________________                   __ 
Funding Source___________________________
 Protocol Version Date or Number:   __________

Is this a federally funded grant? 

(Yes

(No

If yes, and this protocol is used to certify human subjects in any federally funded grant, please submit the entire grant application as appendix materials along with this form. 

1. What type of record/chart/database will be reviewed for research?  Please check as appropriate:

( Medical Record/Chart Review

(Films/X-rays

(Computer/Database(s)


(Hospital administrative/billing records

(Quality Improvement Records
(Pathology/Laboratory

(Other types of record (please specify) _________________________________                   ______

2. Individual(s) who will be responsible for querying medical records/charts/database(s):

	Name
	Affiliation
	Precise Role on Project

	
	
	

	
	
	

	
	
	

	
	
	


3. Additional individuals who will be given access to the data:

	Name
	Affiliation
	Precise Role on Project

	
	
	

	
	
	

	
	
	

	
	
	


4. Purpose of the study (describe briefly):

5. How many subjects or database records will be reviewed? __________________________
6. Data to be obtained for the time period of: __________________________

7. Data to be used for:

(Publication
(Oral Presentation

(Subsequent specified research

(Unspecified research (e.g. database – future project will IRB approval)

(Other use (please specify) _________________________________                   ______

8. Please check all categories of data that will be obtained during the record/database review:

(Diagnosis 


(Lab values

(Demographics (age, sex, address)

(Radiology testing
(Length of stay

(Drug/Device utilization

(Procedure/Treatment
(Clinic Notes

(Location/Service (OR, ED, In/Out Pt)

(Billing/Charges
(Provider of Record
(Confirmative Lab Value

(Other types of record (please specify) _________________________________                   ______


9. The following information is considered identifiable under the HIPAA Privacy Rule regulations.  Please check off whether any of the following will be obtained:

(Participant Name

(Street Address

(Town or City Address

(State Address
(Zip code Address

(Dates (except year)
 

(Telephone Number
(Fax Number


(Electronic mail (email) address

(Social Security Number
(Medical Record Number
(Health Plan numbers

(Account Numbers

(Certificate/license numbers
(Vehicle identification
 (Medical Device Identifiers
( Internet Protocol (IP) address
(Web URLs

(Biometric identifiers

(Full-face photographs




(Any unique identifying number, characteristic or code (please specify)_____________________                   

(None of the above listed items will be recorded.

Are these data linked to an identifier (code)?
(Yes               (No

10. If links to identifiers are used, please describe the coding mechanism.

11. Investigators are required to only obtain the minimum necessary data in order to achieve the goals of the research.  Please justify why the data you are obtaining are the minimum necessary to achieve the goals of the research.

12. Federal regulations require that all human research subjects provide informed consent and authorization to use protected health information, including medical record/chart/ database reviews.  The IRB/Privacy Board is allowed to waive this requirement for subject consent and authorization if the following conditions are met. In addition, this research may qualify for an exemption. If you wish to request a waiver of  informed consent and/or waiver of  HIPAA authorization, please provide the following justifications 

a. The proposed use of these data/documents/records presents no more than minimal risk to the privacy of the individual because:




                


b. The research could not practicably be conducted without the waiver of consent and authorization because: 









c. The research could not practicably be conducted without access to and use of protected health information because: 








13. Please describe the steps taken to assure privacy, confidentiality, and security of subject data.

14. Will data be sent outside of Tufts-New England Medical Center or Tufts University Health Sciences?      (Yes               (No

If yes, where will data be sent? 


Why is it necessary to send data outside of Tufts-New England Medical Center/Tufts University Health Sciences? 


What is the nature of the data to be disclosed?

(De-identified Data

(Limited Data Set
(Decedent Data

(Protected Health Information (please justify)

___________________________________________________
15. You are required to destroy identifiers (or links) at the earliest possible time.  Please describe your plans and specify when this will occur.  If there is a justification for retaining the identifiers, please provide this information.

__________________________________________________________                  ___________
Signature of Principal Investigator    (must be faculty or staff)                               date                                                                          

Waiver of Authorization Request:

I assure that the information I obtain as part of this research (including protected health information) will not be reused or disclosed to any other person or entity other than those listed on this form, except as required by law or for authorized oversight of the research project.  If at any time I want to reuse this information for other purposes or to disclose the information to other individuals or entities, I will seek approval by the IRB/Privacy Board.

End date or termination event: ______             ____________

Signature of Principal Investigator                                                                                   Date


IRB/Privacy Board Use only








Expedited Review_________	45 CFR 46.110 ___





Exemption  ______________	45 CFR 46.101(b)___





Committee Review _________








Informed Consent:     required            waived		45 CFR 46.116(d)


						45 CFR 46.117(c)








HIPAA Authorization:     RAF	waiver	    Data use agreement	none required





Review Comments:   




















 











Approved by: _____________________________________ Date______________________


		IRB Chair/Vice Chair    








� Elements of dates related to an individual.  For example, date of birth, admission or discharge dates, date of service.


� Vehicle identification numbers (VIN) and serial numbers including license plates.


� Biometric identifiers include, for example, finger and voice prints.
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