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Instructions for Completing
Request to Review Medical Records for Research Purposes [“SC 502-A”]

The purpose of Form SC 502-A is to assist investigators, their staff, and entities owned by and/or affiliated with Aurora Health Care, Inc. (“Aurora”) to comply with federal and state regulations governing the use and disclosure of individually identifiable health information (“protected health information”) contained in patient medical records which are maintained by Aurora.

To determine whether you are required to complete and submit Form SC 502-A to the Aurora IRB, please respond to the following questions.

1. Did an Aurora IRB form direct you to complete this Form SC 502-A? 

 FORMCHECKBOX 
 Yes /  FORMCHECKBOX 
 No  If you checked “YES”, skip the remaining questions on this page. Go on to page 2 and complete the appropriate sections.

2. Are you accessing protected health information owned or maintained by any Aurora facility (call the Aurora RSPP office at 414.219.7744 if you are unsure)?
 FORMCHECKBOX 
 Yes /  FORMCHECKBOX 
 No  If you checked “YES”, please go to question 3. If you answered “NO”, DO NOT complete Form SC 502-A.

3. Are you obtaining the consent/authorization of the patient(s) to access their protected health information on an IRB approved consent/authorization form before you access such protected health information?   FORMCHECKBOX 
 Yes /  FORMCHECKBOX 
 No
If you checked “YES”, DO NOT complete Form SC 502-A. If you checked “NO”, please go on to question 4.

4. Are you conducting a “PREPARATORY TO RESEARCH” activity, that is, accessing protected health information to identify potential research subjects or to prepare a research protocol? 
 FORMCHECKBOX 
 Yes /  FORMCHECKBOX 
 No
If you checked “YES”, please complete Sections I, II, III, and VI of Form SC 502-A. If you checked “YES” or “NO”, please go to question 5.

5. Are you conducting a research study by reviewing protected health information (i.e., Chart/Database Review)?   FORMCHECKBOX 
 Yes /  FORMCHECKBOX 
 No
If you checked “YES”, DO NOT COMPLETE THE 502A at this point. Please complete EITHER the Aurora IRB Exempt Protocol Submission Application (Form FO 302-A) or the Aurora IRB Protocol Submission Application (Form FO 301-A). The form that you will need to complete will depend upon whether you are collecting identifiable protected health information. The Exempt application contains questions to help you assess whether that form is the appropriate form to complete. Depending on your answers, it may direct you to complete the IRB Protocol Submission Application, and you may be directed to complete this Form SC 502-A. If you have questions about which form to use, please call the Aurora RSPP office at 414.219.7744.

6. Are you requesting a Waiver or Alteration (e.g. waive documentation) of HIPAA Authorization as part of your research submission?  FORMCHECKBOX 
 Yes /  FORMCHECKBOX 
 No

If you checked “YES”, please completed Sections I, II, V, and VI of Form SC 502-A. You should have already completed the Aurora IRB Protocol Submission Application (form FO 302-A), which directed you to complete this form.

INSTRUCTIONS:

	Responsible Party:
	Action:

	Investigator
	1. Complete Form SC 502-A. This form MUST BE COMPLETED ONLINE and then printed and signed by the investigator for submission. This form contains several questions with drop-down menus to choose an answer. Please be sure to select the appropriate answer. Yes/No questions default to YES, you must select NO when appropriate.

2. Make a photocopy for your records.

3. Send this form with the original signature of the investigator to the RSPP office (addresses listed below). The RSPP office will not process without the original signature of the investigator.

4. Allow a minimum of 14 days for processing. Forms not properly completed will be returned to the investigator at the address listed on the form.

	RSPP Office
	1. Review submitted form for complete responses.

2. Have IRB Chair or designee review request and make determination.

3. Forward copy of the form with determination to the investigator at the address listed on the form.

4. Forward copy of the form with determination to the health information management department responsible for the health care records being reviewed. 

5. Inform IRB committee of request and action at the next scheduled meeting; document in meeting minutes.

6. File original in RSPP office.


	Aurora IRB

Protocol for Research Involving Human Subjects
Request to Review Medical Records, Charts, or Databases
For Research Purposes [“SC 502-A”]

Select all applicable entities where the information is stored:
	( Preparatory to Research / ( Waiver/alteration of Authorization

	 FORMDROPDOWN 

 FORMDROPDOWN 

 FORMDROPDOWN 

 FORMDROPDOWN 

 FORMDROPDOWN 

	 FORMDROPDOWN 

 FORMDROPDOWN 

 FORMDROPDOWN 

 FORMDROPDOWN 

 FORMDROPDOWN 

	

	Aurora Medical Center (list sites):      
AMG/Aurora Clinic (list sites):      
VLCC (list sites):       
	For IRB Office Use Only

	SECTION I Requester Information

	Investigator:      
	Phone or Pager #:      
	Fax # (to send approval):      

	Contact person and location (to send approval):      

	Are you a member of the Aurora Medical Staff:  FORMCHECKBOX 
 Yes /  FORMCHECKBOX 
 No
	If NO, describe your affiliation with Aurora Health Care:      

	List the titles of all individual(s) authorized by you (the investigator) who will be responsible for querying medical records/charts and/or database to obtain the protected health information:      

	Title/Role in Conducting Research:      
	Employer:      

	List the titles of all individuals who will be given access to the protected health information removed from AHC (If not applicable, please indicate):

	Title/Role in Conducting Research:      

	SECTION II Information Being Reviewed and/or Collected

	Topic of Research or Title of Protocol:      

	What type of record/chart/database will be reviewed for research (check all that apply)?

	 FORMCHECKBOX 

Medical Record/Chart Review (paper record)

 FORMCHECKBOX 

Computer/Database (electronic record)

 FORMCHECKBOX 

Hospital Administrative/Billing Records

 FORMCHECKBOX 

Quality Improvement Records 

 FORMCHECKBOX 

Lab and/or Pathology Reports

 FORMCHECKBOX 

Films/X-rays
	 FORMCHECKBOX 

Drug and alcohol treatment records 

 FORMCHECKBOX 

HIV Test Results

 FORMCHECKBOX 

Behavioral Health Records (see definition in Policy SC 502)

 FORMCHECKBOX 

Psychotherapy Notes

 FORMCHECKBOX 

Data previously collected for research purposes

 FORMCHECKBOX 

Other types of records/schedules (specify:      )

	

	Will you view or collect any of the following identifiers regarding a study subject, a subject’s relative, household member, or employer along with the health information? (HIPAA identifiers under 164.514(b)(2)(i) and (ii)) [NOTE: Collection of the Month and Year (e.g. 12/01) or Quarter and Year as a date are considered identifiable under HIPAA. To be considered “de-identified”, only the year can be collected.]

	View
	Collect
	
	View
	Collect
	

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Name (including initials)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Patient Health Care Records (MRU) Number

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Age 90 and over
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Health Plan Beneficiary Number

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Street Address
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Account Numbers

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	City or State*
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Fax Numbers

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Zip Code*
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	E-mail Address

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Geocode*
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Certificate/License Numbers

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Date of Birth*
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Vehicle Identification Numbers

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Admission/Discharge Date*
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Device Identifiers and Serial Numbers

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Dates of Services*
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Web Universal Resource Locators (“URLs”)

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Date of Death*
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Internet Protocol (IP) Address Numbers

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Telephone Numbers
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Biometric Identifiers, including voice and finger prints

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Social Security Number
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Full Face Photographic Images/ Comparable Images

	If any of the above identifiers are checked as “collected”, federal regulations will not permit the information to be treated as “de-identified”.

*
If only identifiers with an asterisk have been checked, the data being requested is a “limited data set.” If use or disclosure of a “limited data set” is being requested, a data use agreement will be required. Please contact the Aurora Privacy Officer (414.647.3115) for more information.

	Will protected health information [PHI] (i.e. information that is directly associated with the identity of the individual through the use of the above identifiers) be disclosed outside of the covered entity (Aurora facility) in which the records/database are maintained?      FORMCHECKBOX 
 Yes /  FORMCHECKBOX 
 No
If YES, what information will be disclosed outside of the Aurora facility?      

	SECTION III Complete for Review Preparatory to Research Activities

	This preparatory to research request is to: 
 FORMCHECKBOX 
 determine whether the research is feasible to be conducted.


 FORMCHECKBOX 
 obtain the names of potential research subjects for your research study.

A. List all PHI (e.g. diagnoses, procedures, and other data) that will be needed for the preparatory to research activity:      
B. Please check one of the following:

 FORMCHECKBOX 
 The sponsor has asked for a data collection sheet to be completed and sent to the sponsor (attach a copy of the form for IRB review).

 FORMCHECKBOX 
 The sponsor is requesting only the protected health information identified in Section II above.

 FORMCHECKBOX 
 The sponsor will not see any information being reviewed/collected.
 FORMCHECKBOX 
 Other (describe):      
 FORMCHECKBOX 
 There is no sponsor.

C. Indicate how long you anticipate you will be conducting preparatory to research activities:       to      
D. Federal regulations require investigators to only obtain the minimum necessary data in order to achieve the goals of the research. Please indicate why the data you are obtaining is necessary to achieve the goals of the activity:      
If you indicated you are conducting preparatory to research activities, by signing SECTION VI, you are representing and warranting the following to Aurora Health Care:

I hereby represent that my review of protected health information will be limited as necessary for me to prepare for research, that I will not remove the protected health information from the covered entity (Aurora Health Care), that the list of potential research subjects will be kept confidential and secure, and that the review of such protected health information is necessary for the research I am proposing to conduct.

If you are solely conducting preparatory to research activities, please stop and complete SECTION VI by signing and dating the form, and follow the submission instructions.

	SECTION IV Complete for Access to Protected Health Information of Decedents

	Will you be accessing protected health information of decedents?     FORMCHECKBOX 
 Yes /  FORMCHECKBOX 
 No
If you indicated YES in this section IV, by signing Section VI, you are representing and warranting the following to Aurora Health Care:

I hereby represent that I am reviewing health information only for the limited purpose of research on decedents’ health information, and that review of such health information is necessary for the research I am conducting. At the request of Aurora Health Care I will promptly provide Aurora with documentation of the death of the individual whose health information I will review.

	SECTION V Request for Waiver or Alteration of Authorization (complete ONLY when requesting a Waiver of HIPAA Authorization as part of your Aurora IRB Submission Application) 

	Federal regulations generally require that authorization to use protected health information be obtained for all research involving human subjects. However, federal regulations permit the Aurora IRB (acting as the HIPAA Privacy Board) to waive or alter this requirement if certain conditions are met. If you wish to request a waiver or alteration of authorization, provide the following information:
A. I am requesting a  FORMCHECKBOX 
  full waiver /  FORMCHECKBOX 
 alteration of authorization. [Note that an alteration of authorization may include the request to waive documentation of authorization, i.e., the requirement to obtain a signed authorization form.] Because the authorization to view or collect protected health information is included as part of the Aurora informed consent document, you will also need to justify the need to waive or alter (including a request to waive documentation of consent) consent by completing section VII on the Aurora IRB Initial Submission Application (form FO 301-A).
B. List all protected (identifiable) health information (PHI) (e.g. diagnoses, procedures, and other data including age) that will be needed to meet the goals of the research:      
C. Please explain why this study cannot be designed in such a way that identifiable health information is not necessary?      
D. If identifiable health information is necessary, regulations require investigators to only obtain the minimum necessary PHI in order to achieve the goals of the research. Please indicate why the PHI you are obtaining is necessary to achieve the goals of the research:      
E. Describe why the waiver or alteration of authorization is necessary and why it would not be practicable to conduct the research without the waiver/alteration:      
F. The proposed use of this PHI presents no more than minimal risk to the privacy of individuals because the PHI will be stored in:
 FORMCHECKBOX 

A locked file cabinet in the investigator’s office and only the investigator and his/her research staff will have access to the cabinet;

 FORMCHECKBOX 

On a secured computer or computer file to which access is restricted to the investigator and his/her research staff only;

 FORMCHECKBOX 

Other (describe):      
G. How long will the PHI be maintained by you?      
H. Do you have a plan to destroy subject identification at the earliest opportunity (for example, shredding the PHI after the abstract has been completed or approved for publication)?     FORMCHECKBOX 
 Yes /  FORMCHECKBOX 
 No

If YES, please describe your plan (include the point at which the information will be destroyed and the method of destruction):      
If NO, please explain when you will destroy the subject identifiers, and whether any state or federal law requires you to retain the identifiers:      
If you indicated you are requesting a waiver or alteration of authorization, by signing SECTION VI, you are representing and warranting the following to Aurora Health Care:

I hereby represent that my viewing and collection/use of protected health information will be limited to that described above and in the Aurora IRB Initial Submission application. The protected health information will not be reused or disclosed to any other person or entity, except as required or permitted by law, for authorized oversight of the research study, or for other research for which the use or disclosure of protected health information would be permitted. 
Please complete SECTION VI by signing and dating the form, and follow the submission instructions.

	SECTION VI Assurance of Confidentiality of Protected Health Information

	I hereby assure that the information obtained in the course of this research will only be used for the purposes previously stated. In accordance with Federal regulations [45CFR46.101(b)(4)] and Wisconsin Statute 146.82(2)(a)6, I hereby assure that the information being collected, will not be released to a person not connected with the study, and the final product of the research will not reveal information that may serve to identify the patient without the documented informed consent of the patient.

I understand that I am associated with a medical environment that sets high ethical standards of conduct and that I have a responsibility to protect and uphold the confidentiality of protected health information. I understand that I should not review protected health information except as required for purposes of the aforementioned research study. I will not discuss the protected health information with anyone as a matter of conversation. I further agree to indemnify and hold Aurora Health Care harmless from any loss or liability arising with respect to the unauthorized use or disclosure of any protected health information obtained through my review of health care records of patients of Aurora Health Care.


     
     
  Signature of Investigator
Print name
Date

NOTE: The Aurora RSPP office requires the original signature of the investigator. Notification of approval will not be sent to the investigator until the Aurora RSPP office has received the original signature on this document.


	SECTION VII Aurora IRB/HIPAA Privacy Board Determinations 
(For IRB Office Use Only)

	(
	1. The Aurora IRB, acting as the HIPAA Privacy Board, has determined that the waiver or alteration, in whole or in part, of HIPAA authorization, satisfies the criteria set forth at 45 CFR164.512(i)(2)(ii). 
An IRB  ( Waiver or  ( Alteration of Authorization is granted pursuant to 45CFR164.512 by ( Full IRB review ( Expedited IRB review. 

	(
	2. An IRB Waiver of Authorization is not granted. The patient is required to provide a written authorization.

	(
	3. The information being reviewed is de-identified.

	(
	4. The information being requested is part of a limited data set. The investigator must present an executed Data Use Agreement, obtained from the Aurora Privacy Officer (414.647.3115).

	(
	5. The request to access protected health information is solely preparatory to research. [NOTE: identifiable information may not be removed from the covered entity (Aurora Health Care).]

	(
	
Meets ( exempt or ( expedited requirements for the protection of human subjects, category # _______________________.

	
	
  Aurora IRB Chair or designee




  Date


	(
	
Copy faxed to each site’s HIM on 


Copy sent to investigator on 


Pro_IRB CPA # 




	Health Information Management:
	This document is intended to notify Health Information Management of its obligation to keep an accounting of any disclosures related to this request in accordance with 45CFR164.528, when appropriate.

File form in the file located in Health Information Management Department responsible for the health care records being reviewed.


v.12.9.09_1
Aurora Health Care Research Subject Protection Program and IRB Office


Courier/hand delivery: Winter Research Building / 836 N 12th St / Milwaukee, WI  53233


US Mail: 945 N 12th St; PO Box 342   W310 / Milwaukee, WI  53201-0342


tel 414.219.7744 / fax 414.219.7477 / e-mail: IRB.office@aurora.org


http://www.aurorahealthcare.org/misc/irb/index.asp
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