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Instructions to Investigators Completing
Addition of Honest Broker to a Previously Reviewed Research Study [“HI 1202-B”]

The purpose of Form HI 1202-B is to allow an Investigator, to add additional trained Honest Brokers to an already approved research study. The Aurora IRB Honest Broker policy (SC1202) can be referenced on the RSPP web site (www.aurora.org/irb).

To determine whether you are required to complete and submit Form HI 1202-B to the Aurora IRB, please respond to the following questions.

1. Do you already have an approved Honest Broker Request (Form HI 1202-A)?

 FORMCHECKBOX 
 Yes /  FORMCHECKBOX 
 No   If you checked “YES”, please go to question 2. If you answered “NO”, DO NOT complete Form HI 1202-B.
2. Do you have an additional person who has completed the Honest Broker training who is willing to assist you and who will sign the Honest Broker Agreement section of this document?

 FORMCHECKBOX 
 Yes /  FORMCHECKBOX 
 No   If you checked “YES”, please go to question 3. If you answered “NO”, DO NOT complete Form HI 1202-B.

3. Has the IRB office received notification from the Chief Privacy Officer of this Honest Broker’s training?   FORMCHECKBOX 
 Yes /  FORMCHECKBOX 
 No

If you checked “YES”, you may complete Form HI 1202-B. An Honest Broker needs to have completed the Aurora Honest Broker certification training.  If you checked "NO" or are unsure, do not complete this form, please call the Aurora RSPP office at 414.219.7744.

INSTRUCTIONS:

	Responsible Party:
	Action:

	Investigator/
Honest Broker
	1. Complete Form HI 1202-B. This form MUST BE COMPLETED ONLINE and then printed and signed by the Investigator and the Honest Broker for submission. Please be sure to select the appropriate answers. 

2. Make a photocopy for you and your Honest Broker for your records.

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

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. Confirm that the RSPP office has received notification of the Honest Broker’s training.

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

4. Forward copy of the form with determination to the Investigator at the address listed on the form.

5. Forward copy of the form with determination to the health information management department or database manager responsible for the health care records being reviewed. 

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

7. File original in RSPP office.


	Aurora IRB

Addition of an Honest Broker 
to a Previously Reviewed Research Study
["HI 1202-B"]

Select all applicable entities where the information is stored:
	For IRB Office Use Only

	 FORMDROPDOWN 

 FORMDROPDOWN 

 FORMDROPDOWN 

 FORMDROPDOWN 

Aurora Medical Center (list sites):      
AMG/Aurora Clinic (list sites):      
VLCC (list sites):      
	

	SECTION I Requester Information

	Name of Investigator:      
	Phone or Pager #      
	Fax #:      

	E-mail:      
	Mailing address:      

	Name of Honest Broker:      
	Phone or Pager #:      
	Fax #:      

	E-mail:      
	Mailing address:      

	SECTION II Honest Broker Request That Has Been Previously Approved by the IRB

	Aurora IRB#:        / 
Title of Honest Broker Request:      

	Have there been any changes to the Honest Broker Request that have not been reported to the IRB?  FORMCHECKBOX 
 Yes /  FORMCHECKBOX 
 No If YES, contact the RSPP office to determine how to update the submission.


	SECTION VI Assurance of Compliance (Investigator)

	I hereby assure that the de-identified information obtained will only be used for the purposes of this research study. In accordance with Federal regulations [45CFR46] and Wisconsin Statute 146.82(2)(a)6 (when applicable), I hereby assure that all information being collected will not be released to a person not connected with the study and that the final product of the de-identification will not reveal information that may serve to identify the subject.

By signing this agreement, I agree that the Honest Broker, may under no circumstances, re-identify the protected health information, provide a key to the code, or reveal the identity of a subject. I understand that I am associated with a medical environment that sets high ethical standards of conduct and that I have a responsibility to uphold the agreement as set forth in this document. I further agree to comply with the Honest Broker policy as set forth in Aurora IRB SOP HI 1202.
  






     




     
  Signature of Investigator
Printed name
Date

	SECTION VII Assurance of Compliance (Honest Broker)

	I have completed Honest Broker certification training and am certified as an Honest Broker of Aurora Health Care.

I hereby assure that the information obtained will be used only for the purposes described in the most current version of the Honest Broker Request (Form HI 1202-A), which I am certifying that I have reviewed prior to signing this document. In accordance with Federal regulations [45CFR46] and Wisconsin Statute 146.82(2)(a)6 (when applicable), I hereby assure that all information being collected will be de-identified prior to release to the investigator or persons named in Section I of this form. The final product of the de-identification will not reveal information that may serve to identify the subject. 
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 read 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. I further agree to comply with the Honest Broker policy as set forth in Aurora IRB SOP HI 1202.


     
     
  Signature of Honest Broker
Print name
Date

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


	SECTION VIII Aurora IRB Determinations 
For IRB Office Use Only

	(
	This Honest Broker is approved to participate in the IRB-approved Honest Broker Request activity.

	
	
  Aurora IRB Chair or designee




  Date


	(
	
Copy sent to Honest Broker on 

        
Copy sent to Investigator on 
      
Pro_IRB CPA #_________


Form HI 1202-B v 12-13-10
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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