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FOREWORD
This packet contains information for preparing applications for the Howard Brown Health Center Institutional Review Board (IRB).  The application has been formatted so that specific instructions for completing an application appear first, followed by general information on submitting the application and the review process.

The Mission of Howard Brown Health Center
The Mission of Howard Brown Health Center is:

Howard Brown Health Center promotes the well-being of gay, lesbian and bisexual persons through health care and wellness programs, including clinical, educational, social services and research activities. These programs are specifically designed to serve gay, lesbian and bisexual persons in a confidential, supportive and nurturing environment. Howard Brown Health Center is committed to working cooperatively with other community-based organizations serving and contributing to the gay, lesbian and bisexual community.
The Institutional Review Board of Howard Brown Health Center
The following is a brief, general description of the Howard Brown IRB.  For further information the reader is directed to the Charter of the Board.  The Howard Brown IRB is made up of volunteers who agree to participate in the review of scientific protocols in order to protect the participants of Howard Brown research projects.  The IRB operates under the guidelines of the Public Health Service’s (PHS) Office of Research Integrity and Office of Protection from Research Risks (OPRR). The IRB contains both scientists and non-scientists.  A Chairman acts as the head of the IRB, and is assisted by the Manager of Research Compliance and the IRB Coordinator (a Howard Brown staff members).

The board meets monthly to review applications.  All applications are reviewed impartially and in a timely manner.  The IRB reviews its procedures annually and submits an annual report to Howard Brown’s Board of Directors

Area of Review of the IRB
The IRB reviews all research, investigations or data collections which directly or indirectly involve human subjects and which are carried out under the auspices of Howard Brown Health Center. If it is not clear whether an activity constitutes research, it is presumed that the activity is subject to IRB regulation.

SECTION I - PREPARING YOUR APPLICATION

1. GENERAL INSTRUCTIONS

Read and follow the instructions carefully to avoid delays and misunderstandings.
In preparing an application, avoid jargon.  The IRB contains members who are not scientists or may not be scientists in your field.  For terms not universally known, spell out the term the first time it is used, with the appropriate abbreviation in parentheses.  

Prepare the application single sided, staying within the margin limitations indicated on the forms.  The print must be clear and legible.  Researchers are advised to review their applications for errors in spelling and grammar, as failures to do so can lead to difficulties in understanding the meanings of documents.

The IRB does not review and cannot approve draft documents.  Only FINAL documents and/or protocols should be submitted.  

2. SPECIFIC INSTRUCTIONS

a.
Manager of Research Compliance
In order to manage the research at Howard Brown Health Center, all new studies must be reviewed by the Manager of Research Compliance prior to submission to the IRB.  It is the responsibility of the Manager of Research Compliance to determine the nature of this review. 

The Manager of Research Complicance may be contacted at:

Manager of Research Compliance
Howard Brown Health Center

4025 N. Sheridan Road

Chicago, IL 60613

773.388.8880
b. 
Face Page
The Request for IRB Review form (located on the Howard Brown website under the Research/Human Subject Protection link) is to be used as a cover sheet for all new applications to the IRB.  All subsequent changes to the approved protocol, and/or consent forms, are to be submitted along with the Modification to Approved Protocol form. Once a study has been approved, the IRB will need to review it no less than once a year for the duration of the study, including any data analysis period. These continuing reviews should be submitted with a Continuing Review Application form. The Principal Investigator (PI) must sign the form.  Original signatures are required on all forms.
c.
Narrative/Proposal

The full protocol is to be included in the application.  The following information must be included for the IRB to make a determination:

• The professional qualifications of the researcher(s) or advisor (via curriculum vitae, biosketch or other demonstration of qualification);
• A completed Financial Conflict of Interest Disclosure form;

• The purpose or anticipated benefit of the proposed research;

• The results of previous, related research conducted by the PI or by others;

• The reason that classes of human subjects may be selected or excluded from the research;

• The design of the research protocol, including descriptions of tests or methodologies to be

   used in the course of the research;

• A description of the proposed handling of potential adverse reactions;

• A description of the proposed consent procedures, which considers setting, time, condition

  of the subjects, primary language of the subject, and the ability of the subject to make

  his/her own decisions;

• The method by which the privacy of the human subject is protected;

• A disclosure of extra costs which might be incurred by participants or by any third party  

  payer on their behalf as a result of participation in the research;

• A discussion of whether compensation is available to any subject for injury arising out of

  the research;

• A discussion of whether any subject would receive compensation for his/her participation    in the research.

d.
Consent Form 

The following guidelines offer information that is to be included in consent forms:

• The informed consent must indicate that the study involves research;

• It must explain the purpose of the research and set forth the expected duration of the  

  participant’s commitment;

• It must describe the procedures which will be followed and identify those procedures

  which are experimental;

• It must describe any reasonably foreseeable risks or discomforts to the participant;

• It must describe any benefits to the participant or others which might be expected from

  the research;

• It must describe the extent to which confidentiality of records identifying participants will    be maintained;

• It must state that there is a possibility that the FDA or other funding/oversight institutions   may inspect the records;

• It must explain whether compensation or medical treatment is available if injury occurs  

  and, if so, what they consist of or whether further assistance can be obtained;

• It must identify whom to contact for answers to pertinent questions about the research [PI and/or Project Coordinator], research subject’s rights [Manager of Research Compliance], and whom to contact in the event of a research-related injury to the participant;

• It must state that the participation is voluntary and that refusal to participate in the

  research will involve no penalty or loss of benefits to which the participant is otherwise

  entitled;

• It must inform the participant that he/she may discontinue participation at any time

  without penalty or loss of benefits to which the participant is otherwise entitled; 
· For audio-taped data, the following language must be included:

 "You have the right to listen to your audio-recorded interview.  You may not selectively edit statements or answers that you made during the audio-recording, but you do have the right to request that your audio-recorded interview be deleted in its entirety and removed completely from the study.  You must request access to and/or deletion of your audio-recorded interview before the end of the first business day following your interview.  The reason for this time restriction is that, in most cases, the link between your personal identifying information and your study interview is removed within 2 days following completion of the interview.  After the end of the first business day following your interview, you may still review your study interview (if the link between your study interview and personal identifying information has not yet been deleted), but you may no longer request that your interview be deleted in its entirety and removed completely from the study."
• It must state that the research treatment or procedure may involve risks to participants

  which are currently unforeseeable;

• In certain instances, it may be necessary to include any anticipated circumstances under

  which the participant’s participation may be terminated by the investigator without regard

  to the participant’s consent;

• In certain instances, it may be necessary to indicate any additional costs to the participant 
  that may result from participation in the research;

• In certain instances, it may be necessary to indicate the consequences of a participant’s  

  decision to withdrawal from the research and procedures for the orderly termination of

  participation by the participant;

• It may be necessary to set forth the approximate number of subjects involved in the study;

• Instructions on how to contact the Manager of Research Compliance with questions on human subject protections;

• The IRB may require, at its discretion, that additional elements be included in the informed   consent, and;

• The informed consent form must include the signature of the participant or his  

   representative and of the investigator or person who obtained the consent.
The PI must submit to the IRB the informed consent and a procedure for obtaining the informed consent, including the following information:

• A description of the procedure for obtaining and documenting the informed consent rally,    if used;

• A description of the method of transmitting information contained in the informed

  consent.  Specifically whether the method consists of a) an abbreviated written consent

  with oral explanation, b) written information which is read to the participant, or c) a written

  consent which is read by the participant;

• Identification of the person responsible for obtaining the informed consent, and an

  indication whether the participant may retain a copy of the consent information.

No consent may include any exculpatory language by which the participant or his/her representative waives any of the participant’s legal rights or which releases the PI, the sponsor, Howard Brown, or any of their agents from liability for negligence. 

The final consent form is to be submitted.  Draft and prototype consent forms will not be approved.
SECTION II - SUBMITTING YOUR APPLICATION

3. GENERAL INSTRUCTIONS

Submit the following in one package:

a.
The original face page, narrative, consent form, instruments, and advertising (as appropriate).

b.
Eleven exact copies of the application, for a total of Twelve SETS.  While related pages may be attached (e.g. stapled) each set should be unbound and held by clip or rubber band.

Send the application to the following address:

Manager of Research Compliance
Howard Brown Health Center

4025 N. Sheridan Road

Chicago, IL 60613

773.388.8880
The IRB uses the following receipt, review, and notification schedule:

RECEIPT, REVIEW, AND NOTIFICATION
	Receipt of Application
	First Monday of Month, 5:00 PM   

	Review of Application
	Third Thursday of Month    

	Notification of Results
	7 business days after Review 

	Notification of Results of Administrative

Review (if required by the IRB)
	7 business days after receipt


The receipt date for applications will be waived only in extenuating circumstances.  To request a waiver, an explanatory letter must be provided to the Chairperson of the IRB through the Manager of Research Compliance.  A decision on the waiver will be provided within 2 business days of its receipt.  There is no guarantee that the waiver will be granted.
All inquires regarding the application process, status, and results of the IRB should be made to the Manager of Research Compliance.  Do not contact the Chairperson of the IRB directly.
4. THE REVIEW PROCESS

Upon receipt of the application the study is assigned an IRB number.  Researchers may contact the Manager of Research Compliance anytime after two business days of the application’s receipt to request the IRB number, otherwise the notification of results will contain the number.  Any subsequent correspondence must include the IRB number.
The IRB generally meets on the third Thursday of each month.  The IRB may, with two months notice, cancel a regularly scheduled meeting.  Emergency cancellations may also occur, in which case a follow-up meeting will be scheduled as soon as possible.

The Manager of Research Compliance and the IRB Coordinator prepares minutes and correspondence for the IRB, which is then approved by the Chairperson and/or the entire Board.

a.
Results of IRB Deliberation

The IRB communicates the results of its deliberations regarding any research to the PI; the sponsor of the research, if any; and the Executive Director.  There are four possible outcomes of these deliberations:

• The PI is notified that the IRB requires additional information or clarifying information  

   regarding the research.  The research shall be tabled until the information is supplied;

• The PI is notified that the project has been approved without any changes.  The PI is 
   notified of the duration of the approval and a date by which materials are to be submitted

   to the IRB for its next review;

• The PI is notified that the project has been approved, contingent upon the incorporation

   of specific permanent changes.  An expedited review of the project takes place to

  confirm that the required changes have been incorporated (see Administrative Review

  Process below).

• The PI is notified that the project has not been approved by the IRB.  In the letter  

   transmitting disapproval, the IRB sets forth the reasons for its decision.  The CEO/President notifies the U.S. Department of Health and Human Services if any ongoing research project is suspended or terminated.
b. 
Expedited Review of Requested Changes

When specific changes are requested of a project, the IRB must receive written acceptance of the required changes from the PI before the Chairperson may complete a documentation of approval. The acceptance should be sent to the Manager of Research Compliance with any forms which have been modified. Please be sure to include the assigned IRB number on your written acceptance.

c.
Administrative Review Process
When projects are approved contingent upon incorporation of changes, the IRB must receive written acceptance of the required changes from the PI before the Chairperson may complete a documentation of approval.  The acceptance should be sent to the Manager of Research Compliance with any forms which have been modified.  Please be sure to include the assigned IRB number on your written acceptance.

SECTION III - OTHER INFORMATION

5. EXPEDITED REVIEWS

Howard Brown Health Center follows the guidelines for expedited reviews set forward in OPRR Reports No. 99-01.  The IRB Chair is responsible for reviewing proposals for expedited reviews.  The IRB and its members make final decisions as to whether a proposal falls under an expedited review, not the PI.  Expedited reviews are processed within 7 working days of submission.  Expedited review approvals are reported in the following month’s meeting minutes.  A copy of the proposal is brought to the meeting and available to all members for their review.
6. OUTSIDE/CENTRAL IRB REVIEWS

As circumstances permit, it may be possible to utilize an outside agency’s IRB, or a central IRB, for research conducted at HBHC.  This is dependant upon approval from the Medical Director and the Executive Director.  The PI is responsible for informing HBHC’s IRB of this review and submitting an approval letter from the outside IRB.

7. EXEMPTION REQUESTS

The Federal government has granted exempt status to research activities that involve existing data, documents, records or specimens, as long as they already exist at the time the research is proposed.  These activities do not require IRB review.  However the PI is still responsible for informing HBHC’s IRB of the research.  The IRB Chairperson has the final decision regarding whether or not a project can be exempt from review.  If it is unclear, it is presumed that the project is subject to IRB review.
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