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IRB RESEARCH PROTOCOL AND PROCEDURES

FOR 

· Research that involves clients or employees of the Cabinet as subjects;

· Research that involves records of clients or employees of the Cabinet; or

· Research conducted or sponsored by the Cabinet.

A.  Research Requests
While every employee in the Cabinet for Health and Family Services is responsible for the safety and welfare of the Cabinet’s clients and other employees, the Institutional Review Board for the Protection of Human Subjects (IRB) provides further protections for clients or employees involved in research as subjects.  The IRB also provides protection for subjects of research conducted or sponsored by the Cabinet.  Any request to conduct research that involves clients or employees of the Cabinet for Health and Family Services as subjects, or a request for information or data about clients or employees for research purposes is to be directed to:
Bob Blackburn



Phone: (502) 564-5497 x4102

CHFS-IRB Administrator


Email:  bob.blackburn@ky.gov



Cabinet for Health and Family Services


275 East Main Street  1E-B
Frankfort, KY 40621 

Note:
This includes research requests from individuals, students, employees, professors, universities, profit and non-profit institutions, other government agencies, or any other source.

The safety and welfare of research subjects includes the prevention of any physical, emotional, and psychological harm that might result from the research activity, as well as any harm that might occur because of a breach of confidentiality, including an unauthorized disclosure of Protected Health Information (PHI).  The requirements set forth in this document are subject to Federal and State confidentiality restrictions, and nothing contained in this protocol affects any Federal or State laws or regulations which may otherwise be applicable, and which provide additional protection for human subjects.

The Cabinet for Health and Family Services encourages research that may lead to improved services for our clients, or greater efficiency and satisfaction for our employees. The Family Services IRB, which was established and operates pursuant to 45 CFR 46, 45 CFR 164, and 920 KAR 1:060, simply ensures that any research involving Family Services clients or employees or their records is conducted safely and protects their safety, welfare and privacy.  No research activity involving clients or employees of the Cabinet for Health and Family Services shall be initiated without prior written approval from the Cabinet for Health and Family Services IRB.

B.
Definitions

For the purposes of this Protocol, the following definitions shall apply:

1.
"Cabinet" or "CHFS" shall mean the Cabinet for Health and Family Services.

2.
"Secretary" shall mean the Secretary of the Cabinet for Health and Family Services or his or her designee.

3.
"Board" or "IRB" shall mean the Institutional Review Board for the Protection of Human Subjects established pursuant to 920 KAR 1:060 Section 2(1) and 45 CFR 46.107.

4.
"Chair" shall mean the Chair of the Institutional Review Board for the Protection of Human Subjects appointed pursuant to 920 KAR 1:060 Section 2(2)(c) and 45 CFR 46.107.

5.
"IRB Administrator" shall mean the staff individual appointed pursuant to 920 KAR 1:060 Section 2(3).

6. 
"Human Subjects" or “Subjects” shall mean any present or former clients or employees of the Cabinet, or any participants in research activities or studies that must be submitted for review and approval pursuant to 920 KAR 1: 060 Section 3(1).

7.
"Research" shall have its commonly understood meaning and the meanings set forth in 45 CFR 46.102(d).

8.
"Researcher" means principle investigator, investigator, research administrator or any other person involved in a research project that has responsibility for making decisions regarding the research.

C.
Researcher

It is the responsibility of the researcher to provide the IRB with the documents and information required by this protocol, 45 CFR 46, 45 CFR 164, 920 KAR 1:060, or requested by the Cabinet or the CHFS-IRB.  To request a review of a research project requiring IRB approval, the researcher must submit the following to the IRB Administrator at the address listed below:

1. Research Proposal  (that includes):

(1)
A narrative description of project's purpose;

(2)
A narrative description of proposed research procedures and methodology;

(3)
The research instrument(s) to be used;

(4) 
A description of potential harm to human subjects;

(5) 
A narrative description of how subjects’ anonymity and confidentiality will be protected;

(6)
The research subjects’ consent form(s) to be used, if applicable;

(7)
A description of the uses of results;

(8) Administrative assistance required from CHFS; and

(9) Any cost to CHFS.

2.
"REQUEST FOR RESEARCH ACTIVITY APPROVAL" form (completed and signed).

For copy of this form, please contact: bob.blackburn@ky.gov
Send the research proposal and the "REQUEST FOR RESEARCH ACTIVITY APPROVAL" to:


Bob Blackburn




Phone: (502) 564-5497 x4102

CHFS-IRB Administrator


Email:  bob.blackburn@ky.gov



Cabinet for Health and Family Services


275 East Main Street  1E-B
Frankfort, KY 40621 

Other requirements of the researcher:

1.
Modification - Any modification in the research protocol or design of an approved research project that may increase the risk to a human subject shall not be implemented unless first approved by the Institutional Review Board (IRB).  If an alteration becomes necessary, it shall be the responsibility of the researcher to obtain the prior written approval of the Board.  Failure to obtain prior approval of the IRB may result in the suspension or termination of the research activity.

2.
Unanticipated Problem - An unanticipated problem involving a risk to a subject or another individual as a result of research activity shall be reported to the Board immediately, with a written report provided to the IRB within 24 hours.

3.
Research Subject’s Death - The researcher shall report immediately to the Board upon knowledge of a research subjects death, whether or not the death appears likely to be related to participation in the research project.  A written report of the death shall be made to the Board within 24 hours of the researcher's knowledge of the death.

4.
Reports and Research Findings - The researcher shall:

a.
prepare and submit to the Chair of the IRB and the IRB Administrator an annual report 30 days prior to the anniversary of the original approval by the IRB of the research request, and, if applicable, an annual request for re-approval of an ongoing research activity; and

b.
submit a copy of the final research finding and conclusions to the Chair of the IRB and the IRB Administrator within 30 days of completion of the project.

D.
IRB Administrator

The IRB Administrator appointed by the Secretary pursuant to 920 KAR 1:060 Section 2(3), shall serve as liaison between the Board and the US Department of Health and Human Services, and shall be provided necessary staff and administrative support pursuant to 920 KAR 1:060 Section 2(4).

Upon receipt of a properly completed and signed research request form and research proposal, the IRB Administrator shall:

1.
request a legal review of the research proposal from the Office of the General Counsel to determine any legal concerns of the Cabinet, including the sufficiency of any informed consent forms and the measures taken to ensure the confidentiality of information about human subjects;

2.
request from within or outside the Cabinet any additional program information deemed necessary to conduct a prudent review of the proposed research activity;

3.
conduct a preliminary review of a submitted project pursuant to 920 KAR 1:060 Section 2(3)(b) to determine if the proposed research activity is exempt from review by the IRB pursuant to 45 CFR 46.101(b);

4.
refer any research proposals determined to be exempt from IRB review to the IRB Chair; notify the IRB and the requesting researcher in writing that the research proposal is exempt from review by the IRB, and provide the regulatory section upon which the exemption is based;

5.
refer any proposed research activity that is determined not to be exempt from review by the Institutional Review Board to the IRB Chair, and notify in writing the IRB and the researcher of this determination.  In coordination with the IRB Chair, the IRB Administrator shall schedule a meeting of the IRB to review the proposal as soon as possible after the determination that the research activity is not exempt.  The requesting researcher shall be invited to attend this meeting to explain the research proposal and answer any questions from members of the IRB.  These meetings shall be open to the public;

6.  shall make a recommendation to the Board on the disposition of the project pursuant to 920 KAR 1:060 Section 2(3)(e) prior to the scheduled meeting of the IRB to review a research proposal.  The researcher shall be provided a copy of this recommendation at the time that the recommendation is sent to the Board;

7.
shall notify in writing the researcher, the IRB, and all affected parties in the Cabinet of the decisions of the IRB; and

8.
shall submit to the Department of Health and Human Services (DHHS) all reports required pursuant to 920 KAR 1:060 and 45 CFR 46.

E.
Institutional Review Board for the Protection of Human Subjects (IRB) 

The Institutional Review Board for the Protection of Human Subjects (IRB) has the ultimate responsibility of reviewing and approving all research projects subject to the provisions of 45 CFR 46, 45 CFR 164, and 920 KAR 1:060.

1.
All requests for research activities that the IRB staff determines not to be exempt from review by the Board shall be submitted to the Board by the IRB Administrator, along with a recommendation on the disposition of the applicable project pursuant to 920 KAR 1:060 Section 2(3)(e).  The IRB Administrator shall send the researcher a copy of this recommendation at the time it is sent to the Board.

2.
The Board Chair, in coordination with the IRB Administrator, shall call meetings as needed to consider requests for research activity, and to conduct other Board business on a timely basis.

2. The Board shall review and approve or disapprove submitted projects involving human subjects determined not to be exempt from review by the IRB pursuant to 920 KAR 1:060 Section 2(3)(b). The review, recommendations, and approval or disapproval by the Board concerning a project shall be consistent with the criteria specified in 45 CFR 46, 45 CFR 164, 920 KAR 1:060, and the Belmont Report.

4.
The IRB shall notify the researcher in writing of its determination to approve or disapprove a proposed research activity, or, if deemed necessary, of the modifications required to secure IRB approval of the research activity.  If the IRB determines to disapprove a research activity, it shall include in its written notification a statement of the reason(s) for the decision.

5.
Request for Reconsideration: A researcher may request a reconsideration of an adverse decision by the IRB by submitting a written request for reconsideration to the Chair of the Institutional Review Board.  Pursuant to 900 KAR 1:060 Section 4(3) & (4), the request shall be made in writing within thirty (30) days of the researcher's notification of an adverse decision.  The request for reconsideration shall be sent to:

Jeff Jagnow

Chair, Institutional Review Board (IRB)

Cabinet for Health and Family Services
275 East Main Street

Frankfort KY  40621

F.
Contact Person 

Any questions about the procedures for submitting a request for research activity involving human subjects (employees or clients of the Cabinet for Families and Children) shall be directed to:

Bob Blackburn




Phone: (502) 564-5497 x4102

CHFS-IRB Administrator


Email:  bob.blackburn@ky.gov



Cabinet for Health and Family Services


275 East Main Street  1E-B
Frankfort, KY 40621 
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