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IRB RESEARCH GUIDELINES
CABINET FOR HEALTH AND FAMILY SERVICES (CHFS)

INSTITUTIONAL REVIEW BOARD (IRB)

I.  Introduction
While every employee in the Cabinet for Health and Family Services (CHFS) is responsible for the safety and welfare of other employees and the Cabinet’s clients, the Institutional Review Board for the Protection of Human Subjects (IRB) provides further protections for subjects of research.  In addition to providing additional protections for CHFS clients and employees involved as subjects in research, the IRB also provides protections for subjects of research conducted, supported, endorsed, approved or sponsored by the Cabinet.  This includes research conducted by individuals, students, employees, professors, universities, profit institutions, non-profit institutions, government agencies, or any other entity.

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.  Nothing contained in these Guidelines affects any federal or state laws or regulations that may otherwise be applicable and that provide additional protection for human subjects.

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

II.  Definitions

For the purposes of these IRB Guidelines, the following definitions shall apply:

A.
"Board" or "IRB" means 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.
B.
"Cabinet" or "CHFS" means the Cabinet for Health and Family Services.
C.
"Chair" means the Chair of the Institutional Review Board for the Protection of Human Subjects designated pursuant to 920 KAR 1:060, Section 2(2)(e) and 45 CFR 46.107.
D.
“HIPAA” means the Health Insurance Portability and Accountability Act of 1996, which mandated significant changes in the laws and regulations governing the provision of health benefits, the delivery and payment of healthcare services, and the security and confidentiality of individually identifiable, protected health information in written, electronic or oral form.
E.
"Human Subjects" or “Subjects” means 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 by the Board pursuant to 920 KAR 1:060, Section 3(1).
F.
"IRB Administrator" means the staff individual appointed pursuant to 920 KAR 1:060, Section 2(3).
G.
“Protected Health Information” or “PHI” means health information, in any form, collected or created as a consequence of the provision of healthcare if the information includes any information (including demographic information) that identifies or could be used to identify an individual.  PHI includes information that is used for research purposes if that information identifies or could be used to identify a human research subject, including name, address, social security number, account number, treatment record, pharmacy record, lab report, etc.
H.
"Research" shall have its commonly understood meaning and the meanings set forth in 45 CFR 46.102(d).
I.
"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.
J.
"Secretary" means the Secretary of the Cabinet for Health and Family Services or his or her designee.
III.  Researcher

It is the responsibility of the researcher to provide the CHFS IRB with the documents and information required by these Policies and Procedures, 45 CFR Part 46, 45 CFR Part 164, 920 KAR 1:060, or requested by the Cabinet or the CHFS IRB.

A.
To request the review of a research project requiring IRB approval, the researcher must submit the following to the IRB Administrator at the address listed below:

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

For a copy of this form, please visit the CHFS IRB Website:
http://www.chfs.ky.gov/os/omb/irb

2.
Research Proposal that includes:

a. A narrative description of the project's purpose;
b. A narrative description of proposed research procedures and methodology;

c. A description of potential harm to human subjects;

d. A narrative description of how subjects’ anonymity and confidentiality will be 
protected;

e. A description of the uses of results;

f. Administrative assistance required from CHFS;

g. Any cost to CHFS;

h. The research instrument(s) to be used;

i. Informed consent, assent, or permission form(s) to be used, if applicable; and

j. HIPAA authorization, application for waiver of HIPAA authorization, or other HIPAA document(s), if applicable.

For a copy of this outline, please visit the CHFS IRB Website: 
http://www.chfs.ky.gov/os/omb/irb

3.
If the research activity requires the examination or use of HIPAA Protected Health 
Information (PHI), the researcher must submit one (1) or more of the following to the 
CHFS IRB:

a. Individual Authorization Form to be signed by the subject;

b. Application for Waiver or Modification of Authorization;
c. Data Use Agreement;

d. Certification of Compliance Regarding Activities Preparatory to Research; or

e. Certification of Compliance for Research Involving Decedent’s Information.


For HIPAA Research Guidelines and HIPAA forms, please visit the CHFS IRB Website: 
http://www.chfs.ky.gov/os/omb/irb
B. The "REQUEST FOR RESEARCH ACTIVITY APPROVAL” form, Research Proposal, research instruments, informed consent documents, HIPAA documents, and any other required documents are to be submitted electronically. 
C.
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 within thirty (30) days of the researcher's notification of an adverse decision.  The request for reconsideration shall be sent to the CHFS IRB chair.
D.
Other requirements of the researcher:

1.
Modification of Research Protocol - Any modification in the research protocol or design of an approved research project that affects the level of risk to a subject, confidentiality procedures, or consent procedures shall not be implemented prior to approval by the CHFS IRB.  If an alteration becomes necessary, it shall be the responsibility of the researcher to obtain written approval of the CHFS IRB prior to implementation.  Failure to obtain prior approval may result in 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 within ten (10) working days of the researcher’s knowledge of the problem.

3.
Research Subject’s Death - The researcher shall report a research subject’s death to the Board within seven (7) days of the researcher’s knowledge of the death, whether or not the death appears likely to be related to participation in the research project.

4.
Projects Extending Beyond One Year – If a research activity will extend over one (1) year beyond the date that the CHFS IRB approved the research activity, the researcher shall:


a.
Prepare and submit to the CHFS IRB an annual report 30 days prior to the anniversary 
of the original approval of the research request by the CHFS IRB; and
b. Complete and submit a CHFS IRB Continuation Review Form 30 days prior to the anniversary of the original approval of the research request by the CHFS IRB.  For a copy of  the Continuation Review Form, please visit the CHFS IRB Website: http://www.chfs.ky.gov/os/omb/irb 
5. Submission of Research Findings – Within 30 days after completion of the research project, the researcher shall submit a copy of the final research findings and conclusions to the CHFS IRB in an electronic format.
6.
Publication of Research Findings – At least 10 days in advance of its presentation or submission for publication, the researcher shall provide the CHFS IRB with a copy of any presentation, manuscript or other public disclosure document.

IV.
CHFS IRB Administrator

The IRB Administrator appointed by the Secretary pursuant to 920 KAR 1:060, Section 2(3) shall be responsible for the day-to-day operations of the CHFS IRB program and shall serve as liaison between the Board and the U.S. Department of Health and Human Services.
A.
Upon receipt of a properly completed and signed "REQUEST FOR RESEARCH ACTIVITY APPROVAL” form and a Research Proposal, the IRB Administrator shall conduct a preliminary review to determine:

1. 
if the project is defined as “research” pursuant to 45 CFR 46.102(d) and if the project 
involves a human subject pursuant to 45 CFR 46.102(f);

2.  
if the project requires the review and approval of the CHFS IRB pursuant to 920 KAR 
1:060, Section 3(1); and

3.  
if the project is exempt from review by the Board pursuant to 45 CFR 46.101(b).

B.
If it is determined that the project is not research involving human subjects pursuant to 45 CFR 46.103(d) and (f) or that the project does not require the review of the CHFS IRB pursuant to 920 KAR 1:060, Section 3(1), the IRB Administrator shall notify the researcher of this determination and provide a copy of this notification to the Chair.
C.
If it is determined that the research project requires Board review or the project is exempt from review by the Board pursuant to 45 CFR 46.101, the IRB Administrator shall:

1.
Determine if the project presents any unique legal concerns that require the review of the 
Office of Legal Services.  If any legal concerns are identified that require the review of 
the Office of Legal Services, the IRB Administrator shall obtain approval or 
recommendations from the Office of Legal Services prior to proceeding.

2.
Determine which Cabinet office or department is most affected by the proposed research 
activity and send the research proposal to that office or department and request program 
review.
D.
If the research project was determined to be exempt from review by the Board pursuant to 45 CFR 46.101(b), upon receiving program approval and, if required, approval or recommendations from the Office of Legal Services, the IRB Administrator may notify the researcher and the Chair that the research activity is exempt from review by the Board, citing the appropriate section of 45 CFR 46.101(b) upon which the exemption is based.
E.
If the research project was determined to require review by the Board, upon receiving program approval and, if required, approval or recommendations from the Office of Legal Services, the IRB Administrator shall determine if the research activity qualifies for review and approval through the expedited review process provided by 45 CFR 46.110.  If it is determined that the research activity qualifies for Board review through the expedited review process, the IRB Administrator shall:
1. Make a recommendation to the Chair on the disposition of the project pursuant to 920 KAR 1:060, Section 2(3)(f) and a recommendation to the Chair that the research project be reviewed through the expedited review process, citing the expedited review category that qualifies the project for expedited review.


2.
Upon approval by the CHFS IRB Chair or those members appointed by the Chair to 
review the research project, the Board Chair shall notify in writing the researcher, 
the 
Board, and all affected parties in the Cabinet of the decision to approve the research 
activity.  A research project cannot be disapproved through the expedited review process.

F.  If it is determined that a research activity requiring Board review does not qualify for review through the expedited review process pursuant to 45 CFR 46.110 or if a project recommended for approval through the expedited review process is not approved through that process, the IRB Administrator shall:


1.
Make a recommendation to the Board on the disposition of the project pursuant to 920 
KAR 1:060, Section 2(3)(f).    The IRB Administrator shall send a copy of this 
recommendation to the researcher at the time it is sent to the Board.

2.  
In coordination with the Chair, schedule a meeting of the Board to review and approve, 
disapprove, or request modification of the proposed research project.


3.
Notify the researcher as to the date, time, and place of the Board meeting and invite the 
researcher to attend to explain the research proposal and answer any questions from
members of the Board.
G.
In addition to providing any reports requested by the Cabinet for Health and Family Services or the Board, the IRB Administrator shall submit to the Department of Health and Human Services (DHHS) all reports required by DHHS and 45 CFR Part 46.
V.  
Institutional Review Board
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 Part 46, 45 CFR Part 164, and 920 KAR 1:060.

A.
A request for a research activity determined by the IRB Administrator to require Board review pursuant to 920 KAR 1:060, Section 2(3)(d) and 920 KAR 1:060, Section 3(1) that is not approved through the expedited review process shall be submitted to the full Board, along with a recommendation by the IRB Administrator on the disposition of the applicable project pursuant to 920 KAR 1:060, Section 2(3)(f).
B.
The Board Chair, in coordination with the IRB Administrator, shall call meetings on a timely basis to consider research requests and to conduct other Board business as required.

C.
The Board shall review and approve, disapprove or require modification prior to approval of research projects submitted to the Board. The review, recommendations, and approval or disapproval by the Board concerning a research project shall be consistent with the criteria specified in 45 CFR Part 46, 45 CFR Part 164, 920 KAR 1:060, and the Belmont Report.  To see 45 CFR Part 46, 45 CFR Part 164, 920 KAR 1:060, and the Belmont Report, please visit the CHFS IRB Website: http://www.chfs.ky.gov/os/omb/irb
D.
The Board Chair shall notify the researcher in writing of the Board’s determination to approve or disapprove a proposed research activity or, if deemed necessary, of the modifications required to secure Board approval of the research activity.  If the Board determines to disapprove a research activity, the written notification shall include a statement of the reason(s) for the disapproval and give the researcher an opportunity to respond in person or in writing within (30) days of notification in accordance with 920 KAR 1:060, Section 4(4) through (6).
E.
If a researcher requests reconsideration of a research project that the Board has disapproved, the reconsideration shall be made the same manner as the initial review.
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