CABINET FOR HEALTH AND FAMILY SERVICES (CHFS) 
INSTITUTIONAL REVIEW BOARD (IRB)
SPECIAL CHFS IRB INSTRUCTIONS

Submissions to University IRB or Other IRB
A researcher is not required to wait for approval from a university or other IRB before submitting a research request to the Cabinet for Health and Family Services IRB.

Request for Research Activity Approval Form
Cabinet Project Sponsor (Cabinet employee authorizing access to subjects or records and/or supervising the investigator in the design or administration of the project)
If the researcher is an employee of the Cabinet for Health and Family Services, normally the Cabinet Project Sponsor will be the employee’s supervisor or a staff member above the supervisor – such as the SRA.  For researchers that are not employees of the Cabinet, the Cabinet Project Sponsor will be the Cabinet employee with whom the researcher has worked to obtain access to the Cabinet’s subjects or records.
Faculty Advisor (if student project)

The Faculty Advisor is the instructor of the research class for which the research is being conducted.  Complete contact information (phone number, e-mail address, and mailing address) is required for the Faculty Advisor, as the CHFS IRB often must contact the instructor.
1.  Estimated Duration of Project

This item on the “Request for Research Activity Approval” refers to the total length of time that it will take the researcher to complete the research project.  The amount of time that it will take the subject to complete the survey, interview, focus group, or other involvement in the research activity in required in the informed consent document(s) (45 CFR 46.116(1)).
10(a)  Will the investigator explain the project to the parent or guardian and subjects in language that they can understand?
In 45 CFR 56.116 (General requirements for informed consent), it is stated that, “The information that is given to the subject or the representative shall be in language understandable to the subject or representative.”

Nowhere in 45 CFR 46.116 is there a requirement that the subject or representative sign a document stating that the project or consent document was explained in a language that the subject or representative could understand.  It is the responsibility of the researcher to explain the project in understandable language.  Having a subject sign a document that this has been done in no way relieves the researcher of that responsibility.  If the subject does not understand the explanation, most likely the subject will also not understand the statement about the explanation being in a language that the subject could understand.
If the university requires the researcher to use a statement in the consent document about the subject having understood the explanation, the CHFS IRB will accept the consent document.  However, the CHFS IRB wants the researcher to understand that it is the responsibility or the researcher to explain the research project in a language that the subject can understand – not simply get the subject’s signature on a document that states this has been done.

CHFS IRB Research Proposal
A research proposal must be submitted to the CHFS IRB  along with the “Request for Research Activity Approval” form.  A research proposal prepared for a university IRB or other institutional IRB will contain most of the information required in the research proposal to be submitted to the CHFS IRB.  However, the research proposal submitted to the CHFS IRB must contain all the items listed below, some of which may not be in the proposal submitted to a university IRB or an institutional IRB. 

The research proposal submitted to the CHFS IRB must contain:

1.
A narrative description of project's purpose;

2.
A narrative description of proposed research procedures and methodology;

3.
A description of potential harm to human subjects;

4.
A narrative description of how subjects’ anonymity and confidentiality will be protected;

5.
A description of the uses of results;

6.
Administrative assistance required from CHFS;

7.
Any cost to CHFS;

8.
The research instrument(s) to be used;

9.
The informed consent, assent, or permission form(s) to be used, if applicable; and

10.
HIPAA authorization or application for waiver of HIPAA authorization, if applicable.

Research Involving Children or the Parents of Children Adopted From or Through the Cabinet for Health and Family Services

When a child is adopted from or through the Cabinet for Health and Family Services, the court seals all records relating to the adopted child, including records still maintained by the Cabinet that  may have been used in the adoption process.  Therefore, unless the researcher is able to obtain a special court order for the release of information about the adopted child to be involved in a research study, no information or data can be provided by the Cabinet regarding the adopted child or the child’s adoptive parents.  Therefore, it is recommended that researchers not select a research activity that involves adopted children or children in the care of the Cabinet where adoption is imminent.
Children or Mentally Disable Persons as Subjects

In 45 CFR 46.111(3) it states that the researcher should be particular cognizant of the special problems of research involving vulnerable populations, and specifically lists among these children, mentally disabled persons, and economically or educationally disadvantaged persons.  Since the children in the care and custody of CHFS are extremely vulnerable to coercion, it is recommended that no request for research be submitted to the CHFS IRB that requires any contact whatsoever with children.  This also applies to mentally disable persons.  Therefore, for these two populations, this would exclude any surveys, questionnaires, interviews, or focus groups.
In addition to children being a very vulnerable population, there are additional complications securing the required informed consent and permission documents from the child’s parent(s) or legal guardian, obtaining the informed assent of the child, as well as convincing the CHFS IRB that contact with the child, either directly or indirectly, will not harm the child emotionally in any way.  For these reasons, if a researcher desires to conduct a research study involving CHFS children as subjects, it is recommended that the study be limited only to an examination of already existing records.  A records review does not pose the concerns expressed above.  
Sometimes, researchers seek to conduct studies of mentally disable persons in the state’s mental hospitals simply because these appear easily accessible.  However, unless a research study is being conducted because of the relationship of a mentally disabled person to the state hospital or one or more of its programs, the study should not limit itself only to subjects in state hospitals, but should include also the mentally disabled in private facilities and private homes.

Informed Consent, Permission, and Assent Documents
Voluntary Participation
The CHFS IRB requires the statement explaining the voluntary nature of the subject’s participation to be listed as the 2nd or 3rd paragraph in an informed consent, permission, or assent document - notwithstanding this being listed as the final element required by 45 CFR 46.116.  The Cabinet for Health and Family Service’s clients are in an extremely vulnerable position, which makes them easily susceptible to coercion to participate in research projects.  Similarly, most of the Cabinet’s social workers have extremely heavy caseloads and other cabinet employees have a considerable amount of work to accomplish within a limited time frame.  This means that many employees don’t have time even to read the entire consent document, much less time to be involved in the research activity.  Therefore, the CHFS IRB requires that all consent documents tell subjects right away that their participation is completely voluntary.

Examples of preferred voluntary participation language:

For CHFS Clients:
“Your participation in this research project is completely voluntary.  Refusal to participate or discontinuing your participation at any time will involve no penalty or loss of benefits to which you are otherwise entitled.” 

For CHFS Employees:
“Your participation in this research project is completely voluntary.  Refusal to participate or discontinuing your participation at any time will involve no penalty, and will not reflect negatively on your employment evaluations or affect your employment status in any way.”
Additional Contact Information Regarding the Subject’s Rights Required by the CHFS IRB
Information about whom to contact for answers to questions about the research subject’s rights is required in all informed consent documents by 45 CFR 46.116(a)(7).  Normally, the researcher lists the university or institution IRB or Ethics Commission as the contact regarding questions about the subject’s rights as a participant in the research activity.  The CHFS IRB requires that the CHFS IRB be included as a contact regarding the subject’s rights.
Example:

“If you have any questions about your rights as a research volunteer, contact the staff in the Office of Research Integrity at the University of Kentucky at 859-257-9428 (toll free at 1-866-400-9428) or the Cabinet for Health and Family Services IRB at 502-564-5497 x4102.”
No Exculpatory Language
Within the general requirements for informed consent (45 CFR 46.116) it states:


“No informed consent, whether oral or written, may include any exculpatory language through which the subject or the representative is made to waive or appear to waive any of the subject’s legal rights, or release or appear to release the investigator, the sponsor, the institution or its agents from liability or negligence.”

The CHFS IRB strictly enforces this provision, notwithstanding the “Examples of Acceptable Language” provided on the Office for Protection from Research Risks (OPRR) web page title, “’Exculpatory Language’ in  Informed Consent,” developed by the “Cooperative Oncology Group Chairpersons Meeting on November 15, 1996. (http://www.hhs.gov/ohrp/humansubjects/guidance/exculp.htm)  
No research project will be approved by the CHFS IRB that includes an informed consent that contains any exculpatory language that waives or appears to waive the rights of the subject in any way.  If language is included in an informed consent document that indicates that the investigator, the sponsor, the university or the institution will not pay medical or other costs related to the research activity, the CHFS IRB requires the following statement also be included:

“You do not give up your legal rights by signing this form.  If you are injured during the research because of negligence on the part of the researcher or the sponsor, you can still pursue all opportunities available through Kentucky law.”
Submit Electronic Version of All Documents via E-mail
The CHFS IRB requests that the “Request for Research Activity Approval” form, the research proposal, informed consent documents, HIPAA forms, and all other supporting documents be sent electronically via e-mail to: bob.blackburn@ky.gov
 The signature page of “Request for Research Activity Approval” form and any other documents requiring a signature can be scanned, faxed or sent by regular mail to the CHFS IRB at the address, fax number, or e-mail address listed below:
Bob Blackburn



Phone: (502) 564-5497 x4102

CHFS IRB Administrator


Fax:     (502) 564-9523


Cabinet for Health and Family Services
Email:  bob.blackburn@ky.gov



275 East Main Street 1E-B

Frankfort, Kentucky 40621
