FREQUENTLY ASKED QUESTIONS (FAQ)
Cabinet for Health and Family Services (CHFS)

Institutional Review Board (IRB)
What is an IRB?

An Institutional Review Board for the Protection of Human Subjects (IRB) is a group formally designated to review and monitor research involving human subjects.  An IRB is established in accordance with federal regulations, and an IRB has the authority to approve, require modifications of (to secure approval), or disapprove research. The IRB review of research serves an important role in the protection of the rights and welfare of human research subjects. 
The Cabinet for Health and Family Services IRB was established and operates in accordance with 45 CFR Part 46.  The members of the CHFS IRB are appointed by the Secretary, and this board is fully constituted with the appropriate number of scientific and non-scientific, affiliated and non-Cabinet-affiliated members, as well as members from different genders and ethnic backgrounds, as required by federal regulations. 
Why does the Cabinet for Health and Family Services have an IRB review process?

The purpose of IRB review is to assure, through both advance and periodic review, that appropriate steps are taken to protect the rights and welfare of humans participating as subjects in the research.  This includes protection from physical, emotional and psychological harm resulting from research activities, including breaches of confidentiality.  To accomplish this purpose, the IRB uses a group process to review research protocols and related materials (e.g., informed consent documents and investigator brochures) to ensure protection of the rights and welfare of human subjects of research. 
The CHFS IRB also reviews research that involves protected health information (PHI) in accordance with the Health Insurance Portability and Accountability Act (HIPAA) to protect against any unauthorized disclosure of protected health information used in research (45 CFR 164.512(i)(1)(i)).
Does my research require IRB approval?
All research projects involving human subjects require IRB review and approval. A human subject is a living individual about whom the investigator collects data through direct intervention or interaction, or from sources such as program records, program databases, payment or billing records, or any other client or employee records or databases. Data from these sources is called identifiable private information.

In the Cabinet for Health and Family Services, human subjects are clients, employees, or other individuals selected as subjects of research because of their relationship with the Cabinet.  Human subjects may also be individuals who participate in research approved, conducted, endorsed or sponsored by the Cabinet (920 KAR 1:060, Section 3).  
Pursuant to 920 KAR 1:060, Section 3(a), a research project involving a human subject must be submitted to the CHFS IRB for review and approval if it:
1
Is conducted, supported financially, endorsed, or approved by the Cabinet;
2.
Uses staff or facilities provided by the Cabinet;
3.
Involves a present or former client or beneficiary of the Cabinet as a subject because of that relationship with the Cabinet;
4.
Involves a present or former employee of the Cabinet as a subject because of that relationship with the Cabinet; or
5.
Involves a Cabinet record relating to a present or former client, beneficiary, or employee of the Cabinet.
If you are not sure if your research project requires the review of the CHFS IRB or if you have questions, you can contact the CHFS IRB Administrator.
What administrative groups are covered by the CHFS IRB?
The CHFS IRB covers all departments and offices in the Cabinet for Health and Family Services, including all branches and other subdivisions of these departments and offices.  Also, the CHFS IRB covers all local health departments (county and district), except the Louisville Metro Department of Public Health and Wellness, Lexington Fayette County Health Department, and Northern Kentucky Independent District Health Department. 

Since some federal grants require the agency receiving the grant to be listed on the official website of the federal Office of Human Research Protections (OHRP), the following agencies in the Cabinet that are normally involved in research activities are listed on this site:

Department for Public Health


Department for Mental Health and Mental Retardation


Department for Community Based Services


Department for Medicaid Services


Department for Aging and Independent Living


Local Health Department Operation, including local health departments


Office of Human Resource Management


Department for Disability Determination Services


Department for Human Support Services

Commission for Children with Special Health Care Needs


Division of Family Resource and Youth Service Centers (FRYSC)


Vital Statistics Branch

If an agency in the Cabinet for Health and Family Services that is not listed on the OHRP website requires verification that it is covered by the CHFS IRB, it can contact the CHFS IRB Administrator.
What should I do if I don’t know whether my project needs IRB approval?
If you don’t know if your project requires the review and approval of the CHFS IRB, you can contact the CHFS IRB staff, and ask for assistance.  The CHFS IRB staff may ask you to explain your project in order to determine:

1. if your the project is “research” as defined by federal regulation 45 CFR 46.102(d);

2. if the research involves human subjects as defined by 45 CFR 46.102(f); and

3. if your research project is subject to CHFS IRB review and approval pursuant to 920 KAR 1:060 Section 3(1).

What is a human subject?

A human subject is defined by Federal Regulations as “a living individual about whom an investigator conducting research obtains (1) data through intervention or interaction with the individual, or (2) identifiable private information.” (45 CFR 46.102(f))
However, a researcher’s access to identifiable private information of a decedent protected by federal or state statutes may require the review and approval of the CHFS IRB.  Also, approval by the CHFS IRB may be required if the research involves the use or disclosure of a decedent’s protected health information (PHI). 

What do I need to do for IRB approval?

To obtain approval from the CHFS IRB, the following documents must be submitted electronically to the CHFS IRB (Any pages requiring a signature(s) must be mailed or faxed to the CHFS IRB):

1. A completed and signed “Request for Research Activity Approval” form.  This form can be obtained from the CHFS IRB website or by contacting the CHFS IRB staff.

2. A research proposal.  The outline for the research proposal can be found on the CHFS IRB website or obtained by contacting the CHFS IRB staff. 

3. Any informed consent, assent, permission, chart review form, survey, questionnaire, interview guide, HIPAA authorization or waiver, or other documents relevant to the research project.
What is informed consent and when is it needed?
For research requiring interaction with the subjects, usually consent must be obtained from the research participants or their legally authorized representatives (parents or guardian) prior to participation in the research.

The informed consent process is a basic ethical obligation for researchers. It consists of providing adequate information to the subject about the study, giving the subject the opportunity to consider options, responding to questions the subject may have, and ensuring that the subject or the legal representative (parent or guardian) understands the information. In addition, the process includes obtaining the subject’s voluntary agreement to participate in the research, indicated by the subject’s signature on the written consent document. After the subject’s signature is obtained the informational process should continue as the situation or the subject may require, both during and after the study.

The IRB may approve a waiver of consent in some circumstances. Consent may be waived if the IRB determines:
· That no more than minimal risk to research participants would be involved. 

· That the rights or welfare of participants would not be adversely affected. 

· That the research could not be practicably conducted without a waiver. 

What information must be included in a consent form? 

1.
A statement that the study involves research, an explanation of the purposes of the research and the expected duration of the subject’s participation, a description of the procedures to be followed, and identification of any procedures that are experimental;

2.
A statement that participation is voluntary, that refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and that the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled. 
3.
A description of any reasonably foreseeable risks or discomforts to the subject;

4.
A description of any benefits to the subject or to others that may be reasonably expected from the research; 
5.
If applicable, disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject;

6.
A statement describing the extent, if any, to which confidentiality of the records identifying the subject will be maintained;
7.
For research involving more than minimal risk, an explanation as to whether any compensation and an explanation as to whether any medical treatments are available if injury occurs and, if so, what they consist of , or where further information may be obtained; and
8.
An explanation of whom to contact for answers to pertinent questions about the research and research subject’s rights, and whom to contact in the event of a research related injury to the subject, if relevant. Questions concerning a research project should be referred to the Principal Investigator (PI) for that project, whereas questions concerning the rights of human subjects should be referred to the CHFS IRB.

Other requirements may apply.
What is Assent and when is it needed?

Because children have not yet attained legal age, the parent or legal guardian is asked to give permission for participation when a child is asked to take part in research. Federal regulations require, however, that children be asked to provide assent, or agreement to participate in the research, whenever they are capable of doing so. Age, maturity and psychological state need to be taken into account when determining whether to ask for assent.

Out of respect for developing persons, it is important to involve children in the decision-making process whenever possible. Though they may not be able to give legal consent, they have the ability to assent or to dissent. It is important to keep in mind that a child’s failure to object to participation should not automatically be construed as assent. Assent implies the affirmative agreement of the child.
Usually children who are age seven and older are asked to sign an assent form, which is written in language appropriate to the ages and conditions of study participants. The assent form should include a description of the study and describe the inconveniences and discomforts subjects may experience.

Generally, subjects age 18 and older are asked to read and sign the informed consent form if it is written at a reading level that is appropriate to the subject. 
When does the CHFS IRB normally meet?
Because most of the research projects received by the CHFS IRB are either “exempt” from review by a convened board, or can be reviewed and approved through the “expedited” review process which does not require the full board to meet, the CHFS IRB does not have set meeting dates.  Instead, when a research project that requires the review of the full board is received and has been approved by the affected program area, the CHFS IRB Chair schedules a meeting of the full board to review and approve the project.
How long does CHFS-IRB approval take?

The amount of time that IRB review requires depends on a number of factors, including but not limited to, the completeness of the initial submission and the complexity of the issues involved.  Also, the CHFS IRB policy and procedures require each research proposal to be sent firstly to the affected program area for review and approval prior to review by the IRB. 
Generally, protocols that are exempt from review by a convened board, or qualify for the expedited review process are approved within 2-3 weeks after submission. Protocols that require review by the full board normally take 4-5 weeks for a determination.  Complex research protocols or research projects requiring review by the Office of Legal Services in addition to the program area normally take 6-8 weeks for a determination. 

What happens after I submit my IRB application?

When a new application is received in the CHFS IRB office, it is screened for completeness and readiness for review. The CHFS IRB staff contacts the researcher if additional information is needed. Once a completed application has been received, the application is sent to the Cabinet program area (department, office, or branch) affected by the proposed research activity for program review. Once the CHFS IRB staff receives program approval, the research application is assigned for full, expedited or exempt review status, and IRB review can be scheduled.

If your application requires review by the full IRB, an IRB meeting will be scheduled.  You will be invited to attend the meeting to explain your project and answer any questions that the board may have.  Studies assigned to full board review are reviewed by members ahead of time, and then discussed at the meeting.  The CHFS IRB staff may contact you prior to the meeting with questions from board members about the study.  At the meeting, the board votes on whether to approve the study, disapprove the study, or require modifications prior to final approval of the study.  The research may not proceed prior to the study receiving final approval.

May I recruit participants for my study before IRB approval?

No. Research subjects are not to be approached until the IRB has given final approval to the application. 

May I advertise to recruit participants for my study?

The IRB must review and approve any materials you plan to use to recruit research participants before you begin contacting individuals. This includes advertisements that appear in the newspaper, on radio or television or on the Internet. Flyers, letters of approach and telephone scripts must also be approved.

Recruiting materials should provide basic information about the study, including the time involved, the primary purpose of the research, and an overview of procedures. They should fairly represent study participation. The materials should also describe potential benefits to participants and compensation when applicable.

May I pay study participants?

Whether or not individuals and families are paid for participating in research can depend on a number of factors, including availability of funds and the extent of effort on the part of study participants.

The primary consideration of the IRB in looking at remuneration plans involves the effect that coercion or undue inducement could have on a prospective participant’s ability to make an informed, voluntary choice about taking part in research. This is especially important when participation may include significant discomfort or the assumption of risk, and when involving children in a study.

In some instances researchers choose to offer non-monetary incentives, like gift certificates for toys or meals at a fast-food restaurant. If expenses for travel, lodging or meals are incurred the IRB will recommend that reimbursement be provided to participants.

If compensation or the use of incentives is to be part of your study, it is important to include specific information in the IRB application and to provide detailed information about payment, including terms, in the informed consent document. Procedures for payment or distribution of incentives should be established before the first participant is recruited.

What constitutes research vs. standard program practices of the Cabinet?
The major difference between research and standard program practices is that research is a systematic approach designed in advance for gathering and analyzing data and information in order to contribute to generalizable knowledge; whereas, a program practice is designed to evaluate a specific program in order to improve or fulfill the duties and responsibilities of that particular program.
45 CFR 46.102 Definition:
“Research” means a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge. Activities which meet this definition constitute research for purposes of this policy, whether or not they are conducted or supported under a program which is considered research for other purposes. For example, some demonstration and service programs may include research activities.

If I already have IRB approval from another state institution (e.g., university, research hospital, other government agency), do I also need CHFS IRB approval?

Yes.  Any research project that meets the criteria for review by the CHFS IRB must be reviewed and approved by the CHFS IRB regardless of whether the project has been approved by any other IRB.  The CHFS IRB may approve a research project involving human subjects that has not been approved by another IRB, but no research project that meets the criteria requiring approval by the CHFS IRB may be conducted unless it is reviewed and approved by the CHFS IRB.

What if there are changes to my study after I receive IRB approval?

You are required to obtain IRB approval before implementing any changes to an approved study. The only exception to this requirement is when an immediate change is made to eliminate a risk or hazard to a subject. In such a case the change must be submitted to the IRB for review as soon as possible.

Minor changes to a study not involving greater than minimal risk usually undergo an expedited review by a subcommittee of the IRB.  Major changes to a study may require full IRB review. A member of the CHFS IRB staff can answer your questions about modifications.
What does “exempt” mean, and what kinds of projects are “exempt” from IRB approval?

A research project that is “exempt” from review pursuant to 45 CFR 46.101(b) does not have to be reviewed by a convened board; however, these projects must still be submitted to the CHFS IRB staff in order to:

1. determine that the project meets the criteria for an “exempt” study;

2. obtain program approval; and

3. ensure that the research is conducted in accordance with accepted research protocol.
Only studies involving minimal risk and meeting the criteria set forth in 45 CFR 46.101(b) may be exempt from review by the board.  Examples of research activities that may be exempt  from  board review include:
1. Research involving the collection of study of existing data, documents,  or records, providing that the information is recorded by  the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects; and
2. Research involving the use survey or interview procedures, providing that the information obtained is recorded in such a manner that human subjects cannot be identified, directly or through identifiers linked to the subjects and any disclosure of the human subjects' responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, or reputation.
3. Research involving the use of survey or interview procedures and the human subjects are elected or appointed public officials or candidates for public office..

4. Research and demonstration projects which are conducted by or subject to the approval of Department or Agency heads, and which are designed to study, evaluate, or otherwise examine public benefit or service programs; procedures for obtaining benefits or services under those programs; possible changes in or alternatives to those programs or procedures; or possible changes in methods or levels of payment for benefits or services under those programs.
What if my study qualifies for exemption? Do I still need IRB approval?
Yes.  Since the CHFS IRB review also includes the program review, the CHFS IRB currently reviews all research involving human subjects, although the regulations provide that certain human research activities may be exempt from review by a convened board.
Also, an exemption from IRB review does not equate to an exemption from the HIPAA requirement for authorization or waiver of authorization when the research involves a covered entity’s protected health information. Researchers who receive an exemption determination but whose research involves protected health information must still submit a HIPAA authorization form (or a request for waiver of HIPAA authorization), or, if applicable, HIPAA forms for conducting research involving decedents’ information or research using a limited data set.
What is “expedited” approval and what projects qualify for this?
An expedited review is a review conducted by one or more members of the board, rather than going to the full board.  Only research involving no more than minimal risk to subjects may be considered for expedited review, and federal guidelines provide categories for expedited review. Examples of categories include: 
1. review of records collected for non-research purposes (such as case files) 
2. survey research, including interviews and focus groups 

Note: Some research that qualifies for expedited review may be exempt and not require the review by the full board pursuant to 45 CFR 46.101(b).  Expedited review involves only research that is not exempt.
What is minimal risk?

The federal regulations define minimal risk as follows: The probability and magnitude of harm or discomfort anticipated by participating in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.
What about HIPAA?

HIPAA stands for Health Insurance Portability and Accountability Act of 1996.  HIPAA regulations are focused on privacy and security protections for an individual’s personal health care information or “protected health information” (PHI). 
To use protected health information (PHI) for research purposes, the researcher must submit a HIPAA authorization form signed by the individual whose protected health information is to be used to the covered entity with custody of the PHI.  If obtaining an authorization for each individual is not practical, the researcher my request a waiver of  authorization from the IRB.

Protected Health Information (PHI)

Protected Health Information (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 numbers, treatment records, pharmacy records, lab reports, etc.

Full Waiver of Authorization

The IRB may approve a Full Waiver of Authorization, which allows the researcher access to the protected health information (PHI) necessary for the research activity.  The researcher must satisfy the IRB that the use or disclosure of the protected health information involves no more that minimal risk to the privacy of the individuals (i.e. an adequate plan exists to protect the “identifiers” form disclosure or improper use; an adequate plan exists to destroy the identifiers at the earliest opportunity; and written assurances the protected health information will not be reused or disclosed to any other person or entity).
Partial Waiver of Authorization

A Partial Waiver of Authorization allows the researcher to use protected health information only to contact and recruit potential participants.  Once contacted, the individual could choose to participate and could then sign an authorization or consent to participate in the study.

De-identified Data

Under the HIPAA Privacy Rule, a covered entity may share data without restriction only if the data have been “de-identified.” De-identified data may contain linking codes if such codes are not derived from any identifier (e.g., SSN or Medical Record number) and are not used for any other purpose, provided that the covered entity does not disclose the code key to the researcher or anyone else. Although de-identified data may contain linking codes that meet the above criteria, a de-identified data set may not contain any of the 18 identifiers listed in the HIPAA Privacy Rule. Researchers may not de-identify protected health information used in research for the purpose of using or disclosing the de-identified data to parties not identified in the authorization form, waiver application, or data use agreement, without the written approval of the CHFS IRB.
Date Use Agreement
The HIPAA Privacy Rule permits a covered entity to disclose a limited data set to a researcher without authorization or waiver if the researcher has signed a data use agreement containing certain required elements. Limited data sets are not de-identified data, but permit the researcher to receive certain identifiers that must otherwise be removed to render data de-identified (the identifiers permitted in a limited data set are listed in the HIPAA Privacy Rule). Researchers who are seeking a limited data set from a covered entity should submit a signed copy of the covered entity’s data use agreement form to the CHFS IRB along with the research protocol.
Does federal IRB approval (or failure to approve) supersede or override CHFS IRB approval?

No.  Any research project that meets the criteria for review by the CHFS IRB pursuant to 45 CFR 46.102(d) must be reviewed and approved by the CHFS IRB regardless of whether the project has been approved by a federal IRB or any other IRB.  The CHFS IRB may approve a research project involving human subjects that has not been approved by another IRB, but no research project that meets the criteria requiring approval by the CHFS IRB may be conducted unless it is reviewed and approved by the CHFS IRB.
If a research project has been approved by the CHFS IRB, can it still be disapproved by someone else in the Cabinet?

Yes.  A research project that has been approved by the CHFS IRB may be subject to further appropriate review and approval or disapproval by officials of the Cabinet; however, those officials may not approve the research if it has not been approved by the CHFS IRB.

To limit the possibility of a research project that has been approved by the CHFS IRB being disapproved by other officials in the Cabinet, the CHFS IRB obtains program approval, and if necessary legal approval, for all research requests prior to review and approval by the CHFS IRB.  Although it is extremely rare, it is still possible, however, for a project that has been approved by the CHFS IRB to be disapproved by other officials of the Cabinet.

If my project goes longer than I proposed, what do I need to do?

If your project goes longer than what was stated on the “Request for Research Activity Approval” form, but will not extend beyond one (1) year, you simply need to notify the CHFS IRB about the additional time that it will take.  However, any research project that extends over a year beyond the date it was approved by the CHFS IRB requires the submission of a status report and “CHFS IRB Continuation Form” to the CHFS IRB.  This includes projects where it was stated on the “Request for Research Activity Approval” form that the project completion time would require longer than one (1) year.
When my project ends do I need to do anything special to close out with CHFS?

For all research projects approved by the CHFS IRB, the Principal Investigator is required to submit to the CHFS IRB a copy of the findings and conclusions of the research project in electronic form.
What is a FWA (Federalwide Assurance)?
The Cabinet for Health and Family Services has obtained a Federalwide Assurance (FWA), which signifies that the Cabinet for Health and Family Services and all its departments and offices are in compliance with the Federal requirements for the protection of human subjects.  In order to receive some research grants from the federal government or be involved in some research projects funded by the federal government, the Cabinet for Health and Family Services must have a valid FWA in place.  For details about the Cabinet’s FWA, please visit the Office of Human Research Protections’ website.
How many people serve on the IRB and who do they represent? 
The CHFS IRB consists of not less than five (5) or more than eleven (11) members appointed by the Secretary.  Pursuant to 920 KAR 1:060 Section 2, the board includes members from various professional and academic fields, including consideration for race, gender and cultural backgrounds.  A list of current members is provided on the CHFS IRB Website.
Where do I send the IRB application?
Send all applications and correspondence to the CHFS IRB Administrator.  Contact information is listed on the CHFS IRB Website.
