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REQUEST FOR RESEARCH ACTIVITY APPROVAL

INSTITUTIONAL REVIEW BOARD FOR THE PROTECTION OF HUMAN SUBJECTS (IRB)

KENTUCKY CABINET FOR HEALTH AND FAMILY SERVICES

Title of Project:      
Principal Investigator

Name:      


Degree:      




Position and Affiliation:      
Street Address:      
City:      
 State:      
Zip:      
Office Phone:      
Office Fax:      
E-mail Address:      
Cabinet Project Sponsor (Cabinet employee authorizing access to subjects or records and/or supervising the investigator in the design or administration of the project)
Name:      

Department or Office:      
Street Address:      
City:      
 State:      
Zip:      
     

Office Phone:      

E-mail Address:      
Faculty Advisor (if student project)
Name:      

Institution and Department:      
Street Address:      
City:      
 State:      
Zip:      
     


Office Phone:      

E-mail Address:      
Research Project and Human Subjects
1.
Estimated duration of the project:  

 
From:  Month       Year      
To:  Month       Year       


2.
Location(s) where research is to be conducted:       
3.
Goals of the Research (What do you hope to find out?  Summarize your hypothesis or primary research question.):      
4.
How will the findings be published, or otherwise added to the body of human knowledge?       
5.
Indicate if the following materials are attached:

 FORMCHECKBOX 

Narrative descriptions of the proposed methods of research (e.g. variables, design for the study, research techniques to be used and how these will affect the subjects).

 FORMCHECKBOX 

Research instruments, such as interview schedule, questionnaire, or file review schedule that will be used in this study

 FORMCHECKBOX 

Consent form(s) (if data will be collected through interaction or intervention with subjects).

6.  
Does the project require Federal funding?    YES   FORMCHECKBOX 
    NO   FORMCHECKBOX 

If YES, please provide: 

(a)  Funding source:      
(b)
CFDA NO.:      
7.  
Expected number of subjects:      
8.  
Indicate relationship(s) of subjects to the cabinet:

 FORMCHECKBOX 
  Present clients or beneficiaries

 FORMCHECKBOX 
  Former clients or beneficiaries

 FORMCHECKBOX 
  Present employees

 FORMCHECKBOX 
  Former employees

 FORMCHECKBOX 
  No relationship

9.  
Will any mentally ill or retarded clients be used as subjects?    YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 

10. 
Will there be any subjects under age 18?    YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 

If YES, and data will be collected through interaction or intervention with subjects:

(a) 
Will the investigator explain the project to the parent or guardian and subjects in language that they can understand?    YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 
 

(b)
Will the investigator obtain the written permission of the parent or guardian? 

YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 
 

(c) 
Will the investigator obtain the written assent of the subject?   YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 
 

(d) 
Indicate if the following materials are attached:

 FORMCHECKBOX 
  Parent or Guardian Permission form (if data will be collected through interaction or intervention with subjects under age 18)

 FORMCHECKBOX 
  Assent form (if data will be collected through interaction or intervention with subjects under age 18)

Note:  Project activities are subject to Federal and State Laws and Department, Office, and Division policies regarding confidentiality of individually identifying records.

11. Does the project require the examination or use of client or employee records that are collected already by cabinet staff for the purposes of case management or program or personnel administration?    YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 

     
If YES, source of records?       
12. Does the project require the examination or use of Protected Health Information (PHI) as defined in 45 C.F.R. 160.103?

YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 



If YES,



(A)  Source of Protected Health Information:       


(B)  Description of Protected Health Information:       


(C)  Indicate if the following materials are attached:


 FORMCHECKBOX 
  Individual Authorization



 FORMCHECKBOX 
  Modified Authorization



 FORMCHECKBOX 
  Complete Waiver of Authorization



 FORMCHECKBOX 
  Partial Waiver of Authorization



 FORMCHECKBOX 

Data Use Agreement



 FORMCHECKBOX 

Certification of Compliance Regarding Activities Preparatory to Research



 FORMCHECKBOX 

Certification of Compliance for Research Involving Decedent’s Information

13.
Does the project require special data collection (e.g. interview, questionnaire, paper and pencil test, or other measurement procedure beyond that usually required for service delivery or program administration.)?    YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 

14. The following questions pertain to handling of data collected from subject or their records:

(a)  Will any data be recorded in such a way that subjects could be identified later, either   directly or through use of identifying codes or numbers?    YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 


If YES,


(A)  Describe identifying data to be recorded:      
(B) Why is it necessary to record identifying data?      
(C)  Will all identifying data be stored in a locked storage facility or secure directory?    YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 

(D)  When will identifying data be destroyed?      
(E)  How will identifying data be destroyed?      
(b)  Will any data be disclosed to anyone outside the research team in personally identifiable form?    YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 


If YES, 

(A) To whom?      
(B) For what purpose?      
(c)  If the information to be collected were released to the public in a form that identified the subject, would it be potentially embarrassing or damaging to the subject?

YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 

(d)  Does the project require the linkage of project data on individual subjects with other individually identifying data from outside the facility or division?    YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 

If YES, describe the other data sources and types of data to be used:      
15. Does the project require any experimental or other manipulation of the subject for research purposes?  (i.e. will anything be done for research purposes that will affect the subjects other than simply collecting data?  Do not include program changes or new programs already established unless they are conducted on a pilot or demonstration basis.)   YES   FORMCHECKBOX 
  NO   FORMCHECKBOX 
   

If YES, describe below what will be done to the subject or to affect the subject:      
16. Does the project require the withholding of any services or benefits normally received by a person?    YES   FORMCHECKBOX 
   NO   FORMCHECKBOX 

 
If YES, describe:      
17. In your opinion, is there any predictable risk to the subject of physical or psychological pain or discomfort or risk of injury of any kind?   YES   FORMCHECKBOX 
    NO   FORMCHECKBOX 
    CANNOT PREDICT   FORMCHECKBOX 

If YES or CANNOT PREDICT:

(a)
Describe the possible areas of risk:      
(b)
Outline any steps taken to minimize the possibility of pain, discomfort or injury:      
(c)
Describe procedures for determining levels of discomfort at which you will terminate the participation by the subject in the research:      
AGREEMENT WITH CHFS IRB

It is understood and agreed to by the applicant that:

1.
The applicant shall promptly notify the DCBS Institutional Review Board (IRB) and request that the project description be reviewed whenever there are changes in the approved plan of operation that may affect the project's status relative to the review criteria.

2.  All personal information concerning individuals served or studied under the project will be treated as confidential.  Any individually identifying information will be used only for the purpose for which access to the information was authorized and will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the research study, or for other research for which the use or disclosure of protected health information would be permitted by 45 CFR Part 164 Subpart E.

3.  Reports will be made as requested for continuing review by the CHFS Institutional Review Board.

4.  Any unexpected adverse reaction that could be related to the experimental procedure will be reported to CHFS and the Chairman of the Review Board immediately.  Any death of a research subject while involved in a study shall be reported immediately whether or not the investigator believes that the death was related to the research procedures.

5.  Responsibility for conducting the research in accordance with acceptable ethical practices remains with the individual investigator.  The investigator is also responsible for the ethical treatment of research subjects by collaborators, assistants, consultants, and other employees, all of whom, shall, however, incur parallel obligations.

6.
The applicant shall comply with all applicable provisions of 45 CFR 46 Protection of Human Subjects, 920 KAR 1:060 Protection of Human Subjects, and 45 CFR 164.512(i).

SIGNED: ______________________________    ________         _________________________

                  
     Principal Investigator                          Date                   Project Sponsor (if applicable) 
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