Instructions for Use of Form

Requests for Access to Human Subjects

or Records Which May Involve 
Informed Consent, CS-0334
1. Complete this form if your proposed research project involves access to human subjects or access to confidential records.  Please include additional documents where applicable.

2. Fill in the name, degree, and title of the principal investigator (If you are a DCS employee please indicate your job title)

3. Please send your request to: Tennessee Department of Children Services, Office of Performance and Quality Improvement, 436 6th Avenue North, 9th Floor, Cordell Hull Building, Nashville, Tennessee, 37243-1290.
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	Tennessee Department of Children’s Services

Requests for Access to Human Subjects or Records Which May Involve Informed Consent


Some research proposals require direct access to or observation of research subjects to gather data, or require access to records typically viewed as confidential.  These research proposals require a higher level of scrutiny, as from an Institutional Review Board (IRB), which must examine additional issues such as informed consent and risks to the subject.  In most cases, fully informed consent and minimal risk to the subject are mandatory elements, but there are a few grounds for exemption, which an IRB may consider (e.g., see CFR 46.101).  Certain types of research cannot be allowed with children in the Department of Children’s Services’ custody, even with consent, such as medical, pharmaceutical, or cosmetic experiments.  If your proposed research project involves access to human subjects or access to confidential records, please complete the following (feel free to attach documents and write "see attached" as applicable).  Please send your request to:  Tennessee Department of Children’s Services, Office of Performance and Quality Improvement, 436 6th Avenue North, 9th Floor, Cordell Hull Building, Nashville, Tennessee, 37243-1290.
	Is this proposal
	  FORMCHECKBOX 
 New        FORMCHECKBOX 
 Amended        FORMCHECKBOX 
 Addendum

	Name and Title of Principal Investigator
	     

	     

	Credentials of Principal Investigator
(or attach academic CV)
	     

	     

	Title of Research Proposal
	     

	     

	Academic, Agency, or Institutional Affiliation
	     

	     

	Address
	     

	     

	     

	Telephone Number
	(   )     -     

	Does your agency have an established IRB in compliance with Title 45 of the Code of Federal


	Regulations, Part 46?
	  FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	If "Yes", please attach a copy of your IRB's approval or exemption of your proposed project.

If "No", we must forward your proposal to another department to obtain review by their IRB prior to further consideration by the Department of Children's Services.

	Names, titles, and credentials of Co-Investigators, research assistants, and others who will participate in the proposed study and/or have access to the data or subjects.

	     

	

	

	

	


	Reason for Proposed Study
	  FORMCHECKBOX 
 Dissertation/Thesis      FORMCHECKBOX 
 Other Student Research

	 FORMCHECKBOX 
 Faculty Research (funded)        FORMCHECKBOX 
 Other Faculty Research        FORMCHECKBOX 
 Pilot study/Demonstration Project

	Other (describe)
	      

	If sponsored research, list funding agency and grant number.
	     

	Purpose of study and proposed methodology (or attach the introduction and methods sections used in a typical academic research proposal).

	     

	

	

	

	

	Describe in detail specifically what you plan to do with the subjects in your study (be sure to attach copies of any forms, tests, questionnaires, etc. you plan to administer), and/or what confidential records you wish to access.  Include a discussion of any risks, discomforts, or inconveniences, which a subject might experience.

	     

	

	

	

	

	Describe how you propose to recruit research subjects and obtain their informed consent, and in cases of children under the age of eighteen, their parent(s) or guardian.  Be sure to attach a copy 

of your proposed consent form.  If claiming exemption from consent requirements, discuss the regulatory basis under which your IRB granted the exemption.

	     

	

	

	

	

	Describe the specific data and variable fields you plan to access and record (can attach your codebook or coding schema if already developed).

	     

	

	

	

	

	Describe how subject anonymity will be preserved and how confidentiality of the data will be maintained.

	     

	

	

	

	

	What materials, staff time, and other resources will you require DCS to provide for you to accomplish your proposed project?

	     

	

	

	

	

	Please describe how your proposed research project would be of benefit to each of the following: the research subjects, the Department of Children's Services, the children of this state and/or children within DCS programs, the state of Tennessee, the citizens of this state, advancement of scientific and human knowledge.

	     

	

	

	

	

	If your proposal is approved, once you have completed collecting the data, describe your plans for quantitative and/or qualitative data analysis (please provide sufficient detail that a reviewer could examine the appropriateness of your approach).

	     

	

	

	

	

	If approved, once your research is completed, what do you intend to do with your results?  What agencies might receive and/or benefit from receipt of your results?  What types of scientific journals or publications might your findings be submitted to for review?

	     

	

	

	

	

	Optional (response will not affect approval): If your project yields an electronic data base (e.g. raw data stored on computer disc, an SPSS system file, etc.), will you make a copy available to DCS for purposes of secondary data analysis?
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No        FORMCHECKBOX 
 Not Applicable


Your signature below indicates that you agree to abide by the following four requirements:

· You agree to furnish DCS a copy of your findings, conclusions, final report, and/or journal articles  prior to publication or dissemination, as required by ACA standards (Note: this does not imply you need DCS permission to publish your results, only that you first furnish DCS a copy for purposes of review and comment);

·  You agree to obtain written permission from DCS before sharing the raw data or data base with anyone other than DCS and the above listed research team members (Note: this applies only to the data and is not intended to prevent or interfere with publishing the results of your research project in a customary format such as group statistics which do not identify individual subjects);

· You and your staff agree to abide by all appropriate state laws and federal regulations regarding 

       confidentiality of any data/records you access, review, obtain, or maintain in the course of conducting

       this research;

· In the event a participant has an adverse reaction as a result of participating in the study, you and your staff agree to promptly notify the appropriate DCS supervisor of that facility and the Director of Policy and Planning.

	Principal Investigator:
	
	     

	
	Signature
	Date
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