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SCIENTIFIC STUDY APPROVAL GUIDELINES

I. PURPOSE:

These guidelines describe the general procedures for Department approval of the development and initiation of any study, as well as ongoing monitoring of the study to assure compliance with Department mission and goals. For the purposes of this policy, “study” is defined very broadly as any survey, research project, or evaluation formally conducted by the Department with the intention of being published and/or presented outside the Department, and/or used as rationale to change the Department policy. This does not include routine analysis or reports of surveillance data; program and division evaluations; studies/projects submitted under established data release protocols using Missouri vital records or patient abstract data or the Behavioral Risk Factor Surveillance System and County Level Studies.
II. SCOPE:

Departmentwide.

III. POLICY:

Study proposals should be submitted to division directors in writing. The responsible division director must approve, in writing, all proposed studies conducted or overseen by the Department prior to commencement of the study.

No study utilizing Department resources will be conducted by Department staff, or by other individuals or agencies through a contract or memorandum of agreement or memorandum of understanding with the Department, without written approval of appropriate division director and written notification by division director to the Department Director or his/her designee. 
Any division that wishes to have any project or study exempted from this policy shall submit a request of such studies to the Department Director or his/her designee for approval. This list shall include explanations as to why the study(ies) should be exempt. The Department Director or his/her designee may request additional information for clarification; however, the final decision as to which studies shall be exempted is solely at the discretion of the Department Director or his/her designee. 
IV. STANDARDS:

The purpose of seeking divisional and departmental approval is to ensure that the planned study/research project meets specific standards and criteria. The project must:

· be scientifically valid and statistically sound;

· contribute to public health practice;

· not use Department resources unreasonably and unnecessarily;

· be conducted ethically and with integrity;

· be in compliance with state and federal statutes and regulations, including confidentiality provisions;

· be reviewed by the Department Institutional Review Board; and

· be consistent with Department policy.

V. 
DIVISION DIRECTORS’ RESPONSIBILITIES:

A.
Assure that every manager is aware of this policy. 
B.
Provide final approval. Prior to approval of the planned study, the responsible division director shall:

1. Review the project documents relating to human subject research being submitted to the Institutional Review Board or the Notification of Proposed Project or Study form for projects/studies not involving human subjects. 
2. Notify the Department Director or his/her designee of the proposed study. This notification would include scope of the study, objectives, personnel involved, timeline, and possible impact on the Department. If any study/research project has the potential of becoming controversial, has impact upon other divisions or agencies, or may include political/legislative involvement, then that information shall be identified in the notification to the Department Director or his/her designee.

3. Identify any additional reviews of the plan that need to occur and assure that they do occur, including review (advisory and guidance) by the Office of General Counsel, Office of Epidemiology, State Registrar, Data Review Advisory Committee or any other evaluative program within the Department.

C.
Once approved: 

1. Assure ongoing review of the study to maintain its integrity through the duration of the study and compliance with IRB requirements when any changes are made to the original study proposal, including scope, design, and/or objectives of subjects.

2. Assure that the final document produced at the conclusion of any study complies with Chapter 17, Section 17.8 of the Administrative Manual, prior to outside publication or presentation.

3. Assure sensitive data will be kept confidential and that the data will be used appropriately by those responsible for the study.

4. Assure that research data is maintained for three (3) years, unless specified otherwise, for external review as requested.

D.
Maintain a list of the division’s ongoing studies and related publications.

VI.
PENALTIES:

Failure to comply with the requirements of this policy shall result in disciplinary action up to and including dismissal depending upon the severity of the offense.

Prepared By:
Approved By:

Chair, Institutional Review Board
Acting Director
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