Office of the Commissioner Institutional Review Board

Request for Approval to Use an Investigational Drug

In order to treat an individual served by DDS with an investigational drug, the full IRB, an IRB subcommittee, or the IRB Chair reviews the individual’s relevant information and examines research data on the drug from various sources, such as clinical trials, research articles, and drug monographs.  The IRB Chair then makes a recommendation to the DDS Commissioner to either approve or disapprove use of the drug.

The DDS treatment team must first submit complete information to the IRB Chair to support an effective review and IRB recommendation.  Required information includes but is not limited to the following:

1. Parent/Guardian consent for the use of the drug.

2. Copy of a prescription for the drug, signed by a CT licensed physician familiar with the medical status of the individual served.

3. Medical records pertaining to the individual served including all current diagnoses and all current medications.

4. The specific symptoms for which medication administration is requested and the history of those symptoms (e.g., date of onset, frequency severity, duration)
5. A statement indicating that FDA approved treatment(s) has been attempted prior to the current request without satisfactory or sufficient results.

6. Approval for the drug by an outside IRB (clinical trials require IRB approval from the participating institutions) OR Expanded Access Individual IND approval from the FDA.
7. Name of any clinical trial(s) for which the individual served may be applying.

8. If not part of a clinical trial, criteria for maintaining or stopping use of this medication.

9. Name of the pharmacy from which the drug will be obtained.

10. Names, professional disciplines, and relationship of persons who will be administering the drug to the individual served by DDS.
11. Documentation of any prior administration of this same medication to this same individual served by DDS, the frequency and duration of this treatment, and the reason(s) for ending treatment.

For answers to questions and/or assistance in obtaining information, please contact the Chair of the Institutional Review Board:
Peter Tolisano, Psy.D.
Ph. 860-418-6086
Fax. 860-418-6002
peter.tolisano@ct.gov
DDS Central Office

460 Capitol Avenue

Hartford, CT 06106-1308
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