Schedule I Controlled Substance Protocol
Please complete and submit the following information in triplicate to US DEA long with your Registration Application (Form 225) for Schedule I Controlled Substances.
========================================================================
Investigator:
(i) Qualifications, including a curriculum vitae and an appropriate bibliography (list of publications).  Please attach.
	Investigator’s Name
	Address
	Institutional Affiliation
	DEA Registration Number (if any)

	
	
	Columbia University
	


Research project:

(i) Title of Project and Statement of Purpose.  (Provide a concise summary in the field below)

(ii) Name of the controlled substances involved and the amount of each needed.


(iii) Location where the research will be conducted.

(iv) DEA registration number of the distributor or manufacturer providing the controlled substances. 

(v) If animals are used in the research, please provide, 
	Specie
	Number of animals
	Dose Regimen and Project Duration                                                   (e.g., 10mg/kg, three times/week for five weeks)
	Route of Administration

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


(vi) Statement of the security provisions for storing the controlled substances (in accordance with 21CFR 1301.75) and for dispensing the controlled substances in order to prevent diversion. 

(vii) If the investigator desires to manufacture or import any Schedule I controlled substance, a statement of the quantity to be manufactured or imported and the sources of the chemicals to be used or the substance to be imported.


Authority:
(i) Institutional/IACUC approval.


(ii) Indication of an approved active Notice of Claimed Investigational Exemption for a New Drug (number), if applicable.

(iii) Indication of an approved funded grant (number), if any.


























































Appendix B




         Reference: 21CFR 1301.18

