INVESTIGATIONAL DRUG STUDY REGISTRY FORM

DEPARTMENT OF PHARMACEUTICAL AND NUTRITION CARE

THE NEBRASKA MEDICAL CENTER HOSPITAL AND CLINIC

AND UNIVERSITY OF NEBRASKA MEDICAL CENTER
To maintain compliance with both Medical Staff Policy No. 5 III and the Pharmaceutical Services Standards of the Joint Commission on Accreditation of Health Care Organizations (JCAHO), the Pharmacy and Therapeutics Committee of the Medical Staff requires that this registry form be completed for any drug study protocol involving human subjects (volunteers or patients) at University Hospital and Clinic.  The Pharmacy and Therapeutics Committee will review this form along with the study protocol and then make recommendations to the Quality Assurance Committee, the Institutional Review Board (IRB) and the Medical Staff Executive Committee.

Please Type All Applicable Information (Type N/A if Not Applicable).
	STUDY TITLE

	

	NATURE OR PURPOSE OF STUDY

	

	DRUG NAME(S)

	Generic
	

	Trade
	

	Chemical or Assigned

 Drug Number
	

	STUDY DOSAGE FORMS AND STRENGTHS
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	PRINCIPAL INVESTIGATOR
	Telephone

	
	

	Co-Investigator
	Telephone

	
	

	
	

	
	

	PHARMACEUTICAL  SPONSOR

	Company
	

	Name of Company Research Representative
	

	Telephone Number
	

	SOURCE OF DRUG SUPPLY

	
	Pharmaceutical Company

	
	National Cancer Institute (NCI)

	
	Department of Pharmaceutical Services

	
	Other (Please Specify):
	

	INVESTIGATIONAL DRUG STATUS

	
	Phase I

	
	Post-Marketed Drug Study

	
	Phase II

	
	     New Indication

	
	Phase III
	
	     New Dosage Form/Formulation

	
	IND Number (if available)
	
	Emergency – Compassionate Drug Protocol

	
	Other (Please Specify) :
	


	PHARMACEUTICAL SERVICES NECESSARY FOR THIS INVESTIGATIONAL STUDY   (check all that apply)

	
	Record-Keeping on Distribution/Use
	
	Supplies (IV’s, Syringes,Filters, Labels, etc).

	
	Mailing Drug to Patients
	
	Labeling/Packaging

	
	Patient Counseling
	
	Adverse Reaction Monitoring

	
	Drug Storage/Inventory Control
	
	Completion of Required Sponsor/UNMC Case Histories

	
	Preparation of Investigational Drug Data
	
	Printout of Active Drug Studies  

	
	Card for Nursing Service Studies
	
	Computerized Patient Listings

	
	Dispensing to Patient
	
	Study Design (Blinding, Randomization)

	
	Dispensing to Inpatient Units
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	PHARMACEUTICAL SERVICES BILLED TO:

	
	Investigator/Departmental Account #
	

	
	Grant/Contract Account # 
	

	
	Patient (must be specified in Patient Informed Consent Form)

	PATIENT POPULATIONS TO BE UTILIZED FOR THIS INVESTIGATIONAL DRUG STUDY

	
	Hospitalized Inpatients (including Emergency Department Patients)

	
	Clinic Outpatients

	
	 Both Hospitalized Inpatients and Clinic Outpatients

	
	 Normal Volunteers

	PERSONNEL APPROVED TO ADMINISTER THE DRUG

	
	 Principal or Co-Investigators

	
	Nursing Staff

	
	Medical House Officers

	
	Patient (Self-Administration)

	
	Other (Please Specify)
	

	WILL INVESTIGATIONAL DRUGS BE ADMINISTERED, LABELED OR DISPENSED OFF CAMPUS?

	
	YES

	
	NO

	DOSAGE AND TREATMENT REGIMEN

	

	ROUTES OF ADMINISTRATION IN THIS STUDY

	

	
	If IV, rate of administration


	

	
	If IV medication is diluted further after reconstitution what IV solution(s) may be used?
	

	
	Reconstitution and stability data


	

	
	Special Instructions for Reconstitution /Administration
	

	HUMAN PHARMACOLOGY AND/OR MECHANISM OF ACTION
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	SPECIAL PRECAUTIONS/WARNINGS

	

	CLINICAL LAB TESTS NEEDED BEFORE DRUG ADMINISTRATION

	

	DRUG-DRUG AND DRUG-LAB INTERACTIONS

	

	POSSIBLE SIDE EFFECTS AND TOXICITIES

	

	DISPENSING INSTRUCTIONS TO PATIENT

	


After receipt and review of the Investigational Drug Registry Form, the Director of Pharmaceutical Services, or his/her designee, will contact the principal investigator to determine the extent of pharmaceutical services necessary to support this investigational drug study.  Subsequent to this meeting, the protocol and the completed investigational drug registry form will be placed on the next agenda of the Pharmacy and Therapeutics Committee.  The Secretary will report the recommendations of the Committee, in writing, to the principal investigator.  The recommendations of the Pharmacy and Therapeutics Committee will be included in the minutes of the meeting and will be forwarded to the Medical Staff Quality Assurance Committee of the University of Nebraska Medical Center.  The Institutional Review Board will receive written notification of decisions made by the Pharmacy and Therapeutics Committee regarding all protocols.
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Please deliver two copies of the completed IRB application, consent forms, drug registry form and protocol to:

The Pharmacy and Therapeutics Committee 
Pharmacy Administration
981090 Nebraska Medical Center 
Omaha, NE 68198-1090 
phone (402) 559-6426

Signature of Principal Investigator










Date  

     For Departmental Use Only --- DO NOT WRITE BELOW THIS LINE






      

IRB #









Approval Dates

Pharmacy and Therapeutics Committee
















IRB
























Medical Executive Committee
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