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Investigational Drug Service (IDS) Clearance Form

Pharmacy Services

Investigational Drug Service (IDS) Clearance Form
Before submitting any proposal that requires use of medications to the IRB for review and approval, you are required to obtain Pharmacy clearance and approval by completing this form and submitting it to the Investigational Drug Service. We are located at the basement of the Children Hospital In-Patient Pharmacy and could be reached at extension 2789 or email nalagil@kfmc.med.sa. 

Part I. Study-Specific Information

(This part is to be completed by the Principal Investigator (PI))
	Study Title

	     

	Principal Investigator (PI)

	     

	Clinical Research Coordinator (CRC), if applicable

	     

	Study Drug

	     

	Is this a sponsored study?

	
 FORMCHECKBOX 
Yes


 FORMCHECKBOX 
No

	Source of fund

	     

	Drug to be provided by:

	
 FORMCHECKBOX 
KFMC (Formulary)


 FORMCHECKBOX 
Sponsor

	Is this a randomized study?

	
 FORMCHECKBOX 
 Yes




 FORMCHECKBOX 
 No


	If yes, who will be responsible for randomization?

	
 FORMCHECKBOX 
 IDS


 FORMCHECKBOX 
 PI


 FORMCHECKBOX 
 Other (please specify)      

	Is this a controlled study?

	
 FORMCHECKBOX 
 Yes




 FORMCHECKBOX 
 No


	If yes, what is the control?

	
 FORMCHECKBOX 
 Placebo



 FORMCHECKBOX 
 Other (please specify)      

	Control to be provided by:

	
 FORMCHECKBOX 
 Hospital (Formulary)


 FORMCHECKBOX 
 Other (please specify)      

	Who will be authorized to prescribe this study drug? 
(Please list names and contact information)

	     

	Who will be responsible for study drug counseling?
(Through consenting process for PI and CRC)

	
 FORMCHECKBOX 
 IDS


 FORMCHECKBOX 
 PI


 FORMCHECKBOX 
 CRC


	Over how long you anticipate accruing research subjects?

	     

	When are you planning to start recruiting subjects?

	     


Part II. Study Drug-Specific Information

(This part is to be completed by the Principal Investigator (PI))

Instruction: Please itemise all drugs the study participants will receive including drugs used for routine medical care and placebo (if more space is needed, use copies of this form)

	
	Study Drug
	Control

	
	
	Routine Care Drug
	Placebo

	Drug Name
	     
	     
	     

	Dose
	     
	     
	     

	Frequency
	     
	     
	     

	Duration
	     
	     
	     

	No. of Subjects
	     
	     
	     

	
	
	
	

	For Pharmacy USE
	
	
	

	Total Drugs Required
	     
	     
	     

	Drugs Cost
	     
	     
	     

	Pharmacist Time Cost
	      hrs x       SR/hr = SR      


Principal Investigator
     









7 November 2012
Name (Print)




Signature


Date
Part III. 
(This part is to be completed by the Investigational Drug Service)

Instruction: Please check only one box.
 FORMCHECKBOX 
A
The Investigational Drug Service has agreed to provide information and assistance in the conduct of this Study. The Pharmacy will provide the following:

1. Drug keeping, preparation & dispensing

2. Drug information for all aspects of the study including
a. Preparation of patient drug information leaflet
b. Preparation of Investigational Drug Data Sheet (IDDS) that concisely summarizes for the medical, nursing, and pharmacy staff the pertinent information for use and administration of the study drug

3. Patient counseling for drug information, compliance, medication handling, and return of unused products (if required)


4. Investigational Drug Accountability Record (IDAR) of:
a. inventory; 

b. delivery to KFMC:  Date, amount, lot #, expiration date, etc,

c. use by each study subject

5. Randomization (if applicable)
 FORMCHECKBOX 
B
The Investigational Drug Service has agreed to provide the above, provided that the following concerns have been satisfactorily addressed:

1.        

2.      
3.      
 FORMCHECKBOX 
C
The Investigational Drug Service will not be able to assist with this study due to the following:

1.      
2.      
3.         

Please note that this study will cost SR       (pharmacy cost).
If this is a sponsored study, please include the above-quoted cost in your budget in addition to SR 8500 flat-rate fee.

Upon Pharmacy approval/conditional approval (A or B), submit this form along with the Study protocol and other IRB-specific forms to the IRB for review and approval. If rejected (C), contact the IDS for recommendations.
Completed by:

     









     
Investigational Drug Pharmacist


Signature


Date
Approved by:

     









     
Director, Pharmacy Services 


Signature


Date
3 | Study Title: Study Title

 FILLIN  "Double-click and enter your Study Title here." Study Title Here

