
BACKGROUND
The purpose of this questionnaire is to expedite the authorization of a research project by providing the research pharmacy with the detailed information needed for its feasibility assessment. In Quebec, project authorization is dependent on this assessment.
Some questions are intended to obtain information that is rarely found in the protocol or pharmacy manual, but is required for the feasibility assessment. Some questions are intended to estimate the frequency of certain activities in order to ascertain workload and plan an adequate budget and resources to carry out the study effectively.
The goals of the questionnaire are the following:
1. Provide the research pharmacy with any necessary additional information from the outset of the assessment 
2. Minimize back and forth and the number of intermediaries in order to limit the risk of misunderstandings and delays
The pharmacy department conducts its feasibility assessment based on its local procedures and the information provided, and it reserves the right to modify the budget required to conduct the study if the actual workload is greater than estimated.
INSTRUCTIONS FOR SPONSORS ON COMPLETING THE FORM
· For each question, provide the requested information when it is not already available in the research project documentation. You may not be required to complete the entire questionnaire. 
· You may not have the answers to all questions, but please understand that any outstanding questions will need to be answered before the site is activated. 
· If you have any questions, contact the research pharmacy or study team.
· Once completed, return the questionnaire to the study team.
If this questionnaire is completed by the study coordinator, you will need to contact the sponsor for clarification. 



	Name and role of the person completing the questionnaire
	Click or tap here to enter text.	Date
	Click or tap here to enter a date.


STUDY IDENTIFICATION
Protocol title
	Click or tap here to enter text.

Protocol number
Click or tap here to enter text.
Sponsor name
	Click or tap here to enter text.

CONTACTS
Provide contact information for someone with the sponsor who will be able to answer any technical questions from the pharmacy directly and expeditiously. 
Name
	Click or tap here to enter text.

Email
	Click or tap here to enter text.

Questionnaire to Support Pharmacy Department Feasibility Assessment for Clinical Trials with Drugs


Developed by CATALIS and its network of public-private partners 
Version 1.0 – June 16, 2025	Page | 1
DRUG IDENTIFICATION 
Please provide details on the supply of all drugs, whether they are listed in Health Canada’s No Objection Letter or, if not yet available, in question 56 of form HC/SC 3011, or they are other drugs required to carry out the study and named in the protocol (e.g. standard therapy, support/rescue therapy).
	Drug Name
(including formulation)
	Listed in NOL or CTA
	Supply Procedure
	Payment
	Traceability Documentation Required
	Additional Considerations (what triggers shipment, delivery time, supplier or specific brand to be used)


CTA: Clinical Trial Application; NOL: No Objection Letter
N.B.: Click on the "+" sign that appears in the bottom right corner when typing text in the table to add a line. 

DRUG SUPPLY AND STORAGE
Please provide details on the supply of all the drugs listed above, whether (a) provided by the sponsor or (b) acquired by the pharmacy department. 

(a) For each drug delivered to the pharmacy by the sponsor: 

Indicate the expected frequency of shipments, as well as any information that would allow us to estimate the workload associated with receiving the drugs (e.g. expected frequency, maximum frequency, are the various formulations or placebos delivered in the same shipment or separately).
	Click or tap here to enter text.

Indicate the quantity of medication that will be kept in stock by the pharmacy for the duration of the research project so that necessary storage space can be determined.
	Click or tap here to enter text.


(b) For each of the medications that are not delivered by the sponsor, but acquired by the pharmacy:
Indicate if there are any additional considerations:
	Click or tap here to enter text.


Please provide an investigator's brochure or product monograph for any drug that is not marketed in Canada. 
ADDITIONAL INFORMATION ON MEDICATIONS
Please complete this section if additional details are available but not in the pharmacy manual. 
Drug Name		Click or tap here to enter text.
Temperature deviations requiring quarantine and notification to the sponsor	☐ In manual	Click or tap here to enter text.
Stability (at each stage of preparation)	☐ In manual	Click or tap here to enter text.
Preparation instructions	☐ In manual	Click or tap here to enter text.
Specific equipment required for preparation	☐ In manual	Click or tap here to enter text.
Dose rounding rules	☐ In manual	Click or tap here to enter text.
Special handling (e.g. controlled product, biohazard, safe handling)	☐ In manual	   Click or tap here to enter text. 

N.B.: Click on the "+" sign that appears in the bottom right corner when typing text in the table to create a new table section
DESTRUCTION OR RETURN OF MEDICATIONS
Indicate whether destruction is done by the site, by return to the sponsor, or based on local preference.
Click or tap here to enter text.
Indicate if there are any specific requirements to authorize destruction on-site: 
Click or tap here to enter text.
Indicate the expected frequency for returning or destroying medications, e.g. can the CRA authorize return or destruction at each monitoring visit. 
Click or tap here to enter text.
Indicate the time required for the box to be authorized for destruction after the CRA’s monitoring visit.
Click or tap here to enter text.
Please note that storage space for returns or boxes for returns is limited and charges may apply, depending on local procedures. 
MONITORING VISITS
Indicate the planned frequency of monitoring visits if known.
	Click or tap here to enter text.


Please note that if the frequency is not known, visits may be charged individually, based on local procedures. 
