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	Purpose

This document describes how the clinic staff at the MACROBUTTON NoMacro [site name] CRS coordinate with the pharmacy staff to prepare for vaccination.

	References

· ICH GCP Guidelines, E6, 4.6

· DAIDS Policy on Clinical Research Pharmacy and Study Products Management
· MACROBUTTON NoMacro [insert site name] CRS Pharmacy Establishment Plan

	Scope

This SOP applies to the following MACROBUTTON NoMacro [site name] CRS staff: MACROBUTTON NoMacro [insert titles of appropriate stafff members]

	Allowable Exceptions

This SOP is meant to be followed without deviation. However, it is an allowable exception to follow procedures specified in a protocol or Study Specific Procedure Manual (SSP) that may deviate from this SOP.

	Procedures

A. Preparing for Vaccination
1. Notification 
a. The Clinic Coordinator or designee notifies the Pharmacist in writing (either hardcopy or via email) to alert him/her that the participant presented for their study visit and is eligible for his/her vaccination.

2. Documentation

a. Prior to dispensing study product, the MACROBUTTON NoMacro [insert titles of appropriate staff member] provides the Pharmacist with:

· a copy of the signed informed consent form [This is an example only. Insert a description of how the clinic staff document for the Pharmacist that the participant has consented to the study prior to study vaccine being dispensed.]

· a written prescription, signed by a licensed clinician with prescriptive authority listed on the study 1572 (or IoR Agreement)
3. Confidentiality 
a. The participant’s unique study identification number is used on all prescriptions.

B. Unsuccessful Vaccination
1. Return of Study Product

a. In the event of study product not being administered to the participant, clinic staff return the study product to the Pharmacist with a written explanation of why it is being returned. 

	Training

1. Each staff member receives or has direct access to applicable Standard Operating Procedures (SOPs).

2. Each staff member reviews the applicable SOPs MACROBUTTON NoMacro [Insert frequency of review].

3. All SOP training is documented and tracked MACROBUTTON NoMacro [Insert where the documentation is kept].

4. New staff is trained on applicable SOPs within MACROBUTTON NoMacro [Insert #] days of employment.

5. Staff members whose duties fall within this SOP scope are retrained within MACROBUTTON NoMacro [Insert #] days of the approval of each SOP revision.
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