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1. Purpose/scope
Responsibility for IP accountability at the trial site rests with the investigator/PI, although where allowed/required the investigator may/should assign some or all of his/her duties to an appropriate pharmacist or another appropriate individual under his/her supervision (ICH GCP(R2)). Adequate records must be maintained of the IP delivery to the site, the inventory at the site, and use by each participant. This procedure therefore describes the process for dispensing and dosing of IP and their return to a pharmacy/drug store for a clinical trial. This procedure may be supplemented with a trial-specific pharmacy manual or process document(s).
2. Abbreviations

GCP

Good Clinical Practice

IP

Investigational Product

PI

Principal Investigator
3. Definitions
Investigational Product (IP)

A pharmaceutical form of an active ingredient or placebo being tested or used as a reference in a clinical trial, including a product with a marketing authorisation when used or assembled (formulated or packaged) in a way different from the approved form, or when used for an unapproved indication, or when used to gain further information about an approved use.

4. Associated forms
IP03.1 Investigator IP accountability form
5. Procedure
5.1 IP dispensing
· In some trials the pharmacist (or other suitably qualified person as appropriate to the facility) will dispense directly to participants through a trial-specific process. In others IP is transferred to another member of the team who subsequently supplies to participants (e.g. in a ward). This movement is documented on the Pharmacy accountability form (See previous procedure IP01). Appropriate measures need to be in place to ensure the security and integrity or the IP until it is given to the participant or returned to the pharmacy/dispensary.

· Should the IP need to be prepared by whoever is giving it to a participant, there must be adequate instructions and training provided to the person to whom this duty has been delegated.  
5.2 IP dosing
· Whoever gives a participant IP should first check the details on the container with the source documents or other participant identifiers and then follow any trial-specific instructions (e.g. about position of the participant, or mouth checks [above, below and either side of the tongue]). 

· Dosing may be staggered in appropriate intervals should the trial require it.

· The actual time of dosing will be recorded in the source or Case Record Form and initialed by the person who dosed the participant. Wherever possible as second member of the team should observe and record each participant consuming the IP.

· After dosing, an Investigator IP accountability form (IP03.1) will be completed. Any deviations in dosing should be brought to the attention of the PI and documented accordingly.

· If required, IP is given to the participant to take home, and this is also completed on form IP03.1.
5.3 IP return
· After the last participant on any particular day is dosed, or after a participant returns for a follow-up visit, empty IP containers and remaining back-up IPs are returned to the pharmacy/dispensary. Any missing containers or unanticipated doses remaining in used containers must be brought to the attention of the PI to try to resolve the issue, as documented. 

· The pharmacist (or other suitably qualified person as appropriate to the facility) will perform drug accountability after appropriate cleaning of the area between batches etc., if necessary. To ensure accuracy, totals are double checked by either the same person or another member of the team.

· The Pharmacy accountability form (See previous procedure IP01) will then be updated and periodically reconciled with the Investigator IP accountability form (IP03.1). Any discrepancies will be investigated and brought to the attention of the PI.

5.4 After the last dosing day

The remaining IP in the following categories will have been stored separately according to protocol requirements: unpackaged bulk IP (excess), empty IP containers from dosing days/returns from participants, spare or unused (e.g. back-up) IP, retention samples (if required).
5.5 Blinding

Should members of the trial team need to be blinded to any of the above procedures, this should be documented in detail in a Pharmacy Manual or other trial-specific document.
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