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1. Purpose/scope
This procedure describes the process for taking pharmacokinetic (PK) samples from the phlebotomist to processing in the ward laboratory and onto an analytical laboratory in clinical trials, and applies to team members responsible for planning for, or conducing PK sample clinic-level processing and transport
2. Abbreviations

ISF

Investigator Site File
PI

Principal Investigator
3. Definitions
Investigator Site File (ISF)

Files of Essential Documents held by the Investigator. NB on occasion sites may also hold the Sponsor's Essential Documents, where the Principal Investigator (PI) assumes a Sponsor-investigator role.
4. Associated forms
CL14.1
Sample processing and transport flow diagram

CL14.2
Sample chain of custody form
5. Procedure
5.1 Planning for blood PK sample processing/transport
· Prior to trial start, all staff involved in PK sample processing and transport will agree on the trial-specific procedure with reference to the protocol and any associated documents. Use of an in-house trial-specific Sample processing and transport flow diagram is recommended (CL14.1), or the analytical laboratory may provide its own.

· Medical stock and equipment for PK samples will be checked as adequate in terms of their quantities, labelling etc. in advance of the visit or trial admission period. 
· A member of the trial team is appointed by the PI to transfer samples from source to where they are processed and/or stored (NB this running function may be in addition to other trial-related duties)
· If required by the protocol, ice (or dry ice etc.) is made available to store sample tubes (pre and/or post collection). This may be at the bed-side during admission periods or elsewhere in the ward. Extra supplies of ice etc. should always be on hand to re-stock for the next sample.
5.2 The process and documentation
· After a sampling time point has been completed, the runner will make sure required samples are present and may be tasked with documenting the participant numbers per sample on a Sample chain of custody form (CL14.2). Alternatively, this documentation may be done by another member of the team or the processing laboratory staff. If necessary, a stopwatch (or equivalent) should be used to ensure the protocol-specific timelines between sample and centrifuge or freezer are adhered to.

· The runner delivers the samples to the processing area of the ward (or direct to the analytical laboratory, if relevant), where the person assigned to process samples receives them. Samples are then processed according to the protocol or laboratory-specific instructions or placed in storage (e.g. into a freezer) as documented on the chain of custody form (or equivalent).  The latter accompanies the samples to any further storage facility or laboratory, with copies sent to other members of the trial team as required (for example Data Manager) and the ISF.

· Any deviations from the protocol will be dealt with as per the agreed procedure for non-compliance.
6. References
None
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