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1. Purpose/scope
This procedure describes the process for collecting and sampling for urine pharmacokinetic (PK) measurements in clinical trials and applies to team members responsible for preparing for, or the conduct of collecting urine PK samples.
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
CL15.1
Urine collection log for PK samples

CL15.2
Chain of custody form for urine PK samples
5. Procedure
5.1 Planning for urine PK sample processing/transport
· Prior to starting to collect urine for PK measurement all staff involved will be familiar with the trial-specific procedure, with reference to the protocol and/or other relevant documentation (e.g. manual provided by Sponsor or laboratory).

· The required sampling consumables and equipment will be sourced and labelled according to the protocol or other relevant requirements (e.g. participant urine collection containers, bulk urine storage containers [e.g. for 12 or 24-hour urines, including sampling tubes if applicable], cryovials, pipettes, labels, fridge, measuring cylinders, marker pens, waste bags).
· All collection containers should have a lid, although primary collection of urine may first be in a container without a lid where required (e.g. urine hat placed over toilet seat). 
· The analytical laboratory should be consulted on whether preservatives need to be added to bulk urine collections.
· Labels will contain at least a trial identification and participant identification (e.g. screening, treatment and/or initials), type of sample (URINE), and may also contain visit day/date, time(s) of sampling or other relevant protocol-specific information.
5.2 The process and documentation
· Unless otherwise detailed in protocol-specific instructions, the following process will be employed in collecting urine from participants for PK assessments:

· Participants will be given a single-use collection container at the required sampling time. For continuous urine collection, however, participants will either be given a container to keep with them in case of needing to urinate, or given instruction to collect a labelled container from a member of the ward staff on duty whenever they require to pass urine, 

· For continuous urine collections, all staff on duty must be vigilant of participants using the bathrooms and enquire as to whether they need a urine collection container.

· The participants will be instructed to close the container after collection (where relevant) and immediately hand in their urine collections to a staff member (preferably someone given specific responsibility for processing samples in the laboratory, otherwise any staff member on duty, versed in the procedure, who then takes the sample to the laboratory).

· For continuous urine collections a designated staff member will decant urine from participant collection containers into the corresponding labelled bulk containers (i.e. labelled for that participant and sampling period) which is stored according to trial requirements. A record of urine collections will be made on a log (e.g. CL15.1). This may capture the time point of each urination episode or for a protocol-specified period.

· Should the outside of a sampling container be contaminated it should be placed in a sealed plastic bag before storage, if possible.

· Samples are then processed according to the protocol or laboratory-specific instructions as documented on a chain of custody form (e.g. CL15.2).

· Before extracting the required volume of aliquot of urine (e.g. for transfer to a cryovial), it is critical to first measure and record the total volume of urine (and/or mass, should that be required by the protocol) collected over the sampling period.

· Mix bulk samples well prior to drawing up the required volume for storage using a pipette or sampling tube supplied with the container.

· Transfer the aliquoted sample to a labelled cryovial, seal well and store at the appropriate temperature. 

· Indicate the time of storage on the chain of custody form (CL15.2).

· The chain of custody form then accompanies the samples to any further storage facility or laboratory, with copies sent to other members of the trial team as required (e.g. Data Manager) and the ISF.

· Any deviations from the protocol will be dealt with as per agreed procedures for non-compliances.
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