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Labelling requirements for CTIMPs 
(Updated in line with MHRA Clinical Trials Regulations 2026)


The following information must be included on CTIMP labels unless documented risk-based justification is applied:

	1
	Sponsor/Contact Details:
Name, address and telephone number of the Sponsor (or investigator/site contact where appropriate), being the main contact for information on the product, clinical trial and emergency unblinding.

	2
	Product Description:
Pharmaceutical dosage form, route of administration, and quantity of dosage units.
In open-label trials: name / identifier and strength / potency must be stated. 

	3
	Batch Identification:
The batch number and/or code number to identify the contents and packaging operation.

	4
	Trial Identification:
Trial reference code allowing identification of the trial, site, investigator and sponsor (if not provided elsewhere).

	5
	Participant Identification:
Trial participant identification number/treatment number and, where relevant, the visit number

	6
	Investigator Identification:
Name of investigator (if not included in Sections 1 or 4).

	7
	Directions for Use:
A reference may be made to a leaflet or other explanatory document intended for the trial participant or person administering the product/healthcare professional.

	8
	Trial Use Statement:
“For clinical trial use only” or equivalent wording

	9
	Storage Conditions:
Applicable storage conditions (e.g., temperature, light protection).

	10
	Expiry / Retest Date:
The period of use (use-by date, expiry date or re-test date as applicable), stated in month/year format and in a manner that avoids any ambiguity.

	11
	Safety Statement:
“Keep out of the sight and reach of children”, except when the product is for use in trials where the product is not taken home by participants (e.g., hospital-only use).



Additional Considerations:

	1
	Labelling may be risk-proportionate, provided:
· Participant safety is not compromised
· Traceability is maintained
· Justification is documented

	2
	For blinded trials:
· Labelling must not reveal allocation
· Identical labelling should be used across treatment arms

	3
	For small containers (e.g., ampoules, syringes, blisters):
· Reduced labelling is permitted
· Outer packaging must contain full information

	4
	For authorised products used as IMPs:
· Commercial packaging may be retained
· Trial identification and trial-use statement must be added
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