	[image: nda logo]
	National Drug Authority
Plot No. 93 Buganda Road
P.O. Box 23096, Kampala, Uganda.
email: ndaug@nda.or.ug; website: www.nda.or.ug
Tel: +256-414-255665, +256-414-347391/2


	[image: The Republic Of Uganda Logo]
	


Form 38
Regulation 17

Page 1 of 1

	LABELLING INVESTIGATIONAL DRUG PRODUCTS FOR CLINICAL TRIAL
THE NATIONAL DRUG POLICY AND AUTHORITY (CONDUCT OF CLINICAL TRIALS) REGULATIONS, 2024




The following information shall be labelled on the carton, inner label and the blisters or strips of the investigational drug product for a clinical trial:

	
	Unit carton
	Inner
	Blister or

	Parameters
	or subject
	
	

	
	
	Labels
	Strips

	
	kit
	
	

	
	
	
	

	Clinical trial protocol number
	√
	√
	√

	
	
	
	

	Visit
	√**
	√**
	√**

	
	
	
	

	No. of the subjects or initial of the subject
	√
	√*
	√

	
	
	
	

	Investigational drug product name or code
	√
	√
	NA

	
	
	
	

	Dosage form
	√**
	√**
	√**

	
	
	
	

	Name of active substance
	√**
	√**
	√**

	
	
	
	

	Strength of active substance
	√**
	√**
	√**

	
	
	
	

	Instructions for use
	√
	√*
	√

	
	
	
	

	Batch number
	√**
	√**
	√**

	
	
	
	

	Manufacturing date or retest date
	√
	√
	√

	
	
	
	

	Expiry date
	√
	√
	√

	
	
	
	

	For clinical trial use only
	√
	√*
	√

	
	
	
	

	Name  and  address  of  manufacturer,  final
	√***
	√***
	√***

	release, product owner (corporate address)
	
	
	

	or sponsor
	
	
	

	Route of administration
	√
	√
	NA

	
	
	
	

	Storage condition
	√
	√*
	NA

	
	
	
	

	Pack sizes (unit or volume)
	√
	√*
	NA

	
	
	
	



NA	Not Applicable

· Exempted for small label such as ampoule and vial.

· Where applicable

· With letter of authorisation

If the product is supplied without an outer carton, the information that is required on the outer carton should be stated on the inner carton
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