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	LODGING A COMPLAINT ON A MEDICINE 


	This document is intended to serve as guidance on how to lodge a medicine complaint with the Medicines Control Council (MCC).  Council reserves the right to request any additional information to establish the safety, quality and efficacy of a medicine and may make amendments in keeping with the knowledge which is current at the time of consideration of data which has been submitted regarding any medicine complaint.  The MCC is committed to ensure that all medicines that are registered are of the required quality, safety and efficacy.  


	Date of release for publication
	August 2006

	Date of implementation
	September 2006


REGISTRAR OF MEDICINES

MS M HELA
1 INTRODUCTION

The Medicines Control Council (MCC) ensures that medicines are of quality, and are safe and efficacious.  Medicines should comply with the information that has been evaluated and approved by the MCC.

This guideline outlines the information required when lodging a complaint on a medicine and also facilitates the investigation process.

2 SCOPE

This guideline covers all types of complaints on medicines quality, safety and / or efficacy, and advertising of medicines, but excludes adverse reaction complaints resulting from the use of a medicine, which should be reported to the National Adverse Drug Event Monitoring Centre (NADEMC) in Cape Town.

3 HOW TO LODGE A COMPLAINT

A complaint should be in writing.  A telephonic complaint is also acceptable but written complaints are the preferred route.

3 State the name of the medicine, the registration number, the batch number and the expiry date of the medicine.
3 In case of an unregistered medicine, state the name of the manufacturer/supplier/agent and contact details.
3 State the detail of the complaint.

3 Submit a sample of the medicine or advertising material to accompany the complaint where applicable.

3 Present all complaints in English.  Advertisements that are not in English should be accompanied by an English translation.

3 Address all complaints (excluding adverse reactions) to the Registrar of Medicines for attention of the Director: Inspectorate & Law Enforcement at the following address:

Department of Health

Private Bag X828

Pretoria

0001

Fax: 012 312 3114/65

Tel: 012 312 0230/47/43

3 Address complaints on adverse reactions resulting from the use of a medicine to: 

National Adverse Drug Event Monitoring Centre

Medicines Control Council

c/o Division of Pharmacology

University of Cape Town

Observatory

7925

Cape Town, South Africa

Tel: 021 447 1618

Fax: 021 448 6181

NB: It should be noted that the confidentiality of the information submitted to the MCC is governed by section 34 of the Medicines and Related Substances Act, 1965 (Act 101 of 1965) as amended.
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