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MEDICINES CONTROL COUNCIL 
 
 
 
 
 
 
 
 

CHANGES DURING THE REGISTRATION PROCESS 
 

TO ALL APPLICANTS 
 
Council is receiving an increasing number of changes relating to the transfer of applications to 
other applicants and / or changes to the manufacturing sites of products while these 
applications are still in the registration process, before registration has been finalised. 
 
The administrative processes for handling submissions are such that various sections of the 
application are sent to the relevant reviewers and units for evaluation on receipt of the 
application, e.g. Pharmaceutical & Analytical (P&A), Clinical, Inspectorate, Names and 
Scheduling. 
 
It has been noted that some of these requests for changes are dispatched directly to some of 
the units (specifically those that are at recommendation /response stage and the inspectorate) 
and not through the Directorate Operations and Administration.  These requests are not 
accompanied by any document (formal or otherwise) of session.  This results in the secretariat 
possibly being required to disclose information to an Applicant not reflected in the application 
and therefore being exposed to contravening section 34 of the Medicines and Related 
Substance Act, 1965 (Act 101 of 1965), which states: 

34. Preservation of secrecy 
No person shall, except for the purpose of the exercise of his powers or the performance of his 
functions under this Act, or for the purpose of legal proceedings under this Act, or when required to 
do so by any competent court or under any law, or with the written authority of the Director-
General, disclose to any other person any information acquired by him in the exercise of his 
powers or the performance of his functions under this Act and relating to the business or affairs of 
any person, or use such information for self-gain or for the benefit of his employer. 

 
The Medicines and Related Substances Act does not make provision for change of Applicant 
during evaluation.  Section 15B of the Act makes provision for transfer of the certificate of 
registration by the holder to any other person.  
 
Council does not ordinarily allow such changes during the registration process.  In exceptional 
circumstances, such as when the applicant has merged with another company, Council will 
consider a fully motivated application for a change. 
 
 
 
MS M HELA 
REGISTRAR OF MEDICINES 
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References 
 
I The Medicines and Related Substances Act, 1965 (Act 101 of 1965), as amended 

Section 15B of the Act states: 

15B Transfer of certificates of registration 

(1) A certificate of registration may with the approval of the council be transferred by the holder 
thereof to any other person. 

(2) Application for approval of the transfer of a certificate of registration shall be made to the 
registrar on the prescribed form and shall be accompanied by the certificate of registration in 
question and the prescribed application fees. 

(3) The registrar shall as soon as practicable after the receipt of any such application submit the 
application to the council for consideration. 

(4) If the council grants any application submitted to it in terms of subsection (3) the registrar shall 
make the necessary entries in the register relating to the person to whom the certificate of 
registration is transferred, cancel the existing certificate of registration and issue a new 
certificate of registration on the prescribed form to such person in respect of the relevant 
medicine. 

 
II General Information guideline (2.01 General information Mar11 v7.doc) 

2.2 APPLICANT/PROPOSED HOLDER OF THE CERTIFICATE OF REGISTRATION (PHCR)  

2.2.1 Eligibility to apply for registration of a medicine is governed by Regulation 22 of the Act.  An 
application may be made by any of the following: 
a) a person, body corporate/juristic person, company, residing and doing business in South 

Africa; 
b) a close corporation incorporated in South Africa; or 
c) a company in South Africa with at least  

- a responsible delegated person residing in South Africa and 
- an authorised person residing in South Africa who must be a person with appropriate 

knowledge of all aspects of the medicine and who shall be responsible for 
communication with Council. 

 
III Amendments guideline (2.08 Amendments Mar11 v5.doc) 

4 HCR-FPRR and/or additional/change of MANUFACTURER, PACKER, FPRC  

4.2 The processing of the application is not a mere formality; each application will be evaluated 
individually.  The authorisation for change is dependent on various aspects including the proposed 
new HCR / manufacturer / packer / laboratory’s infrastructure and its compliance with Good 
Manufacturing Practice (GMP) in terms of the guidelines as recommended by the SA Guide to 
GMP and the World Health Organisation. 

4.3 In order to assess the suitability of the proposed HCR, manufacturer, packer or laboratory, an 
inspection by Council Inspectors may have to be performed prior to the authorisation of the 
change requested. 
An inspection by Council Inspectors may be required for manufacturers in countries outside the 
borders of South Africa other than those with which Council aligns itself. 
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