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MCAZ’s Mandate
Protect and Promote Public Health & Animal Health 

By assuring that medical products 

marketed in the country are SAFE, 

EFFECTIVE and of GOOD QUALITY



Concerns from stakeholders

•Timeline to regulatory decision 

•Processing of applications that were submitted prior to 

2024

•Payment of resubmission fees 

•Finalisation of intent to register responses

•FIFO

•Poor communication 



Mapping 
Exercise July 
– Sept 2023

❑Human Allopathic Medicines Unit (950 
pending)

          398: opened files and 552: unopened files

❑Veterinary Medicine Unit (40 pending)

❑Complementary Medicines Unit (120 pending)
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Circular 26 of 2023

Observations

❑Submission of substandard application for registration

❑Multiple deadline requests

❑Protracted Review Cycle: ≥ 6

❑Increase in WIP: Reduction in Productivity

❑General increase x3 in applications for registration

❑Perennial Staff Attrition: Reduction in Talent

❑ Inefficient Tracking & Monitoring of Timelines
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Circular 26 of 2023

Solution

❑High level Screening

-Pass: Proceed to evaluate

-Fail: NMT 120 respond

❑Limit Review Cycles ≤ 2

❑Regulatory Decision in NMT 9 months

❑Previous Median Time to Registration 24 

months
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Circular 26 of 2023

Anticipated Benefits

❑Increase in efficiency in processing 

applications for registration

❑Improvements in submissions: MCAZ/ICH 

Requirements

❑Significant reduction in timelines for 

registration

❑Efficient Talent Management

❑Better Risk-Based Assessments on Quality 

submissions

❑Abolishment of the tendency to hold queue by 

applicants with grossly deficient dossiers
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UPDATE 

As at 30 September 2024

246 applications have been received

From the received applications, all eligible for screening have been screened



Achievements 

IN SEPTEMBER 2024 GREATER 
THAN 90% OF SCREENED 

APPLICATIONS WERE GRANTED AN 
INTENT TO REGISTER AFTER THE 

FIRST REVIEW CYCLE

AS AT 30 SEPTEMBER MORE 
PRODUCT REGISTRATIONS 

COMPARED TO THE PAST 3 YEARS

BETTER AND COMPLETE DOSSIERS 
FROM APPLICANTS 



CHALLENGES 

• Intent to register responses 

•Emails are not being responded to allow for finalisation of applications

•Conditions for registration are not being accepted 

•Certificate template not being completed 

• Information change at registration in the MC8 form or on the certificate

•Labelling requirements taking long to be finalised 

•Mitigation: Refusal of applications 



CHALLENGES

Responses to screening not meeting deadlines

Mitigation

Refusal of applications, both intent to refuse and proceed to 

evaluate after screening

Applications for which responses are overdue by 30 November 

2024 will be refused registration for failure to respond within 

deadlines



CHALLENGES – Human Capital

Human allopathic 
medicines, Pre-
registration: 6 

officers

Veterinary 
medicines: 2 

officers 

Complementary 
medicines: 4 

officers 

Post registration 
(variations and 

re-registrations): 
5 officers 

Expedited 
projects: 3 

officers 



CHALLENGES – Human Capital

•  Of the 20 technical officers 

•4 officers: > 5 years 

•3 officers: > 2 years

•7 officers: 1 – 2 years

•6 officers: 0 – 4 months 

•High staff turnover 

•Mitigation

•3 officers joining the unit in November

•Discussions to increase in staff complement 

• Intensive training programme 



Challenges: Communication 
Channels

Technical staff burdened with low payoff activities such as high volumes ofemails 

▪Applicants sending responses to the officers who would have sent them an email to collect the letter 

(remember high turnover)

▪Applicants sending an email to every officer they know in the division (also leading to poor response)

▪Low payoff activities taking valuable assessors' time 

Mitigation

Centralisation of communication

Applicants will be notified of the communication pathways 



NEXT STEPS 

1. 2022 to 2026 MCAZ strategic goal: full automation of regulatory

 processes

•2024 applications hybrid 

•2025 real time communication tracking regulatory milestone 

• (receipt, screening, evaluation and regulatory decision)

• January 2025 electronic submission portal open 

2.    Manual tracking of applications that came prior to 2024

3. Public assessment reports 

4. Re-registrations 

5. Screening procedure implemented in 2024 will continue
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