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Medicines Control Authority of Zimbabwe

Circular 26 of 2023

Solution

IHigh level Screening
-Pass: Proceed to evaluate
-Fail: NMT 120 respond
JLimit Review Cycles < 2

JRegulatory Decision in NMT 9 months

JPrevious Median Time to Registration 24
months
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Circular 26 of 2023

Anticipated Benefits

iIncrease in efficiency in processing applications for
registration

JImprovements in submissions: MCAZ/ICH Requirements
Significant reduction in timelines for registration

L Efficient Talent Management

Better Risk-Based Assessments on Quality submissions

JAbolishment of the tendency to hold queue by applicants
with grossly deficient dossiers
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Medicines Control Authority of Zimbabwe

Updates: Screening

Statistics as of 31 October 2024
e 90% of 2024 applications screened

e 57% met the 10 working days timeline
e 64% of backlog applications screened
e Cumulative pass rate: 44%

e Screening failure rate decreased from 84% to 6%

20% of failed applications had responses submitted
82% of passed applications had responses submitted
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Medicines Control Authority of Zimbabwe

Updates: Evaluation and finalisation

Efficiency Improvements:
* Meeting 9-month timeline for finalisation

* 35% more applications evaluated compared to 2023

* 53% more applications registered compared to 2023
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MAZ Medicines Control Authority of Zimbabwe
Processing of Applications in 2025

- Continuation of Circular 26 of 2023
-Revised Timelines Effective January 2025

Responsible

Process party 2024 timeline 2025 timeline
Screening MCAZ 10 working days 20 working days

Response submission after proceed to evaluate decision by the Applicant 30 calendar days 45 calendar days

Authority

Response submission after intent to refuse after screening Applicant 120 calendar days 120 calendar days

Response submission after Intent to register after evaluation Applicant 30 calendar days 45 calendar days

Response submission after Intent to refuse after evaluation Applicant 60 calendar days 60 calendar days

Finalisation of applications after submission of a satisfactory MCAZ 270 calendar days (MCAZ 270 calendar days (MCAZ
response to screening time) time)
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Medicines Control Authority of Zimbabwe
Monitoring and tracking:2025

*Increased automation: Submission of dossiers online
*Strict Monitoring of Timelines

*Maintenance of 2 review cycles

*No Time-Extension Requests Entertained

*Screening of backlog files to be completed in December
2025

*Continuation of use of reliance

*Rejection of Applications Failing to Meet Timelines
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Medicines Control Authority of Zimbabwe
2025: WHO GBT ML4 Status

World Health Organization's (WHO) Global Benchmarking Tool
(GBT) maturity level 4

=Publishing Public Assessment Reports (PARSs)
"Increased automation
=Clear timelines for processes

sAdherence to timelines
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Medicines Control Authority of Zimbabwe
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