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Licensing and Enforcement

In 2022, the Licensing and Enforcement Division continued to execute its duties through the
following activities, and more:
® Licensing of premises
Licensing of persons
Authorisations for Importation of Unregistered Medicines
Screening and Authorisation of Donations
Control of the Import and Export of Narcotics
Inspections of licensed and unlicensed premises

Import and Export Control

Collaboration with law enforcement agents to monitor unlawful sale and distribution of
medicines

® Collaboration with ZIMRA and Port Official in clearing medicines and ports of entry

Licensing

Table 1

Licensing of premises
Licenses and Permits 2021 2022
Pharmacy licences 815 1146
Veterinary Medicines General Dealers’ permits 70 207
Industrial clinics licences 111 155
Wholesale dealer’s permits 134 157
Medical practitioner’s dispensing licences 45 30
Manufacturer’s licences 13 16

Graph 1: Licensing of premises
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Licensing' and Enforcement

Licence and Permits
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2022 witnessed a significant increase in applications for pharmacy licences and veterinary medicines
general dealers permits as well as industrial clinic licences. There was however a decline in licences

issued for dispensing medical practitioners. New manufacturers were licenced in 2022.

Table 2: Authorisation for importation of unregistered medicines

Section 75 2021 2022
Institutions 1148 438
Prescriptions 1067 944
Donations 56 154

Section 75 Authorisations
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Graph 2: Authorisation for importation of unregistered medicines
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2022 had a significant decline in the number of Section 75 applications received and processed for
institutions. There was however slight change on applications processed for individual prescriptions.
The relative importation of unregistered products can be attributed to the implementation of Circular 23

and 24 0£ 2022 which controlled import of medicines in bulk through parallel importation.

Table 3: Clearance of medicine consignments

Administrative issues 2021 2022
Import Permits issued 1465 1758
Number of consignments cleared 2509 1394
Number of permits for the importation of precursor substances | 210 233
were issued

Number of licenses to import narcotics and psychotropic 57 162
substances

Export permits issued 94 170
Number of licences to possess, acquire and administer narcotics, | 14 90
including game capture licences

Clearance of medicine consignments
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Graph 3: Clearance of medicine consignments
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There was a significant decrease in the number of consignments cleared in 2022 owing to the decrease
in Covid cases that had given rise to the need for more consignment in the year 2021. Import permit
applications were sightly increase when compared to 2021. The increased number of licences for
narcotic and pyschotropic licence could be attributed to new licences for the importation of Cannabis
seed for production. 2022 witnessed a significant increase in export permits which was almost double

the number of permits issued in 2021.

Enforcement

Table 4: Inspections conducted

Premises Type 2021 2022
Local Manufacturers 7 9
External Manufacturers 35 74
Cannabis Inspections 23 25
Pharmacies 112 225
Wholesalers 21 86
Industrial clinics 42 51
VMGDs 71 115
Vet surgeons 2 7
Medical Practitioners 4 15
Enforcement 37 107
Public Institutions 97 101
Supervision Checks of Licensed Premises 168 311
Closure of unsupervised Premises. 12 20

Inspections Conducted

m
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Graph 4: Inspections Conducted v

Inspections for all premises started to increase in 2022 after a significant decline in activities in 2021
due to Covid -19. Double the amount of premises were inspected in 2022 when compared 2021. Only

public institution inspection maintained more or less the same number as these premises inspection
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Licensing and Enforcement

were never affected by Covid-19 lock down and sampling and inspections were done in accordance

with the plans.

Good Manufacturing Practice Inspections

Following the Global Benchmarking Tool requirements, Inspectorate managed to inspect all local
manufacturers for compliance with Good Manufacturing Practices in 2022. A number of Quality Circle
meetings were held with local manufacturers to address areas where common gaps had been noted
during inspections. External manufacturers were also inspected in line with their volume of imported
products on arisk based approach. A number of premises had become due for inspection post Covid -19

lock down and travel restrictions.

Good Supply and Distribution practice inspections

All wholesale dealers were inspected prior to renewal of premises permits in line with GBT
requirements. This also followed the need to assess for compliance with the updated Good Supply and
Distribution Practices (GSDP) Guidelines. The Authority managed to hold stakeholders training for the
wholesalers on areas of concern especially the need to comply with quality management systems for

medicine that was not in the previous guidelines.
Compliance to ISO 17020 and WHO Global Bench Marking

The Division continued to maintain its compliance status with ISO 17020 requirements.
Following the 2021 WHO assessment division continued to work on addressing IDPs raised

Automation and optimization of key processes

The Division has been automating most of its key processes since 2018 and the following processes are
fully functional with on-going validations:

1. Import and Export application process

2. Section 75 application process for unregistered medicines

3. Licences and Permits applications for premises and persons

4. Narcotic Licences

Lessons learnt and plans for the future

1. In the period under review the inspectorate faced significant staff attrition which also affected
the processes due to the hyperinflationary environment.

2. The Division hopes to achieve WHO Global Benchmark Level 3 by end of year 2023.
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MED.CINAL CANNABIS IN ZIMBABWE

Background

The Dangerous Drugs Act [Chapter 15:02] is an Act that provides for the control of the importation,
exportation, production, possession, sale, distribution and use of dangerous drugs; and to provide for
matters incidental thereto. In terms of Section 6 of the Dangerous Drugs Act [Chapter 15:02], the
Minister of Health and Child Care published the Dangerous Drugs (Production of Cannabis for
Medicinal and Scientific Use) Regulations, 2018 [S.7 62 of 2018]. Only producers licensed in terms of

the S.1. 62 0f 2018 are allowed to handle Cannabis from their licensed cannabis cultivation sites.

The Licensing and Enforcement — Cannabis Desk was then formed in 2018 to administer the S.I. 62 of
2018 on behalf of the Ministry of Health and Child Care. This encompasses matters pertaining to new
applications for licences sites, applications for renewal, variation or amendment of licences for sites or
persons, the production, handling, import, and exportation of controlled substances and all compliance
issues relating to controlled substances.

Cannabis licences issued

The S.I. 62 0f 2018 provides for two types of licences:

i. Cultivation and Research of Cannabis (Research and Development).

ii. Cultivation and Production of Cannabis (Production for export purposes as well as Research
& Development activities)

The Cannabis produced is currently for export purposes only. Local use of Cannabis produced in

Zimbabwe can only be for research and development purposes.

A total of fifty-nine (59) production of Cannabis for medicinal and scientific use licences have been
issued to date. Fifty-eight licences are currently active with (56) licences being for cultivation and

production and two (2) cultivation and research licences. The first licence was issued in 2019.

Cannabis licences issued.
2019 2020 2021 2022
35 12 10 2
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General summary of all Cannabis cultivation sites

Number of sites with Cannabis cultivation sites witnessed during | 5

inspection

Number of sites focusing on Industrial Hemp in the interim with 4

plants witnessed during inspections

Number of sites visited with no development activities yet 18

Number of sites with construction activities in progress 11

Sites that are licensed but are still to be inspected by MCAZ, some | 14
of which the licensed sites are not known by the Authority

Number of sites with research licences and focusing on Industrial | 2

Hemp research

Number of surrendered licences 1

Total Number of licences issued 59

Measures put in place by the Authority inorder to promote ease of doing business in the Cannabis
Industry

The Authority has an open-door policy to stakeholders and has in the past years been involved in a
number of stakeholder engagements inorder to clarify the regulatory requirements, case in point the
Cannabis Round Table, 2022. In 2022 the Authority also conducted stakeholder engagements in a bid to
revise the Statutory Instrument 62 of 2018, so that it meets the expectations of the industry as well as to
clarify some provisions which were previously vague. The draft amendment is pending approval by the
Minister of Health and Child Care. In 2022 the Authority also initiated the formation of Cannabis
working groups with other stakeholders like the Agricultural Marketing Authority in a bid to streamline
activities. The Authority has also initiated the formation of a cannabis inspectorate team which is
responsible for monitoring compliance to the set statutes and licensing requirements. There was also

formation of a Controlled Substances Committee whose role is to make decisions on all issues related to

] -_' ' >@ Medicines Control Authority of Zimbabwe 2022 ANNUAL REPORT
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MEDuICIN)}AL CANNAEBIS IN ZIMBABE

Approval of Hemp-Based Cannabidiol (CBD) Products as Complementary Medicines
In 2022, the Authority has published two (2) circulars, Circular 17 of 2022 and Circular 20 of 2022,
which advised stakeholders that it will consider applications for approval of Hemp-based cannabidiol

(CBD) products as complementary medicines.

Two (2) processing sites have submitted applications for manufacturing licences in 2022. Both
applicants were inspected in the first quarter of 2023, and one (1) of the companies has been issued with

apharmaceutical manufacturer's licence restricted to complementary medicines manufacture.
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Evaluations and Registration Division

Introduction

The Evaluations & Registration Division (EVR) is responsible for assessment of the quality, safety and
efficacy of human, veterinary, and complementary medicines. The assessment teams consist of

pharmacists, veterinarians, and scientists, and their work is supported by a small administrative team.
Activities

Focus on notable changes and developments.

To improve timelines and to remove products from non-responsive applicants, the Division assigned
application tracking to a dedicated administrator. This process stimulated applicants to respond on time
and resulted in the closure of 68 applications from non-responsive applicants. Removing such
applications made modest improvements to the very full pipeline of pending applications for
registration.

Human allopathic medicines

Highlights

Applications for Registration

Received Registered Refused Withdrawn

350 138 59 7

The Division recorded a 11% increase in revenue collected from applications for externally
manufactured products and 235% increase in revenue collected from applications for locally
manufactured products in 2022. The increases in revenue can be attributed to an increase in applications
for registration as well as the economic adjustments in local fees due to inflation. Out of the 256
applications for registration of medicines that were assessed in 2022, 138 were registered. The online
register for approved human medicines is available on MCAZ website and the register is updated in

real-time.
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Trend analysis (2021 vs 2022)

Comparison of applications received 2021 vs

2022
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Graph 5 shows 20% increase in applications for registration received in 2022.

Comparison of applications registered 2021 vs 2022
147

I :
Z0Z1 2022

Year

Number of applications

Graph 6 shows 7% decrease in applications registered in 2022.
Post-Approval Variations

480 460 266 189

The Division processed 96% of the variations to registered human medicines that were received in

2022. Furthermore, 71% of the responses to variations received were processed in the same period.
Veterinary medicinal products

Highlights

Applications for Registration

15 12 0 0
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Evaluations and Registration Division

Out of the 25 applications for registration of medicines that were assessed in 2022, 12 were registered.
The online register for approved veterinary medicines is available on MCAZ website and the register is
updated in real-time. In addition, five veterinary complementary medicines were assessed and
approved in 2022. Furthermore, six dipping trial protocols were assessed and approved during the same
year.

Post-approval Variations

55 36 26 20

The Division processed 65% of the variations to registered veterinary medicines that were received in

2022. Furthermore, 78% of the responses to variations received were processed in the same period.

Trend analysis (2021 vs 2022)

Comparison of application Received 2021 vs 2022
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Graph 7 shows 38% decrease in applications for registration received in 2022.

Comparison of Applicatios Registered 2021 vs 2022
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Graph 8 shows no % increase in applications registered in 2022.
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Evaluations and Registration Division

Complementary Medicines

Highlights

Applications for approval

151 59 0 0

Out of the 76 applications for approval of complementary medicines that were assessed in 2022, 57
were registered. The online register for approved complementary medicines is available on MCAZ

website and the register is updated in real-time.

Trend analysis (2021 vs 2022)

Comparison of application Received 2021 vs 2022
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Graph 9 shows 51% increase in applications for approval of complementary medicines received in

2022.

Comparison of Applications approved 2021 vs 2022
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Graph 10 shows 7% increase in applications for registration received in 2022.
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The division continued to coordinate assessments of dossiers at the SADC level under the Zazibona
collaboration. In 2022, four (4) assessment sessions were held and forty-one (41) new products were
assessed under the Zazibona collaboration. Physical joint assessment sessions which had stopped at the
height of the Covid-19 pandemic were also resumed. As at the end of 2022, 378 products had been
assessed under the Zazibona collaboration since it's inception in 2013. Of these 378 products, 321 had

been finalised.

Key/notable achievements

Senior assessors of the Division continued providing support through the Authority's Small Business
Support Unit. The Division continued providing advice on technical requirements on registration of
products to existing as well as greenfield projects to local applicants in line with the NDS1 2021 to 2025
and the Pharmaceutical Manufacturing Strategy 2021 to 2025. These facilitative regulatory processes
being offered by the Division are part of the Authority's efforts to support local industry in improve the
local production of medicines, thereby increasing the availability of the country's essential medicines

and exporting excess products.

In addition, the Division started accepting applications for registration of Hem-based Cannabidiol
(CBD) as complementary medicines starting second quarter 2022. In its circular dated July 2022, the
Authority listed requirements based on the existing complementary medicines guidelines providing
detailed guidance to licensed cannabis/hemp producers, manufacturers, importers or exporters and

retail pharmacists.

Furthermore, the Division was able to finalise draft Medicated Feeds Regulations which had been
under stakeholder consultation for 2 years in December 2022. A stakeholder consultative validation
meeting was held on the 12th December 2022 at Holiday Inn Hotel, Harare to validate and finalise the
Regulations before they were submitted to the Minister of Health and Child Care for final approval.

Lessons learnt and Challenges
The Division had to grapple with the loss of 7 experienced staff members, with technical experience
ranging from 3 years to 24 years. This loss of skill made adhering to EVR process timelines particularly

challenging.
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Plans for the future.
In spite of the challenges, EVR hopes to attain WHO Global Benchmarking Tool (GBT) maturity level

3 for the regulatory function of market authorization (registration). (Maturity level 3 is defined as a

stable, well-functioning, and integrated regulatory system). The division has been working towards
closing all the gaps/deficiencies identified by the WHO GBT assessors during the initial benchmarking

assessment.
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Piiarmac&vigilance and Clinical Trials Division

Introduction

All clinical trials conducted in Zimbabwe are regulated in terms of Part III of the Medicines and Allied
Substances Control Act [Chapter 15:03] and the Medicines and Allied Substances Control (General)
Regulations, 1991. (S.I. 150 of 1991). The Pharmacovigilance and Clinical Trials (PVCT) Division of
the Medicines Control Authority of Zimbabwe (MCAZ) has a regulatory oversight function for clinical
trials conducted in Zimbabwe. All clinical trials of medicines in Zimbabwe involving human
participants must not be conducted until the MCAZ has, with the approval of the Secretary for Health
and Child Welfare, authorized the conduct of the clinical trial. The PVCT division receives, processes
and evaluates the applications from local applicants (industry, academia and investigators) for approval
to conduct the study within Zimbabwe. The division also provides authorization for the importation of
study medicines for the purpose of conducting clinical trials. Any amendments required during the
conduct of the study, must be approved by MCAZ. The MCAZ was also designated by the New
Partnership for African Development (NEPAD) and the African Regulatory Harmonization (AMRH)
as a Regional Centre of Regulatory Excellence (RCORE) in Clinical Trials. As a result of this, the
MCAZ through the Pharmacovigilance and Clinical Trials division designed an intensive course to

build capacity and equip regulators in clinical trials and pharmacovigilance.

The Medicines Control Authority of Zimbabwe (MCAZ) is the National Centre for Pharmacovigilance
and has been a member of the World Health Organisation (WHO) Programme for International Drug
Monitoring since 1998. As part of this programme, the MCAZ works together with the other member
states to monitor medicines safety and take appropriate action to protect the public. As the national
pharmacovigilance centre, the MCAZ identifies signals of drug safety such as unknown or poorly
characterized adverse events in relation to a drug and communicates the information in a way that
improves therapeutics and promotes patient safety. Vigilance is a regulatory function that the national
PV Centre does in collaboration with MoHCC public health programs, private health sector, healthcare
professionals, patients, consumers, pharmaceutical industry, and partners. Through the National
Pharmacovigilance Centre, which is housed in the Pharmacovigilance and Clinical Trials (PVCT)
division the MCAZ also undertakes assessment of risks and options for risk management and applies
information from pharmacovigilance for the benefit of public health programs, individual patients,
national medicines policies and treatment guidelines. The current WHO Global Bench Marking Tool
Version VI currently expanded the scope of pharmacovigilance to include safety monitoring of all
types medical products to include vigilance regulation function such medicines, vaccines,

haemovigilance(blood products and its components safety monitoring).
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Pharmacéigilance and Clinical Trials Division

The Pharmacovigilance and Clinical Trials (PVCT) division is responsible for the following functions;

1. Authorisation and monitoring of all clinical trials involving medicines and medical devices
that are conducted in Zimbabwe in terms of Part III of the Medicines and Allied Substances
Control Actof 1991 [Chapter 15:03].

11. Processing of post-registration safety variations and applications for promotional materials.

iii. The national centre for pharmacovigilance which conducts safety monitoring of medicines, and
vaccines vigilance regulatory functions in collaboration with the Ministry of Health and Child
Care public health programs, private health sectors, healthcare providers, pharmaceutical
industry, consumers, patients and partners including vigilance indicators as defined in the
WHO Global Bench Marking Tool(GBT) 2018 version VI . This includes medicines
(ADRs/SAEs), vaccines (AEFIs) safety monitoring, haemovigilance, causality assessment
including benefit/risk analysis, and communication in a way that improves therapeutics and
risk minimisation.

iv. Medicine, vaccines and haemovigilance information dissemination through publishing

medicine information bulletin, manuscripts publications, circulars, and alert notices.

V. Processing retentions fees for registered medicines both human products and veterinary
products.
vi. Medicines safety reviews and re-categorisations.

vii.  Processing product defects and recalls related to safety aspects although post marketing
surveillance of quality and efficacy i.e. market control is done by the Licensing and

Enforcement Division.
Activities

Clinical trial activities

In accordance with MASCA Chapter 15:03 section 16, clinical trials of medicines and vaccines in
humans require clinical trial protocol applications and subsequent protocol amendments to be
submitted to the MCAZ for evaluation and authorisation by the Secretary for the Ministry of Health and
Child Care (MoHCC). This includes monitoring of the approved clinical trials by MCAZ for
compliance with good clinical practice (GCP) including GCP inspections, clinical trial protocol
amendments approvals, protocol deviations reporting, safety reports, submission of preliminary and
final reports/publications. In addition, for clinical trial monitoring purposes and in line with the
conditions of authorization of clinical trials, serious adverse event (SAEs) reports, progress reports and
final reports for authorized clinical trials should be submitted to MCAZ. Ten (10) clinical trial

applications were received in 2022, an increase from nine (9) new clinical trial applications received in
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Piiarmacéigilance and Clinical Trials Division

2021. All the clinical trials received in 2022, were submitted and processed using the electronic-
Clinical Trials Application and Registry (e-CTR) system. Of the 10 clinical trials received in 2022,
four (4) were for HIV prevention and management, four (4) were for COVID-19 prevention and
management, one was for contraception and one application was for tuberculosis treatment. All the
applications received were processed within the target timelines of 60 working days and 15 working
days for the expedited review applications. Six (6) Good Clinical Practice (GCP) inspections were
conducted in 2022, with four (4) being routine inspections, one (1) being a triggered inspection and one
(1) being a re-inspection. 158 Individual Case Safety Reports (ICSRs) were received from various
authorized clinical trials in 2022, and these accounted for 37.6% of all ICSRs received by MCAZ in
2022.

Atotal of US$30 344.35 was generated from clinical trials activities against an annual target of US$30
000. The table below shows various clinical trial monitoring reports which were received and processed
in2022.

Table 1: Clinical trial monitoring submissions processed from 1 January 2022 to 31 December
2022

Type of report Number of Number of reports
reports received processed

Clinical trial protocol amendments 39 39

DSMB reports, Progress reports and Final reports, 83 74%*

Applications for the importation of investigational 97 97

products

Protocol deviation report 103 114%*

* 9 reports were carried over to 2023 as they were submitted towards the end of the year after the last PVCT
Committee meeting.

** 11 protocol deviation reports were brought forward from 2021

Medicines Vigilance

202 ADRs were received in 2022 from consumers, public Ministry of Health and Child Care sites,
private sector clinics, hospitals, and pharmacies and these accounted for 48% of the Individual Case
Safety Reports ( ICSRs) reports received by MCAZ in 2022. Of these ADR reports, 129 reports
involved antiretroviral medicines as suspected /concomitant medicines, 54 reports involved anti-

tuberculosis medicines and 19 reports involved other essential medicines. These reports were all
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uploaded onto the MCAZ electronic pharmacovigilance (e-PV) system, processed for causality
assessment by the national PVCT Committee, feedback provided to the reporters, and anonymized
reports uploaded to the WHO VigiBase database. The e-PV system is an electronic platform for
reporting adverse drug reactions, with both online and offline reporting capabilities and it is accessible

via the following hyperlink: https://e-pv.mcaz.co.zw/users/login For detailed guidance on how to

navigate and utilize the e-PV system, users can refer to the Pharmacovigilance Electronic User Manual

which is accessible via the following link: https://www.mcaz.co.zw/wp-content/uploads/2021/12/e-
PV-External-User-Manual-Revision-0_June-2020.pdf

All feedback letters were provided to the reporters and relevant medicine information bulletin articles
made.. There was a slight decrease in the number of reports received in 2022 (202 reports) compared to

2021 (235 reports). Reports tend to increase when pharmacovigilance trainings are done.

ADR and SAE reports can also be submitted by consumers via the online consumer reporting link

which is accessible via the following link: https://primaryreporting. who-umc.org/ZW

An overview of all individual case safety reports received by MCAZ in 2022 is shown in the table on

nextpage:
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Table 2: Overview of Individual Case Safety Reports (ICSRs) (ADRs, AEFIs & SAEs) reports
received by MCAZ in 2022

Type of report Number | Percentage of | Comments and PVCT Committee
received | total ICSRs

causality assessment outcome
summaries.

ADRs and SAEs received | 33 7.8% There was a decrease in the number of
from pharmaceutical
Industry

ICSR received from pharmaceutical
industry in 2022 as compared to 2021
(57 reports). ADRs and SAEs are
received from pharmaceutical industry as

and when they occur.

Adverse Events Following | 28 6.7% There was a decrease in the number of
Immunization (AEFIs) AEFI reports received in 2022 as
compared to 2021 whereby 445 reports
were received. Stimulated reporting
through the STARSS project contributed
to the high number of reports received in
2021 and the STARSS sites had closed
to accrual in 2021. In 2021, there were
more COVID-19 vaccinations compared
to 2022 and AEFI surveillance refresher
trainings were conducted in 2021 for all
the provinces in Zimbabwe following the
introduction of the COVID-19
vaccination programme in Zimbabwe in
February 2021. Among the 445 AEFI
reports received in 2021, 311 were from
the COVID-19 vaccinations.

ADRs from the TSR of all | 202 48% There was a slight decrease in the
essential medicines number of ADR reports received in 2022
including ARVs and as compared to 2021 (235). Reports tend
Anti-TBs from public to increase if there are provincial
MOoHCC sites and some .. g

private sector clinics and pharmacovigilance training programs
doctors. done. In 2021, 24 sites were trained on
medicines vigilance compared to 20 sites
in 2022.

Serious Adverse 158 37.5 The SAEs reports from approved clinical
Events(SAEs) from studies where successful case

approved clinical trials management was done by the medical
conducted in Zimbabwe. doctor researchers. These are closely
monitored as it is a mandate for principal
investigators to report the SAEs. An
increase in SAEs received from clinical
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Causality assessment is defined as finding a causal association or relationship between a medicine and a
medicine reaction. 45% of the ADR reports received in 2022 were serious whereas 55% were non-
serious. The causality assessment for (91%) of the ADR reports, was either probable or possible which
means most reactions were likely to have been attributed to the suspected medicines. In 27% of these
reports, it was indicated that the patients had recovered or were recovering from the adverse drug
reactions. The outcome in 33% of these reports however was indicated as unknown. 52% of the AEFI
reports received were serious and 48% were non-serious. For 27% of the serious AEFIs reports, the
vaccine recipients recovered and for 71% of the non-serious AEFI reports, the vaccine recipients
recovered. For 66% of the total AEFI reports received in 2022, the causality assessment was A1 and A4
which meant that the adverse events were related to the suspected vaccine or the vaccination process.
For SAE reports from clinical trials, causality assessment for 56% of submitted reports resulted in a
classification of unlikely, which reflects that the adverse events could likely be attributed to other
causes. 29% of the submitted reports had a classification of either probable or possible but all reactions
were appropriately managed and participants were recovering and it was noted that most of the adverse
reactions were those already associated with the medicines which were routinely given as standard of
care. For ADRs from pharmaceutical industry, 39% of the reports were assigned a causality
classification of possible, and 26% were assigned a classification of unlikely, 13% of reports were
assigned a conditional classification, meaning additional data was needed for proper assessment.
Adverse event reporting statistics were provided in the February 2022 and August 2022 editions of the
Medicines Information Bulletin.

The Clinton Health Access Initiative (CHAI) requested the support of MCAZ in conducting drug safety
monitoring and reporting training at 20 CHAI Implementing sites for Tuberculosis Preventative
Treatment (TPT), Paediatric Dolutegravir (pDTG) and Advanced HIV Disease (AHD) management.
The 20 CHAI implementing sites trained in 2022 were Mbuma Mission Hospital, Lady Barring
Hospital, Emakhandeni Polyclinic, Northern Suburbs Clinic, Mpilo Central Hospital, United
Bulawayo Hospitals (UBH), Mandava Clinic, Mkoba Polyclinic, Al Davies Clinic, Mbizo 11 Clinic,
Glenview Polyclinic, Budiriro Polyclinic, Rujeko Polyclinic, Parirenyatwa Hospital, Sally Mugabe
Hospital, Chitungwiza Hospital, Epworth Polyclinic, Overspill Clinic, Dombotombo Clinic and Ruwa
Rehabilitation Hospital. The main objective of the trainings was to capacitate healthcare workers
on reporting and management of adverse drug reactions related to antiretroviral and anti-tuberculosis
medicines. This would help to support strengthening of the national pharmacovigilance system by

improving reporting of adverse events.
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Vaccines Vigilance

The National Pharmacovigilance Centre, MCAZ, in partnership with Zimbabwe Expanded Program on
Immunization (ZEPI) Ministry of Health and Child (MoHCC), are the main drivers of vaccine safety
surveillance. In 2022, 28 Adverse Events Following Immunization (AEFIs) were received and in 64%
of these reports, COVID -19 vaccines were the suspected medicines. These reports were all uploaded
onto the MCAZ e-PV system and processed, and subsequently submitted to VigiBase. This was a
significant decline from the 445 reports received in 2022 which could be attributed to a decline in the

rate of COVID-19 vaccination. Feedback was provided for all the reports received and processed.

Pharmaceutical Industry Vigilance

In 2022, 2 circulars were published for the purposes of communicating pharmacovigilance
requirements in Zimbabwe to all current and prospective applicants, manufacturers, and Market
Authorisation Holders (MAHs) for all medicines to be marketed in Zimbabwe. Circular 3 of 2022
clarified the conditions for registration and subsequently expanded section 15 of the registration
certificate as an annexure that is meant to capture more information on the conditions for registration,
including mandatory reporting of ICSRs, the requirement for all marketing authorization holders to
have a functional Pharmacovigilance system in place and a qualified person for pharmacovigilance
(QPPV). Circular 13 of 2022 served as a notice to all applicants, manufacturers, and Market
Authorisation Holders (MAHs) of medicines and vaccines registered and /or granted Emergency Use
Authorisation (EUA) that the Authority required all MAHs to have a functional pharmacovigilance
system in place in line with MCAZ circular 3 of 2022 and the Pharmacovigilance Guideline for
Pharmaceutical Industry (MCAZ PVCT GL02 Rev 1_February 2022). Circular 13 of 2022 provided a
deadline that applicants were required to notify MCAZ in writing of their responsible person for
pharmacovigilance or QPPV. As a result, an increase in the number of submitted QPPV notifications

and GVP compliance increased.

The following meetings and trainings were done with Pharmaceutical industry representatives to
provide training and feedback on updates related to Qualified Persons for Pharmacovigilance (QPPV)

and Good Vigilance Practices (GVP) requirements:
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Table 3: Trainings and feedback meetings held with Pharmaceutical Industry representatives in

2022

Meeting title Venue Date

1 | 29th Human Liaison meeting with the Online 24 March
Pharmaceutical industry (Presentation on 2022
QPPV and GVP inspections done)

2 | Pharmacovigilance meeting with Online 20 April 2022
Pharmaceutical Industry on GVP
inspections

3 | Good Pharmacovigilance training — Online 21 September
Pharmaceutical industry 2022

A total of fourteen (14) signals and safety notifications were submitted by various applicants in 2022
and processed by MCAZ. This was a significant increase from the three (3) signals received in 2021.
From these submissions, for twelve (12) reports the PVCT Committee agreed that there was no market
action or additional risk minimization measures required at this time. The remaining two safety signals
were for concerns around the use of sodium valproate by pregnant women and women of childbearing
potential and a safety concern regarding decreased vitamin B12 deficiency in individuals receiving a
higher dose of metformin or long treatment duration and in those with existing risk factors. The
Committee recommended that a circular must be drafted and circulated communicating the safety
measures for valproate and risks of congenital malformations and a warning on birth defects should be
added for valproate in the future revision for EDLIZ. A letter was written to National Medicine and
Therapeutics Policy Advisory Committee (NMTPAC) to include the warning in the next review for
EDLIZ. The Committee recommended raising more awareness for the safety concern regarding
decreased vitamin B12 levels in individuals receiving a higher dose of metformin or longer treatment

duration and in those with existing risk factors

Haemovigilance

Haemovigilance is defined by the International Haemovigilance Network as a set of surveillance
procedures covering the entire blood transfusion chain, from the donation and processing of blood and
its components, through to their provision and transfusion to patients, and including their follow-up. It
includes the monitoring, reporting, investigation and analysis of adverse events related to the donation,
processing and transfusion of blood, and taking action to prevent their occurrence or recurrence. In
2022, the draft Zimbabwe Haemovigilance Guidelines and Transfusion reaction reporting forms were
prepared and reviewed at a Hemovigilance task team meeting facilitated by the Paul-Ehrlich-Institut
(PEI) as part of the BloodTrain program. The PEI - GHPP - BloodTrain team is supporting African

partner countries in developing further capacities to improve access to safe blood and blood products
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for patients. The Haemovigilance Task Team for Zimbabwe consists of haemovigilance experts from
MCAZ, the National Blood Service Zimbabwe (NBSZ), and Paul Ehrlich Institute -Global Health
Protection Program -BloodTrain team. The draft haemovigilance guideline and policy are currently
under final review, following their circulation to stakeholders for comments. Trainings of
haemovigilance focal persons from blood establishments and hospitals will be conducted once the

Zimbabwe Haemovigilance guideline and policy are finalised.

Annual retention of registered medicines

In line with Section 35 subsection (5) and Section 36 of the Medicines and Allied Substances Control
(General) Regulations (1991), in order to maintain a human and veterinary medicinal product on the
register of approved medicines, payment of an annual retention fee is required. If the retention fees for
the product are not paid for, the registration of the product would be cancelled and gazetted as such.
Notification in writing is required if a medicinal product is no longer to be distributed and the
registration of the product will be cancelled. The table below shows the funds which were collected for

retention fees in 2022.

Table 4: Retention fees collected for the year 2022.

Income line Expected Annual Amount Received Percentage of
Target the Annual
Target
Retention fees — Allopathic USS$1 072 063.50 US$998 405.50 93%

foreign medicines
Retention fees — Allopathic ZWL$12 508 987.50 | ZWLS$12 508 987.50 | 100%
local medicines
*Retention fees — US$37 269.75 US$34 006.50 91%
Complementary foreign
medicines

*Retention fees — US$801.50 US$801.50 100%
Complementary local
medicines

*The year for complementary medicines retention fees runs from July to June.

As highlighted above 93% of the expected target was reached for retention fees of products which are
manufactured externally. This might have be due to negative effects of COVID-19 pandemic
experienced by the foreign applicants. However annually at least 5% products registration are
voluntarily cancelled by the applicants by not paying retention fees and 90-95% of the target amount
usually collected annually. The local applicants performed very well in payment of 2022 retention fees
and the amount collected met the target. All the local the applicants paid their fees due in full amount.

Retention fees col
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Post-registration vigilance regulatory function:

Safety variations Periodic Safety Update Reports/ Periodic Benefit Risk Evaluation Reports
(PSUR/PBRER), recategorizations, signals and promotional materials :

Post registration applications such as safety variations, re-categorizations and promotional materials
were received by the Authority and processed as shown in the table below. All the post registration

reports which were received were processed within timelines.

Table S: Post-registration submissions received by the PVCT Division in 2022

L L Timeline Actual time
Category Appllc.atlons Applications for taken(months)
received processed processing
(months)
Package insert updates 80 80 2 2
IAdditional Indications 1 1 2 2
Periodic Safety Update 8 8 2 2
Reports/ Periodic Benefit
Risk Evaluation Reports
(PSUR/PBRER)
Re-categorizations 2 2 3 3
Promotional materials 32 32 2 2
Safety Signals 14 14 2 2
Totals 88 88

The number of Periodic Safety Update Reports/ Periodic Benefit Risk Evaluation Reports received in
2022 was the same as that received in 2021. An increase in the number of package insert update
applications, applications for changes in the category for distribution and promotional material
applications received in 2022, with 80, 2 and 32 applications being received in contrast to 48, 1 and 24
applications received in 2021 respectively. In contrast, one (1) application for approval of an additional

indication was received in 2022 compared to the 6 applications received in 2021.

Changes in Category of Distribution for Medicines based on ingredients
The Authority received two (2) applications for changes in the category of distribution in 2022. After

review and consultation the following changes in category for distribution were approved by the

Authority;

1. Loratadine 10mg tablets and Smg/5ml syrup from Pharmacist Initiated Medicines (P.I.M.) to
Pharmacy Medicine (P)

il. Cetirizine 10mg tablets and S5mg/5ml syrup from Pharmacist Initiated Medicines (P.I.M.) to
Pharmacy Medicine (P)
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Projects

In 2022, the division continued with the implementation of the following projects:

The use of e-health to improve post-marketing surveillance of vaccines in Zimbabwe. A case study of
Stimulated Telephone Assisted Rapid Safety Surveillance (STARSS) randomized trial assessing
Adverse Events Following Immunization (AEFIs). Version 5.0 dated February 2021. (STARSS
project)

In a bid to strengthen pharmacovigilance in Zimbabwe using novel methods of e-health, MCAZ
conducted a study with the above-mentioned title. The main purpose of the study was to explore a
mHealth new way to collect information about adverse events that sometimes occur after vaccination.
This mHealth new way makes use of SMS and cell phone calls to communicate with the participants'
guardians and/ or adult Covid-19 vaccine recipients. The primary aim of the study was to determine if
STARSS is more effective in detecting an AEFI than the usual standard of practice of passive reporting
of AEFIs. The study had two arms, the passive arm and the CATI (Computer assisted telephone
interview) arm. The passive arm acted as the control arm and this group had individuals who reported
AEFIs without being followed up. The CATI arm had individuals who were followed up with text
messages on whether AEFIs occurred. A survey would also be carried out at the end of 4 weeks using a
phone call to the participants who were in the CATI arm. The study sites were Chitungwiza Central
Hospital and Citimed Private Hospital. Site activation was done on the 6th of November 2020 for
Chitungwiza Central Hospital and on the 7th of November 2020 for Citimed Private Hospital A total
of 4,500 participants including children and/or adult/healthcare worker vaccine recipients were
recruited. The study reached the target enrolment on the 24th of May 2021 and enrolment was stopped.
By the end 02022 data cleaning and analysis was being done for the data collected and the results of the

study will be published in due course.

Strengthening pharmacovigilance and regulatory capacities in four Southern African countries
(SPaRCS project)

The project is funded by the European and Developing Countries Clinical Trials Partnership (EDCTP).
The aim of the SPaRCS project is to strengthen pharmacovigilance systems and clinical trials oversight
of National Regulatory Authorities (NRAs) in Namibia, South Africa, Eswatini and Zimbabwe. The
project uses a participatory action learning, and co-creation approach to develop personal and
institutional capacities of the NRAs in the four countries. In March 2022, the first physical Project
Steering Committee (PSC) meeting for the SPaRCS project was held in Cape Town, South Africa, and
three representatives from the NRAs/PV centres of each of the 4 participating countries i.e. Zimbabwe,

Namibia, South Africa and Eswatini attended the meeting. MCAZ also hosted an exchange visit and
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workshop from 10 to 12 October 2022 that focused on the collaborative approach utilized by the MCAZ
and MRCZ in clinical trials oversight. The visit involved a workshop on clinical trial oversight held in
Victoria Falls as well as a joint GCP inspection with MCAZ, MRCZ and the trainees from Eswatini,

South Africa and Namibia regulatory agencies.

RCORE Trainings

The MCAZ was designated by the New Partnership for African Development (NEPAD) and the
African Regulatory Harmonization (AMRH) as a Regional Centre of Regulatory Excellence (RCORE)
in Clinical Trials. As a result of this, the MCAZ through the PVCT division designed an intensive

course to build capacity and equip regulators in clinical trials and pharmacovigilance. In 2022, the

division managed to conduct four (4) RCORE trainings highlighted in the table below:

Table 6: RCORE Trainings conducted in 2022

Regulatory Authority
(BOMRA)

Trials Protocol
Assessment using
AVAREF templates

Country Institution(s) Name of Course Training Dates
Trained
Eswatini Eswatini Human & Eswatini National Ethics | 3 to 6 May 2022
Health Research Committee, and
Review Board Ministry of Health
(EHHRRB) and Medicines Regulatory
Ministry of Health Unit (MRU) Team
Medicines Clinical Trial Oversight
Regulatory Unit and GCP Inspection
(MRU) training
Eswatini, South Ministry of Health - | EDCTP SPaRCS 10-12 October
Africa and Namibia | Eswatini, National Clinical Trials workshop | 2022
Medicines and GCP inspection
Regulatory Council, | training
Ministry of Health
and Social Services -
Namibia, National
Department of
Health - South Africa
Mauritius National WHOGRBT self- 21 October 2022,
Pharmacovigilance benchmarking virtual 10 November
Unit - Ministry of Training for the 2022
Health and Wellness | Vigilance function
Botswana Botswana Medicines | -Training on Clinical 26-28 July 2022
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Publications
In order to disseminate medicine information, the PVCT division managed to publish two (2) editions
of the Medicine Information Bulletin in 2022. The bulletins were distributed through various channels
to all the relevant stakeholders and are electronic versions are available on the MCAZ website. The
bulletins covered the following topics;
® COVID-19 Vaccines Update
Guideline for Pharmacovigilance of COVID-19 Vaccine- AEFI Safety Surveillance
Good Pharmacovigilance Practices (GVP) — Pharmacovigilance Inspections
Qualified Person for Pharmacovigilance (QPPV)
Zimbabwe ADR Reporting in 2021 — Highlights
Substandard and Falsified Medicines Alerts
MCAZ Pharmacovigilance updates 2022: AEFI surveillance, ART & TB Programs

Safety measures for sodium valproate and the risk of congenital malformation

The published bulletins are accessible via the following links:

Medicines Information Bulletin February 2022 edition: https://www.mcaz.co.zw/wp-
content/uploads/2022/03/MCAZ-Medicines-Information-Bulletin-February-2022-Final-version-25-
February-2022.pdf

Medicines Information Bulletin August 2022 edition: https://www.mcaz.co.zw/wp-
content/uploads/2022/09/Medicines-Bulletin-August-2022.pdf

Capacity development issues undertaken.

The Authority continues its quest to be equipped with adequate human resources who are competent
and adequately trained. The following trainings shown in the table below were undertaken by the PVCT
staff in 2022 in line with the training plan to develop their capacity. All of the trainings were conducted

virtually.
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Table 7: PVCT Staff trainings conducted in 2022

Program/Course Date Venue Number of
officers trained

Dossier assessment for clinical assessors | 08/2021 -3/2022 | Online 4
within African regulatory agencies

Good Clinical Practice training 26/4/2022 Online 2

Introduction to Pharmacovigilance 27/4/2022 Online 4

Drug induced liver injury (DILI) 15/6/2023 Online 3

PV Management systems and terminologies | 9/6/2023 Online 4

VigiLyze Introductory Course 4/7/2022 Online 1

Clinical trials protocol assessment using 26-28/07/2022 | Online 9
AVAREF templates

Essentials of Pharmacovigilance 30/6/2022, Online 2
Communication 11/10/2022

Collecting High Quality ADR reports 11/10/2022 Online 2
Introduction to Clinical Research 17/10/2022 Online 1
ICH Good Clinical Practice E6 (R2) 17/10/2022 Online 2
The Research Question 17/10/2022 Online 1
Introduction to Informed Consent 17/10/2022 Online 1
The Study Protocol: Part 1 17/10/2022 Online 1
Good Clinical Practice 17/10/2022 Online 2

Key/notable achievements

The MCAZ PVCT Division has conducted several regional vigilance and clinical trials regulation
courses for other national regulatory agencies over the years and in collaboration with Medical
Research Council of Zimbabwe (MRCZ), European Development Clinical Trials Partnership
(EDCTP) participated in projects such as the SPaRCS project.

Since 2012 to date, the MCAZ in collaboration with the Ministry of Health and Child Care Public
Health Programs (PHPs) embarked on a strategy of strengthening pharmacovigilance of through

integration of PV into public and private health programs using Smart Safety Surveillance (3S) concept
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initiatives. This included health care workers trainings in all provinces, and districts including
consumer engagement through radio shows, advertisements, Med Safety promotions and online
mobile safety reporting tools and PV projects. As a result, a total of 6 077 reports were received at by
MCAZ from 1998 to 2022 of which 3595 (59.2%) were ADRs mostly related to antiretrovirals, 1033
(17.0%) were SAEs from clinical trials and pharmaceutical industry, 1110 (18.3%) from vaccines and
339(5.5%) from COVID-19 vaccines.

The scope of vigilance has been further expanded and clarified through updates to the
Pharmacovigilance Guidelines for Pharmaceutical Industry (MCAZ/PVCT/GL-02, Rev 1 _February
2022) and publication of MCAZ circulars 3/2022 and 13 /2022.

Lessons learnt and Challenges

Lessons learnt

®  Thereisaneed to continue increasing automation of all the process e.g., for processing retentions
fees this reduces processing timelines.

®  Virtual meetings were effective particularly for those unable to join the meetings physically
however it was noted that the quality of contributions can be compromised since people would be
multitasking sometimes.

®  The number of ICSRs submitted to MCAZ increases as more Pharmacovigilance trainings are

conducted

Challenges

®  The main challenge facing the pharmacovigilance system in Zimbabwe is under-reporting. The
MCAZ in partnership with the Ministry of Health and Child Care (MoHCC) as well as donor
partners regularly conduct awareness trainings to promote reporting of adverse events.

®  Submission of incomplete reports, or reports with insufficient data is another challenge, and this

is mitigated through regular trainings and stakeholder engagements.

Plans for the future

®  Use of a new mobile AEFI surveillance and reporting systems known as VigiMobile and
VigiFlow for AEFI for use by healthcare professionals. VigiMobile is an app specifically
developed by the Uppsala Monitoring Centre (UMC) for AEFI field reporting. Immunisation
workers can use it to collect data on their smartphone or other mobile device even when they are
offline. VigiFlow allows the reporting of AEFI (from the district to the national level allowing
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supervisors to review, monitor and process the data on the national database (VigiFlow). When
integrated with VigiMobile the flexibility is tremendously enhanced permitting AEFI reporting
from the field to the national database (VigiFlow) allowing supervisors to review, monitor and

process the data on the national database.

The Zimbabwe “live” VigiFlow for vaccines safety AEFI report form for use by healthcare

professionals is now available and can be accessed using the following link: https://vigiflow.who-

umc.org

The Zimbabwe “live” VigiMobile for vaccines safety AEFI report form for use by healthcare

proffesionals can be accessed using the following link: https://vaccine-primaryereporting.who-

umc.org/zw_aefi The VigiMobile application can also be downloaded using the QR codes below:

o ' By i OR
R f"}i"‘ r

The National VigiFlow/ VigiMobile tools for AEFI reporting training was conducted from the 27th of
February to the 1st of March 2023 and it was facilitated by the WHO with support from the MoHCC-
EPI, CDC and the MCAZ. The provincial nursing officers (PNOs), PEPIOs and provincial health

information officers (PHIOs) from the eleven provinces in Zimbabwe were in attendance.
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® - Fullautomation of all the processes such as the retention fees, SAEs reporting systems etc.
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Chemisiry Laboratory

Introduction

The Medicines Control Authority Chemistry Laboratory is a National Quality Control Laboratory
(NQCL) whose mandate is to test medicines which are manufactured in Zimbabwe as well as products
that are imported and consumed by the Zimbabwe public. The purpose of testing is to check quality
attributes of medical products so that the Zimbabwean population is not exposed to falsified and sub-
standard medical products. This is done in collaboration with the Ministry of Health and Child Care
(MOHCC), World Health Organisation (WHO) and African Medicines Quality Forum (AMQF) and
funding from development partners such as The Global Fund to Fight AIDS, Tuberculosis and Malaria,
through United Nations Development Programme (UNDP). The Global Fund through UNDP has a
long term agreement (LTA) with Chemistry laboratory in quality control testing of medicines in
Zimbabwe and other countries. The Chemistry Laboratory is World Health Organization (WHO)
Prequalified and ISO 17025 Accredited, which means that it has the capacity to conduct robust testing
of medicines following world class standards.

Activities

The areas of regulatory involvement in the National Quality Assurance Control Programme include the

following:

1. Pre-distribution analysis of medicines to ensure that good quality and safe products are
available in the medicines distribution channel down to the rural health centres.

il. Post market surveillance in monitoring for product defects, falsified and sub-standard
medicines.
1. Adverse events monitoring and investigative testing in collaboration with the

Pharmacovigilence and Clinical Trials (PVCT) Division.
iv. Where pre-registration testing is necessary the laboratory performs chemical testing to

establish quality of the medicines before they are allowed onto the Zimbabwean market.

The main objective being to protect human and animal health from consuming poor quality medicines
which may contribute to health challenges such as general anti-microbial resistance and resistance

specifically to lifesaving essential medicines, anti-retroviral, anti-TB and anti-malarial medicines.
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Laboratory Statistics

Samples analysed in Chemistry laboratory 2021 vs 2022

1000

942
350
900

850
801

800
N .
700

2021 2022

Mumber of samples

Year

Figure 1: A comparison of samples analysed by the Chemistry Laboratory 2021 - 2022

During the year 2022, eight hundred and one samples (801) were analyzed. The samples analysed
included medicines collected in the pharmaceutical distribution channel in Zimbabwe as part of post
market surveillance. The samples also included post-market surveillance samples received by the
laboratory from customers outside Zimbabwe in different African countries. It is important to follow
up registered medicines in the distribution chain in order to combat the problem of counterfeits and
substandard medicines. The MCAZ partners played a major role in facilitating the post market
surveillance activities in Zimbabwe as a way of confirming the quality, safety and efficacy of the

medicines in the market.

Analytical techniques used to analyse the samples in the laboratory included chromatography and UV-
Vis spectrophotometry.

Physical tests performed on the samples against specifications included Dissolution (tablets/capsules/
suspensions), Disintegration (tablets/capsules), Friability (tablets), Hardness (Tablets) and Uniformity
of Weight for the dosage units.

Zimbabwe post-market surveillance
The samples analysed for local post-market surveillance in Zimbabwe in 2022 included anti-malarials
(12%), anti-tuberculosis (25%), and anti-retrovirals (42%), other essential medicines (21%) as

illustrated in Figure 2.
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2022 analysed local samples by category

m Anti-Malarial = AntiTE = ARV Other essential medicines

Figure 2: Distribution of analysed samples by classification

For the ARV samples analysed for local post-market surveillance in Zimbabwe, 73% were triple
combination samples, 15% were dual combination, and were 12% single formulation samples as
shown in figure 3.

2022 ARVs samples by formulation

Single formulation
12%

Dual formulation
15%

Triple formulation
73%

Figure 3: Distribution of analysed ARV samples by formulation

For anti-TB samples, quadruple formulation were the bulk of samples (38%) followed by single
formulation samples (35%). Dual formulation samples were 26% and triple formulation samples were

1% as illustrated in figure 4. The triple formulation samples were scarce at health centres and sampling
sites.
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38%
® Single formulation

» Dual formulation
= Triple formulation

Quadruple formulation

26%
Figure 4: Distribution of analysed anti-TB samples by formulation

External customers

In 2022, the Chemistry Laboratory analysed samples for customers outside Zimbabwe. The samples
included those brought under Global Fund/UNDP LTA from countries such as Burundi, Chad, Djibouti,
Guinea Bissau, South Sudan and Sudan. In addition, the laboratory tested samples received from
Cordaid Democratic Republic of Congo (DRC), Madagascar and Zambia. The volume of external

samples received from each customer is shown in Figure 5.

Churches Association Zambia
National Medicines and Food...
UNDP South Sudan

UNDP Sudan

UNDP Guinea Bissau

UNDP Djibouti

Customer

UNDP Chad

UNDP Burundi

National Aids Secretariat Gambia
Zambia Medicines Regulatory Authority
Agence du Medicament de Madagascar

Cordaid DRC

40 60 80 100
Percentage of external samples received per customer (%)

Figure 5: Samples analysed for customers outside Zimbabwe
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Inter-laboratory proficiency testing

Proficiency testing schemes

1

2021 Year 2022

Number of samples

Figure 6: Samples analysed in proficiency testing schemes

The Chemistry laboratory in 2022 participated in one (1) inter-laboratory proficiency testing scheme
coordinated by USP Ghana.

The technique assessed was Thin Layer Chromatography (TLC) for related substances of anti-malarial
tablets.

Capacity development issues undertaken.

Drug and substance abuse has become a major concern to the population of Zimbabwe. This issue has
affected both youths and adults across the nation. In an effort to find solutions to fight this challenge, a
representative of MCAZ Chemistry laboratory attended a multi-stakeholders meeting on influx of
illicit drugs and harmful liquids at Zimbabwe Republic Police (ZRP) Morris Depot Sports Club on the
30th March 2022. One of the resolutions of this meeting was for MCAZ to partner with ZRP Forensic

Science Directorate in knowledge sharing and training of Forensic Science Officers on drug analysis.

Consequently, ZRP Forensic Scientists were trained on High Performance Liquid Chromatography
(HPLC) analysis in Chemistry Laboratory from 30th May to 3rd June 2022. The training focused on

theoretical and practical aspects of HPLC technique when applied to forensic analysis of drugs.

Key/notable achievements
In 2022, the Chemistry laboratory scored the following achievements:-

e Improved performance in terms of overall sample testing turnaround times.
Retained SADCAS accreditation for the HPLC and UV-Vis techniques
Maintained WHO Prequalification status

e Retained existing external customers and partnered with new ones. Improved customer

satisfaction should continue to enhance revenue streams for the organisation.
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Challenges and lessons learnt

The Chemistry laboratory witnessed an increase in number of samples received for testing from
customers outside Zimbabwe in 2022. However, there were challenges faced during customs clearance
of some of the samples received from the external customers. Customs duties were required for the
samples that were meant for destructive testing. Constant communication with our external customers
and Zimbabwe customs officials turned out be the key that resolved the challenge. In addition,
customers were encouraged to ensure that all documentation that accompanied the samples was filled in

correctly and the purpose of testing clearly highlighted on the sample packages.

Plans for the future.
Cultivation of cannabis for medicinal use was legalised by the Government of Zimbabwe in 2018. The
Chemistry Division intends to expand the scope of testing to include cannabis and complementary

medicines by setting up a dedicated cannabis laboratory with state of the art equipment.

The laboratory is to be equipped with instrumentation including High Performance Liquid
Chromatography (HPLC), Liquid Chromatography Mass Spectrometry (LCMS), Gas
Chromatography Mass Spectrometry (GCMS), Inductively Coupled Plasma (ICP) and other
instruments necessary for the analysis of cannabis, cannabis formulated products and complementary

medicines.
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Introduction

The Microbiology Laboratory conducts microbiological testing of pharmaceutical preparations and

allied substances. The samples received by the laboratory for testing are as indicated below:

®  Pre-distribution analysis of medicines to ensure that good quality and safe products are
circulated in the medicine's distribution chain.

° Post Market Surveillance.

Adverse event monitoring in collaboration with the PVCT Division.
®  Where pre-registration testing is necessary, the laboratory performs microbiological analysis to
establish the quality of the medicines before they are allowed onto the Zimbabwe market.

Sample Statistics

Sample Statistics for period 2020 to 2022
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50 54
40 28 28
” HE
0

2020 2021 2022
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M Samples Received W Samples Analysed

Figure 1: Trend Analysis of Samples received and tested by the Microbiology Laboratory (2020
t02022)

®  During the period under review (2022), the laboratory received and tested twenty-eight (28)
samples.

®  Thereisageneral decline in the number of samples received by the laboratory for testing from the
year 2020 to 2022.

Achievements
® The laboratory resumed participation in Proficiency Testing Schemes. The laboratory

participated and performed very well in a proficiency testing scheme coordinated by LGC
Pharmassure PT scheme. There were no outlier results in the year 2022.
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Most samples received were tested within set turnaround times (85.7%), hence positively

[ J
impacting on effective regulatory processes.

Plans for the future
Attainment of WHO Prequalification Status for the laboratory. This will enhance the reliability of test

results generated by the laboratory, hence international recognition for the laboratory.
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MEDICAL DEVICES LABORATORY

Introduction

The Medical Devices laboratory conducts quality conformity assessment of condoms and medical
gloves as guided by MCAZ regulations and international standards requirements. The laboratory is
ISO/IEC 17025 accredited for condom testing.

Activities/Major Highlights: 2022

Condoms

Number ofbatches received and testedin year 2022
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Snapshot of batches received and tested in 2022 according to source.

®  The laboratory received and tested four hundred and nine (409) condom batches for testing in
year 2022.

®  Three (3) batches of condoms failed quality conformity assessment tests in the year 2022.

® SADCAS conducted a surveillance audit in year 2022, and the laboratory maintained its ISO
17025 accreditation status.

®  The laboratory continues to participate in annual proficiency testing schemes coordinated by the
FHI360 (USA) and Enersol (Australia).

Male condoms statistics year 2022 vs 2021
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®  Therewasa62.3% increase in the number of samples received from year 2021 to 2022.

®  There wasasignificant decrease in new condom registered in 2022 compared to 2021.

Customer based male condom statistics year 2022
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Condoms Samples

M Batches Received M Batches tested M Registered Batches Failing
( Public sector condoms distributed by ZNFPC contributes 75.1% of the condoms available on the
Zimbabwean market, followed by the private sector, which distributed 13.2% and lastly 10.8%
for PSH.

®  Thethree failed condom batches in year 2022 were from the private sector.

Gloves

Number of batches received and testedin year 2022
30
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m Number of batches received and tested 80 30 6
Snapshot of batches received and tested in 2022according to source.
®  Thelaboratory received and tested one hundred and sixteen (116) batches of gloves in year 2022.

®  The private sector contributed more than 60% of the glove batches, and the MOHCC contributed
26% of glove batches received and tested in year 2022.
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®  The laboratory continues to consistently and satisfactorily perform in annual Glove testing
proficiency testing schemes coordinated by Enersol of Australia.

Glove statistics vear 2022 vs 2021
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®  Therewasa3.6% increase in the number of glove batches received from year 2021 to 2022.
®  Thelaboratory received seven (7) new glove registration applications for the period.

®  Four(4)batches of gloves failed quality conformity assessment tests for the period.

Factory Audits

The following factories were inspected in year 2022 for compliance to the requirements of ISO
13485:2016 Medical Devices-Quality management systems (Requirements for Regulatory Purposes).
®  P.T. Latexindo Toba Perkasa Pvt. Ltd, Indonesia (Medical Gloves)

P.T. Arista Latindo, J1. K. H. Moh. Mansyur No. 128 Jakarta 11210, Indonesia (Medical Gloves
Maxter Glove Manufacturing, Malaysia (Medical Gloves)

Qube Medical Products, Malaysia (Medical Gloves)

Thai Nippon, Thailand (Public sector condoms manufacturer)

SSL, Thailand (Private sector condom manufacturer)

The premises complied with the current standard for ISO 13485:2016, Good Manufacturing Practices

and Zimbabwean regulatory requirements. Continued supply of products on the Zimbabwean market
was recommended.

Achievements
The laboratory managed to achieve most of its set goals as provided in year 2022 work plan. Most
samples received were tested within set turnaround times, hence positively impacting on effective

regulatory processes. The lab performed very well in all the Proficiency Testing schemes for condoms
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and gloves testing. There were no outlier results in year 2022. The laboratory coordinated the first
regional condom proficiency testing scheme in partnership with UNFPA. The following countries
participated in the scheme: Ethiopia, Zambia, Tanzania, Kenya, Uganda and Rwanda. Individual
laboratory reports and the General report for the PT scheme were compiled and submitted to all

participating laboratories.
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Introduction

To pursue a more focused, efficient, and appropriate work ethic, the Quality Unit in 2022 has continued
to comply with Quality Management Systems (QMS) as evidenced by maintenance and retainment of
key QMS accreditations and certifications, earmarked towards the Authority's effective execution of
its Strategic Plan. The year commenced on an affirmative note, setting out Authority objectives and
communication thereof, to employees. The cascade coupled the revised mission, vision, and values of
MCAZ. The goals were in alignment with the Authority's Strategic Plan and World Health Organisation
Global Benchmarking Tool (WHO GBT) requirements. To this effect, the Quality Unit managed to
make follow-ups to relevant Units and Divisions towards rectification of raised Implementation
Development Plans (IDPs), in partial fulfilment of the Authority's overall goal to attain WHO GBT
Maturity Level three (ML3). Trainings were conducted successfully throughout the year to equip and
accord officers with prerequisite principles that complements their inherent skills. The Unit continues
to uphold good relations with other countries in the region, the Unit participated in bid preparations to
host African Medicines Agency (AMA) and hosted Zambia Medicines Regulatory Authority
(ZAMRA) towards their Internal Audit (Knowledge Sharing) with the Authority's Chemistry and

Medical Devices Laboratories. These interactions were in prospect to subcontract MCAZ.

Activities

1. Internal Auditing and Effectiveness checks of QMS standards (ISO/IEC 17025:2017 ISO/IEC
9001:2015,ISO/TEC 17020:2012, WHO GBT and WHO Prequalification.

2. A total of 1788 samples were received in 2022 which was a 5% increase compared to 1712
samples received in 2021. There were 1338 test reports released which was a 5% increase
compared to 1280 results released in 2021.

3. Monitoring of Key Processes Timelines for all Units and Divisions towards organizational
performance measurement.

4, Consolidation, Monitoring, Analysis, Evaluation, and Implementation of the MCAZ Strategic
Plan.

Focus on notable changes and developments. (statistics)
1. The Samples Repository Office was refurbished following the bid preparations to host AMA.
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Quality Unit

Capacity development issues undertaken.

Capacity Development Officers Developed
Requirements and Internal Auditing ISO/IEC 17020:2012 officers | Two (2)

Roll-Out of Revised Authority Objectives, Vision, mission, and All Units/Divisions
Core Values

Requirements and Internal Auditing ISO/IEC 9001:2015 Three (3)

MASCA and PECOGA Nine (9)

Root Cause Analysis Four (4)
Development and Implementation of ISO/IEC 17025:2017 Three (3)
Requirements and Internal Auditing ISO/IEC 17025:2017 Five (5)

Data Integrity and Computer Systems Validation Two (2)

USP Foundations on GMP (10 Modules) Seven (7)

Key/notable achievements

1. Maintenance of the SADCAS Accreditation in ISO/IEC 17025:2017 and ISO/IEC 17020:2012
2. Retaining of Standards Association of Zimbabwe (SAZ) ISO 9001:2015 Certification

3. Maintenance of the Chemistry Laboratory WHO Prequalification

Lessons learnt and Challenges.

We continuously learn that internal audits are a sampling phenomenon towards systems improvement,
hence should be conducted more often to positively impact on the organisational performance. By
taking heed of Covid-19 regulations, 2022 was a less impeded year towards more contact time amongst
officers, however, we continue to utilise virtual platforms necessitated by the pandemic. Document

Control processes continue to be paper based; it is a major challenge towards adherence to set timelines.

Plans for the future.

The future prospect for the 2023 is the continuous contribution by Quality Unit towards achieving ML3
in the WHO GBT Assessments and attainment of WHO PQ for the Microbiology Laboratory. These
two achievements will be advantageous in achieving recognition, more revenue and above all to
necessitate MCAZ to be enacted as a WHO Listed Authority. We are hopeful that Office 365 will offer

solutions to our paper-based challenges posed in the Document Control Processes.
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LEGAL UNIT

Introduction

The Legal and Corporate Affairs Unit contributes towards the mandate and vision of the MCAZ

through the following:

a. Legal risk assessment and management

b. Reviewing and developing of legislation

c. Drafting and reviewing of contracts

d. Rendering legal advice to the Director-General, all Divisions, Units and Committees of the

Authority
Interpretation of legislation
Coordination of cases for litigation with MCAZ external legal counsel

Management of the Legal and Corporate Affairs Unit internal business processes

5w oo

Monitoring compliance of the Authority to Corporate Governance issues

— o

Providing secretariat services to the Legal, Hearing and Audit Committees and the Legal
Drafting Sub-Committee

Itis the above activities that the Unit was involved in during the year 2022.

Achievements by the Legal and Corporate Affairs Unit

In 2022, the Legal and Corporate Affairs Unit made tremendous strides in fulfilling its mandate. Some
of the notable achievements include the submission of Draft Regulations for approval to the Minister of
Health and Child Care. The following Regulations were submitted for approval; the Import and Export
of Medical Devices Regulations, Blood and Blood Components Regulations, and the amendment to the
Dangerous Drugs (Production of Cannabis for Medicinal and Scientific Use) Regulations, 2018,
Statutory Instrument 62 of 2018. The Unit came up with proposed amendments to the Medicines and
Allied Substances Control Act (Chapter 15:03) to align it to the African Union Model Law on Medical
Products Regulations and to incorporate the recommendations that were made during the initial WHO
GBT assessment. The proposed amendments were then reviewed by Management, the Legal Drafting
Sub- Committee and the Legal Committee before being submitted to the Minister of Health and Child
Care for approval. The Unit continued to participate in the WHO GBT assessment and assisted in
responding to GBT requirements. During the year, the Unit conducted consultative stakeholders'
meetings for the draft Personal Protective Equipment Regulations, Hand Sanitisers Regulations, and
the Active Pharmaceutical Ingredient Regulations. The Unit further conducted the validation meeting
and the final consultative stakeholders meeting for the Medicated Feed Regulations. The Unit also

drafted the Local Production and Distribution of Medical Devices Regulations.
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Hearings
In 2022, fifteen (15) hearings were conducted. Of the hearings conducted, five (5) person's licences
were cancelled, one (1) premises licence was cancelled, six (6) wholesale dealers permits were revoked

and three (3) final warnings were issued.

The most prevalent offence was the failure by the six (6) wholesalers to ensure that Histalix (codeine-
containing formulation) procured from CAPS Pharmaceuticals was properly accounted for, leading to

the revocation of their permits by the Hearing Committee.

The Hearing Committee was concerned with the facilitative role played by CAPS Pharmaceuticals in
the cases relating to Histalix syrup and recommended the Authority to review its processes to come up
with new methods which would ensure efficient monitoring of wholesale dealers. Consequently,
purchasers now have to get authorisation from the Authority to purchase Histalix syrup and they also

need to submit returns to the Authority where they account for the Histalix purchased.

Lessons learnt and challenges

Valuable lessons were picked up during the course of the year. It was noted that there was need for the
Authority to actively engage the Ministry of Health and Child Care on all the draft legislation which
awaits approval so as to expedite the approval of the legislation. It was further noted that it was crucial
for the Authority to engage the Ministry of Health and Child Care during consultative stakeholders'
meetings for all draft legislation. The Authority therefore intends to hold meetings with the parent
Ministry in 2023 to take them through all the draft legislation where consultative stakeholders meetings

were conducted.

Plans for the future.

The Unit plans to increase engagement with the parent Ministry on all steps in the drafting of legislation
until the proposed legislation is submitted for approval. In 2021, the Unit assessed the Authority's
degree of compliance to relevant legislation and compiled a compliance report. In 2023, the Unit
intends to continue assessing compliance on all issues whilst emphasizing on corporate governance

issues.
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Human Resources

Focus on notable changes and developments. (statistics)

The year 2022 witnessed the implementation of a new 5-year strategic plan with more emphasis on
service delivery, improved and effective talent management, good corporate governance and efficient
use of resources. There was a marked increase in terms of the employee engagement index from the
previous 26% to 49% following an outsourced external survey, although this was against a background

of perennial loss of skills within the organization.

Capacity development issues undertaken.

The Authority continued with its investment in the learning and development of its human capital and
the measuring of its human resource effectiveness in order to track the achievement of its strategic
objectives. There were 83 key training and development programmes besides other necessary in-house
programmes undertaken in the year compared to 73 programmes in the previous year. This initiative

contributed to improved productivity, efficiency as well as job satisfaction.

Key/notable achievements

Notable achievements included the under-listed:

1. Staff recognition and reward through staff advancements and promotions driven by
competence-based assessment tools.

2. Continued fostering and refinement of a high-performance culture with emphasis on
performance contracts to manage and measure success, failure and improvement.

3. Upward review of employee remuneration including non-monetary incentives such as personal

loans, motor vehicle loans, etc.

Lessons learnt and Challenges

The Authority's remuneration structure required to be benchmarked against regional medicines
regulators, so that the issue of perceived low remuneration, loss of skills and low employee engagement
were minimized. From a regional salary and benefits survey conducted, it revealed that overall, the
Authority's total cost of employment package was below the average market by 20%. Therefore, it
would be desirable to peg employee remuneration to at least S0th percentile of the average market,
where sustainable, so that, the Authority would neither be paying below nor above the market average.
The challenges faced were basically the same as before and these include narrow revenue streams,

regulated fees, currency reforms, skills flight, etc.
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Plans for the future.

Going forward, the Authority envisages to be an attractive employer of choice through implementation
of various sustainable programmes and projects that include talent management inclusive of career
growth and succession planning, entrenched value-based culture programmes, comparable

remuneration structures among others.
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INFORMATION AND COMMUNICATION TECHNOLOGY

The ICT Unit drives the Authority' automation of key business process strategy by providing a
combination of home-grown solutions and international and regional collaboration solutions. The unit

is driving the strategic goal to fully automate by 2026.

Key/notable achievements

The Unit have managed to implement Microsoft 365 which has a lot of benefits such as:
Cloud based email exchange.

Office applications (Excel, Word, PowerPoint etc),

SharePoint,

Project Planner for Task tracking,

Teams which will replace ZOOM and Webex

Forms which are used for Surveys.

A e

The Unit developed and implemented a QR Code authenticator which validates issued Licenses,

Certificate, Permits and Authorisation Letters.

The Unit closed most of the efficiency gaps of the following systems.

7. Importand Export of registered medicines.

8. Importand Export of Narcotics

9. Import and Export of unregistered Medicines (Section 75 Authorisation)
10.  Renewal of Persons and Premises Licenses.

The Unit was able to upgrade some of'its IT Infrastructure such as San-Storage which uses faster SSD

for processing.

Lessons learnt

®  ICT Staff need to use modern and robust technologies in their daily operations especially the
development team to align with the Authority strategies with the ultimate goal of implementing
efficient systems. Also, ICT infrastructure such us internet and hardware (laptops) needs to be

adequate to be able to provide online support services and support business applications.

Plans for the future

® To implement LIMS as a key enabler for streamlining laboratory processes including data
integrity, tracking of samples up-to EOA reports.

® To implement an online portal for processing applications for Issuing of new premises and

person
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®  To implement a payment portal and CRM to allow users to make payments of their application
online.

®  Toimplementan online portal for both Local inspections and GMP Inspections.

Full automation of retention fees processing system.

®  Toimplementamobile application for Drug lookup.
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