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INTRODUCTION

The Medicines Control Authority of Zimbabwe (MCAZ) is mandated by the Medicines
and Allied Substances Control Act [Chapter 15:03] to ensure the safety, efficacy, and
quality of all medical products in Zimbabwe, thereby safeguarding public health.
Confronted by increasing regulatory complexity, a growing volume of applications, and
advancing technical demands, the Authority adopted Good Reliance Practices (GRelP)
to enhance agility, efficiency, and robustness of its national regulatory system as guided
by WHO Technical Report Series 1033 (Annex 10). This strategic approach supports
regional and global regulatory convergence and harmonization objectives. By
leveraging the scientific evaluations, inspection reports, and certifications from WHO-
listed authoritics (WLA) and other trusted regulatory partners, MCAZ can optimize
resources. minimize duplication, and accelerate the availability of critical medical
products for the Zimbabwean population.

This policy is enacted under the Authority’s general powers as provided in Section 14
of the Medicines and Allied Substances Control Act, which empowers MCAZ to
perform all necessary actions in connection with its functions. This policy provides the
formal, transparent, and legally sound framework for implementing reliance, while
affirming that MCAY, retains full sovereignty and accountability for all final regulatory
decisions.
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This policy underscores MCAZ.'s dedication to a modern, risk-bascd, and collaborative
regulatory approach that stcadfastly protects public health supported by the core
principles of Good Regulatory Practices (GRP).

SCOPE

This policy applics to all regulatory functions within the Medicines Control Authority
of Zimbabwe (MCAZ) where reliance and recognition mechanisms may be employed
to support and strengthen regulatory decision-making in the following regulatory
domains:

Fvaluation and registration of medical products
Good Manufacturing Practice (GMP) inspections
LLaboratory testing and quality control

Clinical trial oversight

Pharmacovigilance and post-marketing surveillance

LB w1 —

It provides a structured framework for leveraging trusted external regulatory outputs
while maintaining MCAZ's sovereign responsibility in cases of reliance and clearly
defining conditions under which recognition may be applied.

TERMS AND DEFINITIONS

3.1 Reliance is defined as the act whereby MCAZ. may take into account and give
significant weight to—i.e.. totally or partially rely upon —evaluations, decisions,
and reports performed by other trusted National Regulatory Authorities (NRAs)
or institutions. MCAZ remains fully responsible and accountable for all final
regulatory decisions made under this framework.

3.2 Recognition. Accepiance of the regulatory decision of another regulator or other
trusted institution. Recognition should be based on evidence that the regulatory
requirements of the reference regulatory authority are sufficient to meet the
regulatory requirements of the relying authority. Recognition may be unilateral
or mutual.

3.3 Mutual recognition agreement is a principle of international law whereby states
parly to mutual recognition agreements recognize and uphold legal decisions
taken by competent authorities in another member state.

3.4 Regulatory convergence. A voluntary process whereby the regulatory
requirements in different countrics or regions become more similar or “‘aligned™
over time. Convergence results from gradual adoption of internationally
recognized technical guideline documents, standards and scientific principles,
common or similar practices and procedures or the establishment of appropriate
domestic regulatory mechanisms that align with shared principles to achieve a
common public health goal.

3.5 Regulatory cooperation. A practicc among regulatory authorities for efficient
and cffective regulation of medical products. May be practised by an agency. an
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institution or a government. The formal mechanisms include creation of joint
institutions. treaties and conventions such as mutual recognition agreements.
while less formal mechanisms include sharing information, scientific
collaboration, common risk assessment, joint reviews and inspections and joint
development of standards. May also include work with international counterparts
to build regulatory capacity or provide technical assistance, thus contributing to
improvement of international regulatory governance practices.

3.6 Regulatory harmonization. A process whereby the technical guidelines of
participating authorities in several countries are made uniform.

3.7 Abridged regulatory pathways. Regulatory procedures facilitated by reliance,
whereby a regulatory decision is solely or partially based on application of
reliance. This usually involves some work by the national regulatory authority
(NRA) that is practising reliance.

3.8 Framework structured system of principles, guidelines, and procedures that
provides a clcar roadmap for how reliance should be implemented, ensuring that
the process is transparent, consistent, and legally sound.

3.9 Work-sharing is a process by which NRAs of two or morc jurisdictions share
activities to accomplish a specific regulatory task. The opportunities for work-
sharing include joint assessment of applications for authorization of clinical trials
or marketing authorizations, joint inspections for good practices, joint post
marketing surveillance of the quality and safety of medical products. joint
development of technical guidelines or regulatory standards and collaboration on
information platforms and technology. Work-sharing also entails exchange of
information consistent with the provisions of existing agreements and compliant
with cach agency's or institution’s legislative framework for sharing such
information with other NRAs.

3.10 Co-regulation. A system of shared regulatory responsibilities in which an NRA
assumes some regulatory functions, such as surveillance and enforcement or
setting regulatory standards.

4.0 PRINCIPLES OF GOOD RELIANCE PRACTICES
4.1 Respect of National and Regional Legal Basis

MCAY implements reliance and recognition practices in full alignment with
Zimbabwe’s national legal framework and regional regulatory initiatives. The
policy is grounded in the Medicines and Allied Substances Control Act [Chapter
15:03], which mandates MCAZ to cnsurc the safety. efficacy, and quality of
medical products. MCAZ exercises these practices under its general powers as
provided in Section 14, which authorizes the Authority to take all necessary actions
to fulfill its regulatory mandate.

In addition to its national legal foundation, MCAZ. actively participates in regional

harmonization efforts such as the ZAZIBONA Collaborative Registration
Procedure, under the African Medicines Regulatory Harmonization (AMRII)
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initiative. These engagements demonstrate MCAZ's commitment to operating
within both national and regional legal and policy frameworks, fostering regulatory
convergence, mutual trust, and shared public health goals across the Southern
African Development Community (SADC) and beyond.

4.2 Universality

Universality refers to the principle that reliance is applicable to all National
Regulatory Authorities (NRAs), regardless of their level of maturity. technical
capacity. or resource availability. At MCAZ. it is a strategic regulatory tool used to
enhance efficiency, build internal capacity, and improve access to quality-assured
medical products.
MCAZ applics reliance in the following contexts:

1. Where internal expertise exists but is insufficient to meet workload
demands.
Where specialized knowledge is needed that is not available locally.
Where collaboration with trusted NRAs accelerates regulatory timelines
without compromising quality or safety.
This principle affirms that reliance is relevant and beneficial across all resource
settings, including well-established and developing regulatory systems. MCAZ's
adoption of reliance reflects its commitment to global regulatory convergence,
continuous improvement, and the use of best practices to protect public health.

L3 1D

4.3 Sovercignty of Decision-Making

MCAZ upholds the principle of regulatory sovereignty in all reliance-based
decisions. While the Authority may take into account and give significant weight to
evaluations. certifications, and decisions made by other trusted regulatory
authorities, MCAZ retains full responsibility and accountability for the final
regulatory decisions made within Zimbabwe. This principle is operationalized
through:

1. The requirement for applicants to submit a replica dossier that matches the
submission approved by the reference NRA.
MCAZ’s right to conduct acontextualized assessmentto conlirm
the sameness of the product, its appropriateness for the Zimbabwean
context, and compliance with local regulatory requirements.
The Authority’s discretion to aceept, partially rely on, or reject cxternal
regulatory outputs based on scientific, legal, or public health considerations.

ta

L

By maintaining this approach. MCAZ ensures that reliance enhances regulatory
efficiency without compromising its independence, legal mandate, or commitment
1o safeguarding public health.
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4.4 Transparency

MCAZ is committed to implementing reliance and recognition practices in a
transparent, traceable, and accountable manner. Transparency is essential for
building trust with stakeholders, ensuring regulatory credibility, and enabling
informed decision-making across the healthcare, pharmaceutical, and regulatory
sectors. This commitment is opcrationalized through the following measures:

1.

Publication of Recognized Authorities

MCAZ shall publish and regularly update a list of National Regulatory
Authorities (NRAs) and institutions whose decisions, rcports, and
certifications may be relied upon or recognized. This list will include the
criteria used for selection, such as WHO Listed Authorities {WLA), GBT
maturity level, or formal Memoranda of Understanding (MoUs).

Clear documentation of the types of assessment reports accepted by
MCAZ.

MCAZ shall clearly define and document the types of regulatory reports
accepted under reliance, including public assessment reports, scientific
summaries, and non-public full evaluation reports obtained through formal
agreements and applicant consent.

Public List of Approved Products

MCAZ shall maintain and publish a list of approved products, including
summaries of product characteristics (SmPCs), regulatory status, and
reliance pathway used. This ensures that healthcare providers, patients. and
other NRAs have access to reliable product information.

Publication of GMP Reliance Decisions

MCAY, shall publish a public list of GMP certificates and inspection reports
relied upon to approve manufacturing facilities. This provides a traceable
record of reliance-based decisions and supports transparency in regulatory
oversight.

Traceability of Reliance Decisions

All reliance-based decisions shall be documented internally, including the
source of information, rationale for reliance, and final regulatory outcome.
These records will be maintained for audit, review, and continuous
improvement purposes.

These measures ensurc that MCAZ's reliance and recognition activities are
conducted with openness, consistency, and accountability, in full alignment with
WO Good Reliance Practices and international regulatory standards.
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4.5 Consistency

MCAYZ is committed to applying rcliance and recognition mechanisms in a
consistent, predictable, and structured manner across all relevant regulatory
functions. To promote consistency:

1. Internal procedures and decision-making criteria are standardized
through SOPs, ensuring that similar products and sccnarios arc treated
consistently across departments and regulatory functions.

MCAZ employs a tiered, risk-based approach to reliance, where the depth
of review is proportionate to the quality and completeness of the external
regulatory information provided.

This structured approach enhances regulatory efficiency, supports fair and
transparent decision-making, and builds confidence among stakeholders in the
reliability of MCAZ’s reliance practices.

e~

4.6 Competence

MCAZ recognizes that effective implementation of reliance and recognition
mechanisms requires a high level of regulatory competence. Reliance is not a
passive acceptance of external decisions —it demands critical evaluation, contextual
understanding. and sound judgment by qualified professionals.

To uphold this principle, MCAZ commits to:

1. Ensuring that senior, technically competent staffare responsible for

evaluating foreign regulatory information and making informed decisions.

Conducting ongoing training and capacity-building programmes to

strengthen staff expertise in reliance practices, international rcgulatory

standards, and scicntific evaluation.

Implementing internal audits and peer reviews to maintain quality and

consistency in reliance-bascd decisions.

4. Participating in regional and international regulatory networks, such as
Z/AZIBONA and AVAREF, to enhance knowledge exchange and
benchmarking.

_t\)

il

These measures ensure that MCAZ staff are equipped to critically assess external
regulatory outputs and apply them appropriately within Zimbabwe's regulatory
framework, even when a full review is not conducted.

While MCAY, actively applies reliance and recognition mechanisms to optimize
regulatory efficiency, it also recognizes the critical importance of maintaining
robust in-house scientific expertise for regulatory functions that require direct
oversight and cannot be delegated or externally sourced.
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50  ENABLERS

5.1

5.4

Trust

Trust is a foundational enabler of effective reliance and recognition. MCAZ.
builds and sustains trust with its reliance partners through a structured, ticred
approach that begins with formal agreements and is reinforced by transparent
processes and mutual accountability. MCAZ's reliance relationships are
anchored in Memoranda of Understanding (MoUs) signed at the institutional ot
government level, which cstablish the legal and operational framework for
information sharing and rcgulatory cooperation. Through these mcasures.
MCAZ, ensures that reliance is built on a foundation of mutual respect,
transparency, and shared commitment to public health.

Convergence and Harmonization

MCAY, actively supports and implements reliance and recognition practices that
are aligned with international rcgulatory convergence and harmonization
efforts. By adopting globally accepted standards and formats, MCAY facilitates
streamlined regulatory processes, reduces duplication. and cnhances
collaboration with other National Regulatory Authorities (NRAs).

By leveraging harmonized documentation and regulatory standards. MCAZ:

Reduces the regulatory burden on applicants.

Enhances the comparability and traccability of product information.
Facilitates mutual understanding and collaboration with reliance partners.
Aligns with WHO Good Reliance Practices and regional harmonization
initiatives such as ZAZIBONA and AMRH

B

This approach strengthens MCAZs role in the global regulatory ecosystem and
supports its mission 1o cnsure timely access to safe, effective, and quality-
assured medical products for Zimbabwe.

Information-Sharing and Dialogue among Regulators

Liffective reliance and recognition are built on a foundation of open. structured.
and sustained dialogue between regulatory authorities. MCAZ actively engages
in bilateral and multilateral information-sharing initiatives to foster mutual
understanding, regulatory alignment, and trust.

The Authority’s reliance frameworks are direct outcomes of such dialogue,
formalized through Memoranda of Understanding (MoUs) with partner NRAs.
These agreements define the scope of collaboration, the types of regulatory
information to be shared. and the roles and responsibilities of cach party
including MCAZ, the reference NRA, and the applicant or manufacturer.

Economic or Legal Integration
MCAZs reliance and recognition frameworks are grounded in formal legal

instruments that support regulatory cooperation and facilitate access to essential
medical products. The frameworks are established through government-to-
government Memoranda of Understanding (MoUs). which provide a clear legal
mandate for MCAZ to engage in reliance practices.
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In addition. MCAZ actively participates in the ZAZIBONA Collaborative
Registration Procedure, a flagship initiative of the Southern African
Development Community (SADC) under the African Mecdicines Regulatory
[armonization (AMRII) programme. ZAZIBONA promotes joint assessments,
shared inspection outcomes, and mutual reliance among participating NRAs,
contributing to regional regulatory harmonization and faster access to quality-
assurcd medicines across SADC member states.

By embedding reliance within legally recognized bilateral and regional
structures, MCAZ. ensures that its practices are consistent with national Jaw,
contribute to economic integration. and uphold the principles of transparency.
accountability, and public health protection.

n
in

Stakcholder Engagement

MCAZ recognizes that effective reliance and recognition practices require the
active participation of key stakcholders, particularly applicants and
manufacturers. Their engagement is essential to ensure the accuracy.
completeness, and integrity of the regulatory information used in reliance-based
decisions.  Structured engagements are established which ensure that
stakcholders understand their responsibilities, contribute meaningfully to the
reliance process, and support MCAZ's commitment to regulatory efficiency,
data integrity, and public health protection.

6.0 RELIANCE IMPLEMENTATION
6.1 Registration Reliance

6.1.1  When MCAY is conducting cvaluation and registration of medicines 1t
considers

i. Registration in the country of origin as a basic minimum.
ii. World Ilealth Organisation Prequalification (WHO-PQ} for
medicines.
ifl.  WHO Prequalification {or vaccines.
iv. WHO Prequalification for devices and Diagnostics (once the
regulations are approved)
v.  WIIO Emergency Use Listing of medicines or devices in the face of
public health emergencies
vi. Zazibona Collaborative Registration Procedure
vit. Agreements/MoUs signed with other regulators who are willing to
share information with MCAZ with the manufacturers’ consent.
Currently MCAZ has functional agreements with Egyptian Drugs
Authority (FDA) and South African Iealth Products Authority
(SAIIPRA). In addition, MCAZ is working on further agreements
with the Islamic Republic of Iran Food and Drugs Authority (IFDA).
viii. Approval by Stringent Regulatory Authorities (Furopean Medicines
Agency (EMA), United States Food and Drug Authority (USFDA).
Medical Health Products Regulatory Authority (MHPRA), Japan
Pharmaceutical and Medical Devices Authority (PMDA), Health
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Canada, Swissmedic, Australia Therapeutic Goods Administration

(TGA))
European Union (EU) Article 58 Scientific Opinion evaluation
reports for medicines developed in Europe for use outside EU.

Duc to the success of the African Medicines Regulatory I{armonization

Initiative (AMRII) in the SADC Region., MCAZ is exploring the
following reliance mechanisms:

1.

11.

Reliance on approvals issued by other SADC National Medicine
Regulatory Authority’s that participate in ZAZIBONA programme
Botswana Medicines Regulatory Authority-BOMRA, Zambia
Medicines Regulatory Authority-ZAMRA, Tanzania Medicines &
Medical Devices Authority-TMDA. Namibia Medicines Regulatory
Council-NMRC etc)

Reliance on approvals issued by eleven African ReCoREs outside
SADC such as Ghana Food and Drug Authority-GFDA. Nigeria
National Agency for Food and Drug Administration and Control -
NAFDAC. Burkina Faso Dircction General de la Pharmacie du
Medicament ¢t des Laboratoires where full evaluation reports are
provided.

In order {or the MCAY FEvaluations and Registration Division to

consider a product for reliance it needs the following information. in
order of increasing importance:

i.
11.

1.
v.
V.
vi.
Vil.
Viii.

ix.

X1.

Xii.

Rev 3 September 2025

A registration certificate from the country of origin

A registration certificate from Stringent Regulatory Authority
{(SRA).

A public assessment report from the NRA in country of origin.

A public assessment rcport, including scientific discussion and
SmPC from the NRA in the country of origin.

A public asscssment report including. scientific discussion and
SmPC from an SRA.

A public assessment report from WHO.
Full assessment report and SmPC from a ZAZIBONA country.

Full assessment report and SmPC from a maturity level 3 NRA in
Africa or abroad.

A full WHO Prequalification assessment report release via WHO
Collaborative Registration Process agreements between applicant,
WHO and MCAZ.

Full assessment report from the country of origin given with the
consent of the applicant and the NRA.

FFull assessment report from the NRA in an SRA where the product
is registered, with consent of the applicant, NRA and MCAZ,
Quality information summary (QIS) summarising the current
approved propertics of a product by the reference regulatory
authority.

Page 9 of 30




QPM 09

xiii.  Full assessment report from WHO Prequalification with the consent
of applicant, WHO and MCAZ.

6.1.4 Enablers that support MCAZ Reliance on other Reference NRAs

1.

il.

iii.

v,

V.

vi.

vil.

6.1.5

i.

1.

1il.

Willingness and consent of the applicant whose product has
alrcady been approved by a reference body e.g. WHO PQ. SRA.
other M3 NRAs. to have their product expeditiously considered
through reliance route.

The applicant submitting a replica dossier, in terms of technical
information. to MCAZ that was submitted to and approved by the
reference NRA, whether in country of origin or an SRA i.c.
sameness of the product submitted by the applicant with that
approved by the reference regulatory authority should be
demonstrated.

Three-way confidentiality and non-disclosure agreements between
applicant, reference NRA and MCAZ.

The reference NRA providing the full unredacted evaluation report
of the product to MCAZ. after written consent of the applicant.
MCAZ legal undertaking to maintain confidentiality of the
evaluation rcport and information shared by the reference NRA,
with the consent of the applicant, and use it only for the purposes
of expedited approval of the product.

MCAZ committing to expedite approval of the product from 16-
24 months to 3 months when a replica dossier from the applicant
and the full evaluation report from the reference NRA were
provided.

Participation or observer status for MCAZ when the reference
body or agency is assessing or deliberating of approval of the
product e.g. EU-Medicines for all (EU-M4all) products are being
discussed by IEU experts.

Enablers for other foreign NRAs to rely on MCAZ as the
Reference NRA

Willingness of the applicant who has registered a medicine with
MCAZ to have the same product expeditiously considered by
another NRA using reliance procedure.

‘Three-way confidentiality and non-disclosure agreements between
applicant, MCAZ as the reference NRA and referring NRA.
Applicant submission of a replica dossier to the referring NRA as
submitted to MCAZ.

Applicant authorising MCAZ to share the full unredacted

iv.

evaluation with the referring / rely NRA
v.  The referring NRA making a legal undertaking to MCAZ that it

will only utilise the shared full evaluation report for the purpose of
expeditious assessment of the product.

vi.  The referring NRA committing to expedited evaluation and make
a regulatory decision in the shortest time possible c.g. 3 months

vii.  MCAZ publishing of list of approved products, Summary of

Rev 3 September 2025

Product Characteristics truncated public assessment reports so that
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Zimbabwe patients can access product information and foreign
NRAs with or without memorandum of understandings (Mols)
with MCAY. can still access the product information.

viii.  Memorandum agreement between MCAYZ and referring SADC
NRAs to sharc full evaluation reports for applications from
consenting applicants.

ix. Joint Virtual Committee Registration Committee meetings
between MCAYZ and the referring NRA to approve products of
common interest, when necessary and feasible.

x.  Wide dissemination and consent of pharmaceutical industry to
utilise the opportunity for submission of applications through the
expedited reliance route.

6.2 GMP Inspection Reliance

6.2.1 When MCAZ is determining suitability ot a manufacturing facility that
will produce a product that is secking marketing authorisation in
Zimbabwe, it considers the following in order of increasing impotrtance:

i.  GMP certification issued by the NRA in the country of manufacture.
ii.  GMP certification issued by an SRA NRA (EMA, USFDA. PMDA.,
HCanada, TGA. Swissmedic), Pharmaceutical Inspection Co-
operation Scheme-PIC/S and other WHO-listed maturity level 3
NRAs.
{ii. Facilities inspected by WHO Prequalification Programme for
medicines and vaccines.
6.2.2 The information needed for MCAZ. to rely on inspections conducted by
other NRAs. in order of increasing importance, is as follows:
i.  GMP certificate from NRA in country of manufacture for non-SRA.
non-PI1Cs country
it.  GMP certificate issued by SRA-, PICs- NRA
iii.  GMP certificate issued by a ZAZIBONA country or WHO Listed
NRAs ML 3 in Africa or Abroad
iv. ' WHO Public Inspection Report for manufacturing facility
v.  Full inspection report from NRA in country of manufacture
vi.  Full GMP inspection report by SRA-, PICs-associated NRA, WHO
listed NRA ML 3 NRA.
vii.  Full WHO Prequalification GMP Inspection Report

6.2.3 Enablers for MCAZ to rcly on GMP inspections conducted by
reference NRAs/ bodies.
i, Willingness of applicant to have the GMP compliance of their
manufacturing facility considered through reliance route.
i1 The manufacturers submitting the exact Site Master Files (SMF) and
confirmation that the exact facilities (physical address, block number)
and manufacturing lines approved by the reference NRA., whether in
country of origin or SRA, are the same for MCAZ.
iii. Three-way confidentiality and non-disclosure agreements between
manufacturer reference NRA and MCAZ
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MCAZ committing to expedite the rcliance-based inspection relative
to the longer process for physical inspection that entails: pre-visit
planning, travel. engagement, inspection and debriefing, return travel,
report writing and final decision

Participation or observer status for MCAZ inspcctors alongside the
Reference NRA when inspections of sites that produce products to
supplied to Zimbabwe c.g. reference NRAs inspecting facilities that
produce Article 58 products, PEPFAR tentatively approved products
or WHO PQ products.

Fnablers for other NRAs to rely on MCAZ GMP inspections.
Willingness of the applicant and manufacturer to have their MCAZ-
approved facility be considered by another NRA wusing reliance
procedure.

Three-way confidentiality and non-disclosure

Submission of the SMF for the exact sites, block numbers,
manufacturing lines to the referring NMRA as submitted to and
approved by MCAZ.

MCAZ publishing a list of approved GMP compliant facilities and
MCAY, public inspection reports.

Mcmorandum of agreement between MCAZ and referring SADC
NRAs on sharing full GMP reports for inspections of consenting
applicants.

Joint physical or virtual GMP inspection of manufacturing facilities,
and joint Virtual Commitice meetings between MCAZ as the reference
agency and the referring NRA to approve manufacturing facilities of
common interest, when necessary

Wide dissemination and consent of pharmaceutical industry to utilisc
the opportunity for GMP approvals through the expedited reliance
route.

6.3 Laboratory Testing Reliance

6.3.1

il.

ii1.

v.

Rev 3 September 2025

When MCAYZ is assessing the quality of medicines through quality
control testing in its laboratories it considers the following:

The analytical method, test specifications and CoA of a Quality
Management System accredited or certified laboratory.

The analytical methods, test specifications and CoA of a non-QMS
accredited or certified national control laboratory (NCL.)

The analytical mecthods, test specifications and CoA of a QMS
accredited, WHO Prequalified or certified (ML3) national control
laboratory (NCLs) in SADC, other AU RECs, SRAs

The analytical methods. test specifications and CoA of a QMS
accredited or certified WHO reference laboratory

Utilizing and or subcontracting testing services to any 1SO 17025
accredited or WHO prequalified laboratory within its network NRAs
laboratories for analysis of medical products.
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vi. Use of laboratory testing related decisions made by NRA laboratory in
the country of origin, other NRAs laboratories, ISO 17025, WHO
prequalified laboratories or competent regional and international
bodies.

vil. Use laboratory testing related reports produced by NRA laboratory in
the country of origin, other NRAs laboratories, ISO 17025, WIIO
prequalified laboratories or competent regional and international
bodies.

vili.  Use of information (published or not published) from other national
regulatory agencies (NRAs), competent laboratories (ISO 17025 and
WO Prequalified) or regional and international bodies in the ficld of
quality control of medicines.

6.3.2 Enablers to MCAZ using Reliance for Laboratory testing.

1. Willingness of other NRA laboratorics to utilise ISO 17025 or WHO
Prequalification as the common technical basis for cxpedited
determination of product conformity via reliance route.

il. Willingness of other NRA laboratories to have their ISO 17025 or
WIIO Prequalification audit or inspection reports shared with MCAZ
laboratory for use through reliance route.

11l Willingness of other NRA laboratorjes to share out-of-specification
(0O0S) results and reports with MCAZ laboratory for use through
reliance route.

v, Willingness of other NRA laboratorics to share their annual Jaboratory
reports with MCAZ laboratory for use through reliance route.
v, Three-way confidentiality and non-disclosure agreements between
manufacturer. other NRA laboratory and MCAZ laboratory.
Vi, Willingness of other NRA laboratories to share the third-party

technical agreements. subject to prior consent by the third party, when
the reference NC1L, has also relied on a third NCL.

Vii. The reference NCL allows MCAZ analysts to participate in joint
quality control testing projects, where possible and necessary.
viii. Willingness to participate in staff exchange programmes where MCAZ

and collaborating NRAs/NCLs exchange analysts as part of work and
knowledge sharing programmes.

ix. The reference laboratory on which MCAZ. relies agrees to issuctest
results and/or providing statements of conformity, opinions and
interpretations of labaratory results based on scientific data. regulatory
requirements and specifications for the purposcs of reliance.

6.3.3 Enablers for other NRAs /NCLs to rely on MCAZ Laboratory as
the reference laboratory for testing.

1. Willingness of other NRAs and manufacturers to rely on MCAZ
laboratory testing to expedite product registration or market access.
ii. Willingness by MCAZ laboratory to share its finished product

analytical results with the referring NRA/NCL.
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Willingness by MCAZ laboratory to have their ISO 17025 or WHO
Prequalification audit or inspection reports shared with other NRAs
laboratories for reliance use.

Willingness by MCAZ laboratory to share OOS results and reports with
other NRA laboratories for reliance use.

Willingness by MCAZ laboratory to share their annual laboratory
reports with other NRA laboratories for reliance use.

Three-way confidentiality and non-disclosure agreements between
other referring NRA laboratory and MCAZ laboratory.

Willingness of MCAZ laboratory to share its third-party technical
agreements with other laboratories that rely on MCAZ testing results.
subject to prior consent of the third-party NRA/NCL.

Willingness of MCAZ. to allow referring Laboratories to participation
in joint- or witnessing, quality control testing, where possible.

MCAZ laboratory allowing staff from referring NRAs to come for
attachment and secondment, physical and virtual training and
information-sharing under the MCAZ Quality Testing ReCoRE
activities.

MCAZ providing statements of conformity, opinions and
interpretations of laboratory results based on scientific data, regulatory
requirements and specifications for use by referring NRA/NCIL..

6.4 Clinical Trials Reliance

6.4.1

1.

1ii.

6.4.2

6.4.3

Rev 3 September 2025

The MCAZ employs the reliance model approach for clinical trial design
and/or investigational products. The MCAZ implements the reliance
model especially for where:

the safety and efficacy of the investigational product have already been
confirmed through WHO prequalification.

the investigational product has been approved in SRAs, WHO listed
countries and any other countries considered to be publicly accessible
Clinical Trials registrics.

the clinical trial design and/or investigational product has been

evaluated and found satisfactory at a joint review meeting facilitated
by the World Health Organization such as AVAREF.

The approach facilitates conducting regulatory reviews and evaluations
in a timely manner and at the same time. accelerate the cvaluation
process without compromising the quality. safety and efficacy of
investigational products. as well as the design of clinical trials. The
Authority will however maintain its own regulatory responsibilitics for
decision-making.

In order for the MCAZ 1o usc the reliance approach for the clinical trials
it needs proof of approval of the clinical trial design and/or
investigational product by the reference NRA Please note that reliance
approach will not be applicable to localised requirements, such as cthical
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approvals, informed consent forms, pharmacy plan. participants
insurance ete.

6.4.4 Enablers that support MCAZ Clinical Trials Reliance on other

NRAs.
i.  Willingness of applicant/sponsor to have their clinical trial application
considered through expedited reliance route.
ii. Submission of the cxact clinical trial design and/or investigational
product information to MCAZ as submitted in the reference NRA.
iii.  Three-way confidentiality and non-disclosure agreements between

applicant, referencc NRA and MCAZ.
iv.  MCAZ committing to expedite Clinical Trial approval within much
shorter time that normal timelincs.

6.4.5 Enablers for other NRAs to rely on MCAZ Clinical Trial
assessments.

L. Willingness of the applicant/sponsor to have their MCAZ-approved
clinical trial report to be considered by another NRA using reliance
procedure.

i1. Three-way confidentiality and non-disclosure agreements between
applicant/sponsor. MCAZ and referring NRA.

1il. Submission of the exact clinjcal trial design and/or investigational
product information to the referring NMRA as submitted to MCAZ.

1v. Memorandum agreement between MCAZ. and referring NRAs to share
full evaluation reports for applications from consenting
applicants/sponsors.

V. Joint Virtual Committee meetings (eg AVAREF Joint review meetings
to approve clinical trials of common interest, when necessary.

vi. Joint Virtual Committee meetings where MCAZ invites interested
referring NRAs to virtually witness PVCT meeting deliberations on
approval of clinical trials CT of interest. when necessary and feasible.

6.5 Vigilance Reliance

The MCAZ continually ensures the safety of marketed products through its
cstablished Pharmacovigilance system. To ensure that safety issucs are
promptly identified, and the necessary interventions implemented. the MCAZ
considers vigilance rclated decisions, reports or information from other
countries, regional or international bodies such as WHO in making decisions on
the safety and effectiveness of medical products. The regulatory decisions by
the MCAZ - leveraging safety decisions {rom well-resourced or reference
NRAs - are geared towards ensuring appropriate and safe use of registered
medical products. The MCAZ considers vigilance reports and decisions from
the following:

WIIO Global pharmacovigilance newsletters, and databases.

WIIO listed countries.

Any other countries or bodies with functional and reliable
pharmacovigilance systems.

L) o —
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7.0 Monitoring, Evaluation & Review

7.1

Key Performance Indicators (KPIs)

MCAY, shall monitor reliance and recognition performance through defined KPIs
on a quarterly basis, using Form QF53a in accordance with MR 4.19 SOP for
Monitoring. Measurement, Analysis and FEvaluation of Organisational
performances. The KPIs shall include, but are not limited to:

1. Processing time for reliance/recognition pathways compared to full review
timelines

Volume and proportion of applications processed via reliance/recognition
Conditions applied to reliance/recognition decisions

Number of appeals or post-decision variations

Utilization of Memoranda of Understanding (MoUs) and information-
sharing agrecments

6. Stalf training hours dedicated to reliance and recognition practices

EARVR

n

KPI results shall be reviewed during Management Review Meetings to assess
performance, identify trends, and implement continuous improvement actions.

8.0 SOP REFERENCES

Relevant Reliance Framework or Standard Operating procedures supporting this policy
are outlined in the List in attachment 2

7.0 REFERENCES

7.1
7.2

7.3
7.4

7.6

7.7

7.8

‘The Medicines and Allied Substances Control Act [Chapter 15:03]

Ilcalth Advances analysis; Adis R&D Insight Database. March 2015, compiled

by PhRMA

WIIO's Good Regulatory Practices, 2016

NEPAD/ AUDA  Regional Centres of Regulatory  Excellence

https:/www. nepad.org/publication/regional-centres-of-regulatory-excellence-
res

EMA. Medicines {or use outside the European Union [Accessed April 2024]

hitps://www.cma.europa.cu/cn/human-regulatory-overview/marketing-

authorisation/medicines-usc-outside-curopean-union.

TRS 1033 - Annex 10: Good reliance practices in the regulation of medical

products: high level principles and considerations, 2021

WIHO TRS 1033 Annex 11 Good regulatory practices in the regulation of

medical products, 2021

WHO Global Benchmarking Tool (GBT), 2021
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MCAZ. List of Recognized NRAs

I.ist of SOPs and Reliance Frameworks

10.0 HISTORY

| DOCUMENT HISTORY
| Revision | Date

Number | Approved

0 " May 2021 |

' Reason for Change

Ahgmng the Reliance Policy to the requirements of World Health \
" Organisation Global Bench marking Tool (WHO GBT)
Avoid reliance on the manufacturer’s QC’s results

| Removed 5.1.1 |
| The analytical method, test specifications and certificate of |
" analysis (CoAs) of the product by non-QMS accredited or certified

| manufacturers laboratory

| checks as provided by the manufacturers.

1 ' February 2022

Rev 3 September 202

Added

5.2 Chemical Reference Reliance on Primary Standards from
Manufacturers

5.2.1 MCAY does not prepare its own reference standards but
outsources from supplicrs of Primary and Secondary standards.
Therefore relies on the Certificate of Analysis (CoA) and Validity |

| System Improvement and to number the policy according 10 |

document control procedure requirements

Details of changes i
Ilcader
Reference number changed from PM01/2021 to QPM 09

Section 1.3

Added !
. evaluation of applications for re-registration of previously

registered products,.......

| Section 3.1.7

Added

3.1.7 Agreements/MoUs signed with other regulators who are
willing to share information with MCAZ, with the manufacturers’
consent. Currently MCAZ has functional agreements with |
Lg:yptlan Drugs Authority (EDA) and South African Health
]’:nduc.ts Authority (SAHPRA). In addition. MCAZ is working on |

Page 17 of 30




Rev 3 September 2025

R

AL

QPM 09

further agreements with the Islamic f{epublic of Iran Food and |
Drugs Authority (IFDA).

Section 3.2.1
Deleted SAHPRA as Reliance on approvals issued by other SADC |
National Medicine Regulatory Authority’s that participate in
ZAZIBONA programme.

Section 3.3.12

Added section

Quality information summary (QIS) summarising the current
approved properties of a product by the reference regulatory
authority.

Section 3.4.2 changed from

The applicant submitting a replica dossier, in terms of technical
information. to MCAZ was submitted to and approved by the
reference NRA., whether in country of origin or an SRA.

Section 3.4.2 changed to

The applicant submitting a replica dossier, in terms of technical
information, to MCAZ that was submitted to and approved by the
reference NRA, whether in country of origin or an SRA ie
samencss of the product submitted by the applicant with that
approved by the reference regulatory authority should be
demonstrated.

Section 3.4.7
Changed [rom
...... c.p Products arc being discussed by EU experts

Changed to
..... c.g FU-Medicines for all (EU-M4all) products arc being
discussed by ELU experts

Section 5.2.1

Changed from

MC AZ. does not preparc its own reference standards but outsources
from suppliers of Primary and Secondary standards. Therefore,
relics on the Certificate of Analysis (CoA) and Validity checks as
provided by the manufacturers.

Section 5.2.1 changed to

MCAY does not prepare its own chemical reference standards but
purchases them from suppliers of chemical reference standards.
Thercfore, it relies on the Certificate of Analysis (CoA) and
Validity checks as provided by the manufacturers.

Added References
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184  EMA, Medicines for use outside the FEuropean Union |
[Accessed April 2024] https://www.ema.europa.cu/en/human- |
regulatory-overview/marketing-authorisation/medicines-use-
outside-curopean-union

8.5 TRS 1033 - Annex 10: Good reliance practices i the

regulation of medical products: high level principles and
considerations. 2021.

- - — —
T Reason for change

System Improvement to ensure alignment of the policy with
WIIO GBT RS03.04 sub indicator on Reliance

Details of Change

1.0 INTRODUCTION

Changed from

1.1 What is Reliance?

The World Health Organisation defines reliance as the act
whereby the regulatory authority, in one jurisdiction may take
into account and give significant weight to — i.c. totally or
partially rely upon evaluations performed by another
regulatory authority or trusted institution in reaching its own
decision. The relying authority remains responsible and
accountable for decisions taken, even when it relies on the
decisions and information of others.

1.2 Why Reliance?
Many new medicines being developed to benefit patients. e.g.
7000 in 2015 (PhRMA 2015). Regardless of maturity level or
whether located in a developing or developed country, no
National Regulatory Authority (NRA) has sufficient resources
to perform timely. cost-efficient, assessment and issue a
regulatory decision on all products without relying. in part or
in full, on the evaluations performed by other NRAs.
All stakcholders impacted by regulatory systems have the
potential of benefiting from Regulatory Reliance. Reliance
ensures timely access to safe, effective and good quality
medicines for healthcare providers and patients. Efficient
utilization of National Regulatory Authority resources by
avoiding duplication of work and providing opportunities to
strengthen  the rtcgulatory system, while maintaining
sovereignty over decision-making. It helps pharmaccutical
manufacturers to streamline management of regulatory
submissions and global supply systems as well as ensure
‘ predictable, timely approvals.
1.3 Zimbabwe Context
The Medicines Control Authority of Zimbabwe (MCAZ) is the
statutory body responsible for protecting public and animal |
health by ensuring that all medicines. devices, allied |
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substances. and other health commuoditics are safe, cffective. |
and of good quality. This is achieved through registration of 1
medicines: licensing of persons and premises that handle
medicines: review, approval, and monitoring of clinical trials
that involve the use of medicines; and quality testing and safety
monitoring of all health commodities granted market
authorisation.

In 2021 MCAY had a staff complement of less than 150 staff
members, including support staff. Only 100 officcrs were
responsible for planning, managing, controlling and execution
of regulatory functions. This number is inadequate to conduct
a full evaluation of the over 250 new applications received per
annum; cvaluation of applications for re-registration of
previously registered  products, conducting full  Good
Manufacturing  Practices (GMP) inspections for new
applications and re-inspection every 2-3 years for facilities
producing approved products; conducting review and approval
of new clinical trials: testing samples for registration and post-
marketing quality surveillance. In addition, MCAZ. does not
have adequate and full technical expertise to evaluate
specialiscd aspects of novel products.

The above limitations threaten the Authority’s ability to ensure
timely access to safe, effective, and quality-assured medicines
1o the Zimbabwean public and healthcare delivery systems. The
same limitations also affect the sister regulatory agencies in the
Sothern African Development Conference (SADAC) region.

[t is against this background that MCAZ must use reliance,
collaborative approaches, and recognition to leverage its
Jimited human, technical and material resources.

To

The Medicines Control Authority of Zimbabwe (MCAZ) is
mandated by the Medicines and Allied Substances Control Act
[Chapter 15:03] to ensure the safety. efficacy. and quality of all
medical products in Zimbabwe, thercby safcguarding public
health. Confronted by increasing regulatory complexity. a growing
volume of applications, and advancing technical demands, the
Authority adopted Good Reliance Practices (GRelP) to enhance
agility, efficiency, and robustness of its national regulatory system
as guided by WHO Technical Report Series 1033 (Annex 10). This
stratcgic approach supports regional and global regulatory
convergence and harmonization objectives. By leveraging the
scientific evaluations. inspection reports, and certifications from
WHO-listed authorities (WLA) and other trusted regulatory
partners, MCAZ can optimize resources, minimizc duplication, and
accelerate the availability of critical medical products for the
Zimbabwean population.

This policy is enacted under the Authority’s general powers as

i provided in Scction 14 of the Medicines and Allied Substances
| Control Act. which empowers MCAZ to perform all necessary |
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actions in connection with its functions. This policy provides the

formal, transparent. and legally sound framework for
" implementing reliance. while affirming that MCAZ retains full

- Regulatory Practices (GRP). ‘

sovereignty and accountability for all [inal regulatory decisions.

This policy underscores MCAZ's dedication to a modern, risk- |
based, and collaborative regulatory approach that stcddlastly w
protects public health supported by the core principles of Good | |

1
Section 2.0 changed from  MCAZ RELIANCE

MCAYZ has been applying the principles of reliance over the years,

' though these were not documented. There is also a need to adopt |
 broader reliance to respond to the growing volume of and |
| complexity of work and the increasing demand for faster |

turnaround times by patients, the health care system, the state and |
applicants. The reliance framework allows MCAZ, to rely on other

| NRAs as well as allows other NRAs to rely on MCAZ. ‘

SCOPE

This policy applies to all regulatory functions within the Medicines
Control Authority of Zimbabwe (MCAZ) where reliance and |
rccognition mechanisms may be employed to support and
strengthen regulatory decision-making in the following regulatory
domains:

Evaluation and registration of medical products ‘
Good Manufacturing Practice (GMP) inspections
[aboratory testing and quality conirol ‘
Clinical trial oversight |
Pharmacovigilance and post-marketing surveillance \

\

D

It provides a structured framework for leveraging trusted external

regulatory outputs while maintaining MCAZ’s sovereign
responsibility in cascs of reliance and clearly defining conditions |
under which recognition may be applied. |

Section 3.0 Terms and Definitions (Addition)

3.1 Reliance is defined as the act whereby MCAZ may take
into account and give significant weight to—-.e., totally or partially f
rely upon—cvaluations, decisions, and reports performed by other f
trusted National Regulatory Authorities (NRAs) or institutions.
MCAZ, remains fully responsible and accountable for all final
regulatory decisions made under this framework.

3.2 Recognition. Acceptance of the regulatory decision of |
another regulator or other trusted institution. Recognition should

' be bascd on evidence that the regulatory requirements of the |
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reference regulatory authority are sufficient to meet the regulatory 1
requirements of the relying authority. Recognition may be
unilateral or mutual.

3.3  Mutual recognition agreement is a principle of
international law whereby states party to mutual recognition
agreements recognize and uphold legal decisions taken by
competent authorities in another member state.

34 Regulatory convergence. A voluntary process whereby
the regulatory requirements in different countries or regions
become more similar or “aligned™ over time. Convergence results
from gradual adoption of internationally recognized technical
guideline documents. standards and scientific principles, common
or similar practices and procedurcs or the cstablishment of
appropriate domestic regulatory mechanisms that align with shared
principles to achicve a common public health goal.

35 Regulatory cooperation. A practice among regulatory
authorities for cfficient and effective regulation of medical
products. May be practised by an agency, an institution or a
government. The formal mechanisms include creation of joint
institutions, treatics and conventions such as mutual recognition
agreements. while lcss formal mechanisms include sharing
information. scientific collaboration, common risk asscssment,
joint reviews and inspections and joint development of standards.
May also include work with international counterparts to build
regulatory capacity or provide technical assistance. thus
contributing to improvement of international regulatory
governance practices.

3.6 Regulatory harmonization. A process whereby the
technical guidelines of participating authoritics in several countries
are made uniform.

3.7  Abridged regulatory pathways. Regulatory procedures
facilitated by reliance, whereby a regulatory decision is solely or
partially based on application of reliance. This usually involves
some work by the national regulatory authority (NRA) that is
practising reliance.

3.8 Framework structured system of principles, guidelines,
and procedures that provides a clear roadmap for how reliance
should be implemented, ensuring that the process is transparent,
consistent. and legally sound.

39 Work-sharing is a process by which NRAs of two or more
jurisdictions share activities to accomplish a specific regulatory
task. The opportunities for work-sharing include joint assessment
of applications for authorization of clinical trials or marketing |
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" authorizations. joint inspections for good practices, joint post |

marketing surveillance of the quality and safety of medical
products, joint development of technical guidelines or regulatory
standards and collaboration on information platforms and
technology. Work-sharing also entails exchange of information
consisient with the provisions of cxisting agrecments and |
compliant with cach agency’s or institution’s legislative
framework for sharing such information with other NRAs.

3.10 Co-regulation. A system of shared regulatory
responsibilitics in which an NRA assumes some regulatory
functions, such as surveillance and enforcement or setting |
regulatory standards.

4.0 PRINCIPLES OF GOOD RELIANCE PRACTICES |
{Addition)

|
4.1  Respect of National and Regional Legal Basis |
|

MCAZ implements reliance and recognition practices in full |
alignment with Zimbabwes national legal framework and regional
regulatory initiatives. The policy is grounded in the Medicines and |
Allied Substances Control Act [Chapter 15:03]. which mandates :
MCAZ to cnsurc the safety, efficacy, and quality of medical |
products. MCAZ. excrcises these practices under its general powers
as provided in Section 14, which authorizes the Authority to take
all necessary actions to fulfill its regulatory mandate. '

In addition to its national legal foundation, MCAZ actively
participates in regional harmonization efforts such as
the ZAZIBONA Collaborative Registration Proccdure, under the
African Medicines Regulatory Harmonization (AMRI) imtiative.
These engagements demonstrate MCAZ's  commitment  to
operating within both national and regional lcgal and policy
frameworks., fostering regulatory convergence, mutual trust, and
shared public health goals across the Southern African
Development Community (SADC) and beyond.

4.2 Universality

Universality refers to the principle that reliance is applicable to all
National Regulatory Authorities (NRAs), regardless of their level |
of maturity, technical capacity, or resource availability. At MCAZ,
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internal capacity. and improve access to quality-assured medical
products.

MCAZ applies reliance in the following contexts:

' i 1. Where internal expertise exists but is insufiicient to meet
| workload demands.

Where specialized knowledge is needed that is not available
E locally.
|
|

I

3. Where collaboration with trusted NRAs accelerates
regulatory timelines without compromising quality or
safety.

This principle affirms that reliance is relevant and beneficial across
all resource settings. including well-established and developing
regulatory systems. MCAZ’s adoption of reliance reflects its
commitment to global regulatory convergence. conlinuous
improvement, and the use of best practices to protect public health.

4.3 Sovereignty of Decision-Making

MCAYZ, upholds the principle of regulatory sovereignty in all
reliance-bascd decisions. While the Authority may take into
account and give significant weight to evaluations, certifications,
and decisions made by other trusted regulatory authorities, MCAZ
retains full responsibility and accountability for the final regulatory
decisions made within Zimbabwe. This principle is operationalized
through:

1. The requircment for applicants to submit a replica
| dossier that matches the submission approved by the
reference NRA.

MCAZ s right to conduct a contextualized assessment 10
confirm the sameness of the product, its appropriatcness
for the Zimbabwean context, and compliance with local
regulatory requirements.

The Authority’s discretion to accept, partially rely on, or
reject external regulatory outputs based on scientific. legal,
or public health considerations.

[

d

By maintaining this approach, MCAZ cnsures that reliance
enhances regulatory efficiency without compromising its
independence, legal mandate, or commitment to safeguarding
public health.

4.4 Transparency

‘ MCAY is committed to implementing reliance and recognition
practices in a transparent, traceable, and accountable manner.
| Transparcncy is esscntial for building trust with stakcholders, |
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ensuring regulatory credibility, and enabling informed decision-
making across the healthcare, pharmaceutical. and regulatory
scctors. This commitment is operationalized through the following |
Measures:

1. TPublication of Recognized Authoritics

MCAZ shall publish and regularly update a list of National
Regulatory Authorities (NRAs) and institutions whose decisions,
reports, and certifications may be relied upon or recognized. This
Jist will include the criteria used for selection, such as WHO Listed
Authorities (WI.A), GBT maturity level, or formal Memoranda of
Understanding (Mols).

2. Clear documentation of the types of assessment reports
accepted by MCAZ,

MCAZ shall clearly define and document the types of regulatory
reports accepted under reliance, including public assessment
reports. scientific summaries, and non-public full evaluation
reports obtained through formal agreements and applicant consent.

3. Public List of Approved Products

MCAYZ shall maintain and publish a list of approved products, I
including summaries of product characteristics (SmPCs),
regulatory status. and reliance pathway used. This ensures that
healthcare providers, patients, and other NRAs have access 10
reliable product information.

4. Publication of GMP Reliance Decisions
MCAZ shall publish a public list of GMP certificates and

inspection reports relied upon to approve manufacturing facilities.
This provides a traceable record of reliance-based decisions and
supports transparency in regulatory oversight.

5. Traceability of Reliance Decisions

All reliance-based decisions shall be documented internally,
including the source of information, rationale for reliance. and final
regulatory outcome. These records will be maintained for audit,
review. and continuous improvement purposes.

Thesc measures ensure that MCAZ’s reliance and recognition
activities are conducted with openness, consistency, and
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_'_accoumabilily, in full alignment with WHO Good Reliance |
Practices and international regulatory standards.

4.5  Consistency

| MCAY/ is committed to applying reliance and recognition
mechanisms in a consistent, predictable. and structured manner
across all relevant regulatory functions. To promote consistency:

1. Internal procedures and decision-making critcria are
standardized through SOPs, cnsuring that similar products
and scenarios are treated consistently across departments
and regulatory functions.

MCAZ employs a tiered, risk-based approach to reliance,
where the depth of review is proportionate to the quality and
5 completeness of the external regulatory information
L | provided.

g

; This structured approach enhances regulatory efficiency, supports
fair and transparent decision-making, and builds confidence among
stakeholders in the reliability of MCAZ’s reliance practices.

4.6 Competence

MCAZ recognizes that effective implementation of reliance and
recognition mechanisms requires a high level of regulatory
competence. Reliance is not a passive acceptance of external
decisions—it  demands  critical  evaluation,  contextual
understanding, and sound judgment by qualified professionals.To
uphold this principle, MCAZ commits to:

1. Ensuring that senior, technically competent staffarc
} responsible for evaluating foreign regulatory information

and making informed decisions.

Conducting ongoing training and capacity-building

programmes to strengthen staff expertise in reliance

practices, international regulatory standards, and scientific

evaluation.

Implementing internal audits and peer reviewsto

maintain quality and consistency in rcliance-based

decisions.

4. Participating in regional and international regulatory
networks, such as ZAZIBONA and AVAREF, to enhance
knowledge exchange and benchmarking. I

[

L

These measures ensure that MCAZ staff are equipped to critically
|, asscss cxternal regulatory outputs and apply them approlnriatglyJ
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is not conducted.

]Within Zimbabwe's regulatory framework, even when a full review

| While MCAZ actively applics reliance and tecognition
mechanisms to optimize rcgulatory efficiency, it also recognizes
the critical importance of maintaining robust in-house scientific
expertise for regulatory functions that require direct oversight and
cannot be delegated or externally sourced.

50  ENABLERS (Addition)

5.1 Trust

Trust is a foundational cnabler of cffective reliance and
recognition. MCA7Z, builds and sustains trust with its reliance
pariners through a structured, tiered approach that begins with
| formal agreements and is reinforced by transparent processes and
mutual accountability. MCAZ's reliance relationships are
anchored in Memoranda of Understanding (Mols) signed at the
institutional or government level. which establish the legal and
operational framework for information sharing and regulatory
cooperation. Through these measures, MCAZ. ensurcs that reliance
is built on a foundation of mutual respect, transparency. and shared
commitment to public health.

5.2 Convergence and Harmonization
- MCAZ actively supports and implements reliance and recognition
practices that are aligned with international regulatory convergence
and harmonization cfforts. By adopting globally accepted
standards and formats, MCAZ facilitates streamlined regulatory
processes, reduces duplication, and enhances collaboration with |
other National Regulatory Authoritics (NRAs).

By leveraging harmonized documentation and regulatory
standards, MCAZ.:

1. Reduces the regulatory burden on applicants.

2. Enhances the comparability and {raceability of product

information.

Facilitates mutual understanding and collaboration with

reliance partners.

4, Aligns with WHO Good Reliance Practices and regional |
harmonization initiatives such as ZAZIBONA and AMRIH

Lad

This approach strengthens MCAZ’s role in the global regulatory
ccosystem and supports its mission to ensure timely access to safe.
effective, and quality-assured medical products for Zimbabwe.

5.3 Information-Sharing and Dialogue among Regulators
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[ Effective reliance and recognition arc built on a foundation of |
open. structured, and sustained dialogue between regulatory
authorities. MCAZ actively engages in bilateral and multilateral
information-sharing initiatives to foster mutual understanding,
regulatory alignment, and trust.

The Authority’s reliance frameworks are direct outcomes of such
dialogue. formalized through Memoranda of Understanding
(MoUs) with partner NRAs. These agreements define the scope of
collaboration. the types of regulatory information to be shared. and
the roles and responsibilitics of each party including MCAZ., the
reference NRA, and the applicant or manufacturer.

5.4 Economic or Legal Integration
MCAZ’s reliance and recognition frameworks are grounded in

formal legal instruments that support regulatory cooperation and
facilitate access to essential medical products. The frameworks are
established through government-to-government Memoranda of
Understanding (MoUs), which provide a clear legal mandate for
MCAYZ to engage in reliance practices.

In addition, MCAZ actively participates in the ZAZIBONA
Collaborative Registration Procedure, a flagship initiative of the
Southern African Development Community (SADC) under the
African Medicines Regulatory  Harmonization (AMRII)
programme. ZAZIBONA promotes joint assessments, shared
inspection outcomes, and mutual reliance among participating
NRAs, contributing to regional regulatory harmonization and faster
access to quality-assured medicines across SADC member states.

By cmbedding reliance within legally recognized bilateral and
regional structures, MCAZ ensures that its practices arc consistent
with national law. contribute to economic integration, and uphold
the principles of transparency. accountability, and public health
protection.

5.5 Stakeholder Engagement

MCAY recognizes that effective reliance and recognition practices
require the active participation of key stakcholders. particularly
applicants and manufacturers. Their cngagement is essential to
ensure the accuracy, completeness. and integrity of the regulatory
information used in reliancc-bascd decisions. Structured
| cngagements arc cstablished which cnsure that stakeholders
understand their responsibilities. contribute meaningfully to the
reliance process, and support MCAZ’s commitment to regulatory
efficiency. data integrily. and public health protection.

Section 6.0 Reliance Implementation (New Header Added)

L
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| Section 3.0 Registration Reliance chz:ngcd to Section 6.1
Section 4.0 GMP Inspection Reliance changed to Section 6.2
Section 5.0 Laboratory Testing Reliance to Section 6.3

Section 5.2  Chemical Reference Reliance on  Primary
Standards from Manufacturers

5.2.1 MCAYZ does not preparc its own chemical reference
standards but purchases them from suppliers of chemical reference
standards. Therefore, it relies on the Certificate of Analysis (CoA)
and Validity checks as provided by the manufacturcrs. (was
deleted)

‘ Section 6.0 Clinical Trials Reliance changed to Section 6.4
Section 7.0 Vigilance Reliance changed to Section 6.3
7.0 Monitoring, Evaluation & Review (Added)
7.1 Key Performance Indicators (KPIs)

MCAZ shall monitor reliance and recognition

performance through defined KPIs on a quarterly

basis. using Form QF53a in accordance with MR 4.19
\ SOP for Monitoring. Measurement, Analysis and

Evaluation of Organisational performances. The
| KPIs shall include, but are not limited to:

7. Processing time for reliance/recognition
‘ pathways compared to full review timelines
8. Volume and proportion of applications processed
via reliance/recognition
9. Conditions applied to reliance/recognition
decisions
10. Number of appeals or post-decision variations
11. Utilization of Mcmoranda of Understanding
{MoUs) and information-sharing agreements
12. Staff training hours dedicated to rcliance and
recognition practices

L KPI results shall be reviewed during Management
Review Meetings to assess performance, identify
trends, and implement continuous improvement
actions.

‘ 8.0 SOP REFERENCES (Added)

Relevant Reliance Framework or Standard Operating procedures
_ supporting this policy are outlined in attachment
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AVAREF
BOMRA
EU

ML 3
NAFDAC
NCL
NMRC
NRA
PEPFAR
PIC/S
PMDA
SAHPRA
ZAMRA
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Alrican vaccines Regulatory Forum

Botswana Medicines Regulatory Authority
FEuropcan Union

Maturity Level 3

National Agency for Food and Drug Administration and Control
National Control Laboratory

Namibia Medicines Regulatory Council

National Regulatory Authority

The President's Emergency Plan for AIDS Relief
Pharmaceutical Inspection Co-operation Scheme
Pharmaceutical and Medical Devices Agency

South African Health Products Regulatory Authority

Z.ambia medicines Regulatory Authority
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