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CIRCULAR 14 of 2025
Date: 29 April 2025

To:  All MCAZ Licence and Permit Holders and prospective Licence and Permit Holders

RE: DECLARATION REQUIREMENT FOR DIRECTORS AS A CONDITION OF
LICENSURE

The Medicines Control Authority of Zimbabwe (MCAZ) wishes to advise its stakeholders that
there is a new requirement for directors of pharmaceutical companies to disclose their
contravention of the Medicines and Allied Substances Control Act (Chapter 15:03) (‘the Act”)
and the regulations thereof or the Dangerous Drugs Act (Chapter 15:02) and the regulations
thereof as a condition of licensure. This new requirement is part of the efforts by the Authority
to ensure compliance with relevant laws and regulations governing the pharmaceutical industry
in Zimbabwe,

THE LEGAL POSITION
Section 72 of the Act provides as follows:

72 Act or omission by manager, agent or employee

(1) Whenever any manager, agent or employee of any person, hereinafter called the employer,
does or omits to do any act which it would be an offence under this Act for the employer to do
or omit to do, then, unless it is proved that—

(a} in doing or omitting to do that act the manager, agent or employee was acting without the
connivance or the permission of the employer; and

(b) all reasonable steps were taken by the employer to prevent any act or omission of the kind
in gquestion; and

(c) it was not under any condition or in any circumstances within the scope of the authority or
in the course of the employment of the manager, agent or employee to do or to omit to do acts.
whether lawful or unlawful, of the character of the act or omission charged;
the employer shall be presumed himself to have done or omitted to do that act and shall be
liable to be convicted and sentenced in respect thereof.

(2) The fact that the employer issued instructions forbidding any act or omission of the kind in
question shall not, of itself. be accepted as sufficient proof that he took all reasonable steps to
prevent the act or omission.
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(3) Whenever any manager, agent or employee of any such employer does or omits to do an
act which it would be an offence under this Act for the emplover to do or omit to do, he shall
be liable to be convicted and sentenced in respect thereof as if he were the employer.

(4) Any such manager, agent or employee may be so convicted and sentenced in addition to
the employer.

Sub-section (1) attaches criminal liability to a person/employer for the actions or omissions of
their manager, agent or employee which would constitute an offence under the Act. There are
exceptions provided in paragraphs (a) — (¢) which include cases where there was no connivance
or permission by the employer, where the employer took reasonable steps to prevent the act or
omission and when it was not within the scope of employment of the manager, agent or
employee to do or omit to do those acts.

Sub-section (2) provides that the fact that an employer issued instructions prohibiting that act
or omission shall not be sufficient proof that reasonable steps were taken to prevent the act or
omission.

Sub-section (3) attaches criminal Hability to a manager, agent or employee who does or omits
to do an act which would be an offence under the Act for the employer to do or omit to do.

Sub-section (4) provides that the manager, agent or employee may be convicted and sentenced
together with the employer.

“Person” or “employer” referred to in sub-section (1) refers to pharmaceutical companies.
Pharmaceutical companies are juristic persons within the contemplation of Section 72 of the
Act in which case the “agent” referred to are the directors.

The legal definition of an agent is ‘a person authorised to act on behalf of another person or
entity, known as the principal, and has the power to bind the principal to contracts, agreements
or other obligations’. Directors are agents of the companies for which they are directors.

Section 72 places joint liability on both the employer/person and employees/managers/agents/
for the offences of either party.

In addition to giving effect to section 72 of the Medicines and Allied Substances Control Act
(Chapter 15:03), the Authority’s requirement for a declaration by all directors of
pharmaceutical companies is also grounded in Section 14 of the Act, read with paragraphs 25
to 27 of the First Schedule.

Section 14 empowers the Medicines Control Authority of Zimbabwe to take any action that is
necessary, conducive, or incidental to the performance of its functions and the exercise of its
powers under the Act. In terms of this provision, the Authority is authorised to impose
conditions on licences, including measures that promote accountability and compliance among
directors of licensed pharmaceutical businesses.

The directors’ declaration serves as a mechanism to ensure that individuals involved in the
oversight and management of pharmaceutical operations meet the standards of integrity and
regulatory compliance expected by the Authority. This condition forms part of the Authority’s

ongoing efforts to enhance the safety, quality, and efficacy of medicines and allied substances
in Zimbabwe.
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DECLARATION REQUIREMENT

To give effect to Section 72 of the Act and Section 14 of the Act as read with paragraphs 25 to
27 of the First Schedule, with effect from the 24 of March 2025 all directors of pharmaceutical
companies applying for licensure or renewal of licensure must fill in a declaration form stating
whether/that:

1. They have not contravened the Medicines and Allied Substances Control Act (Chapter
15:03) and the regulations thereof or the Dangerous Drugs Act (Chapter 15:02) and the
regulations thereof in their capacity as director of a pharmaceutical company within the
past three years.

2. The pharmaceutical company for which they are or were director has not contravened the
Medicines and Allied Substances Control Act (Chapter 15:03) and the regulations thereof
or the Dangerous Drugs Act (Chapter 15:02) and the regulations thereof.

3. They understand that providing false information may result in the denial or revocation of
their licence/permit.

4. They acknowledge that, as a condition of licensure, they are required to maintain compliance
with all relevant laws and regulations governing the pharmaceutical industry in Zimbabwe.

5. They understand that if, as director of a pharmaceutical company or the pharmaceutical
company thereof contravene the Medicines and Allied Substances Control Act (Chapter
15:03) and the regulations thereof or the Dangerous Drugs Act (Chapter 15:02) and the
Regulations thereof, the Authority reserves the right to call the director for a hearing in
his/her personal capacity and deal with the matter as it sees fit.

The declaration form can be accessed from the MCAZ website www.mcaz.co.zw

Notes

1. Circular 4/2025 is replaced by Circular 14/2025.

2. The effective date of the new requirement remains the 24% of March 2025 as stated in
Circular 4/2025.

MEDICINES CONTROL AUTHORITY OF ZIMBABWE

ard T. Rukwata (Mr)
DIRECTOR-GENERAL

Cc:  Pharmacists Council of Zimbabwe (PCZ)
Community Pharmacists Association (CPA)
Pharmaceutical Wholesalers Association (PWA)
Pharmaceutical Manufacturers Association (PMA)
Ministry of Health and Child Care (MOHCC)
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LEF 107

LICENSING AND ENFORCEMENT DIVISION

DECLARATION REQUIREMENT FOR DIRECTORS AS A
CONDITION OF LICENSURE

DECLARATION

Important: Please read the following notes carefully before you complete this form.

1. This form must be completed by divectors of pharmaceutical companies that are licensed
in terms of the Medicines and Allied Substances Control Act [Chopter 15:03].

2. The form musi be filled in and submiited both for submission of applications Jor new
licenses or permits as well as for applications Jor renewal of licenses or permits.

3. The form must be completed accurately and truthfully. Providing false information is an
offence and may resuit in the denial or revocation of licensure.
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LEF 167

10 Number

..................................................................................................

do hereby solemnly and sincerely sweag/declare the following:

1.1 am a director of (pharmaceutical COMPUTLY)

...................................................

whose business AdAress 18, .. ... ccvrrnmeerireasnr i see e as s s

o]

_ Tunderstand that providing false information is an offence and shall result in the denial or
revocation of my licensure.

3. | have not /I have contravened the Medicines and Allied Substances Control Act (Chapter
15:03) and the regulations thereof / the Dangerous Drugs Act (Chapter 15:02) and the
regulations thereof, i my capacity as director of a pharmaceutical company, within the past
three years. (Circle the applicable)

4. T have been a director /I have not been a digector of a pharmaceutical company that has
contravened the Medicines and Allied Substances Control Act (Chapter 15:03) and the
regulations thereaf / the Dangerous Drugs Act (Chapter 15:02) and the regulations thereof,
within the past three years. (Circle the applicable)

If you, in your capacity of director of a pharmaceutical company OF your pharmaceutical
campany have contravened the Medicines and Allied Substances Control Act (Chapter
15:03) and the regulations thereof or the Dangerous Drugs Act (Chapter 15:02) and the
regulations thereof, please provide the following details:

(a) Name of the pharmaceutical company

.................................................................................................

.................................................................................................

(c) Areyou still a director of that pharmaceutical company7: Yes or No (Circle the
applicable)

....................................................................
.....................................................................................................

......................................................................................................
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........................................................................................................

(e) Whether the maiter was heard by the Authority: Yes or No (Circle the applicable)

(£) If the matter was heard by the Authority, the date the matter was heard and the decision
by the Authority:

.............................................................................................................
'rln<-"h'¢<qu‘-;ol;‘l.----‘.v'-A‘h‘-Albv‘v‘bihr(llllhA‘—w..qwal‘|lul--hli:l'||(-dl¢.'---i.l‘lllvlv-o -----------
.............................................................................................................

............................................................................................................

5. 1 acknowledge that, as a condition of licensure, I, a8 dirsctor of a pharmaceutical company
or the pharmaceutical company thereof prust not have contravened the Medicines and Allied
Substances Control Act (Chapter 15:03) and the regulations thereof or the Dangerous Dirugs
Act (Chapter 15:02) and the regulations thereof. | also acknowledge that T am required to

maintain compliance with all relevant laws and regulations governing the pharmaceutical
industry in Zimbabwe.

6. 1 understand that if T, as director of a pharmaceutical company or the pharmaceutical
company thereof contravene the Medicines and Allied Substances Conirol Act (Chapter
15:03) and the regulations thereof or the Dangerous Drugs Act (Chapter 15:02) and the
Regulations thereof, the Authority reserves the right to call me for 2 hearing in my personal
capacity and deal with the matter as it sees fit.

I make the above statement conscientiously believing the same to be true.

Signed before me this ... day of

J7501 = ORI PSPPI SRS TE
(COMMISSIONER OF OATHS)
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