_ BoMRA

MEMORANDUM OF UNDERSTANDING
(MOU)
BETWEEN

THE BOTSWANA MEDICINES
REGULATORY AUTHORITY

AND

THE MEDICINES CONTROL AUTHORITY OF
ZIMBABWE

ON

COOPERATION IN THE REGULATORY
FUNCTIONS OF MEDICAL PRODUCTS
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The Botswana Medicines Regulatory Authority (BoMRA) and The Medicines Control Authority
of Zimbabwe (MCAZ) (hereinafter referred to separately as" the Party" and collectively as
“Parties”);

i. ACKNOWLEDGING the close, friendly, and cordial relations already
existing between the two countries;

ii. DESIRING to seek collaboration to enhance the cooperation in medical
products reguiatory functions;

iii. ~AWARE that mutual exchange of knowledge and ideas can strengthen the
friendly relations in the fields of medical products regulatory functions
between the two countries;

iv.  PURSUANT to the prevailing laws and regulations binding each Party;

v. HAVE REACHED the following understanding;:

1.0 PARAGRAPH1
OBJECTIVE
The Parties will promote and develop cooperation in the field of medical products
regulatory functions within the respective jurisdiction by cooperating in the manner
set out in this MOU on the basis of equality and mutual benefit.

20  PARAGRAPH?2
AREAS OF COOPERATION
The Parties will cooperate in the field of supplying and regulatory functions related
to:
2.1 medical devices
2.2 track and trace, authentication control application;
2.3 detection of substandard and falsified medicines;
2.4 nanotechnology;
2.5 biotechnology for medicines;
2.6 vaccine production;
2.7 active Pharmaceutical Ingredients (API) Production; and
2.8 any other areas agreed by “the Parties”.

3.0 PARAGRAPH3
FORMS OF COOPERATION
The cooperation between “the Parties” will take the following forms:
3.1 Support and facilitate private sectors and activities of participants;
3.2 Exchange and sharing information, best practices, and knowiedge in the field of
standards and regulations;
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4.0

5.0

6.0

3.3 High official and technical visit related to familiarization of regulatory processes
of both Parties;

3.4 Support capacity building through the exchange of personnel; sharing of
knowledge and experience, and education and training programs;

3.5 Exchange of information on the status of Good Manufacturing Practice (GMP)
inspection results as well as on professional and bioequivalent center inspection
results as may be requested by one of “the Parties”;

3.6 Facilitate the investment of “the Parties” companies in each Part

3.7 “The Parties” will promote the implementation of issuing electronic certification
and other technologies to facilitate trade; and

3.8 Provide mutual understanding of each Party’s laws, regulations and procedures
relating to the implementation of medical products safety measures.

3.9 Share information for purposes of reliance and/or recognition of regulatory
decisions;

3.10 Participation in international events organized by either Party;

3.11 Cooperation in common areas at multilateral fora; and

3.12  Any other form of cooperation as mutually decided upon in writing by “the
Parties”.

PARAGRAPH 4

FINANCIAL RESOURCES

4.1 Each Party will bear its expenses related to any activities conducted under this
MOLJ..

4.2 When deemed necessary and by mutual agreement, “the Parties” may invite funds
from any third party such as the UN or WHO to support the activities under this
MOU.

PARAGRAPH 5

INTELLECTUAL PROPERTY RIGHTS

“The Parties” declare that any intellectual property arising from the implementation
of this MOU will be jointly owned and its utilization will be subject to a separate
arrangement between the Parties.

PARAGRAPH 6

RESEARCH MATERIAL TRANSFER AGREEMENT

In case the transfer of research materials is required for collaboration activities to be
carried out within this MOU, such materials may be transferred in accordance with
the prevailing laws and regulations in force in the countries of “the Parties” through
a separate Material Transfer Agreement concluded between “the Parties” or between
enterprises, institutions and economic agents from the two countries subject to the
approval by “the Parties”.
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7.0

8.0

9.0

Note: The access and utilization of Genetic Resources and Associated Traditional
Knowledge in the implementation of the cooperative activities under this MOU will
be further regulated in the specific arrangement on a case-by-case project basis to be
decided by the Parties prior to the commencement of related project activities.

PARAGRAPH 7

JOINT COMMITTEE AND ITS CONFORMATION

In order to achieve the defined objective of this MOU “the Parties” will establish a

“Joint Committee” which will be chaired by the Head of any of the competent bodies

of “the Parties” (BoMRA and the MCAZ); The “Joint Committee” functions include:

7.1 Monitor and facilitate the implementation of this MOU considering the
-compliance with the regulations, commitment, and the pharmaceutical policies-of
“the Parties”;

7.2 Submit a follow-up report, twice a year in the fields of understandings made, to
the High-Level Joint Economic Commission between the Republic of Botswana

and the Republic of Zimbabwe;

PARAGRAPH 8

CONTACT POINTS FOR THE IMPLEMENTATION

“The Parties” will appoint contact points as authorized representatives of “the
Parties”, which are responsible for the communication of organizing the
implementation of the MOU:

For: The Botswana Medicines Regulatory Authority:
Address: Plot 112, International Finance Park, Gaborone
Phone number: +267 3731720

Fax number: +267 3186254

Email address: rhove@bomra.co.bw

For: The Medicines.Control Authority. of Zimbabwe:
No. 106 Baines Avenue, Harare

Phone number: +263-772145192

Email address: mcaz@mcaz.co.zw

PARAGRAPH 9

CONFIDENTIALITY

9.1 Each Party understands that the information exchanged between them may
include confidential information that is not in the public domain in the country of
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10.0

11.0

12.0

13.0

the Party providing the information. “The Parties” note that it is essential that
confidential information emanating from one Party be treated as such by the other
Party.
9.2 Each Party will make every reasonable effort to prevent:
i.  The public release of confidential information that has been shared for the
purposes set out in this MOU; and
ii.  the release of information for purposes not set out in this MOU.

PARAGRAPH 10

SETTLEMENT OF DISPUTES

10.1  This MOU does not create any rights and obligations under international law.

10.2 Any dispute between. “the Parties” arising out of the implementation,
application, or interpretation of this MOU will be settled amicably through
consultation or negotiations between “the Parties” through diplomatic
channels.

PARAGRAPH 11

AMENDMENTS

This MOU may be amended only by mutual written agreement of the Parties through
diplomatic channels. Such amendments will constitute an integral part of this MOU
and shall come into effect on the date of its signature by the Parties.

PARAGRAPH 12
COMING INTO EFFECT AND TERMINATION
12.1 This MOU will come into effect on the date of its signing by the Parties.

12.2 This MOU will remain in effect for five (5) years and will thereafter be
renewed- automatically for- successive (5) year- periods, unless one of the
Parties informs its intention to terminate it in writing through diplomatic
channels to the other Party. In this case, the MOU will be considered as
terminated six (6) months after the said notification.

12.3 The termination of this MOU will not affect any ongoing programs and
projects under this MOU, unless the Parties agree otherwise.

PARAGRAPH 13

NON-POACHING OF EMPLOYEES

13.1  The parties have agreed that throughout the duration of the MOU and six
months after its termination or six months after the termination of the contract
of employment between an employee and either party, neither of the parties
will solicit or recruit or endeavor to entice away any employees of the other
or hire any such employees or negotiate or arrange their employment by any
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other persons unless with the written consent of the other party, which consent
shall not be unreasonably withheld.

13.2  Any solicitation or attempted solicitation for employment directed to a party’s
employees by either party without the written consent of the other party will
be deemed to be a material breach of this MOU, in which event the affected
party shall have the right, but not the obligation, to terminate this MOU.

13.3 It is essential that the parties ensure that all their employees are made aware
of clauses 13.1 and 13.2 above.

Agreed and accepted for and on behalf of:

THE MEDICINES CONTROL AUTHORITY
OF ZIMBABWE

Name: ﬁo&m—ﬂb 7 k"l/""”m

Signature: W"‘/—'

e
Designation: __pnReci?A— 4 GERAT.
" Date: ZF/Q//ZOQ?A

Agreed and accepted for and on behalf of:
THE BOTSWANA. MEDICINES. REGULATORY AUTHORITY
«52?//44

Signature: /

Name:

PR 0 - -
Designation: [//7’7 EF  Execedii /= @?ﬂé’/ CL~6-

Date: Qéﬁl / 05? / %%
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