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1.0 PURPOSE

2.0

3.0

4.0

To establish a procedure for regulatory officers to effectively communicate with
MCAZ internal and external customers.

SCOPE

This procedure applies to the Pharmacovigilance and Clinical Trials division personnel
where there is a need for internal or external communication.

FREQUENCY

As and when it is necessary for purposes of internal or external communication.

LOCATION

4.1 The Master Copy of this SOP will be kept in the Quality Office.
42 A controlled copy will be kept in a designated place in the Pharmacovigilance

and Clinical Trials Division.
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5.0 DEFINITIONS
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Medicines Conirol Authority

Memo: a signed message or other information in writing sent by osepessener

‘department to another in the same business organization.

Letter: a written, typed or printed communication addressed to an individual
or organization usually sent in an envelope by post or messenger
Correspondence: any written or digital form of communication exchanged by

Email: messages distributed by electronic means from one computer user to
one or more recipients via a network. It is a means or system for transmitting
messages electronically which is ideal for generating a written record of

Adverse event following immunization (AEFI): Any untoward medical
occurrence which follows immunization and which does not necessarily have a
causal relationship with the usage of the vaccine. The adverse event may be any
unfavorable or unintended sign, abnormal laboratory finding symptom or

Adverse Drug Reaction (ADR): A response to a medicine which is noxious
and unintended, which occurs at doses normally used in man for the
prophylaxis, diagnosis, or therapy of disease, or for the modification of

ERICE Declaration: The declaration on communication Drug Safety
Information drawn up at the International Conference on Developing Effective
Communications in Pharmacovigilance, Erice, Sicily, 24-27 September 1997

=8 |
52
8.3

two or more parties
54

communication.
5.5

disease.
5.6

physiological function
3.7
5.8

Output: Physical and digital documents and files originating from the division,
including but not limited to official signed letters, guidelines, handbooks,
product certificates, and training certificates.

6.0 RESPONSIBILITY

It is the responsibility of the Regulatory Officer to draft correspondence
following the applicable timelines and procedures.
It is the responsibility of the Senior Regulatory Officers to review

The Head of Division has the overall responsibility of ensuring that this SOP is

6.1
6.2
correspondence prior to dispatch.
6.3
adhered to at all times.
6.4

Quality Manager/Designate - responsible for monitoring compliance to the
procedure, Quality Management System (QMS), International and other
relevant standards.
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7.0

PROCEDURE

A

Communicating with External Customers

of Zimbabwe

CONTROLLED COPY
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Communication with external customers should be done in accordance
with the communication matrix (Attachment 1) and in compliance with
the requirements and guidelines set forth in Zimbabwe National
Pharmacovigilance Policy Handbook, the Medicines and Allied
substance Control Act (MASCA) and Regulations, Guidelines for Good
Clinical Trial Practice in Zimbabwe, Guidelines for Clinical Trial
Application and Authorization in Zimbabwe, Pharmacovigilance
Guideline for Pharmaceutical Industry, Guidelines, AEFI Surveillance
Guidelines , Guidelines for Conducting Good Clinical Practice (GCP)
Inspections in Zimbabwe, Pharmacy Guidelines for Investigational
Medical Products and the Authority’s strategic plan.

All correspondence shall be treated as confidential and proprietary to
MCAZ and handled in compliance with Section 73 of MASCA.

Communicating with Pharmacovigilance Provincial and District

7.1

7.2

7.3
Sites
7.3:1
735D,
72353
73.4

Correspondence directed to provincial and district pharmacovigilance

centers should be addressed to the coordinator or focal person for the site.

Prepare a draft letter in a factual, concise and legally acceptable way

taking into consideration the following:

7.3.2.1 Recipient’s address- The healthcare facility’s name and postal
address should be included and where the letter is directed to a
particular individual, their title should be stated. Any other
relevant personnel should also be copied

7.3.2.2 Heading: In bold text, the heading can include a brief description
of the nature of the correspondence and reference numbers

7.3.2.3 Previous correspondence or other relevant documents: If the
letter is in response to a previous letter or some other document,
refer to that letter/document by its date and/or reference number,
title and version number in the first line of the letter.

7.3.2.4 Attachments/enclosures: Any documents to be sent with the letter
should be described in the text of the letter

Conduct a spelling and grammar check and send the letter for

review

Make corrections or changes as required and dispatch the letter. For

letters requiring the Director General’s signature, send a draft of the letter

and supporting documents (e.g. a memo, evaluation report and/or minute

extracts) as appropriate
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7.3:6

7.4

7.4.1

74.2

7.4.3
7.4.4

00000001

After dispatching the hard copy of the signed. letter. senda netification

email to the PV center focal person. of Zimbabwe

For feedback letters for ICSRs submitted via the E-PV system, a scanned
copy of the signed letter shall also be uploaded and sent via the E-PV
platform

Communicating With Public Hospitals, Private Hospitals and Clinics

All correspondence directed to healthcare centers must be reviewed and

approved by the Head of Division (HOD) or a Senior Regulatory Officer

(SRO) prior to dispatch

Prepare a draft letter in a factual, concise and legally acceptable way

taking into consideration the following:

7.4.2.1 Recipient’s address- The healthcare facility’s name and postal
address should be included and where the letter is directed to a
particular individual, their title should be stated. Any other
relevant personnel should also be copied

7.4.2.2 Heading: In bold text, the heading can include a brief description
of the nature of the correspondence and reference numbers

7.4.2.3 Previous correspondence or other relevant documents: If the
letter is in response to a previous letter or some other document,
refer to that letter/document by its date and/or reference number,
title and version number in the first line of the letter.

7.4.2.4 Attachments/enclosures: Any documents to be sent with the letter
should be described in the text of the letter

7.4.2.5 Recipient’s address- The healthcare facility’s name and postal
address should be included and where the letter is directed to a
particular individual, their title should be stated. Any other
relevant personnel should also be copied

7.4.2.6 Heading: In bold text, the heading can include a brief description
of the nature of the correspondence and reference numbers

7.4.2.7 Previous correspondence or other relevant documents: If the
letter is in response to a previous letter or some other document,
refer to that letter/document by its date and/or reference number,
title and version number in the first line of the letter.

7.4.2.8 Attachments /enclosures: Any documents to be sent with the
letter should be described in the text of the letter

Conduct a spelling and grammar check and send the letter for review

Make corrections or changes as required and dispatch the letter. For

letters requiring the Director General’s signature, send a draft of'the letter

and supporting documents (e.g. a memo, evaluation report and/m minute

extracts) as appropriate
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Communicating With Manufacturers, Applica ntsi Principals and
Marketing Authorisation Holders :

redicines Control Authori
i of Zimbabwe e

Communication with manufactures, applicants, principals and marketing

authorization holders may be done using official signed letters, email,

gazette notices and through the telephone in accordance with the

communication matrix (QF62). All correspondence directed to

manufacturers, applicants, principals and marketing authorization

holders must be reviewed and approved by the HOD or a Senior

Regulatory Officer prior to dispatch

Prepare a draft letter in a factual, concise and legally acceptable way

taking into consideration the following:

7.5.2.1 Recipient’s address- The organization’s name and postal address
should be included and where the letter is directed to a particular
individual, their title should be stated e.g. The Quality Assurance
Manager, The Regulatory Affairs Manager. Any other relevant
personnel should also be copied. For letters to be dispatched
outside Zimbabwe, names of countries should be capitalized and
in bold. For letters to be dispatched within Zimbabwe, names of
cities should be capitalized and in bold.

7.5.2.2 Heading: In bold text, the heading can include a brief description
of the nature of the correspondence and reference numbers e.g.
file numbers, variation references or application references.

7.5.2.3 Previous correspondence or other relevant documents: If the
letter is in response to a previous letter or some other document,
refer to that letter/document by its date and/or reference number,
title and version number in the first line of the letter.

7.5.2.4 Time limits: Response deadlines should be included in the last
line of the letter

7.5.2.5 Attachments/enclosures: Any documents to be sent with the letter
should be described in the text of the letter

Conduct a spelling and grammar check and send the letter for review

Make corrections or changes as required and dispatch the letter. For

letters requiring the Director General’s signature, send a draft of the letter

and supporting documents (e.g. a memo, evaluation report and/or minute

extracts) as appropriate

After dispatching the hard copy of the signed letter, send a notification

email to the manufacturer or marketing authorization holder and/or the

local representative.

Communicating With Public Health Programmes and Governmental

Agencies

Reviewed by: @, i Approved by HQU/HoD Authorised for use by QM:
@)’CN\:‘\‘Q}V o Pe h L) ) ‘,./ - ,,
Date: 7214 11023 | Date: '3 ]"L}. | 2023 Date: ,'L\)’ \u \ 20 21_,




TITLE: Standard Operating Procedure for Communication with Intern At EkRoHL CERD RO PY

SOP Number: PV 38 l Revision Number: 1 l Page 6 of 15

7.6.1 All correspondence directed to public heﬁth pregirine s Spressmiatigsmor
to health ministry representatives and officials muSl BLoabrEved and
signed by the Director General, the HOD or a Senior Regulatory Officer
7.6.2 Prepare a draft letter in a factual, concise and legally acceptable way
taking into consideration the following:
7.6.2.1 Recipient’s address- The organization/unit/programme name and
postal address should be included and where the letter is directed
to a particular individual, their title should be stated. Any other
relevant personnel should also be copied

7.6.2.2 Heading: In bold text, the heading can include a brief description
of the nature of the correspondence and reference numbers

7.6.2.3 Previous correspondence or other relevant documents: If the
letter is in response to a previous letter or some other document,
refer to that letter/document by its date and/or reference number,
title and version number in the first line of the letter.

7.6.2.4 Attachments/enclosures: Any documents to be sent with the letter
should be described in the text of the letter

7.6.3 Conduct a spelling and grammar check and send the letter for review

7.6.4 Make corrections or changes as required and dispatch the letter. For
letters requiring the Director General’s signature, send a draft of the letter
and supporting documents (e.g. a memo, evaluation report and/or minute
extracts) as appropriate to the Director General’s office.

7.6.6 Letters should be hand delivered or submitted by post through the
Administration Unit

7.7 Communicating With Regional and International Agencies, Non-
Governmental Organizations and Professional Associations

7.7.1  All correspondence directed to regional and international agencies €.g.
WHO. UMC must be, approved and signed by the Director General, the
HOD or a Senior Regulatory Officer
7.7.2 Prepare a draft letter in a factual, concise and legally acceptable way
taking into consideration the following:
7.7.2.1 Recipient’s address- The organization’ name and postal address
should be included and where the letter is directed to a particular
individual/representative, their title should be stated. Any other
relevant personnel/organization should also be copied
7.7.2.2 Heading: In bold text, the heading can include a brief description
of the nature of the correspondence and reference numbers
7.7.2.3 Previous correspondence or other relevant documents: If the
letter is in response to a previous letter or some other document,
refer to that letter/document by its date and/or reference number,
title and version number in the first line of the letter.
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