ZIMBABWE

6th cycle regional training seminar for OIE
focal points for veterinary products
(Africa, English)

Addis Ababa | Debre-Zeit, Ethiopia
9 -11 July 2019



MEDICINES CONTROL AUTHORITY
OF ZIMBABWE

How to set-up a simple
PHARMACOVIGILANCE system for
your country or region: country
experience

Zivanai Makoni (Dr)
Senior Regulatory Officer. MCAZ
OiE National Focal Pomt for Veterlnary Medrcmal Products



PRESENTATION OUTLINE

Brief Background

Objectives of a functional pharmacovigilance
system

Information Flow in PHV

Setting-up a practical PHV System

Tips on Implementation

Responsibility of a Competent Authority

u
u
u
J
u
u




BACKGROUND

dRegulation of VMPs in Africa is skewed towards ensuring
that available medicines are safe, efficacious and of
good quality (pre-registration checks)

dPost-registration issues pertaining to pharmacovigilance;
very little to no attention

Access Market Control

.I'

Economic and Public health

industrial \ |\
interests NS ;




EVOLUTION OF HARMONISATION IN SADC

2011 Regional SADC Guidelines for Regulation of Veterinary Drugs
- Published in November 2011

2017

In-depth Review of SADC Guidelines for Registration of

VMPs_OIE/GALVmed stakeholder workshop, May 2017

- Recommendation to create registration guidelines for VMPs

- Recommendations to form TWG; harmonisation of VMP
registration in SADC

2017 Formation of adhoc TWG (9 SADC countries), December 2017
- Angola, Botswana, e-Swati; Namibia, Malawi, Mozambique,
South Africa, Zambia, Zimbabwe

2018
Development of the Concept Note and ToRs for the TWG
responsible for harmonization of VMPs

2018 -Adhoc TWG developed working documents in January 2018

Tabling of the Concept Note & ToRs to SADC’s LTC, December
2018
- Concept Note & ToRs adopted




Harmonisation of VMP Pharmacovigilance
Guidelines— SOUTH AFRICA; ZIMBABWE

2016

2017

2018

2019

ZIMBABWE
MCAZ Published Guidelines for Registration of VMPs
based on VICH GL

SOUTH AFRICA
MCC (SAHPRA) initiated adoption of VICH GLs
- VICH GLs adoption in progress and completed in 2018

SAHPRA/MCAZ Collaboration in adoption of VMP
Pharmacovigilance GLs and reporting forms

ZIMBABWE

Stakeholder Consultation on the PHV Guidelines — Q4
- VICH GLs adoption is complete

- Stakeholder consultation planed in October 2019

- Publication of Guidelines in 2020



Objectives of a Functional PHV

System

TO Provide:

d

Surveillance of all authorised (registered) VMPs

Ensure Quality, Safe and Effective products on the
market

Feedback to regulators, manufacturers, animal keepers
and vets on product performance -



Information Flow in the

Pharmacovigilance System

AER » AER submission

Applicant/
(e Ry k"

AER notification «

AER

—
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Adopted from the VICH GL24 (PHARMACOVIGILANCE: AERS), 2007
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HOW to Set-Up a PHV System

. Legislation Framework for Pharmacovigilance

Plan PHV-system in competent authority: National or
Regional etc...

Develop guidelines for PHV

Define responsibilities and obligations of manufacturers
Develop easy reporting sysytems INNOVATION ...easy
Establish necessary documentation and'“s'ystem\s__ 3

Consult draft plans with stakeholders = companies and_'Véts



HOW to Set-Up a PHV System

Adapt Existing GLs

VICH Guidelines GL 24 (management of adverse events)
VICH GL 29 (management of periodic summary update
reports)

GL 35 and GL 42 (data elements for submission of adverse
reports) on veterinary pharmacovigilance

There is no benefit in re-inventing the wheel



B sum Reg ‘ B Veie | B/ veie ‘ B attac | S vl ‘ B mca ‘ B vich- | B vich- ‘ B vich- | B vich- ‘ B vich- ‘ i ciro | ST souf ‘ 8 The | B ouid i1 x + = X
50 | maum BO%| = % &

Z Medicimes Control Authority of Zimbabwe

Wednesday, 10 July 2019

AboutUs ¥  HowWe Regulate v Quality Assurance Safety News Vaccine Safety Downloads Online Services ¥ Publications ¥ ReCol

Contact Us w

Medicines Control Authority of Zimbabwe

N TER S

B f}ﬂ"’ Training Services

W Protecting Your Rights | ==
o] ™ |

Medicines Control Authority of Zimbabwe is
responsible for protecting publie:and animal |
_ health by ensuring that accessible
hitps:/fwww.meaz.cozw/ medicines and allied substances and

.

~ 4 'Y

Quality Policy Statement

: : B - : - ! 5.24 AM
a8 Search the web and Windows | of ' . ' ~ % =) B 7/10/2019




ﬂﬂ: Medicines Control Authority o/ X m Medicines Control Authority o' X I} Medicines Control Authority o© X

5, @ £ https:/ fwww.mecaz.co.zw 133% e Search I 0 ¢ =
i I :

4+ Most Visited @) Getting Started

C A Medicines Control Authority of Zimbabwe

Wednesday, 10 July 2019

Home AboutUs ¥ How We Regqulate ¥ Quality Assurance Safety News Vaccine Safety Downloads
Online Registers

Contact Us w Import/Export

E-Reporting

Medicines Control Authority of Zimbabwe MCAZ News Gl

News

Training Services

Guidelines for Advertising and
Promotion of Medicines

The Chemistry Laboratory is capable of P 6
perfoing coprehnse analytil‘wnrk / m&& N

515 AM
il ® W QA rrimiB 77072019




¢ Reg | 1 Dov | PJ Ace | & anit | @ we | 4| GHeR | @ we [ B o | @Owe || zM| B wre| Wme| GROT| I ZM| G rota | B New + - X
& () | 19216818 MY = 7 0
MC Online Registers Registers Home  Medicines Registers ~ Persons Register ~ Premises Register ~ Medical Devices  Report Problem

Registers Home

Medicines Registers

Veterinary Medicines Register

Persons Register

Premises Register

Medical Devices

Search your Product enroflox Click to search
Report Problem
(83 Export to Excel@ Export to CSV
C Refresh
Trade Name Generic Name Registration No Farm Categories for Distribution Strength
= = = = All - =

VETERINARY PRESCRIPTION
ASHIENRO 10% ORAL LIQUID ENROFLOXACIN 2017/80.12.11/9758 LIQUID; ORAL _— 100MG
PREPARATION, P.P.(VET)

VETERINARY PRESCRIPTION
BAYTRIL ENROFLOXACIN 90/80.22.11/9244 SOLUTION _— 10%
PREPARATION, P.P.(VET)

VETERINARY PRESCRIPTION

% E c /80.22.11/ E ; o %
BAYTRIL 5 NROFLOXACIN 92/80.22.11/9325 INJECTABLE INJECTION el o108, P (VED 5
— ENROFLOXACIN; COLISTIN Jo14099 110503 SoLuTIOn VETERINARY PRESCRPTION
- SULPHATE /80.22.11/ PREPARATION, P.P.(VET)

VETERINARY PRESCRIPTION
ENROCIN ENROFLOXACIN 2014/80.22.11/9699 SOLUTION _— 100 MG/ML
PREPARATION, P.P.(VET)
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Facility/Practice

Tel: +263772 145191 (MCAZ)
Fax: +263-4-736980 District Tel
E-mail: vetevr@mcaz.co.zw Prov £ mail
Patient Details
Patent FileReference Number Owmer
Name
Sex =M = F = Neutered | Species Breed Age Pregnant? aNcoY
Allergies Estmated Gestational Age at time of reaction
Suspect Medicine(s) [Medicines suspected to have caused the ADR]
Dose (mg) and Date Reason for Satch Expiry

Trade Name and Manufacturer Route bt StartedV/Gi Date Stopped B Sl Date
All other Medicines Patient was taking at time of reaction [Including over-the-counter and complementary medicines]

~Dose (mg) and Date Reason for Satch Expiry
Trade Name and manufacturer Route e Started/Gi Date Stopped Dl Date

Adverse Drug Reaction/Product Quality Problem

Date and time of onset of reaction

Date reacton resolved/duration

[ Please describe Adverse Reaction/Product Quality Problem: (kindly add as much cinical INFOMation as possibie)

Intervention(tick applicable boxes)

Patient Outcomes (tick applicable boxes)

= No intervention
= Interventon unknown
= Owner informed

= Treated ADR - with:

= Discontnued Suspect Drug: Replaced with:
= Decreased Suspect Drug Dosage. New Dose:

= Referred to veterinanan: Name

= Other Intervention:

= ADR recovered/resolved = recovering/resolving

= not recovered/not resolved

= Patent Died: Date of death:

= Impaiment/Disabiity

= Congenital Anhomaly
Patent Hospitalised or Hospitalisation prolonged
= Life Threatening = Other:

= ADR reappeared after restarting suspect drug'similar drug/re-

challenge?: =N

=Y = Notdone

= Unknown

Laboratorv Results and name of Lab

Additional Laboratorv Results
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TIPs - IMPLEMENTATION

Communication and awareness plan

Training? PhV-understanding to vets/users/owners

Make companies and vets aware of their obligations

Set deadline for companies to implement in-house systems and procedures
(compliance)

Spread the PhV-understanding to vets/users/owners

Standard reporting form available on website, paper, by telephone,etc

Start analysing across substances, products, species

Consider using a risk-based approach, where the 'surveillan-cefintens_i_tyj IS

proportional with the expected risk level



Responsibility of a Competent Authority

O Immediately after AE-report is received:
- case-number and letter of receipt

- causality assessment by Agency-vet

- decision on action/no-action, or request more information, etc

o Periodic safety update reports (PSURs) are received from the
manufacturer OR principal in a periodic schedule e.g. annually

- includes all AE-reports and other PhV-information since last PSUR
- a benefit-risk evaluation for the product



AER & PSUR

AER » AER submission

Applicant/
(e Ry k"

AER notification «

AER

—
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Adopted from the VICH GL24 (PHARMACOVIGILANCE: AERS), 2007



Feed back, Very Important

1 Newsletters
d Training Seminars
1 Media



Thank you for Listening!

Presenter



