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Welcome to the 35th

SAMED Annual
General Meeting

26 May 2022, 09:00 - 12:00
The Indaba Hotel &
Conference Centre, Fourways

This meeting is held with no intent to collude or engage in any matter that
might contravene competition law. Conflicts of interest must be declared
and if required, members recuse themselves, either before or during the
meeting, as and when they become apparent.



Record of Apologies

Compan Person B compan person ]

Abex Pharmaceutica Anita Smal

Stephan Strydom
Carla Silva
Valerie Bruce
Richard Gordon
Dr Ziyaad Hajee
m Desiree Erasmus
John Prevost

Gabler Medical Reiner Gabler
VEEEERY \arion Burgess

LoRuMir D Lorinda Sinclair

Marcus Medical Keshia Naidoo

Marcus Medical Marceleen Cilliers
Merit Medical Scott de Oliveira

National Biproducts
Institute Leith Kwaan

Nipro Medical Mary-Ann Burger

OMS Medical Julian Moonusamy
Rudolph Shortt

Consultanc Simone Rudolph-Shortt
Kenneth Abrahams
Surgical Innovations Natasha Pillay

LEEID Viv Van Wyk
Vertice Healthcare Gerda Bester

Vertice Healthcare Vertice Healthcare
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Agenda

fime  |TOoPic . [Speaker |
08:30 Arrival and sign in All
Welcome & notice convening the meeting and competition law reminder Marlon Burgess

09:00 Record apologies of absence and confirm agenda

Vote for election of SEVEN representatives from amongst ordinary members to the ~ Tanya Vogt
Elected Board Members of SAMED

Changing workplace - trends stemming from the pandemic that are shaping global

Cas Coovadia, BUSA
workplaces

Confirm the Minutes of the previous Annual General Meeting held on 27 May 2021  Tanya Vogt

Chairperson’s report on behalf of the Board Members covering the activities of the
Association during the past year

Break All
ECEN

m Executive Officer report Tanya Vogt

Receive and consider the report of the Board Members of the Association regarding
the annual statement of accounts, for the period 1 January 2021 to 31 December

Marlon Burgess

2021 Reiner Gabler & Rob Millar
Appoint SAMED auditors for 2022
m Any Other business Marlon Burgess
m Announce result of the vote regarding election to the SAMED Board Tanya Vogt
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Elected Board Nominees

Angela De Decker Athene Saul Bulelwa Maponya Dave Roberts Donata Kubheka
General Manager, Senior Regulatory & Quality Head: Market Access & GA,  General Manager for Southern Reimbursement & Market
Hudson Beck Biomedical Manager, Smith & Nephew Boston Scientific Africa, Johnson & Johnson Access Lead, Medtronic

lan Wakefield Kenneth Abrahams Linda Lombard Lourens van der Walt Madeleine Pearce
, . ; i ] Legal & E-commerce Senior Quality & Regulatory
General Manager, Director: Business Solutions & Head: Market Access, , o
Becion Dickinsgon Government Affairs, Stryker Vertice Healthcare Manager, Creatori Health Systems Manager, Philips

Neil Venter Nicolene Stuart Sabashini Naicker

Managing Director, Managing Director, Managing Director,
SA Biomedical Hudson Beck Biomedical Smith & Nephew
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https://samed.org.za/wp-content/uploads/2022/05/Angela-Resume-2022.pdf
https://samed.org.za/wp-content/uploads/2022/05/Athene-Saul-Brief-Resume-AS-2022.pdf
https://samed.org.za/wp-content/uploads/2022/05/Bulelwa-Maponya-BRIEF-CV-2022-docx-4.pdf
https://samed.org.za/wp-content/uploads/2022/05/SAMED-Resume-of-David-Roberts-2022_1.pdf
https://samed.org.za/wp-content/uploads/2022/05/Thembelihle-Donata-Kubheka-cv-2021-1.pdf
https://samed.org.za/wp-content/uploads/2022/05/Neil-Venter-Brief-Resume.pdf
https://samed.org.za/wp-content/uploads/2022/05/Nicolene-Stuart-Resume-2022_1.pdf
https://samed.org.za/wp-content/uploads/2022/05/Sabashini-Naicker-resume.pdf
https://samed.org.za/wp-content/uploads/2022/05/Ian-Wakefiled-Biography_27_04_2022_1.pdf
https://samed.org.za/wp-content/uploads/2022/05/CV-Kenneth-Abrahams-SA.pdf
https://samed.org.za/wp-content/uploads/2022/05/Linda-Lombard.pdf
https://samed.org.za/wp-content/uploads/2022/05/Lourens-S-van-der-Walt-CV-2022.pdf
https://samed.org.za/wp-content/uploads/2022/05/Madeleine-Pearce-SAMED-Board-Nomination-Bio-2022.pdf
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Chairperson’s
report

Marlon Burgess




Strengthening SAMED through Strategy

« SAMED has amplified the voice of the medical technology
industry

» Updated SAMED Vision and Mission

Our vision Our mission

Partnering with our stakeholders to drive . SAMED is committed to enabling a

the Medical Technology industry to new T ?ﬁjé’éaiégfgﬁhﬁg}%?qutgfrgstfﬁg?ed

grcs)ﬂgt%ﬁ’aabr;g ﬁggﬁ%ggﬁ: ;ogz;ﬁs SinElelling ensures patient access to medical
ystem. technologies.

* Created a strategic framework suited to the challenges and
opportunities of the coming years
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SAMED's Pillars of Purpose

Promote access to
medtech for better

Shape best practice

Drive compliance to
in standards,

ethical principles

Safeguard, promote
and represent the

common interests of and practices in the patient outcomes. policies and
members with all conduct of regulatory

relevant authorities member’s ’ requirements
and stakeholders. businesses and applicable to the

affairs medtech Industry.

Transformation
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Growth for
sustainability.




Impact of Covid-19

Highlighted
WEELGQESNS

Generated
political
urgency

Disrupted
the NHI Bill

Built trust
and respect

Reliance on imports

Corruption

Health Products
Masterplan

Delayed Universal
Health Care

Private {2

Public
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Building relationships

the dtic

Department

SA

(P MedTech
Europe

from diagnosis
to cure

N
Hospital

Association [(—SZ\
South ')

-/

jvancing Healthcare
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Trade, Industry and Competition
REPUBLIC OF SOUTH AFRICA

South African
Health Products
Regulatory Authority

sy
Y SARS W

South African Revenue Service

health

Department:
Health
REPUBLIC OF SOUTH AFRICA
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DITOR -
SOUTH

G ENERAL
AFRICA

BUSINESS UNITY SOUTH AFRICA

AdvaMed

Advanced Medical Technology Association

SAMED**

advancing patient care through MedTech

Q

& Discovery
Health
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national treasury

Depanmen(
National Treasury
REPUBLIC OF SOUTH AFRICA

MEDICLINIC
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Industry Regulation and Self Regulation

SA PRA Medical Device Code of

South African Ethical Marketing and

Health Products

Regulatory Authority BUSIHESS PraCtlce

Industry workshop on
regulations

R20 000 sanction

Mandatory

18 A & 18 B Exemption certification

ISO 13485 Extension Project 18 C
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Data is a cornerstone
of success

* The Data Integrity Project, an initiative to
collect relevant and current data on the
South African medtech sector.

* Inthe current context — with the Health
Products Master Plan in process and

W concrete moves towards National

' \ Health Insurance (NHI) - the medtech

industry can play its part most

effectively with solid data to hand

* We encourage members to participate as
the data will strengthen SAMED’s response,
engagements and stakeholder relations.



INn conclusion

Shaping SA Healthcare

Need an active, unified membership

Join our committees
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« Our members

« Our committee volunteers
* My fellow Board members

- The SAMED Secretariat led by Executive Officer, Tanya Vogt
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Executive
Officer's report

lanya Vogt




SAMED Member Strategy Survey Sept ‘21

INFLUENCE & SHAPE e ENSURE ETHICAL
REGULATIONS / Y CONDUCT

ADVOCATE FOR » A
QUALITY PRODUCTS -
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Rate the quality of the SAMED activities listed below
and the benefit you derive
70,00%

60,00%
50,00%

40,00%
Excellent

30,00% Good
20,00% M Average
Poor
0,
L I m Very poor
0,00% -— .

Provision of Advocatingto  Representing  Representing  Implementing
information on  authorities on industry industry and enforcing
developments legislation regarding public regarding private  the Medical

affecting affecting sector payment reimbursement Device Code
industry industry processes
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In your view what is the level of collaboration and
transparency SAMED has with it's members
80,00%

70,00%
60,00%
50,00%
40,00%
30,00%
20,00%
10,00%

0,00%

Complete lack of  Limited trust and Pockets of concern Good collaboration, Complete trust,
trust and transparency & mostly trustand  transparency and

transparency & poor collaboration transparency collaboration
poor collaboration
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The interests of all SAMED members are equally
considered and represented in the SAMED
strategy.

40,00%

35,00%

30,00%

25,00%

20,00%

15,00%

10,00%

Completely Disagree slightly Should be an area Somewhat agree Fully agree

disagree of focus in future
strategy
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Should SAMED have a social If yes, which channels do
media presence? you recommend?

80,00% 100,00%
70,00% 90,00%
80,00%
70,00%
50,00% 60,00%

40,00% 50,00%

60,00%

30,00% 40,00%
30,00%
20,00%
10,00% 10,00%

0,00% 0,00%

20,00%

Strategy Survey Sept ‘21

SAMED Member

SAMEDZ "



Governance

Standard
Operational
Procedures

Competition law

Constitution

Diversity, equity
and inclusivity

Service providers -
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Safeguard, promote and represent common interests of
members with relevant authorities and stakeholders

Customs
challenges

Priority
Vaccination

Two

d extensions
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Drive compliance to ethical principles and practices in conduct of
member’s businesses and affairs

——oad

10 advisories
provided ®

3114 Code / _ Sanction of
certifications R20 000

Review of
the Code

Improved
compliance
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Babita Deokaran




Promote access to medtech for better patient outcomes

Procurement
training SR
programme @) ,‘-
Public sector n;'i"](:‘ﬁk
y debt - |§=’
” )y
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Shaping best practice in standards, policies and regulatory
requirements

Convergence/ - Member | p
Harmonisation Forums \)
§

Input on
medtech
regulations

SAHPRA
relations
strengthened
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Supporting growth for sustainability

SARS Industry
Forum

Health
Products
Master Plan

UTH
PLOYMENT
ERVICE
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15 New SAMED
members

Data integrity
project L/

membership
fee freeze
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YES-SAMED Partnership

3 1 R81 667 200

SAMED %

i—————— 4

Scientific |\t .é

Group ConvaTec
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SAMED News and Website is a Resource

Access Strategic
SAMED Documents

+ Our strategy

« Our annual report

+ Our constitution

« Our transformation policy

+ Submit a query to our
committees
« Our Knowledge Bot

e

=y

Welcome back Caroline Scott! .

PRIVILEGED & CONFIDENTIAL

Access Industry
Thought Leadership

* SAMED Policies and position
Papers

©)

Medical Device Registry
Principles and Position Paper
Position and Guidance on
Medtech Market Access and
Reimbursement

Position and Principles of
Medical Device Regulation
Pandemics Preparedness
Position Paper

COVID-19 Vaccines Rollout
Policy Paper

Position Paper on Medtech
Procurement

SAMEDZ "

Access Our Resources

Medtech Regulations

» Guidance for applying for a medical device
establishment licence

+ SAMED Comments on Draft Regulations

The Code & Compliance

» How to get a Code Advisory Opinion

+ Internal Training Resources

+ Online Certification guides

Market Access

* Guidance on HTAs

+ Links to medtech supplier registrations

Transformation

+ SAMED's submission on the EEA Bill

POPIA/PAIA

- FAQ
COVID-19

* Regulations, Notices and Policies
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Marlon Burgess Avanthi Govender Bester Reiner Gabler
SAMED Chairperson SAMED Vice-Chairperson SAMED Treasurer
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Nicky Tamboer Caroline Scott Emily Mehtlape

Office Manager Communication and Events  Office Assistant
Management Officer

PRIVILEGED & CONFIDENTIAL SAM E D '< \e
O



Sabine Hellyer Simorgle;I Rutgolph- Rob Millar William Hodson Clive Potter
or
Out-going SALDA , Board member for 37 Board member for 10~ Board member for 6
representative Out-going MDMSA years since 1985 - years. Also served as years
representative also served as Chair vice chair

and Treasurer
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Treasurer’'s report
for period ended
31 December 2021

Reiner Gabler




SAMED - Financial Report
for period ended 31 December 2021 - overview

« VAT Matter - Progress report
* Review of the Annual Financial Statements

« Appointment of the Auditors

SAMEDZ "



SAMED - Financial Report
for period ended 31 December 2021 - overview

 History - VDP Applications

«  Current action plan with SARS

- SAMED is liable for arrears VAT since 2016, which amounts
to R3,75 million

« VAT recovery from members

- The estimated VAT recovery on expenses is R650,000

SAMEDZ "



SAMED - Financial Report
for period ended 31 December 2021 - overview

* The tax penalty is likely to be 10%, which amounts to
R307,500

* The interest charge payable to SARS is estimated to be
R1,58 million

SAMEDZ "



SAMED - Financial Report
for period ended 31 December 2021 - overview

* The Audited Financial Statements for the year ended
31st December 2021 were ratified by the SAMED Board
on 30 March 2021.
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Treasurer’s report for period ended 31
December 2021 - Financial highlights

* The Income statement for the reported period shows a
surplus of R2,023,209 comprising R1,631,391 operating
income and R391,818 interest earned.

 The surplus, inclusive of interest, grew by 32% over the
previous financial year.

 Expenditure was reduced by 0,6% over the previous period.

 Cash and cash equivalents increased by R1,878,174, which is
a 27% increase on the balance at December 2021.

» A deficit of R1,165,699 has been budgeted for 2022.

lllllllllllllllllllllll SAMED‘:L‘
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Statement of Financial Position as at

31 December 2021

16,237

510,979

11,063,320
11,590,536

10,939,361

651,175

11 590 536
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39,653

89,694

9,185,146
9,314,493

8,916,153

398,340

9,314,493




Statement of comprehensive income

PRIVILEGED & CONFIDENTIAL

7,304,137
708,031
(6,380,777)
1,631,391

391,818

2,023,209

SAMEDZ "

6,831,253
712,215
(6,421,561)
1,121,907

408,258

1,530,165
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Treasurer’s report for period ended 31
December 2021

Total Income R 6,820,753 R 7,271,487 6,6% R 7,154,423 -0,02%

Expenditure R 6,421,561 R 6,380,777 -0,6% R 8,750,122 37%
Note: 4,7% Var.
on 2021 Budg.

Surplus/(deficit) R1,530,165 R2,023,209 32,2% (R1,65,699) ... %
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Appointment of Nolands as Auditors for the
2022 Financial year

* Call for a Proposer and Seconder
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Announcement of the
SAMED Elected Board Members



Elected Board Nominees

Bulelwa Maponya

Head: Market Access & GA,

Boston Scientific

T
Donata Kubheka

Reimbursement & Market
Access Lead, Medtronic

PRIVILEGED & CONFIDENTIAL

Kenneth Abrahams

Director: Business Solutions &
Government Affairs, Stryker

General Manager for Southern

Dave Roberts

Africa, Johnson & Johnson

Madeleine Pearce

e . Senior Quality & Regulatory
Systems Manager, Philips

Neil Venter

Managing Director,
Managing Director, Smith & Nephew
SA Biomedical

SAMEDZ "


https://samed.org.za/wp-content/uploads/2022/05/Bulelwa-Maponya-BRIEF-CV-2022-docx-4.pdf
https://samed.org.za/wp-content/uploads/2022/05/SAMED-Resume-of-David-Roberts-2022_1.pdf
https://samed.org.za/wp-content/uploads/2022/05/Thembelihle-Donata-Kubheka-cv-2021-1.pdf
https://samed.org.za/wp-content/uploads/2022/05/Neil-Venter-Brief-Resume.pdf
https://samed.org.za/wp-content/uploads/2022/05/Sabashini-Naicker-resume.pdf
https://samed.org.za/wp-content/uploads/2022/05/CV-Kenneth-Abrahams-SA.pdf
https://samed.org.za/wp-content/uploads/2022/05/Madeleine-Pearce-SAMED-Board-Nomination-Bio-2022.pdf

SAMED**

advancing patient care through MedTech .‘ r.

Thank you for joining us

Thank you to our sponsor

——

¥




