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COMPANY
OVERVIEW

Onderstepoort Biological Products SOC Ltd (OBP) was corporatised in 2000 under the Onderstepoort Biological Products Incorporation
Act 1999 (Act 19 of 1999). The primary objective of the corporate conversion was to create a favourable environment for the
organisation to build capacity in manufacturing technologies, infrastructure and the development of new products — the critical
success factors in the development of profitable products.

Vision

To be a recognised global biotech manufacturer of animal health products, founded upon a team of skilled, innovative and passionate
professionals.

Mission

To translate science into exceptional biological health products and technologies that will result in improved animal and human health
thereby providing food security for all stakeholders.

Mandate

OBP’s mandate is the prevention and control of animal diseases that impact food security and human health and livelihood. This
mandate is delivered through the continued development of innovative products and efficient manufacturing processes that ensure
vaccine affordability and accessibility through diversity of distribution channels.

Values

OBP conducts its business in such a way as to ensure:
®  Ahigh level of integrity
®  Ahigh level of ethical standards
®  High standards of quality
®  Excellence in everything that we do

We Accept That

®  Qur employees are our enduring advantage.
® Asa State-Owned Company (SOC), we have a responsibility to provide for the public as stakeholders.
® We have a responsibility to society and to the environment.

Key Strategic Goals

®  Build a successful, high performance organisation.
® Improve business processes and management practices.
®  Build a profitable and sustainable company.
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LETTER TO THE MINISTER OF
AGRICULTURE, FORESTRY & FISHERIES

The Honourable Mr. Senzeni Zokwana
Minister of Agriculture, Forestry and Fisheries
Private Bag x100

Pretoria

0001

Dear Minister,

| have the honour of presenting to you the 2015/2016 Annual Report of Onderstepoort Biological Products SOC
Ltd, for submission to Parliament as required by the Public Finance Management Act 1999 (Act 1 of 1999).

The Report covers the operations of Onderstepoort Biological Products SOC Ltd for the financial year 1 April
2015 to 31 March 2016.

Yours faithfully,

For animal use only
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CHAIRPERSON'S
OVERVIEW

Itis that time of the year when | take the opportunity to present
our Annual Report for the 2015/2016 financial year.

First and foremost, | would like to thank
my fellow colleagues, the Directors, for
heeding the call for duty with such pride
and commitment. Their dedication,
expertise and hard work brought to bear
on the important deliberations which
added a lot of depth and value. | thank
you once again for your dedication and for
being part of a team that guides OBP.

Iwould like to express my gratitude to the Minister of Agriculture,
Forestry and Fisheries, Mr Senzeni Zokwana, and his deputy,
General Bheki Cele, the Director General, Mr Michael Mlengana
and DAFF officials for their continued support to the company
during the year under review.

There have been a number of interesting developments that
directly impacted OBP. Our performance improved immensely.
The company achieved a target of 66% against a target of 80%
as set in the shareholder’s compact.

There is also improvement on our financial performance.
Revenue improved from R81,7 million to R92,7 million. Cost of
sales reduced from R32 million to R22,9 million. This means that
our gross profit improved from R49,7 million to R69,8 million.

With regards to the GMP upgrade of our facility, the company
is on track with the implementation of the project. Specialist
consultants have designed plans of the infrastructure. Phase 2
of the planning is completed and has been submitted to the
Tshwane municipality for approval.

| furthermore would like to extend my appreciation and
gratitude to the CEO, Dr Steven Cornelius and the members
of the ExCo, for the vast role they have played in the positive
reports and developments. Your efforts do not go unnoticed.

Last, but certainly not least, | would like to thank each and

every employee of the OBP workforce for their dedication,
commitment and hard work during the year under review. You
remain our enduring advantage.

Once again, | am extremely pleased to report that OBP has

achieved a clean audit opinion for the 2015/2016 financial year.

oy

Dr JH Adams
Onderstepoort Biological Products SOC Ltd | Board Chairperson

ONDERSTEPOORT BIOLOGICAL PRODUCTS SOC LTD | ANNUAL REPORT 2015 2016
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BOARD OF
DIRECTORS

From Left To Right Dr MR Mashego (Independent Non-Executive), Dr ST Cornelius (Chief Executive Officer), Ms Z Mobeng (Company Secretary)
Dr JH Adams (Chairperson), Ms KT Mdlulwa (Independent Non-Executive), Dr JM Mashaba (Non Executive)
Dr ME Mogajane (Non-Executive)
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REPORT OF THE
CORPORATE
GOVERNANCE

Introduction

An excellent governance framework plays an important role in
helping the Board benefit from a better understanding of its role.
Itis imperative that an organisation’s governance processes and
practices are reviewed on a regular basis to ensure that they are
in line with best operating practices to address the constantly
changing business climate and increasingly complex corporate
governance challenges.

Onderstepoort Biological Products SOC Ltd (OBP) views
good corporate governance practices as integral to good
performance. In fulfilling its shareholder mandate, OBP adhered
to the statutory duties and responsibilities as outlined by the
Companies Act of 2008 and Public Finance Management Act
(PFMA) of 1999. OBP also adhered to the guidelines as set out
in the Report on Corporate Governance in South Africa 2009
(King 111) as well as the Protocol on Corporate Governance in the
Public Sector 2002.

The vyear under review saw marked improvement in

performance as OBP achieved 66% of its annual targets.
Shareholding and Shareholder’'s Compact

The sole shareholder of OBP is the government of the Republic
of South Africa. The Minister of the Department of Agriculture,
Forestry and Fisheries (DAFF) is the Shareholder representative.

Annually, OBP’s accounting authority, in consultation with
the Minister of Agriculture, Forestry and Fisheries sign
a shareholder’s compact which governs the Board and
Shareholder’s role and responsibilities on OBP’s mandate and
key objectives.

Board Composition

OBP has a unitary board structure which consists of five non-
executive directors and one executive director. The Minister
of Agriculture, Forestry and Fisheries is responsible for the
appointment of all the directors. They bring varied and diverse
experience to the Board.

Board meetings are scheduled annually and special meetings
are convened as and when necessary to address urgent and
specific matters.

Delegation of Authority

OBP is managed under the authority and direction of the Board
of Directors. The Board’s role is to oversee the management
and governance of the Company and to monitor senior
management’s performance. To ensure that the Board leads in
an efficient manner, the following governance structures are in
place: Committees of the Board, Executive Committee (ExCo)
and a Management Committee (ManCo).

Board Appraisal and Performance

The Board appraisal is conducted at the end of the financial
year (FY). The Board’s performance and that of its committees
is evaluated according to their terms of reference.

Induction of Board Members

New board members undergo an induction programme to
improve their understanding of OBP’s operations. Board
members attend various types of training necessary to
adequately address the needs of the Board. During the year
under review, board members attended courses offered by the
Gordon Institute of Business Science (GIBS).

Director’'s Remuneration

The directors’ remunerations are set out in the annual financial
statements (See page 108).

Secretariat Function

The company secretary ensures that the organisation complies
with relevant legislation and regulation, keeps board members
informed of their legal responsibilities and provides directors
with guidance on their duties, responsibilities and powers while
ensuring that directors are aware of all laws and regulations
relevant to the Company.

ONDERSTEPOORT BIOLOGICAL PRODUCTS SOC LTD | ANNUAL REPORT 2015 2016

OJBP

ONDERSTEPOORT
BIOLOGICAL PRODUCTS

| 11



OJ)BP

ONDERSTEPOORT
BIOLOGICAL PRODUCTS

12 |

Directors may seek independent professional advice at OBP’s
expense should they deem this necessary. The company
secretary and those responsible for the assurance functions
monitor OBP’s compliance in line with the Companies Act of
2008, PFMA of 1999 and other relevant legislation and report
to the Board on these issues.

Board Committees

Board committees assist the Board in carrying out its
responsibilities. Each committee operates within terms of
reference that set out the composition, roles, responsibilities
and delegated authority of the committee. All committees

comprise a majority of independent non-executive directors.
Audit, Risk and IT Committee

The committee comprises three independent non-executive
directors. The committee ensures that internal control is
maintained to protect OBP’s interests and assets.

The Committee reviews:
® Accounting and auditing concerns raised by internal
and external audits.
® Annual financial statements and interim reports.

The committee also ensures that an effective internal audit
function is in place and that the roles and functions of the
external audit are sufficiently clarified and co-ordinated to
provide an objective overview of the operational effectiveness
of the Company’s systems of internal control, risk management,
governance and reporting.

The committee has to assess the performance of the internal
audit function and the adequacy of available internal audit

resources.

The committee considers and makes recommendations on the
appointment and retention of the external auditors, the fees
paid and the terms of engagement.

The committee reviews the accuracy, reliability and credibility
of statutory financial reporting.

The Internal auditors (Nkonki Incorporated) and the external
auditors (Auditors General) have unrestricted led access to the
chairperson of the audit, IT & Risk and the Board respectively.
Seven meetings were held during the year under review of
which three were special Audit meetings. The committee
considers and makes recommendations on the appointment
and retention of the external auditors, the fees paid and the
terms of engagement. The committee reviews the accuracy,
reliability and credibility of statutory financial reporting.

Four scheduled meetings and three special meetings were held
during the year under review.

Remuneration, Human Resources, Social &
Ethics Committee

The committee comprises three independent directors and
the Chief Executive Officer (CEO). The committee makes
recommendations on:

®  Human Resources Strategy and Policies.

®  Succession Planning

® Remuneration

® Training

®  Governance of Ethics

®  Pperformance Management

The committee also oversees the annual review of salaries of
the Board and all employees. The committee ensures that the
management of human resources and statutory reporting are
in line with all applicable legislation.

Four scheduled meetings and five special meetings were held
during the year under review.

Research Development
Committee

and Operations

The committee comprises of four independent directors. The
committee reviews and makes recommendations on:
®  The development of strategies, policies and standards
related to the Research and Development and
Operations (RDO) committee functions.



® The establishment of process for the support of the The committee further oversees the development of the

core mandate of the organisation. research agenda for the institution. It ensures that all
® The facilitation of collaborations and partnerships with intellectual property is managed in accordance with the
respect to the RDO functions of the organisation. Intellectual Property Policy.

® Mobilisation of resources. . . .
Four meetings were held during the year under review.

Attendance of Meetings

Board, Committee and Executive Committee Attendance during the Year under Review

Research Human Dr JH Adams
special Board Audit, Risk Special Audit Development Resources (Chairperson),
P &IT Risk & IT o era':ions Remuneration | Remuneration
P and Ethics and Ethics
. NoofMeengs | |
Directors
3 5 4
*Dr JH Adams 3 4 N/A N/A 0 N/A N/A
Dr ST Cornelius 3 4 3 1 3 3 4
Dr MR Mashego 3 4 4 2 4 N/A N/A
**Dr MJ Mashaba 3 4 3 2 3 3 4
***Ms TK Mdlulwa 3 4 2 3 N/A 4 4
****Dr ME Mogajane 2 4 N/A N/A 4 4 5

Legend

* Chairperson of the Board

** Chairperson of Audit, Risk & Information Technology (IT) committee

*** Chairperson of Remco, HR & Ethics committee

**** Chairperson of Research, Development & Operations (RDO) committee

Special Exco Special Exco
No of Meetings No of Meetings
Executive Management Executive Management
Dr ST Cornelius 19 9 Mr MJ Gololo 21 13
Ms DN Mobeng 18 12 Dr MB Nthangeni 20 13
Dr J Modumo 19 13 Mr LH Serfontein 18 13
Ms MV Ramutle 21 13 Mr SV Ntombela 5 3

ONDERSTEPOORT BIOLOGICAL PRODUCTS SOC LTD | ANNUAL REPORT 2015 2016
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REPORT OF THE

CHIEF EXECUTIVE OFFICER

OBP’s financials reflect an improved performance as compared
to 2014/2015. Revenue improved from R81,7 million to
R92,7 million and cost of sales went down from R32 million to
R22,9 million, which means that gross profit improved from
R49,7 million to R69, 8 million. Operating expenses were kept
the same with a slight increase in administrative expenses and
this ultimately reduced the operating loss from R37,7 million
in 2014/2015 to R17,7 million in 2015/2016. The investment

income changed this loss to a profit of R18,7 million.

The Company is continuing with the upgrades to the current
facility and the building of the new plant. The new plant has
been designed to be Good Manufacturing Practice (GMP)
compliant. This certification will allow OBP to access previously
inaccessible international markets. A GMP facility requires
specialised infrastructure, and updated/current processes,
which suit the facilities and staff who are appropriately and
sufficiently trained to work within this environment. Phase
two of the planning was completed and submitted to the local

authority for approval.

Upgrading and purchasing new equipment for the current
facility remains a priority. The main production equipment is
more than 40 years old and therefore affects the efficiency of
the plant and the availability of products. Although OBP has
done much in this regard (80% of the allocated funding has
been utilised) there is still much to be done.

The troubleshooting process, which started in the previous
FY improved product availability. This was achieved through
rigorous analysis of processes and instituting corrective
measures. All products could be manufactured except for
three which have since been resolved. This is reflected in the
increased sales figures.

The performance information indicates that more than 66% of
the targets were fully or partially met. Some of the highlights

and lowlights during this period are as follows:

® The organisational performance for the FY 2015/2016
is in accordance with the strategic goals and Annual
Performance Plan for the 2015/2016 FY.

Performance during the 2015/2016 FY showed significant
improvement from the previous year. There is remarkable
improvement in the achievement of annual targets across

most areas of the organisation.

OBP generated net sales (after discount) of R92,7 million,

compared to the budget of R97 million. There was an

under-performance of 7%.




Key successes achieved during this period are increased
exports and Government sales, a slight increase in local
sales compared to the previous FY, new export markets
gained, improvements to our stakeholder engagements,
equipment upgrades in the current facility, International
Organisation  Standardisation  (ISO)  accreditation,
maintenance and support to Cooperatives (Co-ops) and
emerging farmers.

The percentage achievement for the FY is 66%. There were
38 deliverables identified for the year, of which 25 were
achieved, including 11 targets that were over achieved.

The overall achievement variance is -14%, as the agreed
achievement rate for OBP with the Honourable Minister
of Agriculture, Forestry and Fisheries is 80%. This is a huge
improvement compared to the achievement rate of 33%
during the previous FY. OBP continues to focus its energies
on ensuring that production is taking place and is in line
with the needs of the market.

Considerable effort has gone into forecasting sales for
2016/2017 to ensure that products are available when the
market needs them.

The Corporate Plan for 2016/2017 to 2018/2019 was
developed and approved in this period and it takes
cognisance of the requirements for implementation. To
that extent, the organisational structure is being reviewed
and aligned to ensure delivery of the new strategic
objectives for the new financial period. The focus for the
2016/2017 financial period is on building relationships with
OBP clients in order to implement OBP’s new distribution
strategy which involves distributing directly to its clients.

OBP is proud of the new external markets that have been
captured. There has been significant increase in generation

of export revenue, due to new markets.

OJBP

ONDERSTEPOORT

The organisation has progressed significantly since the

production problems experienced in 2014. This is due to the

efforts of the executive team, management and support of all
OBP staff.

Dr Steven T. Cornelius
Onderstepoort Biological Products SOC Ltd
Chief Executive Officer

ONDERSTEPOORT BIOLOGICAL PRODUCTS SOC LTD | ANNUAL REPORT 2015 2016
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REPORT OF THE

RISK MANAGEMENT ®  We conducted a risk management workshop to review the
overall strategic risks of the business.
Risk is ingrained in Onderstepoort Biological Products SOC Ltd

(OBP), due to its business lines, processes and industry. The ® We conducted operational risk reviews which were
biopharmaceutical industry is challenged with many systemic focused on the hub of each business operations.

risks. Effectively defining and identifying the risks with their

mitigation approaches, by incorporating OBP’s strategic vision ® A project risk assessment was conducted to evaluate the
and stakeholders’ interest, are the prerequisites to remain key risks which could cause business functions to fail.

globally competitive.
® We were committed to good business ethics and all

Risk management has been a culture and an on-going process, applicable sovereign regulations and laws, and therefore
which was used to evaluate key risks on monthly and quarterly assessed compliance risk to discourage unlawful and
basis. The assessment of the business performance and irresponsible conduct by employees at all levels of
operations were as follows: business operations.

D)

GREAT ACHIEVEMENTS®

INVOLVE GREA]J RISK
@}«\ & GOOD GOVEB'NA'EL?%




OJ)BP

ONDERSTEPOORT
BIOLOGICAL PRODUCTS

18 |

OBP’s Risk Management charter, together with its core values
sets out an approach to risk mitigation, with relevant key
responsibilities.

Our annual business plan and budgeting process incorporated,
identified risks during the risk management process. Residual
risks were defined and identified as remaining risks after
mitigation approaches were been applied to the primary and
secondary risks, by considering the effectiveness of the risk
mitigation approaches.

The risk mitigation actions are developed to bring the risks to
a tolerable level. The risk management champion(s) together
with the Risk Steering Committee (RSC), ExCo, IRAC of the
Board review OBP’s risk profile annually to identify emerging
Strengths, Weaknesses, Opportunities and Threats (SWOT) in
both internal and external environments of the company.

Figure 1: Key Risk Matrix - Residual Risks

Impact
3

1 2 3 4
Likelihood

The result of end of the year 2014/2015 review captured the
key risks as listed in Table 1. These risks were identified as the
key risks that, if not mitigated could affect OBP’s business and
performance for the 2015/2016 Financial Year. In addition,
the table shows progress made on key risks in 2015 and their
mitigation strategies.

Figure 1 below shows only those risks that were classified in
the 5 point rating scale risk matrix as “medium” or “high” that
were included to show residual risk ratings of our key risks.
Also included in the matrix are the changes from 2014. The
sequence in which the risks are enlisted does not imply any
order of significance.

High Risk: (Threshold between 17 and 25)
Medium Risk (Threshold between 8 and 16)

Low Risk (Threshold between 1 and 7)

2014/2015 FY: Residual Risks and Unchanged Risks.
2015/2016 FY: Residual Risks and Emerged Risks



Table 1: Key Risks for 2015/16

Strategic Objective

Build a global
high-performing
organisation
equipped with
modern technology
and expertise

to develop and
manufacture
competitive products
to achieve financial
sustainability

Risk Name

Mitigation Strategy

Progress in 2015

Change
from 2014

Poor ethics and Code of conduct Climate survey has been T
business conduct enforced conducted
Newsletters and internal
The use of communication
corporate ethical Internal branding activities
policy
Corporate plan finalised
There are approved
institutional values
Code of conduct planned for
Q12016/2017
Inability to generate Request for funding | Annual increases are approved New

sufficient revenue
from business
operations

from DAFF to fund
orphan vaccines

Vaccine reserve
and small holder
development

New distribution
model that will
reduce the impact
of the discount on
costs

by the Board

Only funded and critical posts
are filled

Procurement policy
Budgets allocated and
monitored by the Finance
department

1. Process to request
funding will start again in the
2016/2017 FY as it was not
successful for the year under
review

2. The action depends on the
funding from risk one above

3. Distribution channels
developed

ONDERSTEPOORT BIOLOGICAL PRODUCTS SOC LTD | ANNUAL REPORT 2015 2016
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Risk : S . e . Change
no Strategic Objective Risk Name Mitigation Strategy | Progress in 2015 from 2014
Inability to generate Implementation of 4. There is on-going R&D New
sufficient revenue the Board approved | strategy Implementation
from business R&D strategy
operations 5. Finance is actively
Reduction of COS monitoring costs in line with
and all other costs the budget
Production 6. Production is working
operational plan according to an operational
2 plan informed by the forecast
Development of and budget
equipment and
maintenance 7. Engineering Maintenance
strategy and Utilities (EMU) equipment
maintenance plan to be
completed by the 2016/2017
FY
Build a global
high-performing
organisation
equipped with
BT te§hnology Salary Bill versus Micro Annual increases are approved T
and expertise o
Revenue organisational by the Board.
to develop and .
structure updated Only funded posts are filled
manufacture l
e el to ensure alignment
compe ) . Inflation based salary increases
to achieve financial Micro
suistainabllity organisational Recruitment policies and
structure procedures are in place
implemented
Skill audit has been conducted
3 Staff replacement policy
Skills audit implemented
Early retirement Proposed
Organisational structure
approved by RemCo
Implementation of structure to
take place during 2016/2017 FY




Risk
no

Strategic Objective

Build a global
high-performing
organisation
equipped with
modern technology
and expertise

to develop and
manufacture
competitive products
to achieve financial
sustainability

Risk Name

Availability
(disruptions of
product supply)/2016

Mitigation Strategy

Business Continuity
Planning (BCP) in
place to ensure
supply of products

Identification of
multiple sources
of quality raw
materials

Testing of raw
material quality
before production

Equipment
maintenance plan
developed

Development of cell
culture competence

Upgrade of facility
and equipment

Progress in 2015

There are contingency products
during upgrades

Service Level Agreements (SLA)
are in place for offsite seed
stock storage

There is access controls to seed
stock

BCP in place for supply of
products

Testing of critical raw material
to determine alternative
suppliers has commenced

Maintenance plan to be
completed in 2016/2017

Change
from 2014

Loss of seed stock

Upgrade of current
facility to be more
in line with GMP
practices in terms
or personnel access
and flows

Temperature with SMS
notification

Testing and validation of seed
stock

Ownership of seed stock

SLA are in place for offsite seed
stock storage

Access controls to seed stock

Offsite storage work in
progress.

Floor plans completed

ONDERSTEPOORT BIOLOGICAL PRODUCTS SOC LTD | ANNUAL REPORT 2015 2016
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Strategic Objective

Build a global
high-performing
organisation
equipped with
modern technology
and expertise

to develop and
manufacture
competitive products
to achieve financial
sustainability

Risk Name

Ability of the plant
and structural
technology to meet
business needs

Mitigation Strategy

1. Current facility
process flows

to be improved
providing a more
GMP environment
for personnel and
material flow

2. Fermenter panels
to be upgraded and
hardware overall

to ensure reliable
fermenters

3. Freeze Dryers
being maintained
properly and
investigate the
procurement of a
possible new small
freeze dryer

Progress in 2015

Development of maintenance
plans has commenced and
they will be completed in the
2016/2017 FY

SLA are in place with service
providers to maintain plant

GMP concept drawings have
been completed

Introduction of cGMP principles
observation in manufacturing
processes and operations

Funding has been secured for
upgrades and expansion

Turnaround strategy has been
developed and implemented

Current Facility: Modification
of freeze dryer after Factory
Acceptance Test (FAT) was
completed

Fermenter control panels
upgraded, process studies
started for programming

Architecture appointed for
freeze dry area

Clean steam generator ordered
and 90% completed due for
delivery for Q1

Freeze dryer area construction
will start in Q1

New Facility:

Concept design completed,
value engineering and basic
design to startin Q1

Change
from 2014




: L . .. . Change
Strategic Objective Risk Name Mitigation Strategy | Progressin 2015 from 2014
Improve stakeholder Insufficient brand Brand perception Corporate brand - launched New Risk
relationship exposure survey to be Needs to be measured
management and conducted
7 communications Customers and clients identified
Brand management
strategy Survey report developed
development
Competitiveness and | Taking advantage of | Approved sales and marketing 1
market share bilateral relations strategy is implemented
8 to increase our
product portfolio There are four captured and
newly identified markets
Facilitate more
aggressive national
and international Outbound supply Access to customer | SLA arein place T
market access chain performance database
and implement an Distribution strategy approved
effective distribution The concept plan by the Board
g strategy of new d.IStrIt.)Ul'lon S
channel is being Distribution channel
implemented established and extended
to include Veterinarians,
wholesalers, and Coops by
activating credit applications
Product accessibility Appointment of Target districts identified by 1
2 distributors for Provincial Government.
Facilitate more emerging markets
aggressive national Identification of new small
and international distributors.
10 market access
and implement an Distribution channel extended
effective distribution to include Veterinarians,
strategy wholesalers, Coops and
emerging farmers by activating
credit applications
. Ability to access Lobby government Self -funding to support g
Contribute to L government and or for support government initiatives
government priorities | o native support/
W|th.r.espect i funding Participate in The action plan will be
11 provision of support

to emerging farmers,
food security, and
economic growth

the budgetary
process and submit
requests to DAFF
and Treasury

continued in 2016/2017

ONDERSTEPOORT BIOLOGICAL PRODUCTS SOC LTD | ANNUAL REPORT 2015 2016
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Change

Strategic Objective Risk Name Mitigation Strategy | Progressin 2015 from 2014
Contribute to Profitability of OBP Approaching DAFF Budget allocation to New Risk
government priorities | (funding) and Treasury for Corporate Social Initiative (CSI)
with respect to support strategy in place
provision of support
to emerging farmers, Upgrade, The action plan will be
12 food security, and modernization and continued in 2016/2017
economic growth GMP plan
See also mitigation
plans on other risks
T L Aad
Control effectiveness has increased | Control effectiveness has decreased | Residual risk/ Control effectiveness New Risk

from the previous reporting period

from the previous reporting period,

has remained the same from the

— Residual risk decreased

Residual risk increased

previous reporting period

Overall management assessment of
opportunities and risks

The overall risk assessment is based on consolidated views of
all key risk management champions. During the year under
review, OBP’s risk management was an on-going process. The
effectiveness of the risk management process in the current
year has improved as against the base years’ risk management
reports. The residual risks in the current year’s risk management
report show that, the residual risks were brought to the risk
appetite levels of stakeholders.

In addition, five emerging strategic risks were identified and
added to the base year’s strategic risk register. The 2015/2016
Risk Management Reports shows that 53% of the two high risks
identified had risk mitigation actions progress in relation to the
target dates.

Finally, the 2015/2016 Risk Management Report guarantees
the going concern of the company.

Communication

Communication goes beyond conversations. Understanding the
benefits of effective communication helps companies place a
focus on developing a workforce that is rich in diversity.

Internal communications is so much more than simply
providing information. It ensures that an open and comfortable
working environment is established and maintained between
management and staff.

External communication is just as important because an
organisation is only as good as its external publics. Maintaining
good communication across the board; be it internal or
external, helps to reduce any barriers erected therefore making
it imperative.

During the year under review, continuous efforts have been
made toimprove on the already well established communication
channels put in place for both internal and external publics.
Through the ever improving quarterly magazine Zwahashu,



constant information updates via notice board messages and

emailed communication, the Communications department
ensures that transparency thrives between all the internal
publics.

Print media such as the Farmer’s Weekly magazine and some
newspapers provide an excellent platform for communication
with our external public and stakeholders. Keeping the lines of
communication open at all times helps alleviate problems that
may arise. The Communications department will continue in
its efforts to improve the organisation’s communication tools,
sharpening them whenever possible.

Corporate Social Investment

As a good corporate citizen, OBP realises the importance of
giving back to communities in which the Company operates,
mostly those in rural and underdeveloped areas, through
development of knowledge and skills either in monetary form
orin kind.

Primary focus areas are:
®  Health — Focussing on HIV/AIDS
®  Education — Focussing on Science and Technology
®  Job creation — Focussing on vegetable gardens
®  Ad hoc CSI projects

As part of the organisation’s primary CSI focus, employees were
encouraged to donate non-perishable foodstuff and clothing
in an effort to drive the government and UN millennium
development goal of food security.

The following organisations benefited from the initiative:
®  (Care-Net Development and Organisation
®  Korwe Multipurpose Centre

OBP joined its Shareholder in partnership with the Eastern
Cape Department of Rural Development and Agrarian Reform,
the Bizana Local Municipality and the Food and Agriculture
Organisation (FAO) of the United Nations (UN) and other
countries around the world in commemorating World Food Day.

The event provided an occasion to highlight the plight of 923
million undernourished people in the world. Most of them live
in rural areas where their main source of income is agriculture.
The main objective of World Food Day is to create awareness
around issues of global food insecurity and the eradication
of hunger. The theme for 2015 was “Social Protection and
Agriculture: Breaking the Cycle of Rural Poverty”.

OBP’s secondary CSI is aligned to the core of the business,
which is to develop and uplift emerging farmers within the
country to enable them to be viable commercial farmers who
will contribute to the country’s economy.

OBP engages with emerging farmers through:
®  Training on livestock vaccinations
® Training on preventative care measures
®  Donation of vaccines
®  Training on inoculation of livestock animals
®  Partnering with farmers’ associations

OBP participated in the governments’ initiatives (Drought
Intervention program) in partnership with the DAFF, where
the CSI department donated over 300 vaccines to emerging
farmers.

The following provinces benefited from the initiatives:
®  Northern Cape
®  Mpumalanga
®  Free State
®  KwaZulu-Natal

OBP interacted with famers during exhibition at events arranged
by DAFF in the following areas:

® |DAM Launch

®  Abhor Week

®  Ministers Budget Vote Speech

®  Agro-processing Summit
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Introduction

The Human Resources (HR) department is responsible for
rendering human resources management and development,
labour relations, organisational development as well as

providing security management solutions to OBP.

The aim of the department is to partner and empower line
function departments to recruit, develop and retain skilled,
committed, engaged and accountable employees within OBP.

OBPrecognisesthatitwillnotbe abletoexecutetheorganisation’s
strategy without the right number of employees with the right
skills and attitudes. To achieve this, OBP continuously revises

its people management strategies to align to the needs of the

Company and labour market conditions.

During 2015/2016, the Remuneration committee approved a
new performance management policy, retention strategy and
succession planning policy to ensure achievement of strategic
goals through efficient and effective people management.

The macro organisational structure was also revised to ensure

improved efficiencies within the Company.
Workforce Profile

OBP’s staff complement as at 31 March 2016 stood at 188
employees, compared to 193 as at 31 March 2015.

REG CHARACTER
TRAIN'SKILLS




There has been a drive within the Company to maintain the
wage bill, hence the decline in the number of employees.

The workforce of OBP is made up of 27 employees who form

Table 1: Race and Gender Profile of Employees

Occupational Levels

Gar

ONDERSTEPOORT
BIOLOGICAL PRODUCTS

part of the management category and 161 employees who
form part of the Bargaining unit.

Below is the profile of employees within OBP in terms
of race, gender and levels as at 31 March 2016:

Female Foreign Nationals

Top management 0 1 0 0 0 0 0 0 0 0 1
Executive management 4 0 0 1 2 0 0 0 0 0 7
Management 6 2 1 3 7 0 0 0 0 0 19
Skilled employees 27 1 0 2 30 1 2 5 0 0 67
Semi-skilled employees 27 0 0 2 23 0 0 6 0 0 58
Basic — skilled employees 14 0 0 0 7 0 0 0 0 0 21
78 4 1 8 69 0 2 11 0 0 173
Temporary employees 7 0 0 0 7 0 0 0 1 0 15
85 4 1 8 76 0 2 11 1 0 188

Gender Distribution | ExCo

B 7% vale
. 29% Female

Race Distribution | ExCo

B 2% African
B 2% white
. 14% Coloured

| . 0% Indian

LU
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ToiTwl Gender Distribution | ManCo ' ‘ Race Distribution | All Staff

. 63% Male . 86% African

[ 37%Female B 0% white
. 2% Coloured
b | B 2% indian
w Wé-‘

The workforce population distribution is based on the Quarterly
Labour Force Survey (QLFS) published by Statistics South Africa
on the Economically Active Population (EAP). The EAP includes
—— people from 15 to 64 years of age, who are either employed or

Gender Distribution | OBP unemployed, and who are seeking employment.

B 3% Male .
®  African employees represent 86% of OBP’s workforce.

. 47% Female °

Female employees represent 47% of OBP’s workforce.

®  Female employees at management level (ExCo and ManCo)
represent 35% of employees.

®  Representation of employees living with disabilities is

1.5% of the total workforce. This is considerably lower
than the target of 2%.

Age Profile
The age profile of OBP employees is as follows:
THIN BIN B Race Distribution | ManCo Table 2: Age Profile
% Afri
. 68% African Age Category Total No. of Employees
B 1% white
B 1% coloured Below 30 years 18
B 5% indian
Age 30 to 39 51
Age 40 to 49 63
Age 55 to 54 25
Age 55 to 59 16
Total 173

28 |



23% of OBP employees are within the 50 to 59 year age bracket Recruitment
and could be considered a retirement risk.

OBP recruited nine employees during the 2015/2016 FY. Only critical

Succession plans have been put in place for all other positions. positions were filled during the 2015/2016 FY.
In some instances, interns and learners have been appointed
and are undergoing training (see below).

Table 3: Recruitment for the period 1 April 2015 to 31 March 2016

Foreign Nationals

Occupational Levels

Top management 0 0 0 0 0 0 0 0 0 0 0
Executive management 1 0 0 0 0 0 0 0 0 0 1
Management 0 0 0 0 0 0 0 0 0 0 0
Skilled employees 2 0 0 0 1 0 1 0 0 0 4
Semi-skilled employees 1 0 0 0 0 0 0 0 0 0 1
Basic — skilled employees 0 0 0 0 0 0 0 0 0 0 0
Temporary employees 1 0 0 0 2 0 0 0 0 0 3

11% Semi-skilled

0% Top management

0% Management

15 AN Bin nis thn 700 7| Filled Position Per Band
} 45% Skilled/Advanced Operational
| | 33% Temporary employees
|
1 | 11% Executive management

i
mi. - )

0% Basic skilled
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Terminations

2

A total of 16 employees exited OBP, due to retirement, resignation or end of contract. The breakdown is indicated below:

Table 4: Terminations for the period 1 April 2015 to 31 March 2016

Occupational Levels

Female

Foreign Nationals

Top management 0 0 0 0 0 0 0 0 0 0
Executive management 0 0 0 1 0 0 0 0 0 1
Management 0 0 0 1 0 0 0 0 0 1
Skilled employees 0 0 0 1 1 1 0 0 0 4
Semi-skilled employees 2 0 0 0 2 0 0 0 0 4
Basic — skilled employees 3 0 0 0 1 0 0 0 0 4
5 0 0 3 4 1 0 0 0 14
Temporary employees 1 0 0 0 0 0 0 0 0 2
6 0 0 3 4 1 0 0 0 16

Employee Turnover

As of 31 March 2016, the turnover rate was 8, 5%. This is within
the norm of between 4% and 12%. OBP’s resignation rate is
5%. OBP conducts exit interviews to establish reasons why
employees are leaving the organisation. This information is used
to improve the conditions of service and working environment
in order to improve OBP’s ability to retain skilled employees.

In order to ensure retention of employees in 2015, the Board
approved a retention strategy. The retention strategy is

currently being implemented.

The top four reasons are indicated in Table 5 >>>

Table 5: Termination Reasons

Termination Reason

Number of Employees

Death 1
Retirement 5
Resignation 9
Expiry of Contract 1
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Training and Development

A total of 106 employees attended internal and external
training programmes. This translates to an attendance rate of

56%. OBP’s holistic approach to training entails attendance
‘ of in-house and external training programmes, bursaries for
formal courses at tertiary institutions, internships and learning.

s The company has complied fully with the requirements of the
Skills Development Act, as well as the Employment Equity (EE)
Terminations Per Bands Act. OBP has already submitted the EE Report to the Department
. 37% Executive management of Labour, which was due at the end of January 2016 and has
B 27% semi-skilled also submitted the Workplace Skills Plan and Training Report for
. 27% Skilled the 2016/2017 FY.
. 9% Management
. 0% Top management
0% Basic skilled Table 6: Employees trained from 1 April 2015 to 31 March 2016

Female Foreign Nationals

Occupational Levels

Top management 0 0 0 0 0 0 0 0 0 0 1
Executive management 1 0 0 1 2 0 0 0 0 0 4
Management 5 2 1 3 6 0 0 0 0 0 17
Skilled employees 17 1 0 2 20 0 2 3 0 0 45
Semi-skilled employees 9 0 0 1 10 0 0 2 0 0 22
Basic — skilled employees 7 0 0 0 1 0 0 0 0 0 8
39 3 1 7 39 0 2 5 0 0 96
Temporary employees 6 0 0 0 4 0 0 0 0 0 10

GRAND TOTAL 46 3 1 7 43 0 2 5 0 0 106
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The breakdown of the employees who attended training is as follows:

e =7 =7 }=——7 =7 P——oT

Employees Trained

42% Skilled/Advanced Operational
21% Semi-skilled

16 % Management

9% Temporary employees

8% Basic-skilled

4% Executive management

0% Top management

The training programmes that the employees attended were
informed by the training plan which was developed based on
the training needs of the business units.

Performance Management

All employees signed performance agreements outlining their
key performance areas and outputs to enable OBP to achieve
its strategic objectives. OBP remains committed to continue
facilitating a dynamic performance driven culture through
employees committing to individual targets.

Duringthe 2015/2016 FY, employees who achieved a satisfactory
performance rating were awarded a pay progression of 1%. The
1% pay progression was not paid to management.

No bonuses were paid as the Company did not declare profits
for the year under review. The incentive scheme is self-funding.

Labour Relations

There are currently two recognised unions, namely, the National
Education Health and Allied Worker’s Union (NEHAWU) and
Solidarity. Issues of mutual interest are negotiated in the
bargaining forum and the unions mentioned above bargain
with OBP on behalf of their members.

Three cases of misconduct and two grievances were reported
during the 2015/2016 FY.

No disputes were referred to the Commission for Conciliation,
Mediation and Arbitration (CCMA) and Labour Court.

Employee Wellness

OBP provides therapeutic services for employees on-site. A
total of 113 employees were serviced at OBP’s On-Site Clinic.
There were no formal referrals.

The most pertinent areas that were addressed are
the following:

®  Relationship problems

®  Marital problems

®  Financial problems

®  Work related problems

®  Health related problems

®  Bereavement

The most prevalent casesinthe Companyinvolved relationship
problems — either by the spouse, children or significant others
such as a boyfriend or girlfriend. The second ranked problem
in the Company is marital problems and the third ranked is
financial problems. Many employees are in debt, and some
are in debt review.



The following therapeutic services were provided:

® Individual therapy: The therapist provided counselling
services to clients who had some personal issues to
work through. Individual sessions were conducted and
the focus was to collaborate with the clients to manage
to solve the problems experienced. The following
therapeutic techniques were utilised:

®  Cognitive Behavioural therapy
®  Psychodynamic therapy

®  Solution focus therapy

®  Reality therapy

® Couples’ therapy: The therapist conducted two joint
therapies with the client and their spouse. Due to
confidentiality the therapist conducted these services at
her own consultation rooms. This was done on a Saturday
in order to accommodate the clients’ spouse. This has
yielded positive results as the client’s relationship has
improved.

® Bereavement: Bereavement counselling was provided
to the staff who have lost their loved ones.

®  Financial advice: The therapist has advised clients
regarding financial management. Most of the clients
were referred to Careways for further assistance as the
therapist is not a financial expert.

Code of Conduct

One of the foundations of a high performance culture is sound
ethical conduct. OBP has reviewed its code of conduct to ensure
alignment with best practice and to ensure sound ethical
conduct throughout the organisation. The code of conduct
is currently being presented to employees in order to ensure
common understanding.

Declaration of Interest

The annual declaration of interest is a tool that OBP uses to
ensure ethical conduct. All employees who were required to
declare their financial interests submitted these.

Security and Facilities Management

OBP still operates under the National Key Point (NKP) and
the security department is responsible for ensuring that OBP
complies with the NKP Act 102 of 1980 as reaffirmed in 2003.

To realise this, the security department is supported by a private
security service provider responsible for the static protection of
OBP staff, premises and assets.

Force multipliers are used to further enhance security
capabilities in the form of a Closed Circuit Television (CCTV)
system and electronic access control system.

For compliance, the security department is supported by the
State Security Agency and the South African Police Force (SAPS)
NKP Regulator.

Emergency services such as Disaster Management and the local
Fire and Emergency Services ensure that OBP is prepared for
emergencies.

The facilities (offices and laboratories) are maintained by
a cleaning service provider and their staff members are
specifically trained in the prescriptions that entail the cleaning
of said laboratories.
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GMP PROJECT MANAGER

Background

Good Manufacturing Practices (GMP) is becoming very
important in the production of medicine and active
pharmaceutical products. Knowing this, OBP has from as early
as the 1980’s, started to look at upgrading the facility in order
to become GMP compliant. The lack of funding prevented
improvements to the plant and equipment from taking place
and as a result upgrading became immensely overdue — to
a point that costs to upgrade escalated dramatically as the
condition of the equipment continued to deteriorate while
GMP requirements, and now current Good Manufacturing
Practices (cGMP), became increasingly stringent.

With the approval from Treasury to provide funding for the
upgrade of the OBP facility, upgrading finally became a reality
and work to improve the current facility began, while the
options to move toward becoming a GMP compliant facility
were considered. The prospect of shutting down the facility for
a couple of years in order to upgrade the current facility was not
feasible. Market loss and income loss needed to be considered.
It was therefore decided that an all new facility would be
developed. With the dawn of 2014/2015 a Projects team was
established and planning for the new facility commenced.

GMP, What Is [t?

The formal definitions for GMP are as follows:
®  GMP refers to the practices required in order to conform
to guidelines recommended by agencies that control the
authorisation and licensing for the manufacture and sale of
food, drug products and active pharmaceutical products.

® GMP is a system for ensuring that products are
consistently produced and controlled according to quality
standards. It is designed to minimise the risks involved in
any pharmaceutical production that cannot be eliminated
through testing the final product.

®  GMP covers all aspects of the facility from the physical
premises and equipment to production and staff.

Each of these is further elaborated on in the following
paragraphs.

Premises (physical structure):

®  The facility must be designed to allow for logical and
practical flow of personnel, material product, air etc.

®  The facility must control access to and from production
areas in accordance with individuals allowed in those

areas.




® The environment in each room must be controlled
to ensure both the safety of the product and that of
personnel. This includes cleanliness of air, air flow
patterns, temperature, room pressure etc.

®  Productsand grouping of products need to be considered
in the design of the facility to accommodate product
(groups) that cannot be produced in the same area with
the same equipment as other products.

Equipment:

®  Equipment must be designed in accordance with GMP
guidelines.

®  Safety of product, personnel, environment and end-user
needs must be considered in the equipment design.

® The equipment must be easy to clean which points to a
reduction in exposed surfaces.

®  The equipment must be reliable.

® |nterface between different systems/equipment.

®  All actions must be auditable.

Production:

® Detailed, written procedures are essential for each
process that could affect the quality of the finished
product. The Standard Operating Procedures (SOPs)
need to be tested (validated), and challenged to ensure
repeatability of the process.

® There must be systems in place for the provision
of documented proof that correct procedures are
consistently followed step-by-step in the manufacturing
process — every time a product is made.

®  SOPs will cover how and when areas need to be cleaned,
what clothes must to be worn, how to enter certain
areas, how to operate and maintain equipment etc.

Personnel:

®  Personnel must be trained in the use and practical
implementation of the SOPs; from the cleaning staff
who ensures that the plant is cleaned according to the
requirements, to the operator that works on the filling
machine — including managers and ExCo members.

®  Training entails:

* General practices in a clean room environment (this
training should apply to all levels in the Company).

* Specific training based on activities.

* Process and documentation training.

Why GMP?

Moving over to a cGMP compliant facility is a very exciting and
challenging exercise; with all the aspects mentioned above and
more, which still need to be considered.

Obtaining GMP certification will have the following
benefits to OBP:

® |t will open international markets for OBP that are
currently difficult to penetrate as they require GMP
certification to import.

®  Validation will result in improvement of SOPs and
controls. Through this, process repeatability will be
proven and there should be very few, if any, failures ‘in
process’ or in final product. This will result in reduced
production costs and increased efficiency.

®  Batch failures, even in production, should be such a rare
occurrence that any failure should be investigated to
determine the cause and source of the failure. Through
this, problems should be picked up at the early stages
and not as was recently experienced with the cell and
viral production.

Qualification and Validation

Qualification is the action of proving that any premises, systems
and items of equipment work correctly and actually lead to the
expected results.

® Qualification is more focused on the physical items,
building, equipment, etc.

®  The objective of Qualification is to prove that the facility
and equipment can do what it was designed to do but
not linked to a specific product. For example a filling
machine must be able to fill the desired number of vials
to the desired accuracy levels, repeatedly.
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Validation is the action of proving, in accordance with the
principles of GMP, that any procedure, process, equipment,
material, activity or system actually leads to the expected results.

®  Inthis step the focus moves to the product.
®  The product must be produced using the SOPs reliably, and
repeatedly.

Qualification and Validation forms an integral part of the project
and should be considered from its inception. Validation will also
continue far beyond the life cycle of the project itself.

New cGMP Facility Development Status

In order to execute a project of this magnitude and complexity
a professional team needed to be contracted to manage the
project. This team was appointed towards the end of 2014. In
2015 the concept designs were completed and approved. The
detail design stage has been entered into starting off with value
engineering. The value engineering process resulted in some
changes and exclusions on the initial design in order to work
within the allocated budget. These changes included a phased
approach in populating the facility.

To date the geotechnical, typographical and traffic impact study
surveys have been completed as well as an environmental
impact study. The environmental impact study has also been

approved by the Tshwane Municipality. The Environmental

impact study resulted in the relocation of the facility in order to
stay clear of a wetland area identified during the study.

The site development plan was also submitted to the Tshwane
Municipality. The initial feedback on the submission was that
OBP needed to change the zoning of the land from Agricultural
to Government. This change was necessary because OBP would
not have been allowed to construct a new facility under the
current zoning. The process to change the zoning has been
started and a consultant was appointed to drive the process.

With Qualification and Validation being an integral and
important aspect of the design and construction of a vaccine
manufacturing facility, OBP now needs to engage in getting this
aspect addressed in order to progress further with the detail
design stage.
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Current Facility Upgrade Status

In the 2015/2016 FY the two major items attended to were the
procurement of a new freeze dryer and the overall upgrading of
the production fermenters.

A new freeze dryer which will be able to handle small and half
batches was procured in mid-2015. The factory acceptance tests
successfully took place in November 2015. It was established
that additional capacity could be built into the freeze dryer
increasing its capacity by 30%. The order was amended resulting
in a delay on the delivery of the unit. The unit is now expected
to be delivered at OBP during July 2016. In the meantime, an
extension to the current freeze drying area has been designed
and should also be completed towards end of July 2016.

Major work was done on the fermenters to improve their
integrity and mechanical condition. The work included
replacement of mechanical seals, valves, etc. All control sensors
were also calibrated. Towards the end of the FY, one fermenter
has been put back into production with very good results. By
the end of the FY, the other two production fermenters were in
the final stages of testing.

The control panels of the fermenters are very old and spare
parts became a problem. A company was appointed through a
tender process to upgrade these panels. With this upgrade the
fermenters will also be connected to one another through the
programming in order to improve automation of the process.
This upgrade will take place in the 2016/2017 FY.

In order to comply with GMP, the concept designs on the
current facility rearrange some of the process flows to a more
practical flow of personnel, equipment and product. The
main focus however is to introduce personnel entry areas and
material transfer areas and to remove all offices and document
storage areas from the production areas, reducing the number
of personnel moving through the production area and in return
reducing risk of contamination. Changes to the facility will
commence in 2016/2017.

Other items planned for the 2016/2017 year are:

®  Upgrading of autoclaves to improve sterilisation processes
reporting.

®  Upgrading of formulation areas.

®  Upgrading of bulk media plant.

®  Introducing steam cleaning to more of the process steps.

Going Into 2016/2017

Going into the new FY it is foreseen that there will be many
changes which will impact current production, improving
the process flow as well as cultivating a GMP culture within
personnel. We also hope to see the beginning of the construction
of the new facility towards the middle of the 2016/2017 FY.

Engineering and Maintenance Department

It was a very challenging but also rewarding year for the EMU
team. A number of changes were made to the operations of the
team that improved their availability to do physical work. Some
of these changes include:

®  |mproving the interaction between stores and EMU.

®  Establishing of standard spare levels in the stores.

® Improving the completion and motivation of items to be
procured in order to reduce time spent on these.

The year was also rewarding as the team saw an improvement
in the outcome of the work as some focus could be moved to
preventative rather than reactive maintenance. The fermenters
will be operational and back in production in a better condition
than they previously were. Many other achievements through
team work and dedication left the EMU staff motivated.

Going into the New Year, EMU will focus on the implementation
of properly scheduled and preventative maintenance. The
capacity of the team also needs to be improved in the New
Year, by expanding on the number of technicians as well as an
administrative assistance to ease the workload of the technicians’
paperwork and other departmental administrative duties.
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ACTING QUALITY EXECUTIVE

Quality Assurance Department

The Quality Assurance (QA) department is responsible for
managing the quality system at OBP. OBP is currently an ISO
9001:2008 compliant company. One of the important factors
of I1SO 9001 is the maintenance of the Quality Management
System (QMS). For OBP to meets its goal and improve the
effectiveness of the QMS it is imperative that we fulfil the needs
of our customers through consistent products and services that
meet customer expectations. This requires continual planning
and improvements of the QMS for which ISO 9001 provides.

There was a reduction in customer complaints and only 21

customer complaints were received for this FY.

Non-conformance increased, the main cause of which continues
tobe the replacement of aging of equipment. A total of 277 non
conformances were received. QA conducted investigations on
some of the non conformances to eliminate waste costs and
rejected products. Training was provided to Production in terms
of non conformances and deviations.

Two South African Bureau of Standards (SABS) audits were
conducted and the certification was retained. A total of four
supplier audits were conducted for this period. A total of 44

internal audits were conducted.

A total of 634 documents were reviewed for the quality
management system. A total of 3018 batch document were
issued and a total of 834 were reviewed for this FY.

QUALITY FOR
SUSTAINABILITY




QA was involved with the upgrading of the new facility and
embarked on validating new equipment and reviewing all

packaging material.

Quality Control and Experimental Animals
Department

Quality Control (QC) is a system of maintaining standards in
manufactured products by testing a sample of the output against
set specification albeit international specifications or internal
specifications to meet the quality requirements of the customer.

The QC department in conjunction with the Experimental
Animal department are responsible for ensuring that products
comply with these set standards thereby ensuring that

customers receive quality products which can safely and

effectively be used for their intended purpose.

The testing of products increased by 15% and 4906 tests were
performed collectively for this period (at 97% efficiency). There
were a number of challenges within the company and these two
departments still achieved their objectives even though they
lost a number of staff members due to retirement, death and
resignations. This problem was partially solved by employing
and training interns, thus ensuring that the level of testing is

maintained within the company.

There was also a drive to have all our staff fully trained and a
number of staff members attended various training courses
relating to the job function. This training played a critical role in
these departments and helped them achieve their objectives.
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BUSINESS DEVELOPMENT OFFICER

Industry Analysis

Statistic South Africa reported that the South African economy did not perform very well and only grew by less than 0.8% by the
2015/2016 financial year end. The Agricultural sector was the worst performer due to drought conditions that affected the whole of

the Southern African region (Zimbabwe, Botswana, Namibia, Zambia and South Africa). More than 60% of farming sectors in South

Africa were affected by this drought and livestock farmers were forced to sell their stock while government introduced drought relief

packages for farmers who were severely affected. Provinces such as Free State, Northern Cape, KwaZulu-Natal, Limpopo and the

North West were amongst those experienced the worst affected.

Despite the drought condition in the country, the animal health industry grew by 8.5% from R2,5 billion to R2,7 billion which is the
current estimated market size. Figure 1 below shows the total market size in rand value and other segments.

Figure 1: Total value in Rand of the South African pharmaceutical animal health industry

37,530,887
184,074,811
610,956,975
664,328
13,813,366
507,280,415
169,338,323
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42,436,189

2015

802,094,044

[] 135,865,691

Source: South African Animal Health Association (SAAHA) figures 2015

Figure 1 above also shows that the vaccine segment grew by 27% while the
livestock sub-segment grew by 14.4%. These figures clearly demonstrated that
the vaccine market segment grew despite drought conditions. These conditions
also created opportunities for OBP’s bacterial vaccines in which there was a
high demand for vaccines against bacterial spore forming diseases. OBP’s
market share within the Total Animal market, vaccine and livestock segments
was 2.03%, 7% and 15% respectively. In all these segments OBP’s market share
grew by 1% — 3% as compared to the 2015/2016 FY. Table 1 below summarises
the value of different segments within the industry and OBP’s market share.

Anaesthetics & Tranquilizer - 1%
Anthelmintics - 7%
Antimicrobials - 22%

Dairy Related Products - 0%
Disease vector Control - 0%
Ectoparasiticides - 19%
Endectocides - 6 %
Endocrinal/Anti inflammatory - 5%
Growth Promotor Implants -3%
Instruments - 0%

Other Products - 2%

Product Group - 0%

Vaccines - 30%

VIT/MIN/GERIAT.PREP/NUTR.SUPP - 5%




Table 1: OBP’s Total Market share per sector

7
O)BP

ONDERSTEPOORT

2014 2015 %Growth
Total Animal Market 2504 171 085 2716 525977 8.5%
Market share 1.75% 2.05% 0.3%
Total Vaccine Segment 700 040 602 802 094 044 27%
Market share 6% 7% 1%
Livestock Vaccines Sub 270443 121 309 260 964 14.4%
Market share 12% 15% 3%

According to the 2015/2016 SAAHA figures, Merck Sharp & Dohme (MSD), Virbac, Zoetis, Elanco and Bayer are the top animal

health companies with MSD still ranked as number one.

SELLINGTO AFRICA
AND'THE'WORLD

y
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OBP Performance

The Company’s sales revenue performance increased by 10%
as compared to 2014/2015 with exports achieving sales records
of 57% above 2014 and 10% above budget. The domestic
market was 10% behind 2014 and almost 38% behind budget.
The overall performance was better than the previous year
considering drought conditions that impacted negatively on
high valued viral vaccines.

Table 1: 2015/16 Performance

% variance (2014 vs 2015)

Domestic -10%
Exports 57%
Total 10%

An analysis of OBP’s top clients is made up of Bayer animal
health, export clients and government. The three contribute
70%, 25% and less than 5% to the overall sales revenue
respectively. Key regions within the Export department were
Europe, South African Development Community (SADC),
North East Africa and Middle-east. Table 2 below depicts top
performing products and their sales contribution to the total

revenue.

Table 2: Top performing products

Product % Contribution
BLUE TONGUE 100ml 22%
LSD 100ML 50DOS 21%
AHS 12 DOSE PACK 18%
RVF LIVE 100ml 14%

Product % Contribution
PAST (SHEEP) 100ml 12%
BOTULISM 100ml 9%
PAST (CATTLE) 100ml 7%
LSD 50ML 25D0OS 4%
RVF INACT 100ml 3%
PK (ALUM) 100ml 3%
B-PHEM 10 DOSE 3%
GALLSICKNESS 5ml 2%
REDWATER ASIATIC 5ml 2%
BRUCELLA S19 20xD 2ml 2%
HEARTWATER 9ml 1%

It can be seen from Table 2 that viral vaccines were the highest
contributor of sales revenue with Blue Tongue (BT), Lumpy
Skin Disease (LSD), African Horse Sickness (AHS) and Rift Valley
Fever (RVF) being the top contributors. Below is a summary
of activities according to the Company’s strategic plans
(2015/2016).

Domestic Analysis

Market and Customer research survey

An online market survey was conducted to determine the
customer satisfaction and analysis of the results proved that
OBP’s clients need direct engagement and that dissatisfaction
with product availability came out on top.

Sales Revenue and market share
Although the Company did not achieve its financial goals, the



Company managed to grow its revenue by more than 5% as
compared to the 2014/2015 FY. The Company further managed
to recapture its lost market share and grew by 3% as stated
above.

Stakeholder engagement

The department managed to engage with and participate in key
events held by OBP’s key stakeholders. The Company continued
to develop relationships with key stakeholders such as South
African Veterinary Association (SAVA), Livestock Health &
Production Group (LHPG), Meat Producers Organisation (MPO),
Red Meat Producers’ Organisation (RPO), National Animal
Health Forum (NAHF), National Wool Growers Association
(NWGA), National Emergent Red Meat Producers Organisation
(NERPQ), African Farmers’ Association of South Africa (AFASA),
Co-ops and veterinarians. Support to these stakeholders was
through sponsorship and exhibitions.

Government support

OBP supported government initiatives in developing emerging
farmers by contributing 500 000 more doses of vaccines to
provinces than in 2014/2015. This was further supported by
holding 24 farmers’ days against a target of 20 farmers’ days.
As part of the Company’s strategy to involve new and young

entrepreneurs from disadvantaged communities within the
animal health sector, two companies were targeted for further
support in the 2016/2017 FY.

Export department

An analysis of the Export department showed that it performed
very well achieving sales revenue of 10% above target. This
performance success was brought about through activities in
Eastern Europe — mostly Greece and Cyprus — and in SADC.
Below are key regions in which the Export department focused
its strategy:

®  Eastern Europe
®  North East Africa
®  Middle East

® SADC

Conclusion

OBP’s recent performance demonstrates that the company
is now in a trajectory phase with sales revenue continuing to
improve year by year. Demand for OBP’s bacterial products
during periods of drought clearly confirmed that OBP’s products
are still trusted to be effective against most African diseases.
Our performance in the export market was another milestone
for the Company proving that South African vaccines are still
highly regarded in improving national bio-security globally. The
department is of the opinion that the Company will perform far
better than in 2015/2016 when the new distribution strategy
will be implemented in the new FY.

ONDERSTEPOORT BIOLOGICAL PRODUCTS SOC LTD | ANNUAL REPORT 2015 2016

OJBP

ONDERSTEPOORT
BIOLOGICAL PRODUCTS

| 43



REPORT OF THE

The Operations division is responsible for the efficient
manufacturing of high quality vaccines in accordance with best
business practices that will ensure timely stock availability and
the competitiveness of OBP. The division comprises various
production departments supported by the EMU Department to

ensure its targets are met.

The 2015/2016 reporting period comes after a period of acute
stock shortages in 2014 which were due to critical equipment
breakdowns and utility supply disruptions. As a result, the
majority of the 2015/2016 period was dedicated to the
maintenance of critical equipment, with minimal disruptions,

to ensure timely product availability of viral and bacterial

vaccines.

Production Overview
A. Bacterial and viral production

Following the troubleshooting exercise into production issues
that resulted in product supply disruptions; the focus for the
reporting period was on the production of critical antigens
in the Viral and Bacterial Vaccines departments to ensure
availability of product that was in short supply or unavailable.

This approach has satisfied the market demand for viral



products and ensured stockpiling of bacterial antigens. The
implementation of routine plant maintenance and a quick
response to breakdown maintenance on the critical equipment
and the water plant has contributed to the overall operational
efficiency of the division.

In the 2015/2016 FY, a total of 223 batches were produced
which was a mere 18 batches short of the annual target of 240
batches. This is an improvement of 166% when compared to
a total of 134 batches produced in the 2014/2015 FY as per

Table 1 >>>

A

ALLYIME MANAGEMENT
BEGINS WITHPLANNING
e

Table 1: Annual Batch Production Summary

Financial Year

Batches Produced

Annual % Variance

2013/2014

178

2014/2015

134

-24.7%

2015/2016

223

+166.4%




B. Batch failure

The overall annual production batch failure rate for the
2015/2016 reporting period was 12% due to contamination
challenges in intermediate production that resulted in a spike
in batch failures. Measures were put in place to minimise and
avoid contamination. The current results indicate that the worst
is over and we are seeing a marked improvement which will be
carried through to the next FY (2016/2017).

C. Product availability

Despite the challenges, Production Divisions produced all the

products that were in short supply and made the following

products available to the market: Brucella S19; Pasteurella
Ovine and Bovine; B-Phemeral; Blue Tongue (BT); African Horse
Sickness (AHS); Calf-Paratyphoid; Lumpy Skin Disease (LSD) and
Leukopast.

By focusing on producing critical antigens, the Operations
Division is confident that there will be sufficient product to
supply and satisfy the market demand for 2017 and beyond.
At the end of 2015/2016 period, Viral Vaccine Production was
between 80% — 90% ready to supply the winter products with
sufficient stock of BT, AHS and B-Phemeral to last throughout
the winter season when these products will be required.




D. Equipment maintenance/breakdowns

Whilst the department has implemented planned/preventative
maintenance on all equipment, some breakdown maintenance
could not be avoided and had to be carried out.

The following equipment underwent maintenance in
this period:

® DCU Fermenters
®  Cell Incubators
®  B&SFilling Lines
®  Freeze Driers




The period of 2016/2017 will see the water plant undergoing a
planned maintenance shutdown to ensure the plant is working

optimally and that there are no unforeseen disruptions.

Conclusion

The period of 2015/2016 has been a success when compared
to the previous period both in terms of products produced and
production disruptions. As a result, OBP will be able to supply
the market with products that were previously unavailable and/
or in short supply in a timely manner.
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Research and Development

The process of developing vaccines is complex, costly, time
consuming, and for some diseases, the development process
may take up to over a decade. The highlight for the 2015/2016
FY was the approval of the Research and Development (R&D)
strategy by the Board. The strategy aims to build competencies
that  will
differentiated, innovative and effective animal health products.

lay a solid foundation for development of
The competence areas addressed by the strategy encompass
attainment of different goals pertaining to culture collections,
product development platforms, bio processing technologies,

clinical and regulatory affairs excellence.

The R&D unit is working on a number of pipeline concepts with
several projects towards improved products and processes.
Two of these projects were advanced to pre-clinical validation
stages and one to vaccine clinical testing stage. A number
of production processes were brought into R&D from the
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Production departments for process optimisation and improved
production process. Three projects have been advanced to the
technology transfer stage from R&D to production. The R&D
unit continued to benefit from collaborations with external
stakeholders as research collaborators; notably the Technology
Innovation Agency (TIA) who is funding certain R&D projects,
Agricultural Research Council — Onderstepoort Veterinary
Institute (ARC-OVI), the Council for Scientific and Industrial
Research (CSIR) and Universities of Pretoria and North West.
The two collaboration projects with external collaborators
were advanced to the technology transfer stage. The R&D
division continued to invest in infrastructure and investigations
on the use of new technology platforms to fast track vaccine
development.

During the year under review, OBP submitted three new
applications to Act 36/1947 for approval. Two of these
applications are for dose reductions of existing vaccines while
the third application is for a new combination vaccine for sheep.

CE ISF

™

URE:S

S
.y




One new application for a combination vaccine for cattle was
submitted in the previous FY, this application is still pending. As
part of OBP’s strategy of expanding its customer base, various
technical documents were submitted to foreign customers for
possible registration of various vaccines, these countries include
SADC, Kuwait, Greece, Israel and Netherlands. OBP was granted
marketing authorisation for the OBP LSD vaccine in Kuwait.

One intern was trained in the division and one staff member
completed an MSc degree at the University of Pretoria.
Two staff members registered for PhD’s with the University

of Pretoria and North West University, and another staff

member is continuing an M.Sc degree with the University of
Cape Town. Two appointments were made of experienced
research scientists holding PhD qualifications. Furthermore
members of R&D attended various workshops and conferences
internationally.

Scientific Outputs:

Kidanemariam Gelaw A, Bihon W, Faranani R, Mafofo J, Rees J,
Madoroba E. 2015. Complete genome sequence of Mannheimia
haemolytica strain Mh10517, isolated from sheep in South Africa
Genome Announc 3(2):e00129-15. doi:10.1128/genomeA.00129-15.
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Introduction

The vaccines market continued to be under pressure during
the current FY, with slow growth experienced by the industry
players year on year and in addition OBP’s challenges related to
ageing equipment continued to affect our overall performance.

The equipment needs urgent replacement going forward.

Competition has also increased over the period under review
and has taken over some of OBP’s market share together with

other industry players.

During the 2012/2013 FY the Shareholder approved the funding
of R492 million over the Medium Term Expenditure Framework

(MTEF) period for modernisation of the current facility; of
which R492 million was transferred by the Shareholder to the
Company to date. The cash injection by the Shareholder will
bring some production stability to the organisation and position
OBP as force to be reckoned with in the market by claiming back
lost market share through improved economies of scale.

Finance

The Finance department is responsible for the financial
management, Supply Chain Management (SCM) and IT sections
within OBP<ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>