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ABSTRACT

The pharmaceutical industry in Indonesia faces several challenges in risk
management, particularly in stakeholder management, which includes the
government, healthcare providers, distributors, and the public. The complexity of
regulations, market fluctuations, and changes in healthcare policies necessitate the
implementation of effective risk management strategies in interactions with
stakeholders. This study aims to analyze the implementation of risk management
in stakeholder management within Indonesia’s pharmaceutical industry, identify
key risks that may impact business sustainability, and evaluate the mitigation
approaches employed. A qualitative case study, incorporating in-depth interviews
with key industry stakeholders, revealed that the primary risks include regulatory
uncertainty, supply chain disruptions, and challenges in stakeholder
communication and compliance. Effective mitigation strategies involve the
adoption of adaptive compliance systems, strengthened communication and
collaboration with regulators, and digitization of supply chains to enhance
transparency and efficiency. This study underscores the importance of a risk-based
approach in stakeholder management to ensure the sustainability and
competitiveness of Indonesia’s pharmaceutical industry.
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1. Introduction

The pharmaceutical industry plays
a strategic role in the national healthcare
system, particularly in ensuring the
supply of high quality medicines and
health products. In Indonesia, the
pharmaceutical industry encounters a
range of complex challenges, including
strict regulations, fluctuations in raw
material prices, and shifts in government
policies that directly affect company
operations. Additionally, the involvement
of wvarious stakeholders, such as the
government, regulators,  distributors,
healthcare providers, and the public, adds
another layer of complexity to risk
management. Risk is any event that may
arise in various activities due to
uncertainty factors, which have the
potential to hindering the achievement of
a company's objectives (1-3). The
potential losses resulting from risks can
be very significant, making risk
management very important. Risk
Analysis 1s a process aimed at
understanding aspects of risk, including
its probability and impact, which can be
carried out using qualitative and
quantitative approaches to determine risk
level (4,5). Impact refers to consequence
of an event that affect achievement of the
Company's objectives, in the form of an
influence or effect that may arise from a
given risk. Risk Probability (Probability
Level) refers to the likelihood of a risk
occurring. (6,7).

Risk management in stakeholder
management became a crucial element in
maintaining the sustainability and
competitiveness of the pharmaceutical
industry.  Risks include regulatory
uncertainty, supply chain disruptions, and
challenges in communication and
compliance with applicable regulations.
Therefore, effective strategies are needed
to identify, evaluate, and manage risks to

improve business resilience and industry
compliance with applicable standards.
Fostering  relationships  with
stakeholders is a crucial element in
ensuring a  company’s  business
sustainability, including in the
pharmaceutical industry. Establishing
strong  stakeholder relationships is
necessary for several key reasons. First, it
enables companies to explore how
stakeholders view and support their
operations by providing insights into their
interests, expectations, and concerns.
Second, maintaining these relationships
helps strengthen stakeholder perception
and trust, which is vital for improving the
company’s reputation and influence.
Third, stakeholder engagement is often a
mandatory  requirement in  various
compliance standards that companies
must adhere to. Additionally, effective
collaboration with stakeholders
contributes to minimizing risks and
resolving potential conflicts or problems.
Most importantly, strong stakeholder
relationships support the company in
achieving its strategic goals and securing
long-term business sustainability.
Stakeholders are  refer to
individuals or groups within society
society party who have an interest or role
related to a company or organization and
are interconnected with and bound to
each other (8). International Organization
for Standardization (ISO) 2600 in its
Guidance on Social Responsibility (2010)
defines a stakeholder as an individual or
group that has an interest in any decision
or activity of an organization (9). Based
on the definition, stakeholders can be
identified using several keywords,
including personal and institutional that
are relevant to influencing, being
influenced by, interests, financial,
business, and regulation. There are three
important  aspects  of  stakeholder
involvement: academic support, support
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for  business ethics and  social
responsibility, and financial support.

In general, corporate  risk
management is part of the concept of
Quality Risk Management (QRM), as
outlined in the International Council for
Harmonisation — Quality Guideline 9
(ICH Q9) guidelines and Good
Manufacturing Practices (CPOB) of 2024
annex XIII. These guidelines stated that
the purpose of the quality risk
management guidelines is to provide a
systematic approach to quality risk
management and to serve as an
independent reference document, separate
from other guidelines (10,11).
Additionally, quality risk management

Initiate

guidelines also complement existing
quality practices, requirements, standards
and  quality  guidelines in  the
pharmaceutical industry. This study aims
to analyze the implementation of risk
management in stakeholder management
within Indonesia’s pharmaceutical
industry, identify key risks that may
impact business sustainability, and
evaluate the mitigation approaches
employed. According to World Health
Organization (WHO) (2013) (12), the
quality risk management process consists
of several stages, including risk
assessment, risk control, risk
communication and risk review.
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Figure 1. Quality Risk Management Process Flow in the Pharmaceutical Industry (Good

Manufacturing Practices (CPOB) 2024, Annex 13) (10)

2. Method

The risk identification process
was conducted using a qualitative
approach based on case studies. We used
the approximation method through the
consensus, which is a qualitative
approach to determining the probability

and impact of risk. This method involves
gathering a group of individuals to
provide their opinions on the likelihood
and impact of each identified risk. The
participants must agree on the probability
and impact level.

Impact Level Description
1 Insignificant Very Small
2 Minor Small
3 Moderate Medium
4 Major Big
5 Catastrophic Very Big
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Table 2. Preparation of Risk Profile & Risk Matrix Table

Goals/ - Risk Agent Inherent Risk Value _— Residual Risk Value
l’:ﬁi R Event Ca':i:kor Descr :;:iez Impact Risk n8 M':tiiSl;ti Impact Risk
:r":teet;iﬁ ber Event Grpou yg Type iption on Prob. Impact Descrr‘iptio Level Coov:tr oﬁ Prob. Impact Des:':ipti Level
Isirjes 6] G @) 6} © [0} O} ) {10 i) 2 3 T4 05 (28] (%) G5 |
Description:
No Column Column Description

1 Goals/Targets/Strategic Issues Filled with strategic goals/targets/issues

2 Registration Number Number each identified risk

3  Risk event Filled with potential events that could interfere

with business activities
4 Risk Event Group Filled with 15 (fifteen) groups of risk events that

have been determined :

1.

10.
11.

12.

13.
14.

15.

Stakeholder relations

Company reputation and image

Compliance failure

Changes in external policies

Supply chain disruptions

Export-Import Regulations

Pharmaceutical Distribution

Global Relations

Capital and Finance

Inspection and Supervision

Halal Regulations

Intellectual Property Rights (IPR) and

Patents

Regulation and Public Policy

Public education

Country perception risk
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5 Risk Category Filled with 8 (eight) established categories:
1. Strategic Risk
2. Financial Risk
3. Operational Risk
4.  Legal and Compliance Risk
5. Reputation Risk
6.  Occupational Health and Safety (OHS)
and Environmental Risks
7.  Human Resources and Organizational
Risk
8.  Information Technology Risk
6  Type Filled by selecting from 7 (seven) M + 1 (one) I
types of risk causes:
1. Man (Human Resources),
2. Money,
3. Materials (Raw Materials),
4. Machines (Machines),
5. Method
6.  Minute (Time),
7. Market and
8. Information
7  Description Filled with a description of the identified risk
causes according to the type of cause
8  Time Horizon Divided into three:
L. Current = Risk can occur in less than 3

months

Medium = Risk can occur between 3-6
months

Emerging = Risk can occur between 6-12
months
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9  Risk Probability Filled with an assessment of the likelihood of a
risk occurring based on the initially identified

risk events
Level of Probability of Probability
Event:

1.  >0%s.d.20%

1. Almost Never
2. >20% s.d. 40%
Happens

> 40% s.d. 609
2. Rarely Happens s &

4. >60% s.d. 809
3. May Happen s o

.>80% s.d. <1009
4.  Often Happens 3.7 80%s.d. < 100%

5. Almost Always

Happens
10 Risk Impact Filled with an assessment of the risk impacts that
may arise if the identified risk event occurs.
Scale D: Impact Description:
1. Insignificant 1. Very Small
2. Minor 2. Small
3. Moderate 3. Medium
4. Major 4. Big

5 Catastrophic 5.  VeryBig

11 Risk Description Filled with a description of the impact that can
be quantified/described.

12 Risk Level The risk position after being mapped into the
risk matrix based on probability and impact data.

1. Insignificant = Small
2. Minor = Small
3. Moderate = Medium
4.  Major = Large

5. Catastrophic = Very Large

13 Existing Control Criteria:
1. Procedures already in place and have been
implemented

2. Procedures already in place but have not
been fully implemented

3. No procedures yet
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14  Risk Management Plan

Filled with a plan of handling activities based on
the identified risk events.

15 Risk Probability

Filled with the assessment of the likelihood of a
risk occurring after risk management have been
implemented

16  Risk Impact

Filled with the assessment of the risk impacts
that still
management/mitigation

may arise after risk

17  Risk Description

Filled with the description of the impact
(monetary value/other information), if the risk
impact can be quantified/described.

18 Risk Level

Risk position after being mapped into a risk

matrix based on probability residual risk

probability and impact data

3. Result and Discussion

Risk Management is a method used by
organizations/industries to control risks
from all sources of risk in a company (2).
3.1 Overview of Stakeholder Risk
Identification

Risk management is a strategic approach
employed by organizations to control
risks arising from various sources that
could impact business objectives. In the
context of Indonesia’s pharmaceutical
industry, stakeholder-related risks have
become increasingly significant due to

involvement of multiple actors including
regulators, healthcare institutions, and the
general public. This study identified key
risks related to stakeholder management
through a structured qualitative analysis
and consensus-based evaluation process
involving industry practitioners.

3.2 Risk Profile and Risk Matrix

A total of 15 strategic stakeholder-related
risks were identified. These were
analyzed based on their probability,
impact, and mitigation measures. Table 2
summarizes the risk profile matrix,
highlighting risk events, inherent and

the complex regulatory landscape, residual risk levels, and applied
dynamic public health policies, and the mitigation strategies.
Table 3. Risk Profile & Risk Matrix
Goals/ R | Risk Agent | | Inherent Risk Value | Existi | Residual Risk Value |
= Risk  Risk Time MU Risk
Targets/ B K Event Cat Descript Hori Impac Naere " Mt Impac
aree . mbe Event ven! ategor Type . P o2 prob. mp t Risk Level Contr l 88 Prob. P! Impact Desc.  Risk Level
Strategic Group y ion on tion t
r Desc. ol
Issues
(€8] (2) 3) ) ) (6) @ 8) ® 10 dn (12) 13) (14) (15) (16) a7) (18)
Proactive
Building communicati
Proce .
proactive on and
Regul dures .
Enhance communic regulatory
. Delays  Delays atory alread . ..
strategic . ation, monitoring,
or or chang Loss of yin oo
partners . . . monitorin ensure
. failures  failures es, business place S
hips . . . g institutional
with n n Stakehol Reputati fack Emer; opportunit but regulato relationships
001 signing signing der P Method of . & 3 2 ies, Minor have & vy 1 1 . P
governm . on risk . ing Lo changes, remain
MoUs  MoUs relation effecti decline in not .
ent and strengthen harmonious,
or or ve stakeholde been .
health ing accelerate
I cooperat cooper comm 1 trust fully . . .
institutio . . L . relationshi cooperation
ions ations unicati imple . P
ns ps with signings, and
on mente . L
policymak maintain

d stakeholder

trust.

ers
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The
communicati
. and
Negati on;;
uolic
ve Lack P .
P education
Negativ  issues of
s . . strategy
€ 1ssues or mfoﬂn Communl .
. . . succeeded in
or misinf ation Proce cation Lo
Increase .. . maintaining
. misinfor ormati contro . dures  strategy
public . Compan Declining . . the
confiden mation  on 1, ublic arein  and crisis company’s
R related  related . Reputati Informat attack Curre p Moder place manageme p
ce in 002 reputatio . . 5 3 trust, . positive
to to onrisk  ion s from nt and nt, public .
pharmac nand decreased . R image,
. pharmac pharma . compe imple  education L
eutical . . image . sales minimizing
eutical  ceutica titors mente through .
products : the impact of
products 1 or d credible negative
in the produc health media eg;
. . .. issues, and
media ts in activis . .
increasing
the s ublic trust
media p
in
pharmaceuti
cal products.
Compliance
with
Establis Laf:k international
. . of . standards
h Failure  Failure Loss of Internation
unders . enhances
cooperat tomeet  to meet . funding Proce al
. . . .o tandin global
ion with internati  internat and dures  regulatory .
. . . gof . . y collaboration
internati onal ional . N collaborati arein complianc ..
Complia intern .. opportunities
onal cooperat cooper Regulat . Emerg on Moder place e training,
o003 . nce .. Method ational . 1 3 . . , ensures
institutio ion ation R ory Risk ing opportunit ate and establish a
failure standa . . . research
ns for standard standar ies, imple  dedicated R
rds, project
research sor ds or company mente  global L
. . global X . . sustainabilit
and require  require . image is d cooperatio B
policy y, and builds
develop ments ments affected n team
chang a
ment .
es professional
corporate
image
Chang
Changes es in Proce Good policy
Expandi in BPJS BPJS dures analysis and
ng financin ~ financi Gover a]l.'ead Policy advocacy
market g ng yin . lead to more
nment Reduced analysis
access schemes scheme . place stable
Changes policy profit and .
through or sor in Financia instabi Emer margins. but advocac; collaboration
collabor 004 policies policie . Method . . & 3 1 S Minor have Y schemes,
. external 1 Risk lity, ing delayed market o
ation that s that . . not maintain
. . . policies BPIS claim segment
with negative negativ been I profit
budget payments - diversifica .
BPIS ly ely 3 fully . margins, and
A X deficit . tion
Kesehat impact  impact imple enhance
an. the the mente financial
industry  industr d resilience
y
Diversificati
on of
suppliers
. Depen and
Enhanci Depende P S
dence utilization of
ng the nce on
R on . local raw
role of importe . Geopo Proce Increasing .
import " . materials
the d raw litical Production dures  the use of
. edraw . . reduce the
pharmac material . Supply crisis, delays, arein local raw .
. materia . . . 5 . risk of
eutical s chain Operatio Material chang Emerg potential ~ Catast place materials, .
X 005 Is . . . . . 5 5 . . . . supply chain
industry affected disruptio nalrisk s esin  ing increase in rophic and cooperatio . .
. affecte X . . disruptions,
in by ab n import product imple  n with ensure
national regulatio 4 . regula prices mente alternative .
regulati . . production
health nand tions d suppliers L
e ... onand continuity,
resilienc geopoliti .
geopoli and
e. cs " .
tics strengthenin
g national

competitiven
ess.
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Understandi
ng export
Export . e p.
Policy regulations
regulat
. Export chang Export and
Enhanci ory R .
regulato . esin regulation standards
ng the barrier Products L .
. ry Custo Proce  monitorin compliance
competit . s due cannot
. barriers ms, dures g, ensures
iveness to enter o .
due to . Export- BPO arein internation smooth
of 5 policy . target .
policy Import  Regulati M, Emerg . place al distribution
pharmac 006 change . y Method ST markets,  Major .
. changes Regulati on risk Minist ing . and complianc of products
eutical sor losing . -
or non- ons ry of imple e training, to the global
products . non- export . .
R complia . Indust . mente  intensive market,
in the ... compli opportunit . . :
nce with Ty, . d communic increasing
global ance - ies . .
standard . Minist ation with export
market with
s ry of regulators revenue and
standar .
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market
penetration.
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Ensurin Distribut  Distrib ution distribution
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pharmac delays delays ement Product Proce . .. collaboration
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To further visualize the risk levels, two risk matrices were developed — one reflecting the
inherent risk (before mitigation) and one for the residual risk (after mitigation). The
matrices help classify risks into five categories: Very Low, Low, Medium, High, and Very
High, represented by colors (green to red).

INHERENT RISK RESIDUAL RISK

Almost Always Happens 5

Often Happens 4
May Happen 3

Almost Always Happens 5 X2

Often Happens 4 XT;X9; X14
May Happen 3 X1;X4
RarlyHappns 2 XI2;X13 Rarely Happens ) .

Almost Never Happens 1
PROBABILITY

Almost Never Happens 1
PROBABILITY

1 2 3 4 5 | 2 3 4 5
Insignificant Minor ~ Moderate  Major Catastrophic Insignificant Minor Moderate Major Catastrophic

. ) Risk Matrix
Risk Matrix IMPACT LEVEL IMPACT LEVEL

The risk level resulting from the measurement of company risk is set in 5 (five) levels as
follows:

Table 4. Risk Profile & Risk Matrix

RISK LEVEL COLOUR
High ORANGE
Medium YELLOW
Low LIGHT BLUE
Very Low

Table 3. Risk Level

Source : International Organization for Standardization (ISO) 31000:2018 — Risk
Management Guidelines (2), and International Council for Harmonisation — Quality
Guideline 9 (ICH Q9 Guidelines) (11).

The Company's risk management is of risk management strategies is based on
conducted by considering the priority the predetermined risk appetite, as
scale of the risk level. The determination follows:
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Tabel . Risk Appetite

RISK LEVEL

Criteria

Very High Risk:

The risk is considered to have the potential to hinder the
achievement of objectives and is recommended to be avoided, if this
risk is still taken, immediate action must be implemented to mitigate

it with special attention to detail, as it exceeds the Company's Risk
Tolerance limit.

ORANGE

The risk is considered to hinder the achievement of goals, and
existing control mechanisms are insufficient to manage these risks.
Mitigation measures are necessary to reduce the likelihood and/or

impact of the risk.

High Risk:

YELLOW

Medium Risk:

The risk is considered to have an impact on the objectives, but
existing control mechanisms can still control it.

LIGHT
BLUE

The risk is assessed as low and no mitigation is required.

Low Risk:

Very Low Risk:

The risk is assessed as very low and no mitigation is required

Source : International Organization for Standardization (ISO) 31000:2018 — Risk
Management Guidelines (2), and International Council for Harmonisation — Quality
Guideline 9 (ICH Q9 Guidelines) (11).

3.3 Interpretation of Key Risk Levels

The analysis of the inherent risk matrix
reveals several stakeholder-related risks
that are positioned at the higher end of
the risk spectrum. Among these, three
risks stand out due to their high
probability and  severe  impact:
dependence on imported raw materials,
audit and inspection failures, and delays
or failures in  obtaining  halal
certification.

The dependence on imported raw
materials was assessed as having both a
high probability and catastrophic impact.
This risk is particularly critical given
Indonesia’s current reliance on foreign
sources for active pharmaceutical
ingredients (APIs). Disruptions caused
by regulatory changes, geopolitical
tensions, or global supply chain

instability can lead to production delays
and increased costs, thereby threatening
the continuity of pharmaceutical
manufacturing. The inherent
vulnerability in this area reflects a
structural challenge that requires long-
term  policy and  industry-level
intervention.

Similarly, failure to comply with audit
and inspection requirements presents a
high-impact risk. Regulatory agencies
such as National Regulatory Authority
(BPOM) and the Ministry of Health
impose strict standards, and any non-
conformity may result in sanctions,
product  recalls, or  operational
shutdowns. The data suggest that while
procedures for compliance are often in
place, they may not be consistently
implemented or updated in accordance
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with evolving guidelines.

The risk of delay or failure in halal
certification is  also  significant,
especially in a country where consumer
demand for halal products is increasing.
A failure in this area not only limits
market access but also erodes consumer
trust, particularly among Muslim
populations. This risk is exacerbated by
regulatory complexity and the need for
timely coordination with institutions
such as Indonesian Halal Product
Assurance Organizing Agency (BPJPH)
and Lembaga Pengkajian Pangan, Obat-
obatan dan Kosmetika Majelis Ulama
Indonesia (LPPOM MUI).

While these risks represent the most
critical challenges, other risks such as
negative media exposure, changes in
BPJS Health policies, and difficulties in
international cooperation were also
identified as moderate to high in their
potential impact. These findings
emphasize that stakeholder-related risks
are not only diverse but also
interconnected  across  operational,
reputational, and regulatory dimensions.
Therefore, a  multi-layered  and
anticipatory risk management approach
is essential to ensure business continuity
and industry resilience.

3.4 Discussion on Mitigation Strategies
The mitigation strategies identified in
this study were designed to reduce both
the likelihood and impact of key risks
associated with stakeholder management
in the Indonesian pharmaceutical
industry. The findings show that while
several inherent risks were initially
assessed as moderate to catastrophic, the
application of tailored mitigation actions
successfully lowered many of them to
low or very low residual risk levels.
However, the effectiveness of these
strategies warrants a deeper analysis.
One of the most prominent risks—
dependence on imported raw

materials—was categorized as
catastrophic in both probability and
impact. The proposed mitigation, which
includes increasing the use of local raw
materials and diversifying suppliers, is

consistent ~with  broader  national
strategies aimed at  strengthening
domestic production capabilities.

However, the implementation of such
strategies faces challenges such as
limited availability of high-quality local

Active  Pharmaceutical  Ingredients
(APIs), gaps in production
infrastructure, and price

competitiveness. As emphasized by
World Health Organization (WHO)
(2013) and International Organization
for Standardization (ISO) 31000,
mitigation strategies must be not only
technically sound but also contextually
feasible and sustainable in the long term.
Similarly, risks related to regulatory
compliance, such as failure during audits
or delays in halal certification, were
mitigated through structured training
programs and process integration at the
R&D stage. These measures are aligned
with  International = Council  for
Harmonisation — Quality Guideline 9
(ICH Q9) recommendations  for
proactive risk prevention and are
considered effective in embedding a
culture of compliance. Nevertheless,
these efforts must be continuously
updated in response to changes in
regulatory frameworks, especially given
Indonesia's dynamic policy environment.
The risk of reputational damage due to
misinformation in the media highlights
the importance of  stakeholder
communication as a form of non-
technical risk mitigation. While many
companies have implemented
communication strategies and public
education campaigns, their impact is
often difficult to quantify. Furthermore,
trust-building efforts must go beyond
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reactive statements and instead be based
on long-term engagement with the
public, healthcare professionals, and
media channels. This is particularly
critical in times of public health crises,
where misinformation can spread rapidly
and undermine confidence in
pharmaceutical products.

Moreover, several mitigation actions
depend heavily on inter-institutional
collaboration, such as partnerships with
government bodies and international
organizations. For these strategies to be
effective, companies must adopt a more
strategic ~ approach ~ in  building
institutional relationships, engaging in
policy advocacy, and aligning with
national health objectives. The success
of such approaches is not merely
technical but also political and social, as
it requires mutual trust, transparency,
and alignment of interests.

In summary, while the identified
mitigation strategies demonstrate a
strong foundation in risk control theory,
their success depends on implementation
quality, contextual adaptability, and
continuous evaluation. Future risk
mitigation frameworks should integrate
dynamic  monitoring  tools  and
stakeholder feedback mechanisms to
ensure that residual risks remain within
acceptable thresholds and to support
long-term business sustainability.

3.5 Implications  for Business
Sustainability

Stakeholder-related risks are not only
operational threats but also strategic
concerns that affect the reputation,
compliance posture, and financial
resilience of pharmaceutical companies.
The study underscores that effective
stakeholder engagement, paired with
robust risk control systems, plays a
central role in enhancing long-term
business sustainability. By aligning risk
mitigation with stakeholder management

practices, companies can safeguard their
license to operate and build trust within
the health ecosystem.

4. Conclusion

The pharmaceutical industry’s
stakeholder =~ management encounter
multiple risks that can impact business
sustainability. From the pharmaceutical
industry’s  business  processes, 15
(fifteen) potential risks in stakeholder
management have been identified. These
risks were categorized as follows 5 risks
fall under reputation risk, 5 risks fall
under regulatory risk, 2 risks fall under
financial risk, 2 risk fall under
operational risk, 1 risk falls under
compliance risk, 1 risk falls under legal
risk,1 risk falls under political risk. Risk
analysis revealed that the most critical
stakeholder management risks, those
with the highest risk level, including
dependence on imported raw materials
(vulnerable to regulatory and
geopolitical factors), failure in audits
and inspections by regulatory agencies,
and delays or failures in obtaining halal
certification. The recommended risk
management to mitigate these high-
priority risks such as increasing the use
of local raw materials, establishing
partnerships with alternative suppliers,
ensuring  strict  compliance  with
regulations, providing training and
simulations for halal audits integrated
from the R&D stage, and establishing
close cooperation with halal authorities.
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