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FACILITATION GUIDE

Background

This Facilitation Guide is a companion to the Business Leaders Deck and helps guide discussion on the
IFPMA Decision-Making Framework and Ethos in Action. It provides talking points and instructions for
creating an interactive meeting experience.

These customizable workshop materials were developed to help you introduce IFPMA’s
Decision-Making Framework (“DMF”) to your business. The DMF is a tool that helps identify key
business objectives, potential ethical issues, impacted stakeholders, and solutions that
effectively balance objectives and ethical considerations. The DMF is particularly valuable for
innovative business models that are tackling new issues and new ways of working that
sometimes require navigating complex decisions or ethically grey areas (e.g., Tech/Al-related
dilemmas).

The DMF provides a Five-Phase approach to seamlessly integrate business objectives and
ethical considerations into day-to-day business decisions. The Framework is designed to:

- Enable effective decision-making
- Enhance and support proactive risk management

- Integrate business objectives and ethical, legal, and compliance obligations into the
decision-making process

- Encourage ongoing business engagement and accountability
- Foster a culture of integrity.

The workshop materials include an overview of the DMF and four interactive case studies to put
learnings into practice. The case studies cover the following topics: 1) Telemedicine, 2) Market
Development, 3) Industry Associations (this case study may be best suited for industry
associations rather than member companies) and 4) Atrtificial Intelligence. You may customize
your workshop to include 1-4 of the case studies depending on the time allotted for your
workshop and your audience’s needs. You may also wish to use one or more of the case studies
for future sessions. Finally, rather than using the case studies provided here, you may choose to
use a real situation that your team is currently trying to remedy, as this may be the most
impactful way to bring the DMF to life.

Importantly, the DMF is not mandatory, does not and is not intended to constitute legal advice,
and does not replace internal decision-making procedures. The DMF should not be used by any
company to further any anti-competitive or collusive conduct, or to engage in other activities that
could violate any antitrust or competition law, regulation, rule, or directives of any country or
otherwise impair full and fair competition. The DMF is not a yes-no model. It is rather a
supporting tool enabling more effective, ethical decision-making and helps companies do
what’s right.

To view the complete set of IFPMA DMF materials, click here.

Bolded prompts in blue throughout the Facilitator Guide denote instructions for the facilitator.
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Workshop best practices
- Limit attendees: If possible, consider groups of 10 or fewer to facilitate discussion.

- Set expectations: Let colleagues know in advance that you encourage full participation and
want everyone to speak up and be heard!

- Encourage video: If conducting the session virtually, ask all attendees to use video, if they
are comfortable, as it creates a more engaging meeting experience.

- Virtual engagement tools: If conducting a virtual workshop, leverage video conferencing
features such as polling, chat, and whiteboard.

- Follow up: Within a day or two of the workshop, thank your attendees, provide a brief recap,
ask for candid feedback, and encourage use of the DMF. Consider whether to ask attendees
to formalize their commitment to using the DMF (e.g., including use of DMF in their goals
and objectives). Also, consider including the DMF as an attachment with your
communication to reinforce the key principles. You may also choose to follow up in 3-6
months to evaluate how attendees have put the DMF into practice and if it has had
measurable business results.

- Optional surveys: Consider using a survey to capture feedback and to refine future
sessions. You may also wish to send out a survey prior to the session, with questions
addressing how the attendees make decisions, and then send out the same survey 3-6
months post-session and measure the improvement.

Note to the facilitator
Display the title slide and introduce the session using the below talking points.
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Cover and contents slides

Talking points

As some of you may be aware, the International Federation of Pharmaceutical Manufacturers
and Associations (IFPMA) developed a Five-Phase Decision-Making Framework, grounded in
the IFPMA Ethos or value system. The Framework helps industry organizations make decisions
that balance business objectives and ethical considerations to meet patient needs and the
expectations of the medical community, society, and regulators.

As many of us have experienced first-hand, particularly as we work day-to-day to innovate and
evolve various business models, we are often faced with complexities and competing interests,
and sometimes the standards and laws governing our industry don’t specifically address the
situations we face. In these instances, we must be able to make decisions that effectively meet
patient needs, business objectives, societal expectations, and ethical considerations. The
IFPMA Decision-Making Framework, or “DMF,” is designed to help us do just that.

During today’s workshop, we will cover the following:

-  Why we can benefit from using the DMF

- How the DMF advances innovative business models
- Areview of the Five-Phase Framework

- Ethos in Action Guiding Questions

- One or more interactive case studies, depending on time, to put our learnings into practice.

Throughout today’s workshop, | encourage you to speak up, share ideas, and ask questions. If
you are not comfortable sharing in this forum, please reach out to me directly and we can set up
time.

To get us started, I’d like you to consider a time when you made a good decision and another
time when you made a poor decision. What steps did you take, or not take, in each scenario?

Note to the facilitator

As the conversation progresses, record the responses using a table with two columns
(“Good Decision-Making and “Poor Decision-Making'), noting which elements or steps
were present when good decision-making occurred, and what elements or steps were
present/not present when poor decision-making occurred. You will likely observe that the
participants will mention the elements or steps that are mentioned in the DMF, and you
can then refer to the points the participants made later in the discussion.
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Slide 3: The Decision-Making Framework

The
Decision-Making
Framework

Guiding the decision-making flow

Note to the facilitator

Bring up this section divider slide.

Ethos in Action
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Slide 4: Why use the IFPMA Decision-Making Framework?

Why use the IFPMA Decision-Making Framework?

The IFPMA Decision-Making Framework:

Addressng

patent mads -» Enables decision-making when faced with complex,
ambiguous, or novel circumstances or ethical dilemmas
Enhances and supports proactive risk management
Integrates compliance with ethical considerations

Daecision-Making

Encourages ongoing business engagement and accountability
Fosters a culture of integrity and ethical decision-making

L2 T A

Decision-making that integrates compliance, integrity, and ethical considerations into day-to-day business activities

bolsters patient and public trust, which are essential for innovation and critical to partnerships and

interactions with patients, HCPs, HCOs, third parties, peer companies, the industry, and society. ‘ -
-

IFPMA

Note to the facilitator

Before showing this slide, ask the attendees if they recently worked or are currently
working on any innovative or complex projects where competing interests were at play,
laws or policies don’t exist, or if they have otherwise recently struggled with a business
activity that lacked clear guidance or presented ethical challenges. Ask them to share
what obstacles they had to navigate to determine a path forward and to consider whether
they would have benefited from guidance or a structured approach to make decisions in
those circumstances. If so, what might that guidance/approach look like?

Talking points

The innovative pharmaceutical industry bears an enormous responsibility to address patient
needs, improve societal well-being and public health, and advance scientific innovation. Our
license to operate and our ability to advance as an industry can only be realized when we have
the public’s trust. The industry earns and sustains that trust by engaging in fair, respectful,
honest, and thoughtful business practices.

Of course, we know that we must comply with all relevant laws, regulations, and policies that
govern our activities. That’s non-negotiable, and it is only the minimum standard we should
consider. Given our complex and ever-changing environment, there are times when guidance
doesn’t exist, or the rules of the road are not clear. Making a business decision under these
circumstances is often challenging. In these situations, we must be able to make business
decisions responsibly, despite that lack of clear guidance, while ensuring that we balance
societal interests and business objectives.
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The IFPMA Decision-Making Framework, or “DMF” provides a Five-Phase approach to
seamlessly integrate business objectives and ethical consideration into day-to-day business
decisions. The Framework:

- Enables effective decision-making, even when we are faced with ambiguous or novel
circumstances

Enhances and supports proactive risk management

Integrates compliance and ethical considerations

Encourages ongoing business engagement and accountability

R 2R

Fosters a culture of integrity.

Decision-making that integrates business and ethics into day-to-day business activities bolsters
patient and public trust, which is essential for innovation and critical interactions with patients,
healthcare professionals (HCPs), healthcare organizations (HCOs), third parties, peer
companies, the industry, and society.
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Slide 5: A framework for developing innovative models

A framework for developing innovative models
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Talking points

Our industry is evolving quickly to advance innovation and better serve patient needs. We need
to think ahead and prepare for new ways of working and meeting our commitment to society.

We know the risks we face today. For example, Anti-bribery/Anti-corruption, off-label promotion,
conflicts of interest, data privacy, money laundering, transparency requirements, trade
association interactions, antitrust, and competition. We don’t know, however, how these risks
will change over time, nor do we know what our future risks will be and how to navigate them.

In addition, our industry will be expected to evolve and make key contributions in areas such as
market access and development, digital healthcare solutions, patient assistance and support
programs, universal healthcare, and more. We will likely be navigating new territory without a
roadmap.

As risks evolve, and as the expectations of our industry advance, we will inevitably be required to
make decisions in the absence of clear rules, guidelines, or precedent, where the “right” thing to
do may not be easy to determine. Examples include:

- Implementing new business practices and technologies to sell products
- Managing new ways of communicating with HCPs and patients

- Addressing conflicting obligations, including situations where more than one ethical
obligation may be at play

- Addressing evolving stakeholder needs and expectations, such as changes to society’s
expectations of pharmaceutical companies or businesses/corporations in general

- Business activities with elevated or unique risks for life sciences companies, including
complex promotional interactions where off-label promotion is a concern, financial
relationships with HCPs and other decision-makers, interactions with potential government
officials, patient privacy, and more.
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No matter the area or activity, we will benefit from a decision-making framework that provides a
step-by-step approach to assess new and innovative business models and make decisions that

are patient-centric and Ethos-based.

Note to the facilitator

Ask the attendees to again consider their recent projects that lacked clear guidance or
presented conflicting obligations. You may want to ask them to share their best practices
to address these situations. Observe whether they share any best practices that align to
the Five-Phase Framework which will be covered on the next few slides.
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Slide 6: Why is the Decision-Making Framework important?

Why is the Decision-Making Framework important?

1. Why? 2. Who? 3. What? 4. How?

Identify and Define Determine
evaluate accountability and decide
and responsibility

Execute and
implement

This Decision-Making Framework is principles-based and enables leaders to: IFPMA Ett

-» Assess new and innovative business models

- Ensure decisions are grounded in ethics and integrity to bolster and sustain patient /
and public trust, which are essential for innovation and critical to partnerships and :
interactions with patients, healthcare professionals (HCPs), healthcare
organizations (HCOs), third parties, peer companies, the industry, and society \\

- Ensure we embed the IFPMA Data and

Da | ethics principles and act in alignment

Wa

IFPMA

Talking points

To assist us with decision-making, IFPMA developed a Five-Phase process to navigate the
decision-making flow. The Framework is rooted in IFPMA’s Ethos or value system and
integrates ethical considerations into the decision-making process.
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Slide 7: Ethos in Action guiding questions

Ethos in action guiding questions
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Talking points

Before we get to the Framework itself, let’s briefly dive a little deeper into the IFPMA Ethos.
which is based on four core values:

- Care: We protect the safety of those who use our products — from the conduct of clinical
trials through the product lifecycle.
- Fairness: We support and respect fair trade practices and open competition.

- Respect: We respect all people and embrace a culture of diversity and inclusion. We protect
the environment and treat animals under our care responsibly.

- Honesty: We ensure truthful and balanced communication with governmental authorities,
healthcare professionals, patients, and other stakeholders.

Our organization’s own value system is aligned to the IFPMA Ethos, and we can therefore
leverage and/or adapt the DMF to help us make decisions here.

Note to the facilitator

To create interaction, ask the participants to share the company’s own values. As a follow
up question, ask the audience to explain how the company’s values align to the IFPMA
Ethos — Care, Fairness, Respect, and Honesty.

You'll notice that the Ethos in Action Guiding Questions are designed to help us think about the
big picture. We need to consider a) what our moral obligations are to patients and to society, and
b) how we can appropriately and responsibly deliver on our business objectives in a way that
honors those moral obligations. For example,
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- How do we play our part in helping solve societal challenges?

\:

How do we ensure patients are first in everything we do?

- What are the legitimate needs for patients, healthcare providers, and society that we intend
to meet?

- How do we ensure that we move “as fast as we can, but as slow as we must”?
- How do we ensure that we do what is right, even when no one is watching?

- How do we design our processes to make it easier to do what'’s right (and harder to do
what’s wrong)?

- Through what measures do we hold ourselves and our partners accountable?
- Through what measures do we ensure and display our appreciation of the value of diversity?

Implicit in IFPMA’s Ethos, and connected to all four values, is our ethical responsibility to be
aware of and address unconscious bias to reduce its influence on our business decisions and
our ability to serve all patients around the world. Biases can create “decision blind spots,”
leading to flawed and sometimes unethical decisions without us realizing.

There are many types of unconscious bias that can manifest in the workplace. These can range
from stereotyping biases, such as gender or age, to cognitive biases that affect our decision-
making, such as status quo bias or groupthink. When it comes to ethical judgement, a
particularly prevalent bias to be aware of is moral blindness. This is our ability to conveniently
overlook uncomfortable, unethical truths when they contradict our own self-interest.

While it may not be possible to avoid biases altogether, there are techniques we can use to
improve our odds of making better, more ethical decisions. An effective strategy to reduce our
susceptibility to biased decision-making is to pause and reflect on why and how we’re making a
decision, and to follow a decision-making framework, like the IFPMA’s DMF.

For example, for the specific cognitive biases mentioned above, we can systematically ask
ourselves:

- Are we only seeing what we want to see? Is there contradictory information that we are
ignoring or too easily disregarding? (Moral blindness)

- Are we opting to do something just because “it's how it’s always been done?” (Status quo
bias)

- Are we making a decision just because we want to agree with the group? Are we afraid of
disagreeing? (Groupthink)

While we do not intend to explore unconscious bias in detail during this session, it is important to
ensure that we know what unconscious bias is and recognize we can all be prone to it affecting
our judgement.

When we integrate these guiding questions and considerations into our decision-making
process for discrete business activities or initiatives, we ensure that our values and business
purpose are aligned. This, in turn, helps us make sound decisions that meet our business
objectives, patient needs, and expectations of the medical community, society, and regulators.
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Note to the facilitator

You may want to refer workshop attendees to your company’s internal resources relating
to unconscious bias, where appropriate.
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Slide 8: Decision-Making flow summary

Decision-making flow summary
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Talking points

Now, let’s talk about the Five-Phase Framework.

IFPMA has come up with a Five-Phase Decision-Making Framework, or DMF. The DMF
includes guidance around key process steps and incorporates the Ethos-based questions for
consideration at each phase of the decision-making flow.

Phase 1. Identify and evaluate

The questions in Phase 1 are designed to help us identify issues and evaluate the risks. Here we
are trying to determine the following:

- What are the ethical issues, risks, or challenges to address?
- What do laws, regulations, and our policies say that may inform our decision?
- Isthis aninnovative or evolving area where policies or the law may be grey?

It is critically important in this phase to:

- Assess the business rationale and purpose for conducting an activity

- Evaluate whether the activity will address the stakeholder’s needs (e.g., HCPs, patients) and
have the desired impact

- |dentify challenges and whether additional information is needed to make an informed
decision.

As we work through Phase 1, we must examine these issues in the context of our responsibility
to a) appropriately care for patients and prioritize legitimate patient needs, b) operate fairly and
honestly to earn societal trust, and ¢) understand the potential impact of our decisions (whether
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on people, animals, the environment, society at large) and address that impact responsibly and
respectfully.

The goal in Phase 2 is to define accountabilities and responsibilities so that decisions can be
made by the appropriate parties with the appropriate inputs. The nature of the accountable party
should match the objective. In this phase, it’s important to consider cross-functional inputs and
interdependencies. By defining roles and responsibilities, decision-making will likely be faster,
as it will be clear from the onset who is doing what.

In Phase 3, we begin to evaluate potential solutions and make decisions around which solution
meets the need or resolves the issue while honouring our Ethos.

In Phase 4, we focus on executing and implementing our activities in an appropriate manner. We
must adhere to all laws, regulations, codes, and procedures —that’s a given. How we get things
done is as important as what we get one. Throughout the execution and implementation phase,
we must continue to assess whether our activities are the right thing to do, whether they will be
perceived as the right thing to do by our stakeholders, and whether changing circumstances
require us to modify our plans.

Finally, Phase 5 requires us to monitor our approach and evaluate whether our business goals
are achieved and whether they adequately and appropriately address the ethical issues and
obligations we’ve identified. If not, we must consider what else can be done to ensure that our
actions meet the business objectives while meeting our ethical obligations to our stakeholders.
By measuring impact, we can more quickly decide whether an initiative is working or not.

As you can see, the DMF provides step-by-step guidance, enabling us to make business
decisions, advance innovative business models, and behave with integrity no matter how
challenging or ambiguous the circumstances.

Let’s pause here for some questions. Please know that if you are not comfortable sharing in this

forum, you can reach out to me directly after this session and we can set up time to talk.

Note to the facilitator

Allow the audience to time to collect their thoughts and speak up. If there are no
questions or comments, proceed to the case studies.
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Slide 9: Case study exercises

Case studies

Putting decision-making to work

Note to the facilitator
Bring up this section divider slide.
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Slide 10: Case studies intro

Putting decision-making to work

xercise

The purpose of the case studies is to use How to use the case studies?

IFPMA Decision-Making Framework to The case studies are intended to fadilitate cross-functional discussion.
identify and discuss complex, innovative, You do not need to solve the case. Use the Decision-Making

or "grey areas” and develop proposals that Framework to discuss the impact of the different scenarios.

balance competing needs and obligations
and ensure our decisions are consistent
with the IFPMA Ethos.

Adaptation and localization

The case studies provided are general fictious examples for the
purpose of discussion only. Local adaptation of the facts of each case
study scenario might be needed to suit local market conditions and to
ensure adherence to local laws, regulations, and industry codes.

(A

IFPMA

Talking points

Now we’re going to use case studies to put our DMF to work. Our goal is to use the DMF to
navigate situations that are new, lack clear guidance, and where it may be difficult to figure out
the “right” path forward. | expect that you will find these case studies relevant, given current
industry trends. We may only have time for one or two case studies. We want these discussions
to be interactive and as inclusive as possible. Please feel free to ask questions, share thoughts,
and propose ideas along the way.

Note that the case studies are purely fictitious examples for purposes of discussion. IFPMA
does not endorse any of the views or scenarios in these case studies. As we work through these
case studies, let’s remember that any decisions we make at our organization should and will
be subject to applicable local laws, regulations, and industry codes.
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Note to the facilitator

This workshop can be customized to include 1-4 case studies, depending on the time you
have available and the audience’s needs. Please review the available options and select
the case studies of greatest relevance for your team. Bring up this slide and advise the
attendees that the first case study will explore telemedicine (or whichever case study you
select).

Importantly, these case studies are general fictitious examples for the purpose of
discussion only. Local adaptation of the facts of each case study scenario might be
needed to suit local market conditions and to ensure adherence to local laws,
regulations, and industry codes.

You may also wish to consider using a real situation that you are currently trying to
remedy at your company, as this may be the most impactful way to bring the DMF to life.
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Case study summaries

FACILITATION GUIDE

Telemedicine
Innovative opportunities

New, innovative business
models and lechnologies such
as telemedicine can present
significant opportunities as well
as new dilemmas related %o
appropriate HCP interactions.

Note to the facilitator

Market development
Innovative opportunities

Entering a new therapy for a
chronic disease and expanding
an exisling one presants a lot of
new business cppartunilies but
also gives rise 1o new
chalenges related to
nieractions with HCP, HCOs,
and palients.

Industry associations

liring with integrity

Some associalion activilies,
such as hiring for palicy-related
positions, can pose significant
risks that need to be miigated,
including potential conflicls of
interest and reputational ham.

Artificial intelligence

nnovating

Enlering the realm of artficial
inteligance (Al) entails
navigating he landscape of Al-
related risks and harms. To
mifigate tham, it is crucal to
adopl a dedision-making
framework that embeds ethics
and imegrily.

%

IFPMA

Bring up this overview slide and let the audience read the different case study scenarios
that will be covered. Note this slide is optional if only one or two case studies will be

covered in the session.

Ethos in Action
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Slide 12: Telemedicine: Innovative opportunities

Telemedicine
Innovative opportunities

Case study 1

&

Note to the facilitator

Bring up this introductory case study slide.
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Slide 13: Telemedicine: Background

1. Background

To pursue growth opportunities outside of the traditional pharmaceuticals space, your
company is looking into a potential role in telemedicine. Telemedicine is a rapidly growing
opportunity driven by changes in technology and patient and provider preferences.

In assessing this opportunity, your team is investigating potential business model options.
One option currently being discussed involves the following:

Your company would provide selected HCPs with hardware (iPads) and software (free licenses to telemedicine video
conferencing software) in exchange for collecting blinded patient diagnosis and prescription data through the platform.

Your company would also provide these HCPs with company-developed software that assists HCPs with diagnosis
and treatment decision-making. The software uses Al to analyze the video, audio, and HCP notes from the telemedicine visit
and recommends potential diagnoses and treatment options. While the software is designed to provide unbiased
recommendations, its Al was trained in part with proprietary company data.

%
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Note to the facilitator

Allow the attendees to read the information on this slide or ask someone to read the case
study aloud.
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Slide 14: Telemedicine: Considerations

2. Considerations

There are few guidelines or regulations in this space, and competitors have not yet adopted
similar approaches. Your team should assess and balance the commercial and ethical
considerations prior to making a formal recommendation to leadership.

Consider how your answers and reflections would change in the following circumstances:

- What if different stakeholders are potentially provided hardware/software to support the telemedicine, for example, patients,
HCPs, hospitals, medical practices, and other providers? Does this impact the decisions or risk management?

- Local legaliregulatory considerations may impact the decision or local industry guidance exists on telemedicine that may
impact the preferred approach (including potential near-term changes or regulations). What legal changes or advocacy
may be needed for the group's approach to be viable (e.g., industry, company, digital, stakeholder engagement)?

- Are there different implications due to the country medical insurance/reimbursement system (e.g., public, private)?

%
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Note to the facilitator

Allow the attendees to read the information on this slide or ask someone to read the case
study aloud.
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Slide 15: Telemedicine: Applying the Decision-Making Framework
3. Applying the Decision-Making Framework

A non-exhaustive list of questions to support decision-making:

1. Why *  What are the leglimate business needs and the business objeciives you are Irying lo achieve?
Identify and evaluate *  Are we respeciing patients and prolecling their privacy rights? S
*  Was the |A slgorithm designed efhically, avoiding biases and withoul cresting any polential discrimination?
*  Was palient safety top of mind?
*  How would the sodely perceive these nilialives?
* Do thasa nilialives halp to build trust with the society?

2. Who * Disouss various roles and respansibiliies.

Define accountability *  Weross-funclional, which depariment owns which activity?

and responsibility

What *  What are the key ethical and risk management aress for ¥ 1and related mi actions?

Delermine and decide . ::::len?i optiors could be corsidered, what decision will best satisfy the ralicrale and purpose identfied and reflect business decision-
. Antnlgfeolhermanmmtscmﬂnfﬂimnlhﬂnwyinwﬁ!hndeciﬁma\d#nuldne:mw

. How . Whﬂxehgsu’slhgbﬂswmdupb:mnsdszd’? ) ) )

Execute and implement 5 :: :ﬂ:ﬁmmmﬁmﬁ?ﬁ%;ﬂm inf§ative permitled?
= Isthe ian and i ion sirategy . ?

5. Impact * Describe what the key success factors would look like.

Monitor and control *  Are measurements (KPis) alignad with objectives and deliverables?

+  How would these success faclons be viewed by stakehalders?

= Are here significant financidl controls required and whal are the cosls 1o support effective cantrols (e.g., monitor the effects of
decisions/project?)

%
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Talking points
Let’s apply our DMF to this situation.

1. Why: Identify and evaluate

Let’s begin with Phase 1, Why: Identify and evaluate. What are the issues here? Who wants to
start?

Note to the facilitator

Allow the audience time to think and share their thoughts. Depending on their responses,
you may want to supplement their responses with the following:

The following is a non-exhaustive list of questions to consider when using the DMF to support
decision-making:

- What are the legitimate business needs and the business objectives we are trying to
achieve?
- Are we respecting patients and protecting their privacy rights?

- Was the Al algorithm designed ethically, avoiding biases, and without creating any potential
discrimination?

- Was patient safety top of mind?

\:

How would society perceive these initiatives?
- Do these initiatives help to build trust with society?
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Potential issues include:

- Providing items of value to HCPs

- Determining how to select HCPs who receive free items — could our selection criteria be
perceived as a reward or inducement?

\:

Issues related to collecting patient data, such as HIPAA considerations, GDPR, and other
data protection rules

Whether company-created software interferes with the doctor/patient relationship
Whether company-created software could make incorrect diagnoses
Whether company-created software biases treatment toward company-created medicines

R

Perception risk — potential that patients may not trust medical decisions due to HCPs’
arrangement with the pharmaceutical industry

\:

Whether competing stakeholder motivations could lead to moral blindness.

| think we have identified the key issues.

Let’s take a moment to identify the impact on stakeholders. Does anyone have any thoughts on
who the stakeholders are here and what the impact to them could be?

Note to the facilitator

Allow the audience time to think and share their thoughts. Depending on their responses,
you may want to supplement their responses with the following:

Potential impact to stakeholders includes:

- Patients who are treated using this new telemedicine approach and those patients who are
less digitally able or have limited digital access

- HCPs who may change their clinical behavior/prescribing activity due to the arrangement

- Hospitals, medical practices, and other HCP employers who need to determine how to
respond/operationalize this telemedicine model

- Company shareholders who may financially benefit or suffer based on the outcome of this
approach.

Note to the facilitator

Allow the audience time to think and share their thoughts, then proceed to a discussion of
Phase 2.
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Let’s move on to Phase 2, Who: Define accountability and responsibility. Who would the
accountable decision-maker be? Who would be the project owner? What
functions/departments would need to be involved, why, and what activities would they own?

Note to the facilitator

Allow the audience time to think and share their thoughts. You may want to supplement
their responses with the following:

Remember, Phase 2 of the DMF is designed to drive efficient decision-making by clearly
defining roles and responsibilities and ensuring that we include cross-functional insights and
manage cross-functional interdependencies.

Of course, this phase, like every phase in the DMF, requires us to consider our Ethos in Action
Guiding Questions.

- Care: What are our obligations related to patient health? What are our obligations to support
the integrity of the doctor / patient relationship?

- Fairness: What measures are we using to hold ourselves and our partners accountable?
How does this impact our competition?

- Respect: What are we doing to help ensure respect for privacy rights, given that new patient
data would be collected? Through what measures do we ensure and display our
appreciation of the value of diversity?

- Honesty: How are we ensuring transparency throughout our activities and processes, both
internally and externally? How are we enabling both internal and external stakeholders to
speak up and raise potential ethical challenges?

As we think through our Ethos in Action Guiding questions, we will likely want to evaluate the
need for additional cross functional inputs and incorporate interdependencies into our planning.

Let’s now move to Phase 3: What: Determine and decide. Some key questions here include:
- What are the key ethical and risk management areas for consideration and related mitigation
actions?

- |f several options could be considered, what decision will best satisfy the rationale and
purpose identified, and reflect ethical decision-making?

- Are there other external developments on the horizon that may impact the decision and
should be considered?

- Finally, why does it matter that we get this right and what happens if we get it wrong?
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Note to the facilitator

Allow the audience to share their thoughts on how the organization’s values might
influence the business decision and customize the below talking points accordingly.

When deciding on options and solutions, it’s important to bear in mind the following:
- Patient health may be impacted if our software produces incorrect diagnoses or treatment
recommendations.

- QOur company’s reputation can be harmed if we don’t protect patient safety and patient
information appropriately.

- The reputation of our industry can be harmed if we are perceived as influencing treatment or
prescribing decisions.

- “Getting it right” aligns with our values, industry standards, and our commitment to patients.
- “Getting it right” may position us well to comply with upcoming regulations in this area.

Let’s now think a bit about Phase 4, How: Execute and implement. A few questions to be
considered in Phase 4 are:

-  What are the existing laws and codes to be considered?

- Inlight of applicable laws, codes, and industry guidelines, is the initiative permitted?
- |s it appropriate to provide these benefits to individual HCPs?

- Is the execution and implementation strategy sustainable?

As the project progresses and you hit potential roadblocks, consider what changes would need
to be made to make the approach viable (e.g., industry support, leadership support, digital
solutions, increased/different stakeholder engagement)?

- Are there any opportunities to innovate, appropriately collaborate and partner, or advocate?
- How can potential risks be managed?

- List project activities and milestones, including detailed descriptions, timelines, and
deliverables

- Implement training and communications as needed
- Explain total and detailed costs and payment terms based on deliverables.

Finally, Phase 5: Monitor and control.

- Document all decision-making steps and details of the activity to maintain a record.

- Ensure open and transparent communication, disclose potential issues to the appropriate
people.
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- Describe the key success factors and align measurements (Key Performance Indicators or
“KPIs”) with objectives and deliverables. We must make sure we assign ownership of the

KPIs.

- Set up reporting and financial controls on costs and monitor the effects of decisions/project,
adjust actions to new information as necessary.

- Afew Ethos in Action Guiding Questions for consideration during the monitor and control
phase include:

Honesty: How are we ensuring transparency throughout our activities and processes,
both internally and externally?

Honesty: How are we learning from mistakes as well as best practices and
communicating these within the organization?

Fairness: How do we ensure that we treat our third parties, customers, and stakeholders
fairly?

Let’s pause here for some questions. If you are not comfortable sharing in this forum, please
reach out to me directly and we can set up time to talk.

Note to the facilitator

Allow the audience time to collect their thoughts and speak up. If there are no questions
or comments, proceed to the next case study.
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Slide 16: Market development: Innovative opportunities

Market development
Innovative opportunities

Case study 2

&

Talking points

Let’s move on to our second case study.
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Slide 17: Market development: Background

m Market development i1 alive ap ! | 18
1. Background

Your company is entering a new therapy for a chronic disease where there have previously been no
treatment options available. This means that the market will need to be developed to increase patient
awareness of the disease and to train healthcare professionals in providing quality of care with the new
treatment option your company has developed that is currently in phase 3 of dinics trials.

Your team is investigating potential development strategy and tactics for this area. The options currently
being discussed indude:

Your company would run company driven medical education events for the top disease specialists. Attendees would be
invited to discuss the phase 3 results of your company’s clinical trials. The new treatment option is not yet approved but there
are no competitors in this therapy area and the results are so good, your team is sure it will be approved soon so why wait!

Your local affiliates will work with local patient associations to run a social media campaign for patients on disease
awareness. As part of this campaign, you will highlight that a new treatment option is on the way, and that patients should ask
their doctor about it.

As part of the social media disease awareness campaign, patients will be asked to share their personal experiences

of living with the disease in a Facebook group. Your team will use these testimonials as part of the brand campaign to

make sure they take into account the patient experience. ‘%
IFPMA

Note to the facilitator

Allow the audience time to collect their thoughts and speak up. If there are no questions
or comments, proceed to the next case study.
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Slide 18: Market development: Considerations
m Market development ative ! 19

2. Considerations

You should assess and balance the commercial and ethical considerations prior to making
a formal recommendation to leadership about the suggested development strategy and tactics.

Consider how your s and reflecti would change in the following circumstances:

- What if a competitor entered the therapy area with a new but unapproved product?
- What if a competitor product was already approved and available?
-» What difference would it make (if any) if other treatment options existed?

- What if the company decides to run the disease awareness campaign by itself - are there other things you will need to take
into account?

- What if your company’s new treatment option (which is the only one available) is approved but not available via the public
healthcare systems or public reimbursement lists? What additional elements do you need to think about?

- Would you use social media as a tool in disease awareness in the same way if the chronic disease only affected
adolescents? Or children?

%
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Note to the facilitator

Allow the attendees to read the information on this slide or ask someone to read the case
study aloud.
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Slide 19: Market development: Applying the Decision-Making
Framework

m Market development L 20
3. Applying the Decision-Making Framework

A non-exhaustive list of questions to support decision-making:

1. Why *  What are the leglimate business needs and the business objeciives we are brying 1o achieve?
Identify and evaluate +  Coud thess inilialives be or be perceived as pre-approval promolionpromotion to the public?
= Are you respecling patients and their disease?
* |5 % ethical lo make palienls aware of a frestment opSion knowing that it might anly be avalable on e private market?
* s & responsitile fo use soc madia to conduct dissase awareness aclivilies lowards chidren and adolescents?
*  What are the imglications of using palient testimonials in brand campaigns? Does the answer change if the palienis are children?
*  How do you approach issues of affordabilly and patient access in these circumstances?
*  How would the sodely perceive these nilialives?

2. Who * Discuss varicus roles and responsibillies. »
Define accountability - I cn:s;s-llnﬁorﬂ. which depariment owns which aclivity? - )
and responsility *  What is the appropriste function o run these aciviies based on roes and responsibiilies (medical vensus commescial)?

What *  What are the key ethical and risk gement aress for ¥ 1and refated mi actions?
Determine and decide . :::vct? optiors could be corsidered, what decision will best satisfy the ralicrale and purpases identified and reflect business decision-
ing
*  Are here olher external developments an the horizan that may impact the decision and should be considered?
4. How *  What are the existing krws and codes to be considered?

= In light of applicable kyws, codes, and industry guidelines, is the infative permitled?
. Isiwpmﬂﬂnhmﬂmwﬁshmmdmm

* Isthe and i ion sirategy ?

*  How do we ensure thal we move “as fast as we can, but as siow as we must””

5. impact * Describe what the key success factors would look fike.

* Are measurements (KPis) alignad with cbjectives and deliverables?

*  How would thess success faclons be viewed by stakeshalders?

+  Are here significant financial controls required and whal are the costs 1o support effective canlrols (e.g., monitor the effects of
decisions/project)?

Execute and implement

Monitor and control

(A
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Note to the facilitator

Read the questions on this slide aloud. You may wish to focus on a subset of these
guestions, depending on the audience’s needs and time available.

Talking points
Let’s apply our DMF to this situation.

1. Why: Identify and evaluate

Let’s begin with Phase 1, Why: Identify and evaluate. What are the issues here? Who wants to
start?

Note to the facilitator

Allow the audience time to think and share their thoughts. Depending on their responses,
you may want to supplement their responses with the following:

Here are some questions to get us started:

- What are the legitimate business needs and the business objectives we are trying to
achieve?
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- Could these initiatives be or be perceived as pre-approval promotion/promotion to the
public?

- Are we respecting patients and their disease?

- |s it ethical to make patients aware of a treatment option knowing that it might only be
available on the private market?

- |sitresponsible to use social media to conduct disease awareness activities towards
children and adolescents?

- What are the implications of using patient testimonials in brand campaigns? Does the
answer change if the patients are children?

- How do we approach issues of affordability and patient access in these circumstances?
- How would the society perceive these initiatives?

Additional questions may be:

- Are there competing motivations for the stakeholders involved? How could these lead to
moral blindness?

- How do we make sure that any scientific information presented on our new company
product is fair and balanced if there are no alternative treatment options?

Let’s move on to Phase 2, Who: Define accountability and responsibility. Who would the
accountable decision-maker be? Who would be the project owner? What
functions/departments would need to be involved, why, and what activities would they own?

Note to the facilitator

Allow the audience time to think and share their thoughts. You may want to supplement
their responses with the following:

Remember, Phase 2 of the DMF is designed to drive efficient decision-making by clearly
defining roles and responsibilities and ensuring that we include cross-functional insights and
manage cross-functional interdependencies.

Let’'s now move to Phase 3: What: Determine and decide.
- What are the key ethical and risk management areas for consideration and related mitigation
actions?

- |f several options could be considered, what decision will best satisfy the rationale and
purpose identified and reflect ethical decision-making?

- Are there other external developments on the horizon that may impact the decision and
should be considered?

- Finally, why does it matter that we get this right and what happens if we get it wrong?
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Note to the facilitator

Allow the audience to share their thoughts on how the organization’s values and mission
might influence the business decision and customize your talking points accordingly.

When deciding on options and solutions, let’s consider the following:

-  What if phase 4 trial results raise safety concerns?
-  What if our new therapy is not approved?

Let’s now think a bit about Phase 4, How: Execute and implement. A few questions to be
considered in Phase 4 are:

-  What are the existing laws and codes to be considered?
- Inlight of applicable laws, codes, and industry guidelines, is the initiative permitted?
- Is the execution and implementation strategy sustainable?

As the project progresses and we hit potential roadblocks, consider what changes would need
to be made to make the approach viable (e.g. industry support, leadership support, digital
solutions, increased/different stakeholder engagement)?

- Are there any opportunities to innovate, appropriately collaborate, or advocate?
- How can potential risks be managed?

- Inthis phase, we would list project activities and milestones, including detailed descriptions,
timelines, and deliverables.

- We must remember to implement training and communications as needed.

- We will need to be sure to explain total and detailed costs and payment terms based on
deliverables.

Finally, Phase 5: Monitor and control. In this phase, we...

- Document all decision-making steps and details of the activity to maintain a record.

- Ensure open and transparent communication, disclose potential issues to the appropriate
people.

- Describe the key success factors and align measurements (Key Performance Indicators or
“KPIs”) with objectives and deliverables. We must make sure we assign ownership of the
KPlIs.

- Set up reporting and financial controls on costs and monitor the effects of decisions/project,
adjust actions to new information as necessary.

A few Ethos in Action Guiding Questions for consideration during the monitor and control phase
include:
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- Honesty: How are we ensuring transparency throughout our activities and processes, both
internally and externally?

- Honesty: How are we learning from mistakes as well as best practices and communicating
these within the organization?

- Fairness: How do we ensure that we treat our third parties, customers, and stakeholders
fairly?
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Slide 20: Industry associations: Hiring with integrity

21

Industry associations
Hiring with integrity

Case study 3

&

Talking points

Let’s move on to our next case study.
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Slide 21: Industry associations: Background
1. Background

Your Pharmaceutical Industry Association ("Association”) is currently undergoing a hiring process, as there
is an open full-time position for the Director of Public Affairs role. As the Executive Director of the Regulatory
& Science Committee within the Association, you are part of the election panel.

Multiple applicants were screened, and the hiring process is close to final stage, with the three top
candidates going through the defining election panel interviews with the Board Members in about a month.

The Regulatory & Science Committee raises a last-minute recommendation to hire a well-recognized
consultant, whose vast professional experience would perfectly fit the needs for the role and who would be
ready to start immediately. The candidate currently advises the government on public procurement decisions
related to inclusion of new technologies. The Association is invited to an important upcoming public
Working Group meeting regarding the dialogue on procurement policies with government authorities and
other industry stakeholders. The meeting is critical in advancing the Association’s priorities, and the new
Director of Public Affairs would play a pivotal role at the meeting, representing the Association.

A recommendation needs to be made to the Board Members in terms of:

Hiring the candidate recommended by the internal Committee, who would be ready to start immediately.

Continuing with the current selection process and likely not having the position filled until after the meeting. ‘ P
-
| J
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Note to the facilitator

Allow the attendees to read the information on this slide or ask someone to read the case
study aloud.
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Slide 22: Industry associations: Considerations
m Industry associations : f -

2. Considerations

You should assess and balance the commercial and ethical considerations prior to making
a formal recommendation to the Board.

Consider how your answers and reflections would change in the following circumstances:

- There is no upcoming meeting requiring the role to be filled immediately.

- The recommendation did not come from an internal Committee but instead from a headhunter that is aware of the
Association's ongoing hiring process.

- Ajob offer was about to be released to a final candidate.

- Are there different implications if the candidate’s governmental advisory role is official (i.e., is formally appointed) or
unofficial (i.e., not formally appointed but consulted due to publicly known key expertise)?

- Are there different implications if the candidate’s governmental advisory role is not related at all to the upcoming
meeting topic and objectives?

%
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Note to the facilitator

Allow the attendees to read the information on this slide or ask someone to read the case
study aloud.
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Slide 23: Industry associations: Applying the Decision-Making
Framework

m Industry associations r »
3. Applying the Decision-Making Framework

A non-exhaustive list of questions to support decision-making:

1. Why *  What are the leglimate business needs and the business objeciives you are Irying lo achieve?
Identify and evaluate * Do you have al the informasion you need to make a decision?
*  How might hifing e consultant recommended by the Regulalary and Science Commiltee banefit the iation?

*  How might hifing e consultant recommended by the Regulstary and Scence Cammillee harm the Association?
*  Are you being fair to e 3 lop candidastes?
*  How does the upooming public Warking Group meeting impect your hiring decision? Should it have an impad?

2. Who + Discuss various rales and respansibilies.
Define accountability *  How is transparency Sroughoul the adivities and processes being ensured, both intermally and extemaly?
and responsbilit *  How are we enabiing both infemal and exlemal stakehalders 1o speak up and raise poteniial ethical challenges?

: Y *  Through what measures throughout the hiring process do we ensure and display our appreciation of the value of diversity?

What * What are the key ethical and risk maragement areas for L 1and related mifs actions?
Delermine and decide *  How does the IFPMA Ethos and Decision-Making Framewark apply?

B mwa optiors could be corsidered, what decision wil best satisfy the raticrale and purposs identfied and reflect business decision-
ing?

*  Are here exterral developments an the horizan that may impadt the decision and should be considered?
*  Why does it matter that we get $is right and whal happans ¥ there are significant issues?
*  How are we assessing reputational impact?
4. How *  What are the existing applicable laws, regustions, codes, and infemad procedures to be considered?
Execute and implement = How are we assessing the applicable laws, reguations, codes and intemal pr to help ensure
= In light of applicatile ews, regulsfions codes, and inferrad procedures, & it appropriaste fo move forwand?
*  How do we ensure thal we move “as fast a5 we can, but as slow as we must?”

5. Impact * Describe muwwmmmwuu fie.
Monitor and control * Are measurements (KPis) aligned with cbjectives and deliverables?
*  How would thess success faclons be viewed by stakeshalders?
*  How do we ensure thal we irest our third perfies, customners and stakehalders fairy?

(A
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Note to the facilitator

Read the questions on this slide aloud. You may wish to focus on a subset of these
guestions, depending on the audience’s needs and time available.

Talking points
Let’s apply our DMF to this situation.

1. Why: Identify and evaluate

Let’s begin with Phase 1, Why: Identify and evaluate. What are the issues here? Who wants to
start?

Note to the facilitator

Allow the audience time to think and share their thoughts. Depending on their responses,
you may want to supplement their responses with the following:

Here are some questions to get us started:

- What are the legitimate business needs and the business objectives we are trying to
achieve?

- Do we have all the information we need to make a decision?
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- How might hiring the consultant recommended by the Regulatory and Science Committee
benefit the Association?

- How might hiring the consultant recommended by the Regulatory and Science Committee
harm the Association?

- Are we being fair to the three top candidates?

- How does the upcoming public Working Group meeting impact our hiring decision? Should
it have an impact?

Let’s move on to Phase 2, Who: Define accountability and responsibility. Remember, Phase 2 of
the DMF is designed to drive efficiency decision-making by clearly defining roles and
responsibilities and ensuring that we include cross-functional insights and incorporate cross-
functional interdependencies into our planning.

A few questions we may want to consider here are as follows:

- How is transparency throughout the activities and processes being ensured, both internally
and externally? Who is accountable for managing this?

- How are we enabling both internal and external stakeholders to speak up and raise potential
ethical challenges? What role does each person involved play in encouraging stakeholders
to speak up?

- Through what measures throughout the hiring process do we ensure and display our
appreciation of the value of diversity? Who are the decision-makers?

Let’s now move to Phase 3: What: Determine and decide.

- What are the key ethical and risk management areas for consideration and related mitigation
actions?

- |f several options could be considered, what decision will best satisfy the rationale and
purpose identified and reflect ethical decision-making?

- Are there other external developments on the horizon that may impact the decision and
should be considered?

- Finally, why does it matter that we get this right and what happens if we get it wrong?

Note to the facilitator

Allow the audience to share their thoughts on how the organization’s values and mission
might influence the business decision and customize your talking points accordingly.

Let’s now think a bit about Phase 4, How: Execute and implement. A few questions to be
considered in Phase 4 are:

- What are the existing applicable laws, regulations, codes, and internal procedures to be
considered?
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- How are we assessing the applicable laws, regulations, codes, and internal procedures to
help ensure compliance?

- Inlight of applicable laws, regulations codes, and internal procedures, is it appropriate to
move forward?

- How do we ensure that we move “as fast as we can, but as slow as we must?”

Finally, Phase 5: Monitor and control. In this phase, we...

- Document all decision-making steps and details of the activity to maintain a record.

- Ensure open and transparent communication, disclose potential issues to the appropriate
people.

- Describe the key success factors and align measurements (Key Performance Indicators or
“KPIs”) with objectives and deliverables. We must make sure we assign ownership of the
KPIs.

A few Ethos in Action Guiding Questions for consideration during the monitor and control phase
include:

- Honesty: How are we ensuring transparency throughout our activities and processes, both
internally and externally?

- Fairness: How do we ensure that we treat our third parties, customers, and stakeholders
fairly?

- Fairness: What are the legitimate needs for patients, healthcare providers, and society that
we intend to meet?
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Slide 24: Artificial intelligence: Innovating ethically

24

Artificial intelligence
Innovating ethically

- = ) vy
\ ~d
/)] Case study 4
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Talking points

&

Let’s move on to our fourth case study.
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Slide 25: Artificial intelligence: Background

m Artificial intelligence nnovaling alty
25
1. Background

Imagine you are an Ethics & Compliance professional for a pharmaceutical company deeply committed to
safeguarding patient data and upholding fundamental human rights. A major tech company has approached
your organization with a proposal to extract personal healthcare data of patients for the development of an Al-
based technology aimed at centralized medical record storage, real-time medical information, rapid and
accurate diagnosis, and expanding access to healthcare.

The tech company assures that personal data of all patients shall remain anonymized and used solely for
research and medical purposes. As a member of the Interational Federation of Pharmaceutical Manufacturers
& Associations (IFPMA), your company follows the IFPMA's Code of Practice and is aware of the recently
launched Decision-Making Framework, which helps organizations put IFPMA ethical foundation into action.

Utilizing both the Decision-Making Framework and the |IFPMA Artificial Intelligence Principles, respond
to the following question:

How would you respond to this proposition, keeping in mind the many instances of Al-enabled data breaches that occurred
in the past, especially in the pharmaceutical and biotechnology industry?

What steps would you take to ensure ethical and responsible use of patient data while fostering innovation
in healthcare technology?

%

IFPMA

Note to the facilitator

Allow the audience time to collect their thoughts and speak up. If there are no questions
or comments, proceed to the next case study.
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Slide 26: Artificial intelligence: Considerations
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2. Considerations

As is widely acknowdedged, the Al space currently lacks globally agreed upon and comprehensive
guidelines or regulations around its ethical use. With the increasing recognition of adopting a risk-
based approach, as advocated by the EU Al Act, your team should assess and balance the
commercial and ethical considerations prior to making a formal recommendation to leadership.

Consider the following Al-focused questions while applying the Decision-Making Framework:

- s the Al-based technology primarily focused on addressing societal needs, or does it lean toward a purely
profit-centric motive?

- Who is the owner of the activity, and has this individual or entity been associated with any controversies or incidents
involving malicious activities in the past?

- Does the technology comply with existing human rights standards and intemational guidelines to safeguard patient
rights in the context of data sharing?

- How can we establish a risk-based system for the use of such technologies, aligned with the ethics and integrity
principles, while fostering a culture of innovation?

-» Would any of the proposed uses fall under software as a medical device (SaMD) regulations?

%

IFPMA

Note to the facilitator

Allow the attendees to read the information on this slide or ask someone to read the case
study aloud.
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Slide 27: Artificial intelligence: Applying the Decision-Making
Framework
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3. Applying the Decision-Making Framework

A non-exhaustive list of questions to support Al-focused ethical decision-making:

1. Why * What is the rationale and purpose of using Al tachnalogy here?
Identify and evaluate *  Which spedific category of risk (unacceplable risk, high risk, imited risk, and minimal o no risk) & defined by the [ , does the Al
; application £l inlo?

*  How are we miligating and managing these risks, especially thase relaled to patient safety and welk-being?
* |5 the aclivily praporSonaie (o the identified needs?
Explore the key performance indicators (KPls) thet could polentially help 1o assess the ethical pedormance of the Al technalogy.
2. Who * Whois the decision-maker?
Define accountability . Ilcm-{\nt_ﬂor}i whal are the ather departments invalved (in addition 1o the department of the cwner) and whal are their roles and
responsibililies in the project?
*  Who should be resporsible and accountable to take steps against dala breaches, ensure full consensus of patients firough the
Allifecycle, and et a proper framework for cybersecurity?

and responsibility

1. What *  What stralegies and safeguards will be implemented 1o ensure palient data & shared respansibly, minimizing e risk of misuse?
Determine and decide *  Hawve we considered $ie option of NO GO (not maving farward with the propesal)?
* Aredl informed and 10 spesk up and raise arry potenlial challenge?

*  Did we minimize risk and condude hal polensal benefits exceed potential risks?
*  Did we value diversity and distribute risk and benefit farly?

4. How *  How would we ersure laking a multidisciplinary appeoach toward ethics in Al (such as hology, socal
Execute and implement = ?

= |5 the action fair, $he ighl® ting fo do? Consider the public parception.

*  How can we ensure the angoing relevance of cur Al Ethics programs and ef y e rapid ad in
technology?
* How lo sel an open and transparent cullure considering the nalure of AI?
5. Impact *  Have we planned to nolifylreport to appropriale persans (open and cor ication, dsclosure of potential issues)?
Monitor and control *+  Selup reporiing and financial conirals on costs and manitar the effects of decisions/praject. adjust adicns Lo new information as
necessy.
*  How can we estabiish a robust system for the canlinuous monitoring of ethical deployment of Al throughout its ifecycie?
= |Is there a platformimechanism for the patients to raise concerms and for them to get it addressad quickly if something goes wrong? ‘ﬁ\

IFPMA

Note to the facilitator

Read the questions on this slide aloud. You may wish to focus on a subset of these
guestions, depending on the audience’s needs and time available.

Talking points
Let’s apply our DMF to this situation.

1. Why: Identify and evaluate

Let’s begin with Phase 1, Why: Identify and evaluate. What are the issues here? Who wants to
start?

Note to the facilitator

Allow the audience time to think and share their thoughts. Depending on their responses,
you may want to supplement their responses with the following:

Here are some questions to get us started:

- What is the rationale and purpose of using Al technology here?

- Which specific category of risk (unacceptable risk, high risk, limited risk, and minimal or no
risk), as defined by the EU Al Act, does the Al application fall into?
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- How are we mitigating and managing these risks, especially those related to patient safety
and well-being?

- |s the activity proportionate to the identified needs?

- Explore the key performance indicators (KPIs) that could potentially help to assess the
ethical performance of the Al technology.

Let’s move on to Phase 2, Who: Define accountability and responsibility. Remember, Phase 2 of
the DMF is designed to drive efficiency decision-making by clearly defining roles and
responsibilities and ensuring that we include cross-functional insights and incorporate cross-
functional interdependencies into our planning.

A few questions we may want to consider here are as follows:

- Who is the decision-maker?

- If cross-functional, which other departments are involved (in addition to the department of
the owner) and what are their roles and responsibilities in the project?

- Who should be responsible and accountable to take steps against data breaches, ensure full
consensus of patients through the Al-lifecycle, and set a proper framework for
cybersecurity?

Let’'s now move to Phase 3: What: Determine and decide.

-  What strategies and safeguards will be implemented to ensure patient data is shared
responsibly, minimizing the risk of misuse?

- Have we considered the option of NO GO (not moving forward with the proposal)?

- Are all stakeholders informed and empowered to speak up and raise any potential
challenge?

- Did we minimize risk and conclude that potential benefits exceed potential risks?
- Did we value diversity and distribute risk and benefit fairly?

Note to the facilitator

Allow the audience to share their thoughts on how the organization’s values and mission
might influence the business decision and customize your talking points accordingly.

Let’s now think a bit about Phase 4, How: Execute and implement. A few questions to be
considered in Phase 4 are:

- How would we ensure taking a multidisciplinary approach toward ethics in Al (such as
sciences, psychology, social sciences, ethnography)?

- Is the action fair, the “right” thing to do? Consider the public perception.
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- How can we ensure the ongoing relevance of our Al Ethics programs and effectively
accommodate the rapid advancements in technology?

- How can we set an open and transparent culture considering the nature of Al?

Finally, Phase 5: Monitor and control. In this phase, we...
- Have we planned to notify/report to the appropriate persons (open and transparent
communication, disclosure of potential issues)?

- What measures can we take to set up reporting and financial controls on costs, monitor the
effects of decisions/project, and adjust actions to new information as necessary?

- How can we establish a robust system for the continuous monitoring of ethical deployment
of Al throughout its lifecycle?

- |s there a platform/mechanism for the patients to raise concerns and for them to get it
addressed quickly if something goes wrong?

A few Ethos in Action Guiding Questions for consideration during the monitor and control phase
include:

- Care: How do we ensure patients are first in everything we do (e.g., safety, quality, well-
being, innovative solutions)?

- Honesty: How are we learning from mistakes as well as best practices and communicating
these within the organization?

- Respect: In what way are we driving scientific advancements to ensure a more educated
industry, community, and society?

- Fairness: How do we ensure that we treat our third parties, customers, and stakeholders
fairly?
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Slide 28: Key takeaways

Key takeaways

Business objectives must be balanced against other key considerations, including:

- Laws, regulations, policies, guidance

-» The needs of patients, clinical trial participants, medical community, and
healthcare systems

-» Broader societal needs and obligations related to healthcare
-» Key risk areas and related mitigations
-» Ethical considerations and social expectations

The Decision-Making Framework:

- Helps to identify key business objectives, potential ethical issues, impacted
stakeholders, and solutions that better meet our purpose and duty in bringing
innovation to patients.

- Advances business objectives while putting the IFPMA Ethos in Action to
navigate ethical grey areas inherent to our industry and complex operating
environment.

(A

IFPMA

Talking points

As you can see, the DMF helps us identify key business objectives, potential ethical issues,
impacted stakeholders, and solutions that effectively balance our business objectives and
ethical obligations. It advances business objectives while putting the IFPMA Ethos in Action to
help us navigate gray areas inherent to our business and complex operating environment.

Note to the facilitator

Consider whether you wish to ask a team member(s) to use the DMF on an existing
project and share their experience using it at a follow-up team meeting. You may wish to
customize the close of your presentation by adding a slide on the resources and
channels for raising concerns available at your organization. If you don’t include a slide
on the resources and speak up channels, you may speak to them.

Does anyone have any questions? Please reach out to me directly after this session if you prefer
to speak about anything we’ve discussed here, or any other matter, on a one-on-one basis.

Remember, we have many resources available, in addition to the DMF, that will help guide our
business decisions. (Customize this section to provide specific information about how
employees can find policy information and related resources at the company.)

It’s particularly important for you to know and understand how to raise concerns about any

inappropriate or unethical conduct at this organization. (Customize this section to provide
specific information about how employees can raise concerns at the company.)
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Slide 29: Thank you
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Thank you

Thank you for your time and your interest to leam
more about the IFPMA Code!

Contact us
Your involvement will be essential to ensure that the

new provisions, as well as our Ethos are reflected in prma'org
business practices.

R . . . in  lcompany/ifpma
Enabling innovation and business PRTYER

decisions with Ethos in Action! < | @ifpma

Note to the facilitator
Bring up the presentation closing slide.

Talking points

Thank you so much for your attention today and for your commitment to making business
decisions with integrity.
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