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10 Human Rights Priorities
For the Healthcare Sector

An issue brief on the most relevant, urgent, and probable human rights
impacts for the healthcare sector and opportunities for positive impact

2 (\\ Human rights are inherent to all human beings. They are defined and established in more than 80

¢ ), UNITED NATIONS ) . . . . —

\i\& ‘/}} HUMAN RIGHTS international legal instruments and include fundamental protections of human dignity, needs, and
=~ freedoms, such as food, housing, privacy, personal security, and democratic participation. Since the
In 2011, the UN Human Rights adoption of the Universal Declaration of Human Rights (UDHR) in 1948, the responsibility to protect
Council unanimously endorsed human rights has primarily fallen on governments. Beginning in the early 2000s, however, it became

increasingly clear that the freedoms enshrined in the human rights framework could also be violated —

the UN Guiding Principles on and promoted—by the private sector.

Business and Human Rights,

the first international instrument In 2011, the UN Human Rights Council unanimously endorsed the UN Guiding Principles on

Business and Human Rights (Guiding Principles), the first international instrument to assign

companies the responsibility to respect human rights. The Guiding Principles state that governments

must put in place good policies, laws, and enforcement measures to prevent companies from violating

human rights. rights; that companies must refrain from negatively impacting rights even when governments are
failing to create or enforce necessary laws; and that victims of corporate abuses must have access to
effective remedy. As part of this responsibility, the Guiding Principles require companies to undertake
due diligence to identify and manage their negative human rights impacts.

to assign companies the

responsibility to respect

This brief identifies the 10 most relevant human rights impacts for businesses operating in the biopharmaceutical industry (“pharma companies”).
This information is gathered from BSR’s direct engagement with pharma companies, as well as our 25 years of experience helping companies

in all sectors manage their human rights risks. This primer was drafted before the onset of the COVID-19 crisis and has been enhanced with
insights collected as the crisis unfolds.

In addition to the range of human rights relevant in general business operations (e.g., workplace rights, community safety), the right to health is
particularly relevant to pharma companies. In recent years, society’s expectations for pharma companies to advance this right has broadened.
Launched in 2008, the Access to Medicine Index ranks pharma companies’ efforts to expand access to medicine in low- and middle-income
countries and has gained the support of investors as a key indicator of such efforts. The right to health also underpins a number of other
rights. For example, the right to health sets the stage for the right to an adequate standard of living, because good health is key to securing
and maintaining a job. In contrast, during the COVID-19 pandemic, the protection of public health risks infringing on the right to privacy, as
personal data is collected in an effort to identify and track people who are sick. These interconnections raise additional human rights risks and
opportunities for the pharma industry, with some of the most salient covered below.

1 Including, notably, the Universal Declaration of Human Rights (UDHR), the International Covenant on Civil and Political Rights (ICCPR), the International Covenant on Economic, Social and Cultural Rights
(ICESCR), and International Labor Organization (ILO) fundamental conventions.


http://www.ohchr.org/EN/ProfessionalInterest/Pages/CESCR.aspx
http://www.ohchr.org/EN/ProfessionalInterest/Pages/CESCR.aspx

Top 10 Human Rights Risks for the Pharma Industry

Business Ethics

Because pharma companies engage @
with a broad network of other actors who share
a responsibility to respect the right to health,
scrutiny of business connections has been
increasing in recent years, including of sales
to healthcare providers and practitioners and government
lobbying by regulatory affairs teams. These interactions
introduce risks of corruption or conflict of interest: For
example, sales representatives can influence prescribing
behavior. To answer stakeholders’ concerns and questions,
companies must increase transparency and promote
responsible sales and marketing practices as well as lobbying
practices.

Reference: UDHR Articles 7, 30

Ethical Clinical Trials

||
The Declaration of Helsinki sets out that !
medical research is subject to ethical standards that
protect the health and rights of human subjects. E
Companies must ensure that appropriate steps
are taken to achieve this, including stakeholder
engagement, communication about health risks, company processes
to track the well-being of research participants, and ensuring that
research participants —including vulnerable persons such as children
or illiterate patients —give informed consent. Post-trial access to
treatment for patients involved in trials and disclosure of results can
also be integrated into this topic. The COVID-19 crisis has highlighted
new challenges: ensuring business continuity of clinical trials in times
of pandemic and guaranteeing ethical standards while conducting
clinical trials under tight time pressure.

Reference: UDHR Articles 3, 5

Privacy

The proliferation of electronic health
records and other digital health tools has &l
introduced risks associated with the sharing
of patient information among companies,
healthcare providers, insurers, governmental
institutions, and other players in the healthcare system. These
risks have intensified during the COVID-19 pandemic, as
health and other personal data is collected in the workplace
and in public, often via integration with facial recognition and
other biometric technologies. This in turn raises concerns
about security of data storage, future use and misuse of
data, and the risks of empowering authoritarian government.
Pharma companies must put measures in place to ensure
that patient data remain confidential and that patients have
access to their data upon request. This includes due diligence
of business partners’ processes—notably for clinical research
organizations—and continuous monitoring of potential
threats.

Reference: UDHR Article 12

Counterfeit Medicines

According to the World Health @
Organization,” one in 10 drugs sold in
developing countries is fake or substandard, @

leading to hundreds of thousands of deaths @
every year. Counterfeit medicines pose a real

danger to patients’ health because they do not contain the
expected amount of active ingredient and/or do not meet
standard requirements for safety, quality, and efficiency. They
also contribute to patients’ distrust of the healthcare system.
Preventing counterfeiting implies both singular actions—like
implementing mass serialization or engaging with healthcare
practitioners to raise awareness of risks and detect
counterfeit products—and collaborative efforts involving other
private actors and government ministries of health.

Reference: UDHR Article 3

Affordability of Medicines

Sustainable Development Goal 3 aims at achieving universal health coverage and providing access

to safe and affordable medicines and vaccines for all. For many people today, including in high-income
economies, the price of medicines can be a barrier to accessing healthcare. Companies developing,
manufacturing, marketing, and distributing pharmaceutical products face increasing scrutiny of their
pricing policies and their role in making medicines more accessible and affordable for all patients,
especially for low-income patients. Pharma companies need to take an inclusive approach to product
pricing, intellectual property protection, and licensing to promote the right to health by ensuring that the

J=
=

majority of patients in need can afford their products, regardless of income level or geography.

Reference: UDHR Articles 3, 22, 25

2 https://www.who.int/medicines/regulation/ssffc/publications/SE_Study_EN.pdf



Accessibility of Medicines

Beyond affordability, accessibility of medicines is another barrier to healthcare for many patients, /I\

including vulnerable and disadvantaged populations—for example, people living in certain geographies,
rural communities, and migrants. Accessibility can be limited or unstable due to dysfunctional distribution
channels and inefficient health systems. Furthermore, medicine registration policies in certain countries

also pose challenges for pharma companies wanting to register products in these countries. Companies \1/
should be innovative and build new types of partnerships to ensure that their drugs can reach patients

in need, especially in developing countries and in rural areas. The COVID-19 pandemic and the race

for vaccine development has put accessibility under a new political spotlight with universal access to a

COVID-19 vaccine deemed non-negotiable.

Reference: UDHR Articles 3, 25

Research and

Development strategies
Drug development processes can take years,
sometimes decades, and require important
investments. This can lead companies to
focus their efforts on more profitable diseases
(e.g., cancer treatment) rather than on global health diseases
(e.g., HIV/AIDS, malaria, tuberculosis) or neglected diseases
(e.g., dengue, leprosy), which primarily affect low-income
patients in resource-constrained geographies. Here again,
partnering with other actors (e.g., government agencies,
impact investing funds, foundations) and developing
innovative business and revenue models should be part of
each company’s approach to improve access to healthcare.

Reference: UDHR Articles 2, 3, 25

Pharmaceuticals in the 000

Environment O (@
There is a compelling body of research on the Q C
negative effects on humans, ecosystems, and Q

nature at large resulting from the accumulation DO Q
of pharmaceuticals in the environment around
manufacturing sites, such as in water systems. These effects
range from the near elimination of entire species to unknown
long-term health impacts.” This has major implications for
global health and calls for pharma companies to take action,
which involves a wide range of measures, from improving
the monitoring of third-party suppliers who provide them
with active pharmaceutical ingredients (APIs), to considering
environmental impacts right from the R&D phase, to
educating consumers on responsible disposal of unused
medicines.

Reference: UDHR Article 25

Water

Beyond risks associated with G
pharmaceuticals in the environment, drug O
manufacturing operations require consistent
access to supplies of high-quality drinking
water necessary for manufacturing
operations. In water-stressed areas, this can
reduce availability of water resources for communities living
around manufacturing sites. To mitigate this risk, companies
can set quantifiable goals and targets for water-use efficiency
for their manufacturing sites and closely monitor water
consumption of strategic suppliers. They can also form
strategic partnerships with other actors to address water
scarcity risks at the regional level around particularly water-
constrained sites. As climate change intensifies, impacting
water availability, pharmaceutical companies should integrate
a climate lens into their business continuity plans in order to
prevent drug shortages.

Reference: UDHR Article 25

1 Pharmaceutical Supply Chain

Pharma companies rely on highly

complex supply chains comprising thousands /@\

of suppliers around the world. As a result,
monitoring of suppliers’ labor standards - 8 d

remains limited, which represents a high risk /
in emerging markets where the workforce

is cheaper and where regulations—notably

around workplace health and safety —are not properly
enforced. The COVID-19 pandemic has intensified risks
related to health and safety as well as labor rights, particularly
for vulnerable and migrant workers. Companies should
promote decent working conditions in their supply chain
with appropriate due diligence and monitoring, as well as
participation in collaborative efforts to drive harmonized
standards—for instance, through the Pharmaceutical Supply
Chain Initiative. The COVID-19 crisis also raises the question
of supply chain disruption and business continuity, as major
drug manufacturers rely on a handful of countries for active
pharmaceutical ingredients supplies.

Reference: UDHR Articles 2, 3, 4, 23

3 https://www.telegraph.co.uk/news/2020/05/14/france-blasts-unacceptable-sanofi-pledge-give-us-virus-vaccine/

4 https://www.oecd.org/environment/pharmaceutical-residues-in-freshwater-c936f42d-en.htm


http://www.bsr.org/our-insights/blog-view/sdg-7-needs-business-leadership-to-drive-energy-access
http://www.bsr.org/our-insights/blog-view/sdg-7-needs-business-leadership-to-drive-energy-access

Emerging Human Rights Issues

Growing Risk of Pandemics

The current COVID-19 crisis raises the alarm for the scientific and international communities to take the increasing threat of pandemics
seriously. The healthcare industry has an essential role to play in pandemic preparedness, which requires partnerships between public and
private actors.

The Nexus between Climate and Healthcare

Climate change impacts on human health include changes in the distribution and burden of vector-borne diseases (such as malaria
and dengue) and water-borne infectious diseases, human undernutrition from crop failure, and occupational health risks, as well as
noncommunicable diseases and disorders like respiratory diseases, heart disease, depression, and mental disorders. Healthcare companies
must stay in business and ensure business continuity to be able to supply drugs and health solutions to patients.

Artificial Intelligence

Al is opening many opportunities when it comes to healthcare: identifying high risk patient groups and launching prevention therapies,
automating diagnostic tests, adapting therapies and drug formulations to patients, and improving R&D processes. However, these applications
come with human rights-related challenges that need to be addressed carefully: privacy (and risks related to misuse of data), data-related
discrimination (data is not equally available across geographies and demographics), and the deepening digital divide and gaps in health
literacy —hence unequal access to healthcare.

Top 3 Opportunities for Positive Impact




BSR’s Work

Our Human Rights Expertise

For 25 years, we have been at the forefront of helping companies
turn human rights principles into practice. We draw on a team

of over 20 human rights experts and a network of partners from
business and civil society to tackle global challenges and ensure
that companies in all sectors meet and exceed global human rights
standards. Our work includes surveying and benchmarking human
rights practices and policies across industries to aid our member
companies’ efforts to craft comprehensive, responsible approaches
to human rights.

See more: http://www.bsr.org/en/expertise/human-rights

Human Rights Working Group

BSR’s Human Rights Working Group brings companies together
to share best practices, develop solutions, and work toward the
implementation of the UN Guiding Principles.

Contact

connect@bsr.org

Resources

Our Work with the Healthcare Industry
BSR members include some of the world’s largest and most
influential healthcare companies. BSR helps its members address
their core corporate responsibility concerns and connect broader
environmental, social, and governance issues. BSR members
include some of the world’s largest and most influential healthcare
companies. BSR helps its members address their core corporate
responsibility concerns and connect broader environmental, social,
and governance issues.

See more: https://www.bsr.org/en/industry-focus/healthcare

Our Work with Healthcare Working Group

Established in 1999, BSR’s Healthcare Working Group (HCWG)
serves as a forum for companies to discuss societal issues faced
by the healthcare sector, with a view to maximizing the scalability,
sustainability, and impact of their responses.

HUMAN RIGHTS GUIDELINES FOR PHARMACEUTICAL COMPANIES IN RELATION TO ACCESS TO MEDICINES

While they acknowledge that pharmaceutical companies have other responsibilities, for instance enhancing shareholder value, the 2008 Human Rights Guidelines for Pharmaceutical
Companies in relation to Access to Medicines states that the sector contributes in various ways to the realization of the right to the highest attainable standard of health—for instance,
through providing important information about public health issues and enhancing access to medicines.

http://www.who.int/medicines/areas/human_rights/A63_263.pdf

BSR HEALTHCARE WORKING GROUP GUIDING PRINCIPLES ON ACCESS TO HEALTHCARE
The Guiding Principles on Access to Healthcare are a call to action to expand access to quality healthcare. They build on the experience and lessons learned by the industry from
working with many stakeholders to help improve access to medicines and vaccines for areas as diverse as HIV/AIDS, neglected tropical diseases, and childhood immunization.

https://www.bsr.org/pdfs/our-work/working-groups/BSR_HCWG_GPAH.pdf

PHARMACEUTICAL SUPPLY CHAIN INITIATIVE AUDIT GUIDANCE

The Pharmaceutical Supply Chain Initiative (PSCI) is a group of pharmaceutical and healthcare supply chain companies that share a vision of better social, economic, and environmental
outcomes for all those involved in the pharmaceutical supply chain. This includes improved conditions for workers, safe processes and facilities, economic development, and a

cleaner environment for local communities. The PSCI created the Pharmaceutical Industry Principles for Responsible Supply Chain Management (“PSCI Principles”) which address the
five key areas of responsible business practices throughout the pharmaceutical and healthcare industry’s supply chain: Ethics; Labor; Environmental Protection; Health and Safety;

Management Systems.
https://pscinitiative.org/resource?resource=1

ACCESS TO MEDICINE INDEX

The Access to Medicine Index independently ranks pharmaceutical companies’ efforts to improve access to medicine in developing countries. Funded by the Bill & Melinda Gates
Foundation and the U.K. and Dutch governments, the Index has been published every two years since 2008.

https://accesstomedicineindex.org/

BSR is a global nonprofit organization that works with its network of more than 250 member companies and

other partners to build a just and sustainable world. From its offices in Asia, Europe, and North America,

BSR develops sustainable business strategies and solutions through consulting, research, and cross-sector

collaboration. Visit www.bsr.org for more information about BSR’s 25 years of leadership in sustainability.
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