
Roche Directive on Human Rights Due Diligence for Business
partners

Introduction

At Roche we actively foster human rights throughout our value chain. We communicate our high
expectations to all business partners as de�ned in this Directive, identify and assess high-risk
operations, and regularly engage with stakeholders to understand the full scope of potential
human rights concerns and respond accordingly. Roche acknowledges and is committed to
upholding the principles detailed in the following respected standards and guidelines:

● United Nations Guiding Principles on Business and Human Rights (UNGPs)

● 10 UN Global Compact Principles

● Universal Declaration of Human Rights

● Fundamental Principles and Rights at Work stipulated by the International Labour
Organization (ILO), speci�cally the Conventions No.138 and 182 and the ILO-IOE Child
Labour Guidance Tool for Business

We embed human rights into our existing operations by multiple means. This includes but is not
limited to the following:

● Proper due diligence

● Education, training and awareness building

● Formally and regularly identifying and mitigating risk

● Relevant terms and clauses in our legal agreements with business partners

● Collaborating in collective actions with:

○ Industry and other stakeholders

○ Our suppliers and all others business partners

● Open dialogue and transparent reporting

● Appropriate and timely corrective measures when human rights �ndings are identi�ed

This Roche Directive on Human Rights Due Diligence for Business Partners (“Directive”) sets forth
the framework and principles to ensure the protection of human rights across the Roche value
chain.

This Directive is valid in conjunction with the following internal documents:

○ Roche Group Code of Conduct
○ Roche Supplier Code of Conduct
○ Roche Position on Respecting Human Rights
○ Behaviour in Business – Directive on Integrity in Business
○ Roche Directive on adequate handling of non-compliance cases
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○ Roche Directive on Business Ethics Incident Reporting
○ Roche Policy on Third Party Spend
○ Roche Group Employment Policy
○ Roche Group Data Protection Policy
○ Roche Policy and Directives on Safety, Security, Health and Environmental (SHE)

Protection
○ Roche Quality Standards & Good Practices
○ Local requirements on human rights protection
○ Local Procurement Guidelines and Standard Operating Procedures, as

applicable

I. Scope and Applicability

This Directive applies to the following:

● All employees, contractors, and external workers of the Roche Group and its af�liates,
collectively referred to as Roche.

● Business partners engaging with Roche along the value chain, excluding government
institutes and authorities. Business partner is any third party supplying goods to Roche
and/or performing services for or on behalf of Roche.

Business partners  working with Roche commit to human rights protection through the Roche

Supplier Code of Conduct and relevant contract provisions. Unless explicitly excluded from this
Directive, it is applicable to business partners in the following activities:

● The upstream supply chain activities for both direct materials and products (used
directly in the production process and re�ected in a �nal Roche product) and indirect
goods and services (everything not directly related to manufacturing a Roche product).

● The downstream supply chain activities, including the distribution of Roche products and
services worldwide.

All relevant business owners functions, with the support of their compliance organisation if
needed, are responsible for complying with the Directive.

In addition to the minimum binding standards outlined in this Directive, all applicable local laws,
regulations, industry codes and Roche policies and procedures must be adhered to. In case any
of these requirements are more stringent than this Directive, they must prevail.

II. Human Rights Due Diligence Principles

Human Rights are basic rights and freedoms that all people are entitled to regardless of
nationality, sex, national or ethnic origin, race, religion, language, or other status.
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Roche is committed to protecting human rights from the perspective of the rights holder. We
have implemented a risk management programme designed to systematically identify, assess,
mitigate and adequately manage the risk of human rights violations in our own operations and
our business partners.

Our human rights commitment for business partners is based on the Pharmaceutical Supply
Chain Initiative (PSCI) Principles to which we are committed and which are referenced in all
Roche contracts and embedded in the provisions of the Roche Supplier Code of Conduct to
which all our suppliers commit to. We focus on the following human rights aspects:

● Freely chosen employment

● No child labour, and legal treatment of young workers

● Fair treatment and non-discrimination

● Working conditions (wages, bene�ts, working hours)

● Freedom of association and right of collective bargaining

● Health and safety

a. Risk management principles and integration in other due diligence processes

The respect and the protection of human rights are an integral part of the business partners due
diligence for sustainability and risk undertaken by Roche (e.g. clinical trials, procurement, data
protection, mergers and acquisitions, distribution).

Roche’s due diligence process for protecting human rights for business partners includes:

● Identi�cation of risks and impact assessment considering any actual and potential
risks for human rights violations in our own operations, in our business partners and
activities related to our business adequately weighted and prioritised according to their
severity and likelihood. Roche provides mechanisms to raise concerns from Roche
employees and business partners – initiating and implementing corrective and remedial
measures if needed.

● Systematic and regular review of the risk identi�cation and impact assessment: the
identi�cation and active management of risk is a continuous process undertaken with
the active engagement of all stakeholders potentially impacted.

● Supportive documentation evidencing the adequate due diligence process is stored
in line with Roche’s corporate records management programme (COREMAP)
requirements and applicable laws. Reporting of relevant and legally binding human
rights-related activities and related Key Performance Indicators (KPIs) are maintained to
ensure proper recordkeeping and transparency with all stakeholders.
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b. Grievance Mechanism

Employees, business partners and the general public are encouraged to speak up if they believe
in good faith that a human rights violation has occurred in Roche or within business partners
operations.

Roche has a reporting procedure that allows all interested parties to raise such reasonable
concerns. The Chief Compliance Of�cer (CCO), business owner functions and a dedicated
SpeakUp Line serve as contacts for allegations.

All allegations are taken seriously, objectively investigated and properly documented by an
independent Roche organisation, which can include procurement, business owner functions and
local compliance of�cers, with the support of the broader Roche compliance functions when
needed.

If the allegation is substantiated, Roche will take appropriate remedial measures, to avert or
mitigate negative effects, evaluate the results of the measures and communicate these results.

The investigation process for all the allegations received is described in Roche internal Standard
Operating Procedures (SOPs) and Directives.

III. Transparency and Reporting

Roche provides its business partners and the general public with up-to-date information on our
human rights performance expectations as well as the due diligence programme to ensure
business partners human rights due diligence across the Roche value chain, based on the three
pillars of the UNGPs “Protect, Respect and Remedy”.

Roche reports on its relevant Human Rights programmes and key performance indicators to
disclose business partners human rights due diligence obligations, from detection to remedy, as
part of the non-�nancial indicators of Roche performance. The report is approved by the Roche
Board of Directors and published online within six months of the end of the �nancial year.

IV. Accountability for Implementation

The Roche business owner functions, with the support of legal, compliance functions at a local
and Group level, are accountable for the implementation and enforcement of the standards of
this Directive. This includes the following:

● Training of Roche employees to ensure their understanding of Roche human rights
performance expectations for business partners and related due diligence

● Responding and appropriately following up on human rights �ndings from, e.g., due
diligence performance screenings, audits, any raised concerns

● Documenting the performance of the above activities
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V. Approval and Entry into Force

This is the Version 1.0 of the Directive. It was reviewed by the Roche Core Compliance Team,
proposed by the Sustainability Steering Committee to the Roche Corporate Executive
Committee (CEC) and endorsed on 17 October 2022 by the latter. It enters into force on 1
January 2023.

Appendix I – Upstream Supply Chain Human Rights Assurance

Roche expects its suppliers as all other business partners to comply with the Roche Supplier
Code of Conduct and the embedded PSCI Principles. These are included in Roche contracts and
purchase orders, and are aligned with the scope and spirit of this Directive.

I. Roles and Responsibilities

The business function managing the relationship with the business partner is accountable for
overseeing supplier compliance with the Roche Supplier Code of Conduct and overseeing
continuous risk management throughout the business partner relationship as required by the
Roche Policy on Third Party Spend. This includes the following:

● Ensuring that third-party sourcing and onboarding activities adequately address the
performance expectations and initial performance screening described in the Roche
Supplier Code of Conduct

● Ensuring the continuous monitoring of higher-risk third-party performance against
expectations, including the continuous improvement in risk management outcomes

● Facilitating access to the third party for any needed independent audits (e.g.
PSCI-based audits; Safety, Health and Environment (SHE) audits

II. Pre-contract

Our Roche risk management programme is designed to systematically identify, assess, mitigate
and adequately manage the risk of human rights violations and to ensure that business partners
meet Roche’s expectations throughout the procurement lifecycle.

Business partners Screening

The assessment of human rights risk is embedded in our standardised due diligence process
conducted before engaging new business partners. Roche procurement professionals
considering offering opportunities to business partners use a Roche-developed online tool to
create a risk pro�le of the business partner that includes an initial assessment of the business
partner’s risk of human rights violations. The methodology used mirrors the methodology
described in the next section.
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No supplier within the scope of this Directive can be engaged without having been assessed
accordingly with regards to potential human rights adverse impacts.

III. Ongoing Human Rights Risk Management

a. Identi�cation of Business Partners Subject to Human Rights Audits

We have a formal, annual process and methodology for assessing business partners in order to
identify those at higher risk for human rights violations. Business partners at high risk are subject
to formal audits under the programme established to assess business partners against
compliance with the Roche Supplier Code of Conduct. Criteria used include the following:

● Being associated with an industry that is likely to employ vulnerable populations

● Being located in a region at higher risk for human rights violations, per respected human
rights indices

● Being associated with government, media or internal reports of alleged behaviour or
operations that indicate real or potential non-compliance with the Roche Supplier Code
of Conduct

Inputs into our automated human rights risk assessment methodology includes the following:

● Nature of Product or Service
Procurement category code identifying the supplier’s exact industry and the nature of its
product or service – to assess associated human rights risk. We are looking for activities
typically associated with vulnerable populations such as children, underage workers,
migrants, local underprivileged communities and people with low levels of education.

● Location
Exact location of the business partner’s operations to assess if that area or region is
associated with higher levels of human rights violations (i.e. limited regulation or
enforcement).

● History or New Information on Potential Risk
Data input on external reports or concerns raised about a particular business partner,
region or industry.

Business partners identi�ed as being at higher risk for human rights violations are included in a
list of business partner auditable entities. These are scheduled for PSCI-based audits as part of
our Supplier Sustainability Assurance Visit (SSAV) programme.

b. SSAV Audit Programme

Roche conducts independent audits of supplier performance against the requirements of the
Roche Supplier Code of Conduct through its SSAV programme. The programme is managed by
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Global Procurement’s Supplier and Risk Management (SRM) organisation and is based on PSCI
Principles, protocols and management systems. Key characteristics of SSAV include the
following:

● A regularly updated list of auditable suppliers, identi�ed for inclusion on the list by the
risk-based method previously described

● An annual audit plan that is communicated to all relevant internal stakeholders (e.g.
supplier relationship managers, Global Procurement leadership and risk managers)

● Use of PSCI-approved independent auditors

● Documented audit reports using PSCI templates and following PSCI standard for
classifying �ndings based on level of risk

● Documented action plans submitted by the audited suppliers and monitored to timely
closure by GP SRM

● Follow-up audits to both ensure adequacy of action plans and ensure continuous
improvement

● Disclosure of programme KPIs through various Roche public reporting mechanisms,
including Roche’s external website

● A documented SSAV programme manual describing all aspects of the programme

c. SSAV Programme and Sub-tier Oversight

Per PSCI protocols, SSAV audits include the following:

● A review of the supplier programmes and management systems in place to ensure that
the human rights of the supplier’s own suppliers are adequately protected

● The direct assessment of human rights and labour compliance associated with any
sub-tier suppliers working at supplier sites during the time of the audit

IV. Disquali�cation

Where suppliers are found to not be in compliance with these principles or where other serious
concerns related to a supplier’s ability to meet Roche performance expectations exist, Roche
demands immediate corrective action or, where immediate corrective action is not possible, a
concept to correct issues including concrete time schedule. As a last resort, when there are
severe issues  and a supplier is not able or willing to correct those, Roche will terminate business
relationships with the supplier and disqualify them from future opportunities .

V. Transparency and Reporting

Reporting of relevant and legally binding human rights Key Performance Indicators (KPIs) will be
done to ensure transparency with all our stakeholders, according to the provisions of this
Directive.

7


