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In the pharmaceutical and healthcare industry, the PSCI Principles for Responsible Supply 
Chain Management have become a widely recognized standard for defining industry expec­
tations. These principles focus on five key areas: ethics, human rights, health & safety,  
environment, and governance & management systems. Demonstrating compliance with these 
principles can significantly enhance your company’s reputation and position within the sector.

Pharmaceutical Supply Chain Initiative 
Audit Program
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1.  W H AT D O E S P S C I  S TA N D F O R?

The Pharmaceutical Supply Chain Initiative (PSCI) is a non­
profit membership organization formed by a group of major
pharmaceutical companies that share a vision of better 
social, economic, and environmental outcomes for all those
involved in this industry.

2 .  W H AT I S T H E P S C I  AU D I T PR O G R A M?

The PSCI audit program is a unique opportunity for suppliers 
to demonstrate conformity with sustainability standards in the 
pharmaceutical and healthcare industry. The PSCI principles 
are an increasingly important criterion for the selection of sup­
pliers. TÜV Rheinland is globally approved as an audit service 
provider of the PSCI, and so our audit reports are recognized 
by more than 80 large international pharmaceutical producers 
including PSCI full members and associate members.

3 .  W H AT A R E P S C I  PR I N C I PL E S?

The PSCI audit program is designed to assess a supplier’s 
performance against the PSCI principles as well as against
international standards and agreements, and local regulato­
ry requirements in the areas of ethics, human right, health 
and safety, environmental protection, and governance & 
management systems. The PSCI principles are consistent 
with industry expectations and applicable both in developed 
and developing countries for all suppliers in the pharmaceu­
tical and healthcare supply chain. 



4 .  W H AT D O E S A P S C I  AU D I T I N C LU D E? 

Central project management and local scheduling are  
focused on under the initiative. The audit process consists 
of three phases: the pre-audit, the on-site audit and the 
post-audit. Audit status tracking for PSCI members is an es­
sential part of a transparent and holistic reporting process. 
Periodically sent tracking-lists give clients a better overview 
and more efficient control of the audit process. Additionally, 
periodic status-calls ensure close and clear communication 
between client and global project management.

5 .  W H O B E N E F I T S F R O M T H E P S C I  AU D I T PR O G R A M?

The PSCI audit program is especially important for three 
specific groups. Firstly, global supply chain audits carried 
out by experienced and qualified auditor teams can benefit 
pharmaceutical and healthcare producers and companies. 
Regular projectcommunication and reports ensure maxi­
mum transparency on progress.

Secondly, pharmaceutical and healthcare suppliers that un­
dergo an audit can demonstrate conformance with the PSCI 
principles. Audits give suppliers the opportunity to develop 
their expertise, identify and solve social, environmental and 
ethical issues, and thus meet industry expectations.

Thirdly, audits strengthen credibility, integrity and drive  
leadership practices at PSCI member companies by ena­
bling continuous improvement throughout the supply chain. 
Member access to a supplier database and shared audits 
help reduce audit costs and efforts. 

6 .  H OW D O E S A P S C I  AU D I T B E N E F I T C L I E N T S?

Auditing facilitates decision-making regarding supplier  
acceptability. Companies can actively qualify as suppli­
ers and distinguish themselves from competitors. Risks 
connected with the way on site operations can be identified 
and prioritized.

Furthermore, supplier companies are educated about require­
ments and regulatory expectations. As a result of auditing, 
trust with customers and business partners is built through 
access to information, transparency and accountability.

7.  CA N A S U PPL I E R VO LU N TA R I LY R EQ U E S T TO B E  

AU D I T E D AC C O R D I N G TO T H E P S C I  AU D I T S TA N DA R D?

Yes. As a PSCI approved third party audit company, suppli­
ers can contact us to initiate an audit. We will submit  
a quotation, and subsequently plan and execute the audit 
and provide the final PSCI audit report and corrective action 
plan to the supplier. The audited company can share the 
PSCI Audit Report with all PSCI members by providing  
a signed Data Sharing Agreement.

It is also possible to contact any PSCI member company 
and ask them to sponsor an audit. Alternatively, a company 
may nominate themselves to the PSCI Secretary requesting 
that they be audited under the self-paid model. The PSCI 
Secretary will then inform them about PSCI Shared Audit 
processes and provide a list of PSCI approved third party 
audit companies.

PR E AU DIT PHASE ON S ITE AU DIT PHASE POST AU DIT PHASE

List of audit candidates Quick site tour Immediately sharing onsite CAP

Tailored PSCI preparation check- 
list and protocol for suppliers

Management and  
employees’ interview Onsite follow and desktop review

Auditor expectation Detailed site tour Corrective Action Plan support

Social research and background  
information of the supplier Closing meeting and wrap up

Evaluation of auditor’s perfor- 
mance and internal issue follow up

Audit scope Opening meeting Audit report package submission

Audit team assignment Pre closing meeting 
Tracking process and weekly/ 
monthly communication with clients

Client’s specific expectations Document review Audit sharing support

Pre audit offline document  
review if necessary
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8 .  W H AT I S A S H E O R H S E AU D I T ?

The label Safety, Health and Environment (SHE) is often 
interchangeably used for Health, Safety and Environmental
(HSE) audits. SHE management systems and HSE audits 
aim to protect employees, the public, and the environment 
by complying with applicable laws and guidelines, which in 
turn build customer trust in the company. Such programs 
seek to prevent incidents resulting from abnormal operat­
ing conditions and reduce risk posed by normal operating 
conditions in industrial contexts.

9 .  W H AT I S A C S R O R SO C I A L AU D I T ?

Corporate social responsibility, or CSR is a form of corpo­
rate self-regulation integrated into a business model. CSR 
includes ethics, human rights, environmental, health and 
safety guidelines to advise companies on the best way 
and practices to treat stakeholders such as customers, 
employees or business partners. A CSR or social  PSCI 
audit helps assess a company‘s performance on ethics 
and human rights objectives through scalable and measur­
able criteria.

10 .  W H AT D O T H E P S C I  AU D I T,  H S E AU D I T A N D C S R 

AU D I T H AV E I N C O M M O N?

A PSCI full-scope audit typically covers both EHS (Envi­
ronmental, Health, and Safety) and social aspects. During 
a PSCI audit, EHS auditors possess the necessary experi­
ence and qualifications relevant to the type of supplier be­
ing assessed. They are well-versed in key local and national 
HSE regulations, as well as international standards, such as 
ISO 14001 and ISO 45001.

Additionally, a PSCI audit involves an inspection by a 
Corporate Social Responsibility (CSR) auditor. The CSR 
auditor engages in detailed conversations with employees 
and focuses on ethics, labor conditions, and management 
system-related issues to verify sustainable development 
practices that go beyond basic compliance requirements.

While EHS auditors specifically concentrate on health, safe­
ty, and environmental standards established by the pharma­
ceutical and healthcare industry, PSCI also allows clients 
and suppliers the flexibility to initiate either an EHS or social 
audit based on actual needs.

Do you have additional question on our PSCI audit program?  

Our experts are here to assist you. Please contact us now!

ONLINE KONTAKT

https://www.tuv.com/world/en/forms/global-contact-form/index.jsp?requestType=0&topicArea=9&contact_id=12928&business_stream=A&business_field=A.02+Customized+Services&service_id=1542&service_name=PSCI+Audit+Program

