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Competition & Anti-trust ssssvssze

Anti-trust rules, also known as competition laws, are a set of regulations designed to

ensure fair competition in the marketplace
RS RANMRE| GEFEEBEIENTE D) (X, TIFITHE T ERELFHEREHERT HI=OIEZGTT SN -—EDRAHTY .

Key points to avoid in our discussions:
ZamC B OVTET INEEERRA Vb
X Reveal commercial relationships between buyers and suppliers, whether current, past, or potential.
RE. BE. FEEFERNZAEEEZEH. BEWFEY T 74 V—BoREBREFRTRT S &,

% Share experiences working with a supplier, except audits shared on the platform (which are data-
secured and controlled for privacy).

Mm¥%t®m¥ ROHEF, =L, T2y NI +—ALALTHEESNSIEET (T—23EXZ2ICERESN. TT7A4N
O—NAEEEATIVET) 2.

X Discuss pricing or quality received from suppliers — including indirect suppliers (e.g. service providers).
HAEEEN ODREL S CmEICSOVWTERI 9 &, EREHAERE (K. Y—EXTONSME—) £ FHFT,

X Share market insights or proprietary information on products e. g product development.
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Today's Topics xanreys

« PSCIEPSCIESED#EAT

By Wenjia Xu, MSD | PSCI Capability Committee Co-Lead
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By Kozo Ohashi, EHS Management Group Member, Corporate Governance Department, Shionogi
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Wenjia Xu, MSD
PSCI Capability Committee Co-Lead



Speaker Bio

Name: Wenjia Xu 15X 5=
Title:

Associate Director, Due Diligence Business Development and
Licensing, MSD

PSCI Capability Committee Co-Lead

20 - year working experience as Environmental health and safety professional

in Chemical & Pharmaceutical industry. Served BASF, Roche, J&J prior to MSD.

Prior to PSCI Capability Committee role, he was PSCI China team lead and
co-lead in the year of 2023 and 2024.

BS in Safety Engineering and holds the credentials of Certified Industrial
Hygienist issued by the American Board of Industrial Hygiene.
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The PSCl is the leading association
for pharmaceutical and healthcare

companies.
PSCIlE, WEH LU AL 7 ELERRT ST BLLREATT.

Through our three modes of impact
— Audit, Capability and Projects -
our members work as one voice to

deliver responsible supply chain.
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X PSCI Fall Member Meeting

Our Vision is excellence In Our Purpose is sector
safety, environmental, and collaboration, using one
social outcomes, across the voice to define, instil and
global PhGFmGCGUtIC9| and drive responsible supply
healthcare value chain. chain practices.
F-BDEIaUE, HEDEEE-NILAT T DI FF-EDI S —1RIE, ZRELTOBEIZLY ., B—DET
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Y PSCI Fall Member Meeting

PSCI members — global impact

Working together as one voice —ixetiot-I—o s IctiEs %

85

MEMBERS WORLDWIDE

Pharmaceu tical Supply Chain Initiative

70%

GLOBAL SECTOR REVENUE

$1.2 TRN

AGGREGATE REVENUES #&Inis (55 L)




Y PSCI Fall Member Meeting

PSCI members — global reach

Where our Members are headquartered around the world zax/ \—pxitmmEt

North America: 22

UK:
Nordics:
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o =

Central Europe:
Middle East:
South Africa:
India:

China:

South Korea:
Japan:
Malaysia:
Australia:
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PSCIl Members

39 Full Members
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Committing to the Principles

V&9,

" All PSCI members commit to the
Principles by integrating them into their
own supplier codes and upholding them

In their own operations

FRTDPSCIA/N—(F, B DY TS —ITENRE IR A ZHE A
AA BHOEREEICEWLWTENLZIBESFI LT, [REIANDD
SYRAURERLTOVET,

" The PSCI supports our members to
embed these Principles into their
business practices

PSCIlE, A/ \—RZ DR EIAES
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SUPPLIER CODES
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Our Strategic Pillars
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Audit Program BEEIOJ 5.4

Our Audit Guidelines establish a standardized framework for a
range of audits for suppliers in the pharma and healthcare sector.
Our audits reflect the PSCI Principles and are carried out by
approved audit firms or PSCI member auditors. Via our shared audit
platform, members and suppliers can gain efficiencies on audits and
we can track supplier maturity and improvement over time.

PHARMACEUTICAL
SUPPLY CHAIN
INITIATIVE

Building responsible supply chains

Capability Building BEHIESE

We offer leading capability training at the global and regional

level using knowledge from the biggest companies in the pharma
and healthcare sector. Members and suppliers at any level of
maturity can access our tools, resources, and conferences to upskill
themselves and continuously improve.

Collaborative Projects @70 ok

Our robust governance structure and sector coverage enables
us to develop collective responses and actions on specific topics
such as high risk materials or the Musi River Revitalization
Initiative.
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PSCI Audit Program
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Audit

The PSCI Audit framework is at the heart of realizing the PSCl’s vision for excellence.
PSCIZEZETIL—LT—71&, PSCINMEITHEBIEDE D3 ERBI HHFZITMELTLET,

The PSCI audit model, self-assessment questionnaire and supporting tools are an
industry recognized framework for social and EHS supplier assessment in the pharma
and healthcare sector. Our audits embed the PSCI Principles into the supply chain and

are carried out by approved audit firms or qualified PSClI Member internal auditors.
PSCIDEEET /L. BEFHET7 7 —b BLUXERY—ILIE HE-NILRT TR EICHEIT A EEmE KUEHS

IREE-BE-2e) TS5/ V— O ERZBMIL—LT—ITT . I-BDEEEIL. PSCIRBIZHTS5A4F
NZHEAIAF KB INT-EEE S F-IEE R ET I APSCIAVN—DRFEETERIZL>TERINET,

What we will achieve in this strategy ARERE T:ZR T HEIE:

Frictionless: Seamless, frictionless audit sharing
JUHav LR EB{EDS—LLAL-EEEOE RE

Quclllty Keep pushing up quality of audits
mE  BEEOMmER LG JHEE

Learning: Use audit content to develop Capability and

Projects
BB TUVEERLTEENEBERLET OV INERE

Dlgltql Easy, S|mple digital
DRIV RBRB DT IL-TORIEDRIE




Audit Process

OVERVIEW

PSCI Members will individually identify suppliers subject to an audit in the areas of Governance & Management Systems,
Ethics, Human Rights, Environment and Health & Safety. PSClI Members will decide individually and independently which of
their suppliers will be invited for a PSCI Audit, and what kind of an audit will be carried out (e.g. with 37 party audit firms or with
own internal auditors, onsite or partly /fully remote, “full” PSCI Audit or “abbreviated” PSCI Audit (Governance & Management
Systems alongside HSE only or Human Rights & Ethics only).

PSCIAV/N—IE ANFUREIRDAVN AT L, M, NMEIRE, BR-ZRE0EEICEVWTERENREGD T TF/V—=%
HTEMAFELET , PSCIAUN—IEL, EDYTSA V¥ —%PSCIEEIZHBIFT M. F-EDFHEDEETZEHRT 50l 5=
ERESICLOETFIIEHNISMETSICLLIER. =t LIX—3B. TE2EJE—FENE. [ 7)L IPSCIEE. EJJIFL
B8 IPSCIEEE [HI/\F VR KIRDVAVND AT LEHSED #. FIIAEKMEDA]) 7. FHANRBENDHILTRELET,

The overall process comprises the following steps:

PLE AR E (SIS PSCI Audit PRIG) AUl Uploading of PSCI Audit Report Sharing Audit Report based on the Follow up
Announcement : Report and :
: Execution and related Documents selected sharing type on CAPA
and Preparation CAPA Plan

BEESHLEEID PSCIEEE DR PSCIEEBEHEEL PSCIEEEH i EEH IV BIRLF-HH L/ T 2RI CAPAD
=psifaidi] CAPAZTE EEEHDOTYTO—R EEmE=0HE JAa—7v7
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Audit Sharing

PSCI self assessment questionnaires(SAQs), Audit Reports and other relevant audit related
information are uploaded to the PSCI Audit platform as part of the regular audit process. If a
supplier wishes to share the audit information, this can be done via the PSCI platform.

Prior to the upload of audit information, especially SAQ and the Audit Report, the sponsor or
suppller must check the documents with regard to the following:

PSCIE 2FHEE R (SAQ) . EEHEE . TOMOEEERIFHRIL. BEDEETOLAND—IRELTPSCIER
7°3u|~77r—L\le —RENET, 4T v — D EEERE LA LB (L, PSCIT SN IA—LEBLT
HETEFT, EERR. HISSAQBKUVEEHREELX7 Yy I O0—F9 5012, AR —F [T TS54v—(F. KL

-

Td) m [ZDL \—CK—EE-;Eﬁ%E n:L.\L/f&(T;hz[j:f& l’) cfﬁ'AJo

Check for report completion >ponsor and | | PSCl secretariat Supplier select sharing
nd remove sensitive supplier to upload SAQ checks and redacts preference via the digital
fFormation and Audit Report to the the SAQ and audit data sharing functionality
olatform report on the PSCI Platform
wESDTEAEHEEL AR —WEIZIECTH T 54 PSCIEFF BN SAQBE LUVESE H OS54 —HPSCITS5vhITAH—Ls
RERHREHITT 2. V)1 SAORLUBERERE  spa mrmenl . B DTSN T—a AR EL
IONNTA—LITTYIR—RTS R oOLIRR- BEY)ETS T HEOFLEREERINT S
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PSCI| Audit Template

Pharmaceutical Supply Chain Initiative PHARMACEUTICAL
WERFRY TSAF1—> - 4 =375 4 I(PSCI E3PSCI s

Self-Assessment Question naire and Audit Report Template Building responsible supply chains

HeHAMEREEIUEERS |

Overview and Guidance /I i I ZER U AHA 5 :-/X. Version 9.0 - September 2024

PSCI Audit Sharing Platform / PSCIEEEXE 77 v b 7 4 — L
PSCI members have standardised this audit template. The PSCI audit sharing program enables suppliers to share audits reports and actions plans with more than one member via a safe and confidential web-based platform.
This means fewer audits for each supplier and efficiency gains for PSCI members. For further information about PSCI Audit sharing program, feel free to contact a PSCI| member or info@pscintiative.org

PSCIEEPERTINEET /L —r#EB{LLEL/, PSCIEEHXE O/ S LZFFERTRE, Y754V — 1L THEEHEOSVWWebR—ZAD TS5 v b7+ —LZFNLT, BEEFEEL LU T3 TS50 %E
HOPSCISEREIHETEET, ThiE BY T 74Vl TREEZZHEIFARY ., PSCISELEICE>THEENEIAETS LBk LT, PSCIEERE/ NI 7 LOFEMICOWTIE, PSCI
E{ZE F /- l[dmailto:info@pscintiative.orgZ TEREICEBLEhE {2 &L,

Guidance for completion / A ICE T 2 HA X > X

Suppliers and auditors are asked to complete all questions that apply. If a question does not apply please select NA (Not Applicable).
B IAV—DESEBLIVERELEER, ZIETL2E2TOEMICAZTEZCALTLEZE L, BAETIEE oA WESEIE. NA(Not Applicable) ICEIZDIF TL 2 & Ly,

We expect the following types of suppliers to complete all the questions: API, Dosage Formulation, Chemicals and Intermediate Chemical Manufacturers.

B IIEESTREAAP., EENLS, WEVEL L CMEEFEEOREICEH 2774V —0EEA TR TOEMICAZW L ZEZHFLTVWET,

Where appropriate, please embed supporting documents using Excel's Insert Object function.

HEIZIG LT, Excelm [HAl b (#7207 b EEZEALTEEXEZEDHIAATLLEI L,

When printing, the workbook will automatically fit the visible columns onto one page. Use the group function at the top of each sheet to display and print fewer columns. This will increase the text size on printed pages. We
have added this feature to the sheets with the most columns.

T—0 7y 7FHRIT2E, "RENTWLDFABFHNCIN-ICRHoNET, B —FDOESBICH D /L —T7TEHZEB LT, TREVHIRIT 27 ZE L LTLZEW, ZhicklY, HRIR—-J07F X YA X
HRELGYET, BEROINZEF > —MIZoMEZEBMLE LT,

Please ensure the name of each tab remains unaltered, particularly if you want another audit. This is important to ensure the calculations and summary table at the end of

> Overview & Guidance Facility Background Information

overnance & Management Systems  Ethics = Human Rights  Environment Health & Safe Company Specific Questions ~ Photc =+ -+ { < CE—

17



Example of Health & Safety shee

-

Pharmaceutical Supply Chain Initiative 8FFR Y 7S5 A4 F 22—V A -7V 5747

In case of a partly remote audit” please specify the methods

used when verification of self-assessment information was
Self-Assessment Questionnaire and Audit Report Template B 2 F AT ZR VEHTESS T 7L — | carried out remotely.

Eioes ) - FEREODSS. BosthERO#EI T ) E-+ T

Ehal foAE DLW TERE T A &

Please note in your response if a question in this section is not relevant to the site. / Z P+ 2 2 3 2D ERTREHCEE L 5L BETTDETE.
Health & Safety | Zr2 &+

Self-assessment answer Auditor evaluation Findings Points of excellence ,:Ljiitional ,&:léditoj;IGugﬁince
8BRS B (- &5 5 EeSs BN SRS ORI

Description of points of
Completed by supplier prior to audit Evaluation Observations, details, comments Findings classification Description of finding excellence Where provided, it is mandatory to follow the guidance.

BEAICT I el AT 5T 1 BESHE. Fil. 34 F 15 ED 718 1B DLt (X =AOH EhiH LB, B 02108 THT T,

General | 1%

52 Does the facility have a written Health & Safety policy, procedures, and practices?
#HrtOResII B LI -T2\t OAhH,. FEERUARERITTHLET,M?
Policy: it Yes
If yes, provide a copy of the policy:
YesDIHE, AHOELBUFIBFES 1 FILDU 2 FEREL TS0,

Yes

i Procedures: FBE Yes

If yes, list the procedure fitles:
YesDIES, AHOELRUFIBZS 1 FILO U 2 FERBEL TS,

il Are these controlled documents? (i.e. are they reviewed regularly?) Yes
ChAIIERSNTETIN T (Fabs, FRNICRESNETH ) -]
53 Does the facility have any documented Health & Safety objectives and targets or goals for : ;
performance improvement, including metrics (including KPIs)? - Auditor guidance:
i OREEEIE, 13—V AHEBEOLOIC, TOFRIEE(KPEZU)ESCT2EEBHOHMZ Please complete this cell as if
I BEEXEEL ThETr? you were answering the
Please describe: stak L T < 720,

guestionnaire. i.e. Look at the
guestion and answer with
yes/no according to what is
observed during the audit.

54 Indicate the number of significant Health & Safety incidents that occurred at this facility over
the past three years? BEIFRIcHHOESE THRE L -T2t LOFABROFRETRL TL
oy,

(Significant incidents are defined as: causing serious infuries or fatalities; a fire resulting in damage fo
process equipment, building, sftorage areas, physical explosions, fines or violations.)
(EAFBHL LRDE FICEEINTT - EERFAFECDELE, MIFHE, B, BEXEDETICE

D, HEREE, SEXEAER/
If any of these incidents were or are not being tracked, please indicate this by adding “not tracked” to the

appropriate cell
CHEDEHIEFFTIA TGO 2D, XIFFEEFFFIATIGOES, FETSELIC B
HEFIATOL LY FHETRLTCEZL,

18



Audit Finding Classification - Examples

Ethics Human Rights

Health & Safety

Environment

jovernance & Management Systems

Evidence of child labor.
Attempt to bribe auditors to report better audit
results (This could be reason to terminate the
audit and escalate internally).

age e.g. in personnel files

age of all employees

- Systemic incidents of missing records that verify worker's

- No management system in place to check and manage

situation or serious injuries to employees.

Issues that can cause immediate life threatening

Mo environmental permits, licenses or

body.

authorizations in place (related to energy, water,
air emissions, waste) as mandated by governing

Manufacturing site is not in compliance with local laws and
regulations in critical sustainability related areas (e.Q.
wastewater, air emissions, etc.) or gross negligence in
reporting these issues that could lead to imminent shut
down of plant by regulatory body.

Evidence of systematic disciplinary procedures e.g. sexual

I

Ewids
not li
frauc

Ethics

Human Rights

Health & Safety

Environment

jovernance & Management Systems

Evide

‘ ‘ Ethics

Freedom of Association:

- Workers not aware of their right to join or form any
worker committee, trade union or bargain collectively

- Worker representatives are not democratically elected,
they are assigned by the management

- Union fees deducted from workers' pay is excessive

deficiencies.

Human Rights

Chemical inventory not available or with major

Health & Safety

Mo monitoring of energy consumption

Monexistent or insufficient process for securing the
necessary documentation, as following:

-Audit findings, including CAPA plans

-Injury and illness logs, and relevant incident investigations
-Waorker Benefits and Pay Information

-Inspections by Regulatory Agencies

-Worker Complaints

-Training Records

-ldentification of legal requirements and compliance as
renired b lneal rennlatinn

Environment jovernance & Management Systems

AL LT

Code of Ethics developed, but not fully rolled out
to employees yet.

Unreasonable delay in payments due to workers when
they leave - isolated occurrence

Some egress doors or routes are not or poorly
marked.

Single cases of errors on compliance reports to

be submitted to authorities Isolated cases of inadequate or missing training.

No SOP or guidance established to support
adherence to fair competition/anti-trust practices

Job advertisements and / or application documents are
written at a level or different language than workers
understand

Location of assembly points are not clearly
indicated/marked.

Some elements missing in the environmental

bolicy Training schedule implementation not being tracked.

Major

FPolicy or procedure on receiving gifts or favors
missing details or not trained to employees.

Mo policy on freedom of association and right to collective
bargaining

Unsafe behaviors observed during plant tour, e.g.
-Required PPE is not worn

«fully open fume hood

-unsafe forklift usage

-walking outside of designated walkways

=grounding cable not used during flammable material
transfer

-cell phone usage in flammable storage area

Those observations can be rated a major based on
risk and frequency of occurrence; if it a isolated/single
event only, it could be a Minor, otherwise, it shall be
rated a Major (e.g. one employee not wearing lab coat
and googles in labs shall is usually a Minor
observation, but if it seems to be a systemic failure, it
should be Maijor).

Process for Management of Change (MOC) not well
implemented or inadequate covering EHS, ethics, human
rights and sustainability

Few cases of errors in waste stream separation

Workers representatives are not from production workers
e.g. they are administrators or supervisory staff but are
elected

Preventive Maintenance (PM) program for important
safety installation (fire pumps, sprinklers, smoke
detectors, fire extinguishers etc.) in place. But minor
deficiency in execution.

Low number of fire extinguishers are not checked
adequately.

Few cases of environmental documenation or
records missing

Standard operating procedures are not distributed to all
relevant people
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PSCI| Audit Pro gram Resources Building responsible supply chains

Auditor Training Resources

WILL MOVE
ONLINE

IN 2023

e PSCI Audit Updates 2022 (by Dr. Birgit Skuballa, Bayer)

e Occupational Health & industrial Hygiene (by Wenjia Xu, MSD)

Auvdit Guidance Self-Assessment Avudit Templates * Environmental Protection (by Andrea Fasano, Pfizer)
provides an overview of the PSCI Questionnaires help ensure that key sustainability , _ ,
audit program for members and allow suppliers to assess their own topics are coverad in an audit Human Rights (by Dorota Wiacek-Trojanowska, Roche; Murugan
auditors using the Templates performance in advance of an audit Subramanian, Novartis
A " > ", "

e Emergency Preparedness and Response & Hazard

Information by Daniel Rehm, Elanco Animal Health

Audit Guidance Self-Assessment Questionnaire PSCI Audit Template

BREHA XA HEHlERS PSCIRET> 7L — b



https://pscinitiative.org/viewResource?resource=1770
https://pscinitiative.org/viewResource?resource=1770
https://pscinitiative.org/resource?resource=2025
https://pscinitiative.org/resource?resource=2025
https://pscinitiative.org/resource?resource=2009
https://pscinitiative.org/resource?resource=2009
https://pscinitiative.org/resource?resource=1918
https://pscinitiative.org/resource?resource=1918
https://pscinitiative.org/viewResource?resource=2152
https://pscinitiative.org/viewResource?resource=2152
https://pscinitiative.org/viewResource?resource=2152

PSCI Capability Program

PSCIEE BRI RIS L (Fv/\E)T4-TAT I L)

AAAAAAAAAAAAAA
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PSCI X X Global Supplier Conference

* Tools for Learning

The PSCI has an extensive collection of free tools,
resources, and training to support pharma & healthcare
companies across the PSCI Principles:

PSCIlE., BE-ANLR T 7R EICLLHPSCIFAIOEREXIET
1=, EHOY—IL, VY—R, GHEZBILURHELTULVE T,

* Interactive courses available via e-learning platform
eI—ZU I TIVNIA—LTRETEDIVEFVT1TRE
 Topic specific webinars live and on-demand

T—YAVIEF—(SATBRESIUVF U TIUR)

 Annual supplier conferences: India, China and Global

ERH TS —L8 ((VR. hE. S O0—/3\L)

. Technlcal tools to use in your own operations

At AR —2 a3 TERTESETY—IL

 Legislation tracker supports your due diligence

T1—T IOV REXIET DERGINYH—

v

To gain access, log into your PSCI account

Energy Efficiency (Level 1)

|&

0% Completed effiCiency

1

The basics of energy efficiency A

Introduction

How to drive energy

How to drive energy efficiency in your business

Actions to drive energy efficiency can be split into three categories: managing energy

Pre-lesson knowledge check E usage, installing energy efficient equipment, encouraging behaviour change amongst

colleagues.
Welcome!

The basics of energy efficiency

Why the energy efficiency is Energy Management

important to the environment

() Your important role - +
understanding emissions

2 How to drive energy efficiency

Recst Annrnarch

How being energy efficient can
help you Install

Natural Rubber (2)

Post-lesson testing

4. Country-level potential impacts. orderad by scala of production and rated based on social and environmental risk

Quiz! =2
i sl Ty . — T
Post-lesson knowledge check 5] Thalland uﬂ .=. Eb ki i #* Chlna nﬁﬂ .=. — H
Indonesia ©© £ it EF A e Vietnam 09 B0 N &
Malaysia @0 O f"} iji : #qn Philippines 06 .E. o] u{rt
India @86 Bl G i 8, United States © N “high risk” indicator

5. Mitigation activity standards & certifications

* Global Platform for Sustainakble Natural Rubber [GFSME] is a membership organisation whose members are rubber

growers, processors, and traders (e.g. Weber & Schaer], tyre and other rubber makers (e.g. Bridgestone), civil society [e.g.

Waste Vendor Checking Matrix

Suggested approach for assessing risk.

Regulatory/reputational impact

Serious breach of law/regulation with

Breach of law/regulation or
investigation or report to authority f law/reg

noncompliance. Minor legal issues,

with possible prosecution, Extensive

Rk coit R minor litigation possible.

Regional or National Stakeholder concern
or > 1 years for natural recovery or up to 1
week for clean up or threat to biodiversity
or impact on areas of interest for science

Impact on localized ground, spill contained

Local Investigation, minor breach of
regulation. Prosecution unlikely.

PSNR was created to improve the socio-economic and
through coordinated industry-wide efforts. Members are
sions or issue a policy consistent with the principles,
and rights, labour rights, water management, human rights,

egations of non-compliance and recommends corrective
Ince model and baseline reporting reguirements.

industry project (whose members are governments

)l organisations [e.g. UNCTAD), rubber industry associations
ks cors/ traders |e.g. Haloyon Agri), and downstream

Bring throughout the natural rubber value chain (V@ 8).
bour rights, child labour, forced labour, water manageament,
fembers woluntarily commit to and self-certify against. This
k of gpovernance structure and its self-certification system.

No sensitive impact on ground/air/water

PSCI

location.

What is Biodiversity?

= There are three levels of biodiversity- “Biodiversity” or biological diversity, refers to the variety
of life on earth. It encompasses three categories: genetic, species, and ecosystem diversity:

Genetic diversity refers to the variation of genes within species.
Species diversity refers to the variety of species within a region.
Ecosystem diversity refers to the different communities or habitats found in a given

= (Close to 1.7 million species of plants, animals and fungi have been recorded, but this is most

science, there’s no going back.

wild.

= Biodiversity loss is a result of diverse human impacts, especially land conversion, land use
changes, habitat fragmentation, unsustainable harvest, climate change and pollution. All
driven by increasing human population, energy demand and consumption of meat and other & CARIBBEAN 3% sean he argest srop in
goods,,. Many species are lost before we are aware of them or they have been studied, losing i
important knowledge of their role in the ecosystem.

= While changes to the climate are reversible, even if that takes centuries or millennia,
biodiversity loss is not. Once a species becomes extinct, particularly those unknown to

The Living Planet Index (LPI) tracks
the abundance of mammals, birds, fish,
reptiles, and amphibians across the globe.

POOO®

Between 1970 and 2018, vertebrate populatian sizes

dropped by 68% on average worldwide. However,
this rate of this loss varies from region ta region

likely a significant under-estimation with some studies quoting numbers anywhere between 8
to 100 million. At a genetic level, species previously considered as one could actually include
dozens. When adding bacteria and viruses, we may be looking at a figure in the billions.

VISUALIZING THE REGIONAL
DECLINE OF EARTH'S BIODIVERSITY

EUROPE
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a
1970 1780 1990 000 W0 2018

NORTH AMERICA ASIA
2 2
- - 0
g 33% | 45%
o i i i 0 i i —
1970 1980 1990 2000 2010 ms 1970 1980 1950 w000 we 20s
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bindiversity at §4%%, mainly driven
by asignificant decline in reptile,
amphibian, and fish populations
® - 650
, , 65%
- o
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A sixth mass extinction is already in process. Estimates suggest that, by weight, 96% of
the world’s vertebrate land animals are now either humans or farm animals, and only 4%

biodiversity loss

Figure (1) WWF (2020) Living Planet Report 2020: Bending the curve of
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AMR D' 65T SN E

GRAM Report*?
(2024)

IAE O’Neill Report*! (2016)

FEIIEEEX 8223 A (FE&iE3E)
(20508FH) 1,000 A 19185 AN (IE3Z%E)

RIEEEEN ey 1126900 A (BH:E3%E)
(2025~20504F) Ab XS 39005 A (EI$E5E)

ETOIREICHUTEH AMR (CLB2050FDFET-EZNL1,0005 A ZiBX. IRTEDHAICLD
FETEZ (F99708 A WHO (C&LB20228E57—4) #BXAEEDNTVS

X1 mE: The Review on Antimicrobial Resistance, 2016 (O'Neill report)
X2 [ Global burden of bacterial antimicrobial resistance 1990-2021: a systematic analysis with forecasts to 2050

PSCI 3y @PSCInitiative 35



SRENTEDAD=X A

HE3 R=FXS5PD3II—1

S

., X

INTZ 71 )L LA

L O\ o |

< W
XA

S
9@ B> B
S/ND

> V

BEE R > 712 & 3 FEAIBEH

KA DILF L

I__I/\

D EOLI(CTMEE T DN (

S O HEBARZEOTL\IIREZE(LSE T, &
V ® MADTEKDIBLT B IEZEAL)
/ Btz @ MECASTELSEHRAIHBLTUE
B3 5 HEEHR> D)
Q HMEORTIHMERENMEAITIENZZE
BB, OWSHEENMADTETHRIEREN
HIRWEDICUTUED (DNA 12 RNA OZE
F%)
@ MHRCEEIAEERICTRHEREL CLUED
(R=HFDHIY—1)
® B REOXR/\R/IUVKRTHEBRAFZEL. X
DNA % RNA@E&‘:J% hbz %_:\Jé (/\47|'7*()|/A)
ENoZit

|17

SIEHLESTEIHTTHAE AMREEERY 7L > X749 —)

PSCI

3y @PSCInitiative 36


https://amr.jihs.go.jp/general/1-2-1.html
https://amr.jihs.go.jp/general/1-2-1.html
https://amr.jihs.go.jp/general/1-2-1.html

RHHAIMHENIEKRIIADZX A

QExn

O iExE @ %8 (REE)

IR
Aw .
¢ Lk N
X ¢
) 4
*.. 9
; ¢
Hit "/
S (T (B R4 73 RRENIEZ T RIRE &SI hIcE RRENE L TE R D PR SEH i
EDBWEED BRAEERELET D7 WHE B RA L N ERIMHEEH A< EAWD
e SAWET TLHERWET EEHRDET RECRDET

XWOHBEAIMEEICEZEBROLD DITTIEDD £ AD.
NMEEZFESIEFEFDODESNEBITCULEWVWE T,

B FB5AMR BXLSHBDIA) FRIMME (B RREHEIEIAZIEE AMRERK) 7L A5 -)

PSCI 3y @PSCInitiative 37


http://amr.ncgm.go.jp/pdf/lr-l5.pdf
http://amr.ncgm.go.jp/pdf/lr-l5.pdf
http://amr.ncgm.go.jp/pdf/lr-l5.pdf
http://amr.ncgm.go.jp/pdf/lr-l5.pdf
http://amr.ncgm.go.jp/pdf/lr-l5.pdf
http://amr.ncgm.go.jp/pdf/lr-l5.pdf

g Wi'li&ibﬂ?éﬁ{%

JRMRA—— =X Y 1ES

= =
> >
| > R =
|

AMR ([CBIFRE(ERLE i W& 1 {5 R EEE

ZN%Y
Ry~

SR ” » m

6 &
'-‘ r’ﬁﬁuﬂﬂﬂ'&ﬁi
c . B, BFEICBVLWCEIEICfERAIN.
ISIEHEH 2 EIE (CEIEURIINEE AMR ZEhE

PSCI Yy @PSCInitiative 38



AMR &(3

EHEDBFICHIFTD AMR WR I O—F¢
SHIONOGI MOHYD#Hd

MEFEOSERIG(CE I B0 HIE




":'.-350,

MEEEHEIFOSELRDFIEZZRVD ? ampe:e

AMR Industry Alliance (AMRIA)
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standardhttps://www.amrindustryalliance.org/wp-content/uploads/AMR-Industry-Alliance-Manufacturing-Standard.pdf

Antibiotic Manufacturing Standard DAR&

0.0 Introduction

1.0 Scope

2.0 Normative References

3.0 Terms, definitions and abbreviations
4.0 Wastewater management program
5.0 Solid management program

6.0 Management of change

PSCI Yy @PSClnitiative

44,



Antibiotic Manufacturing Standard DAR&

0.0 Introduction

1.0 Scope

2.0 Normative References

3.0 Terms, definitions and abbreviations
4.0 Wastewater management program
5.0 Solid management program

6.0 Management of change

PSCI 3y @PSCInitiative 45



i 6

XERE - MEE (MEIREIOR . PEMEREIXTSRI)
T 12 : [RZEEHE (API), ##l (DP) . —/RE% (Primary Packaging)

PSCI 3y @PSCInitiative 46



Antibiotic Manufacturing Standard DAR&
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2.0 Normative References

3.0 Terms, definitions and abbreviations
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FHlERIEIERE (PEC: Predicted Environmental Concentration)
DD EFEYIEDIRIEROTFHIEE

YRl EESZ2EE R (PNEC: Predicted No-Effect Concentration) A
DD FYEMRIEELUERRICZEZSIRVNEE ZHNS

R Ni=E

PEC < PNEC

" PEC / PNEC = Risk Quotient (RQ)
. RQ <1
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[ Antibiotic Manufacturing Standard 4.4.3 [(C&#7 PNEC X*D URL h'&§ &k
* ERAR(CEE SN B8, BEHERINE

Active Pharmaceutical PNEC-ENV PNEC-MIC Lowest Value PNEC-ENV (iﬂ %%;g %sﬁu mg;gl}%}‘“)
Ingredient (ng/L) (ng/L) (ug/L) T g =13 =
: " 7J</- £ tl:% (;I% E\ }'LRWE\ l7|<7¢ 78\&) (L_T"
Chlortetracycline II 5 1 1 ‘ .
= DAZ:

Ciprofloxacin 0.45 0.06 0.06 AD = i'f
Clarithromycin 0.25 0.25 0.25 = OECD Test Guidelines (:L-TMLJ_C‘;,H\UE
Clinafloxacin N/A 0.5 0.5
Clindamycin 0.1 1 0.1
Clofazimine /A 0.03 0.03 PNEC-MIC (V5 E- T AU B
Cloxacillin 20 0.125 0.125 . =38R -
Colistin (Polymyxin E) 9 2 2 " —tw‘,gi(c'j’_Zé?/ = e 4

Daptomycin 510 1 1 » EUCAST WM ARNE DT —5Z AL
Delamanid 0.03 ‘ 0.05 (default) 0.03 T ELj

Doripenem 0.46 0.125 0.125

o8 AMRIA PNEC Table

CC
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Kitemark™ Certificate
This is to certify that: Shionogi & Co., Ltd.
3-1-8, Doshomachi
Chuo-ku, Osaka-shi
Osaka
541-0045
Japan
Holds Certificate Number: KM 824329
In respect of:
Antibiotic Manufacturing Standard
Minimizing rlsk of de veloping antibiotic resistance and aquatic ecotoxicity in the environment resulting
from the cturing of h antibiotics 14th June 2022 - as amended September 2022

This issues the right and licence to use the Kitemark in accordance with the Kitemark Terms and Conditions
governing the use of the Kitemark, as may be updated from time to time by BSI Assurance UK Ltd (the "Conditions™).
All defined terms in this Certificate shall have the same meaning as in the Conditions.

The use of the Kitemark is authorized in respect of the Product(s) detailed on this Certificate provided at or from the

Kok

Shahm Barhom, Group Product Certification Director

For and on behalf of BSI:

First Issued: 2025-10-29
Latest Issue: 2025-10-29

Effective Date: 2025-10-29
Expiry Date: 2028-10-28

Page: 1 of 2
This certificate has been Issued by and remains the property of BSI Assurance UK Ltd, Kitemark Court, Davy Avenue, Knc on Keynes PP, ed
Kingdom and should be returmed immediately upon reques
To ched validity telephone +44 (0) 345 08C An elec C certificate can be authenticated online.
BSI Assurance UK Uimited, registered in England under number 7805321 at Seventh and Eigh AC ng Ade, Londo A,
member o Companies.
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https://www.shionogi.com/jp/ja/news/2025/11/20251104.html
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CONTACT

L < (W

pscinitiative.org info@pscinitiative.org Annabel Buchan:
+44 (0) 7794 557524

For more information about the PSCI please contact:

PSCI Secretariat
Carnstone Partners Ltd

P5Cl

L

@PSClnitiative

Durham House About the Secretariat
Durham House Street Carnstone Partners Ltd is an independent management consultancy,
London specialising in corporate responsibility and sustainability, with a long
WC2N 6HG track record in running industry groups.
info@pscinitiative.org
SR
+44 (0) 7794 557524 carns t Oone
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https://pscinitiative.org/home
mailto:info@pscinitiative.org
https://www.linkedin.com/company/pharmaceutical-supply-chain-initiative-psci-/
https://twitter.com/pscinitiative?lang=en
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