PHARMACEUTICAL
SUPPLY CHAIN
INITIATIVE

Building responsible supply chains

PSCI Supplier \Con‘ference Hangzhou
PSCIHEN SN - Fru

24-25 September 2019

Day 1 — Common Session

Disclaimer: Compliance with local requirements is the responsibility of companies and their local business areas.
The information in these presentations is not intended to supersede, take the place of, or conflict with, local government
requirements.



2\ Practicalities

= FHi5F#S Please mute your cell phones

= R ZX8X Lunch and breaks

= [f|EJ$=El Timings — please check the agenda
= 2Rl Safety briefing

= FEENIAE Quiz

» IREAE Feedback survey
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f you discover a fire, please press the button on the nearest

tire alarm point and contact “The Royale Touch” on the nearest ) 14 s 2 H . .
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ANTI-TRUST STATEMENT

While some activities among competitors are both legal and beneficial to the industry, group
activities of competitors are inherently suspect under the antitrust/anti-competition laws of
the US, UK and other countries in which our companies do business. Agreements between
or among competitors need not be formal to raise questions under antitrust laws, but may
include any kind of understanding, formal or informal, secretive or public, under which each
of the participants can reasonably expect that another will follow a particular course of action
or conduct. Each of the participants in this meeting is responsible for seeing that topics
which may give an appearance of an agreement that would violate the antitrust laws are

not discussed. It is the responsibility of each participant in the first instance to avoid raising
improper subjects for discussion, such as those identified below.

Itis the sole purpose of this meeting to provide a forum for expression of various points of
view on topics described in the agenda and participants should adhere to that agenda. Under
no circumstances shall this meeting be used as a means for competing companies to reach
any understanding, expressed or implied, which tends to restrict competition, or in any way to
impair the ability of members to exercise independent business judgment regarding matters
affecting competition.

Topics of discussion that should be specifically avoided are:

i Price fixing;

Product discounts, rebates, pricing policies, levels of production or sales and marketing
terms customer and territorial allocation;

ii. Standards setting (when its purpose is to limit the availability and selection of products,
limit competition, restrict entry into an industry, inhibit innovation or inhibit the ability of
competitors to compete);

iv. Codes of ethics administered in a way that could inhibit or restrict competition;

v.  Group boycotts;

vi. Validity of patents;

vii. On-going litigation;

viii. Specific R&D, sales or marketing activities or plans, or confidential product, product
development, production or testing strategies or other proprietary knowledge or information.
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THE PHARMACEUTICAL SUPPLY
CHAIN INITIATIVE (PSCI)

Board Welcome and Opening Address
S YN I

Dr Birgit Skuballa
PSCI Past Chair



Bio

Dr. Birgit Isabelle Skuballa

Current position and responsibilities: Bayer AG, Corporate HSE, Head of HSE Audits &
Supplier Management

Location: based in Leverkusen, Germany

Background: PhD in Organic Chemistry (University of Karlsruhe); post-doc at Nagoya
University (Japan); 1ISO14001/0OHSAS18001/17025 Lead Auditor; global Bayer HSE Audit
Team Lead

Experience: 24+ years within Pharma/Chemical Industry (Schering AG / Bayer); including 4+
years as Process Development Chemist at an APl production site, 3 years HSE Management
System Responsible and global Responsible Care Coordinator, short time assignment at a
pharmaceutical finishing site in Italy, 5 years GMP/Quality Auditor for internal/external API
sites and global HSE Auditor; after acquisition of Schering AG by Bayer HealthCare leading
the HSE Audit and MS Group for the Healthcare Division for 7 years, including global HSE
Data Management for the Bayer Annual Report; 3 years leading the global function for HSE
MS, Audit Strategy & Planning for all Bayer Divisions (Pharma/ Consumer/ Animal
Health/Crop) for 3 years; after acquisition of Monsanto by Bayer now leading the global
function for HSE Audits and Supplier Management covering all divisions/businesses at Bayer.

= Contact information: birgit.skuballa@bayer.com
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PSCI: THE VISION

Our Otis-to establlsh and promote respon3|ble
practlces that will continuously mprove“e’ﬁh;cs laber,
health safety and enwronmentally sustalnable

outcomes for eur supply chams»
e, /.8
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{

PSCI WELCOME | HANGZHOU 2019 YW @PSClnitiative 7




THE MEMBERSHIP

40 member* companies already share the PSCI VISION and are committed to
continuous improvement in the supply chain

obbvie %32Allergan AMGEN - Astrazenecs D
i ?;;:ifli;gn? & Bristol-Myers Squibb Catalent.

@ Esteve EVOLAN. A i o vt
Lite, LONZA @ Malincodt ¢y MERCK

N N
> ® SHIONOGI /Shire

Members as at April 2019
B ‘
Baxter % ¢ Biogen
|
Gm,.em 2 G Chiesi
N
() GILEAD @ Gohwronfofmron
]
) NOVARTIS mmbﬁ RION
teva Westd

*Associate members have the following symbol: ‘ The rest are full members.
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THE CHALLENGE

Alone we can do so little,
Together we can do so much.
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PSCI IN 2018: AT A GLANCE

OVERHAUL &

STRENGTHENING OF

@ SUPPLIER SAQ

ALIGNMENT

MEMBERS

AMONG MEMBERS
ON RESPONSIBLE

PROCUREMENT SCOPES

5+ EXTERNAL PRESENTATIONS,
INCLUDING AT THE UN FORUM ON

BUSINESS & HUMAN RIGHTS

"1 UNITED NATIONS FORUM

®+' ON BUSINESS AND HUMAN RIGHTS

EXPANDING
ONLINE

wach T CR 50K+

WEBSITE VIEWS DOWNLOADS
D D » ADA : . »
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\ \
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¥ i \ =i~
[ 23/
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{ ‘ ) 200+
O-P R FEWER SUPPLIER
R SURVEYS DUETO

ADER SUSTAINABILITY
DATA SHARING

For further information please see PSCI ANNUAL REPORT 2018

ADVISORY PANEL
OF 5 EXPERTS

TRANSPARENCY
INTERNATIONAL UK
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O
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https://pscinitiative.org/resource?resource=369

2019 ACTIVITIES

= Supplier conferences taking place in India & China in September
20109.

= More webinars (vs three in 2018).

Auditor training (taking place in China).
= Build partnerships with external stakeholders.

Engage with external stakeholders, including two Advisory Panel
meetings.

= Accelerating membership growth, particularly welcoming mid-
sized pharma companies.

= Roll-out of peer-to-peer mentoring scheme.

» Become the best recognised organisation for responsible supply
chain management in the pharma sector.

PSCI WELCOME | HANGZHOU 2019
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WHAT WE DO: What's new?

= A common voice for our industry. Delivering on PIE/AMR

= Set expectations for ethics, labour, health & safety, environment, management systems
maturity model

= Build supplier capability o

Conferences,

Resource library, PEC:PNEC Calculator tool

Webinars

LINK platform

The Pharmacsutical INFLUENCING CORRUPTION IN
Supply Chain Initlative |PSCI): : .. ’ PHARMACEU”CAL SUPPLY CHA'NS

= Define common supplier assessment tools (audit framework, SAQ, auditor guidance...).

= Audit and promote audit sharing to reduce burden on the industry and drive continuous
Improvement.
Supplier initiated audits: PSCI Approved Audit Firms: https://pscinitiative.org/auditCollaboration

PSCI WELCOME | HANGZHOU 2019 ¥ @PSClInitiative 12
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PSCI CHINA GROUP

> Sub team of the Audit workstream

» Members: Chinese PSCI Member representatives as well as
PSCI Member representatives with a focus on China

» Quarterly meetings for regular exchange

» Current achievements

v'Translation of PSCI Audit tools (e.g. PSCI SAQ, Auditor
Qualification Guide)

v Adapt PSCI Introduction for Chinese suppliers

v'Support PSCI Supplier Conference and Auditor Training
in China

v'Identify and share hot topics on HSE, Ethics and Labor
within the team

PSCI WELCOME | HANGZHOU 2019

¥ @PSClnitiative
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OUR COLLABORATORS

H The Anti-Microbial Resistance (AMR i _ _
. : ,’..'- : ( ) ‘ Green ChemisTree Foundation
- Industry Alliance : Green Chemislree
umr-mnusrm' . . Foundation http://www.greenchemistree.co.in
ALLIANCE www.amrindustryalliance.org

@ Institute of Public and Environmental

American Chemical Society (ACS) Green 1P Affairs (IPE)
ACS Chemistry Institute Pharmaceutical FAFARRTS http://wwwen.ipe.org.cn/about/about.aspx
44y Green Chemistry Roundtable At
Institute’

http://www.acs.org/content/acs/en/greenche

The Water & Environmental Technology
mistry/industry-business/pharmaceutical.html

(WET) Center

TREHMOL Y CRMTRE
http://www.nsfwetcenter.org/

CHWMEG 2=~ erisk Verisk Maplecroft
http://www.chwmeg.org/ "5 MﬂpIECrﬂﬁ http:/.maplecroft.com/
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RECOMMENDATIONS FOR THE NEXT DAYS

This is your conference......

v'Participate and feel free to ask questions
v'Share your experience with us and with each other

v'Tell us how we can best support you so that we can continue to improve our conferences and
support programs

And...enjoy the conference!

PSCI WELCOME | HANGZHOU 2019 W @PSClnitiative 15



Thank you 15151 !
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Building responsible supply chains

Management Systems
- Introduction to the Maturity Model

EIEARARERE

PSCIEIR R FEENEIRE
2019 E{H- MRS SIN




Bio wHmigif: 5k

Zhang Yi—J&J, Manager, EHS&S, External Supply

improving EHS&S management systems and knowledge

developing local EHS&S capabilities

deploying pro-active risk identification/mitigation

= 11 years in EHS, 5 years in Dupont site, 3.5 years in Siemens supply chain
= Major in environment engineering, master, Tongji University, Shanghai

= Certified National Safety/Environment Engineer

BHREIARIERAL: 3RAEEHS&S INEME N SR IR
1IEFEHSMNPERR, SERMEFRIT, 35EAal JFHtn s,
FERE: BAFNEARMEHSEE], SCREFRARBIXIBS IR B EREaTE,

HEBSR: EFKFREIEMLT
FEFME 2/ AR TIED
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Management Systems Maturity Model
EIRRERERE

Overview of Management Systems . ..
Maturity Model R . " . ] f
Details of Maturity Model 1 /8 Toe . ] : e .
Areas of Concern from PSCI Assessments — Management Systems ° o o ., , .. R - : "o
Common Gaps from PSCI Assessments — Management Systems B ., .. .. : : ...



What is a Management System? {o] I E&1E

RR?

= A management system is the framework of policies, processes and procedures used by an
organization to ensure that it can fulfill all the tasks required to achieve its objectives.

= Management system is the way in which an organization manages the inter-related parts of its
business in order to achieve its objectives. These objectives can relate to a number of different

topics, including product or service quality, operational efficiency, environm
health and safety in the workplace and many more.

" |n its most basic sense, a management system is how organizations ensure t

ental performance,

hings get done.

= Your workplace probably already has the basic elements of a management system;

= |ncludes principles, framework, accountabilities, procedures, training, recor

d keeping....etc;

PSCI

Y @PSClnitiative 20



Examples of Management Systems EIE{KZ {7

ISO (International Organization for Standardization) is an independent, non-governmental
international organization with a membership of 161 national standards bodies.

= Examples of ISO Standards include:
- 1SO 50001 - Energy management
1ISO 9001 - Quality management
ISO 14000 family - Environmental management
ISO 45001 - Occupational health and safety
ISO 37001 — Anti-bribery management systems

SAl certification:
- SA 8000 — Social Accountability

" |nternational Standards make things work. They give world-class specifications for products,
services and systems, to ensure quality, safety and efficiency.

PSCI ¥ @PSClnitiative 21


https://www.iso.org/members.html

External Certification — some thoughts....

SB=JTIIAUERI B

= External certification can be beneficial for the business — eg:

- Some govt. or other supply contracts may require or give preference to companies with
external certifications;

- Public reporting.
= However:
- External certification needs to reflect what is actually happening at the site;
- We’ve seen major deficiencies at some external certified sites;
- In some cases, external certification is more document driven than actual practice driven;
- We've seen examples of expired external certification;

PSCI ¥ @PSClnitiative 22



Pomts to Consider in Management Systems

NV EIRARNER

= Tailored and suitable for your business;
= |t works — makes your workplace more efficient;
= |t's sustainable;

= |t's integrated with other key components of your business — eg. Quality, productivity; Customer
Service;

= |t’s able to provide evidence for monitoring, review, continual improvements and compliance.

PSCI Y @PSClnitiative 23



PSCI Questlonnalre Management Systems

PSCIBF G E-EIERERES D

= Q1-Commitment and Accountability 7?@%'—5%@:;

= Q2 - Q4 - Legal and Customer Requirements ;&{EFE= P EK;
= Q5 - Q8 Risk Management X|f@&=IE;
= Q9 — Documentation M{F&#}

= Q10 - Training and Competency 1Z)||F08E
= Q11 - Continual Improvement 420

PSCI ¥ @PSClnitiative 24



Management System Maturity SRR HEAETE D

= Maturity based on issues such as:
Established processes;
Governance;

Systems/tools;

Metrics, KPls

Starting Programs - the basics may be there, minimal processes that are not well established;
= Developing Programs - basic internal processes; developing site-wide awareness;

= Leading programs - established and robust processes; embedded into the business

PSCI YW @PSClnitiative
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Management Systems Maturity Model

".s’:.E

RER DL
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Takeda
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Merck

MANAGEMENT SYSTEMS
MATURITY MODEL

PHARMACEUTICAL
SUPPLY CHAIN
INITIATIVE

Building responsible supply chains

This maturity medel has been developed: (1) as a tool to help you assess the current state of your orgenization’s Management Systems
relstive to PSCI's supplier Audit Questionnaire and (2] to understand what P5€1 Membar Companias ook for in their supplisrs.

Centrient Pharmaceuticals
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Maturity Model... BB KK EIRBLAHNERE

= This maturity model has been developed:

(1)as a tool to help you assess the current state of your organization’s Management
Systems relative to PSCl’s Supplier Audit Questionnaire and

(2)understand what PSCI Member Companies look for in their suppliers.

= Please use this in conjunction with your contact at the Member Company to identify
where your organization would like to make improvements.

PSCI YW @PSClInitiative 27



Starting Program

Leading Program

Developing Program

* Written Management Commitment
regarding EHS, Labor/Human Rights
and Ethics related processes

* Occasional follow-up on EHS,
Labor/Human Rights and Ethics topics
at Management Team (MT) Meetings

* Processes documented through SOPs
or other means

Management
Commitment &
Accountability

* EHS, Labor/Human Rights and Ethics as * Proactive leaders effectively make a difference,
standard agenda topics for demonstrate commitment
Management Team Meetings * Continuous Improvement cycle in place and monitored
* EHS, Labor/Human Rights and Ethics by Management Team
topics handled in line with relevant * Employees empowered to approach management with
certifications (ISO or equivalent) suggestions, questions
* Process applied (SOPs, KPIs or
measurements for processes)

R ER

RREHER L1

=R ERRIETISRE KTFEHS, FL/ANFIEREXR EHS. 5L/ ARFIEEATCHANEIE - MSERIRER, e Bt ARIEERF RIS
ENPEEERE BIASIWRIE N R ERR B EMRHE, HHREERAN S
AEEEFIPASIN EXJEHS, FFIT/A FFEHS, FL/ASFIEENTEAE - SR TESEREHEYAEES
RFIEER RN B /RHE THR FINEREENEEERE (1508
B soPE A TVICRIATE RIFIRE)
HERRIEIRMFEZINL (SOPs, KPIsE
AT
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Starting Program Developing Program Leading Program

Legal & Customer y Identify and comply with minimum * Compliant with regulations and has a * Compliant culture among general workforce, with
Requirements regulations, stqndards and relevant program to address noncompliance or strong KPI focus on legal and customer expectations
customer requirements under performance, including customer from EHS, Labor and Ethics perspectives
requirements. * Empowered culture that proactively anticipates
* Labor and Ethics are included in Legal regulatory changes
Register * Actively conduct due diligence to identify and comply
* Covers on going consultations and with regulation and customer requirements

reviews of forthcoming legislation,
advising of potential changes in the
regulations

NRIER ZEMER TFCHIER

SEREBEFHER - BBEFETIEN. IWEMEXRER - FEINERAEL THEXERE - BRRIGEHER, AEBEXIIRIKPILIKEEHS
RYER(REK R GBI SAMERIER, LA % LB R A EAYEERERIIEFHIE
RABRRIEFEK - REIAEEELE R TRURFRN AR
S IMERNEESEAEECT - RRESRINEE, UREHEFENFBESH
R AN SR B EG H ERYEE, BN

T RREERY I
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Starting Program Developing Program Leading Program

Risk Management * Limited risk assessment process and * Defined process for risk assessment and * Risk Management becomes integral part of everyday
program in place business continuity in place, including business, including a formal change control program
* Risk assessments are high level and are scoring matrix * Everyone consistently demonstrates risk management
not task specific * All tasks are assessed, including permit and awareness
* Reactive risk prioritization with to work used to control high risk * Business routinely reviews risks and business
minimal consideration for business activities continuity and implements improvements to reduce
continuity * Everyone gets involved in risk risk scores

assessment, including workers

HERBIER ZREMER TFCHIER

i =g - BURERAINEGIHMEREDTE - REXEITERSIESEMRRE, - XREEA BB S AR EERI—ERD, 831
AR o v n A = S [ E B S gl W VR ]|
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BRI RBE /9, Xl S5iEes ERS I ) - W SESERT IERI R EXBEAN SSIESE T TG
ERIE SR> - BAAEBSEXEITHE, 8FETA LARHEX G T 5

PSCI YW @PSClnitiative



Starting Program Developing Program Leading Program

Training and Competency * Training is ad-hoc and reactive * Training curriculum in place, regularly * Development of workers is a priority
* Formal discipline is used to enforce reviewed and monitored and investment is made in learning
rules * Automated system for monitoring of * Workers are high skilled and engaged in
* Supervisory control of day to day tasks training compliance learning
* Cross training in different areas and * Business encourages professional
tasks to further develop workers development, membership of

professional groups and further
education

RMER WFCHIER

EiIFnGE RS S -3 [ 1 i ey . BEERREIN, BREEENE . RRTARTEG, FEEIE
BERCEBTHITAL . BRThGEE)IEAENESTER ISR IR
HE RS EH % . TARARRFEHIURES
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Starting Program Developing Program Leading Program

Continuous « Limited or reactive KPIs in place to * KPI/ Metrics available for some of the goals/  « Leading / predictive and Lagging indicators are used to
Improvement and measure progress toward achieving targets and m(?asure lagging in.dicators measure performance against goals/objects
KPls/Metrics goals and objectives * Management is aware of metr|cs/|§PI and are * Proper investigation programs to prevent further
* Limited management / employee reviewed periodically; KPIs only visible to incidents
awareness on how to measure management * Culture of Continuous Improvement throughout
progress toward achieving * Opportunities for improvement are identified organization with metrics highly visible and
goals/targets and managed transparent
* Metrics / KPIs have minimal * Employees empowered to make recommendations and
management sponsorship changes

R ER RREHER BFCHIER

JFEEPHkPIABIR - FERESRNMRIKPISEEES - GuATGERLEINAETKY/EEINE, - RTINS HESEHEE BRI RM
I Bt Bt RS FEEE RS R
BEE/RTXNIEESSIE - SEETHET/Ke, FAEWH#THEZ kP - BESREEIL, LBLEAsERERISE
MIERHERRIIRIREIR I EEE I . EANMERERSSEGRIOSIY,, BistrEsEaTnE
A/ KPS RIBEIEEER/RIR - BIERRSsHTR EERRY
B - RTAOLMRHENATSE
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Starting Program Developing Program Leading Program

Established * Simple EHS, Ethics and Labor/Human = Processes align to requirements of generally * Workers clearly understand established processes
Processes Rights standards and processes are recognized 3rd party certification systems Suppprtlng SAQ concept§
in place « Demonstrated awareness of processes * Continual Improvement is encouraged at all levels of
* Variable evidence of processes to supporting SAQ concepts facility
facilitate / demonstrate commitment  « Continual Improvement opportunities lead to ~ * Workers are empowered to implement and continually
to SAQ concepts optimization of current practices improve processes supporting SAQ concepts
* Continual Improvement efforts are
minimal

R ER KRR TFHER

S ZRTE  HIETEEMEHs, BENSET/A - TEFASANSESHAMIRGNER - TAIRS THRSISAQIESIBEE T
IR EROTRAR C EIRISABESHSTI AR EEEE . SRS SRR
SIEAERARISA QS RGEY # . T ARE RS RS S R S AQHE O TRAR
SRR L RS, ISR

LR SOH TRRD
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Starting Program Developing Program Leading Program

Systems, Tools and * Minimal records / data / Documents * Governance program in place to manage * The organization has established a governance system
BealrerE e available to support program records / data / documents. with set policies to define documentation
* Limited governance to * Oversight of procedures limited and may not requirements across the enterprise
review/revise/update documents include reviews by Subject Matter Experts * Tools in place to manage activities, roles and
e Minimal control of access to (SMEs) responsibilities integrated with business processes
records/data/documents » Systems standalone and not integrated / * Formal process to manage access control and data
limited availability for parts of operations / privacy
business

R ER RREMER TFCHIER

. TEMXEER - TATUSHHIMNCRAUE/ - $IEXTICR/AUE/ UGS E R . BET—EEEHEEITAERS, UENEAS
R L TEFNNEER, THEAEEERER TEAVAYSZASEEK
BHE/IST/ BT SR (SME) HOEE . BHENNIERTFERSISTEERED. B
AR . RUpRBXRER, SRNBTRSEE EFNERS
SHO /AR SR AT /g3 . BIEXFEATEESE ISR RS
IR
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Areas of Concern from PSCI Assessments
PSCIE 1:?9&/__11)\ I\ =]

= Who signs off and approves the components of the Management System?

" |s what is seen across the site match the written programs and the regulatory requirements?
= Does the site know their risks and regulatory obligations?

" |sthe site generally compliant to regulatory requirements?

= |s the site sufficiently resourced for its Safety, Environment, Labour and Ethics programs?

= |s the site technically capable to address Safety, Environment, Labour and Ethics programs?

= Does training exist for the above?

= Does the site have a self-inspection/auditing program to show their programs are actually being followed?
= Who is responsible and accountable for Safety, Environment, Labour and Ethics programs?

= \What are the gaps and why are there gaps?

" |s the site willing to improve?

= Are there major system failures, gaps?

PSCI Y @PSClnitiative 35



Common Gaps in Management Systems from PSCI assessments
PSCIEZ &IV E Wia@

= Regulatory compliance — gaps in knowledge of requirements, incomplete and/or expired
permits, licenses, no system to keep current with changes in reg. requirements;

= Risk assessments — site does not understand or use risk assessment;
= BCP — lack of BCP, major risks not analysed, no recovery strategy, has not been practised;

= Change Management — usually in place for Quality, but minimal HSE, Labour, Ethics
considerations;

= Documentation — minimal developed, implemented and documented processes, SOPs not
reviewed, SOPs NOT FOLLOWED, gaps in training programs

PSCI Y @PSClnitiative 36
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Thank you 15151 !
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Time fFor group picture!

=yNCERRTE]




TEA BREAK ZEX
10:15-10:45

" 15 FPEEYIEE Please take care of your own belongings.

N
/

» REVGEIERIEBR CRRB YD =17 Please go to the session registered afterwards.

SWNT 1 -BEEAER, INENRLTEIAT Room 1 — Management systems, Environment and Safety Session
2WNT 2 - BAEESFS T INEIAT Room 2 — Business Ethics and Labor Rights Session

PSCI SUPPLIER CONFERENCE SEP 24-25 ¥ @PSClnitiative 40



PHARMACEUTICAL
SUPPLY CHAIN
INITIATIVE

Building responsible supply chains

PSCI Supplier \Con‘ference Hangzhou
PSCIHEN SN - Fru

24-25 September 2019

Day 1 — Management Systems, Environment and Safety Session

Disclaimer: Compliance with local requirements is the responsibility of companies and their local business areas.
The information in these presentations is not intended to supersede, take the place of, or conflict with, local government
requirements.



10:45 - 11:30

IBEENYE
. R SIEEIHAEREEHS XGHEER SO =,
Faeaa, QEHS 2%, SRERED

11:30 - 12:15

EMFT SR
NEE S NEIGRIP LR 38 4E  E ST EIEANE.
BiRR, FEX EHS 2k, B4 (FE)

12:15 - 13:00

FEFEDRIMEEENEES N MOHE
NBFEFHEIRAEERENES, ERKRENEIN.
B, TKKX EHS&S =RLYERY, BE (FE)

10:45-11:30

Supply and Value Chain

A practice sharing to introduce an approach to assess, mitigate and control supply chain
Q&EHS related risks.

Liru Wang, Director Q&EHS, Nuobai pharm

11:30 - 12:15

Preparing for Regulatory Compliance Audit

Johnson & Johnson to share their experience on how to prepare and manage government
inspections.

Kathy Yang, Campus Head, Johnson & Johnson

12:15-13:00

Update on Measures for Environmental Management of New Chemical Substances in China

China may issue a revised version for MEP Order No. 7 (“China REACH?”), which will have
enforcement requirement for China APl and Chemical suppliers. The instructor will give
audience a deep insight on the background and how to cope with the new requirements.

Lingzhen Dong, Director, Product Stewardship Asia Pacific, Johnson & Johnson

PSCI SUPPLIER CONFERENCE SEP 24-25

Y @PSClnitiative
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Building responsible supply chains

Supply and Value Chain
BB

September 24, 2019

Ningbo Nuobai Pharmaceutical Co.,Ltd.
TRAHELSBIRLE




Why ? 9{t+4

“To create valuable support to our customers”

“NEFEEBIMESH

Challenges on supplier chain sustainability

AV LIRS SA g 17

Incidents in China E|NEELY:
August 12t 2015 Tianjin explosion

December 9, 2017 Lianyungang explosion
July 12t 2018 Yibin explosion
March 21t 2019 Xiangshui explosion

I\/Iore strlct policy and requirements as well as follow-
up on EHS and quality programs

EHSSRERNEN. BERHRE™ g

PSCI SUPPLIER CONFERENCE SEP 24-25




Bio "ABETNT

Liru Wang EQREn ke
QEHS Director, Ningbo Nuobai Pharm (Changed from pharmaceutical center of Ninhua Group)
QEHSEMN, TIKIEHESBIRAE (R THEEEZH D)

1ining

Master, Peking University Health Science Center
L, EEKZEESFE

» Worked in Pharm industry for 20+ years
205 LA EHIZ5Nk THEER

» 3years EHS lead account manager for Janssen
3EFEHSINE 28R lanssen W%

» Lead the team for Quality and EHS management
[RESEHS B

» Janssen supply chain management service

Janssenf N EEEIEIRSS
» Authority GMP inspection support (FDA, EDQM, WHO...)

GMPEB I E1TS23EF ( FDA, EDQM, WHO...)

PSCI SUPPLIER CONFERENCE SEP 24-25 ¥ @PSClnitiative 5
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Nuobai
Value supply chain I8{5 {8 5% TEERELARAD
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Questions and answers [r] FUFQ#REZS
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Company Background 225122

Integrated trade , R&D and

Independent pharm company

Sinochem Ningbo Imp.&Exp. Co., Ltd. Zhejiang Langhua Pharm. + Ningbo

100% to Sinochem Group. Production (Zhejiang Langhua Nuobai Pharm
PO S ey N ST HEEE /A ]
100% e SEERHRG MERR. HRSEF L ITTRALEHIZS + SIEHIES
* FR%EHIZY) o i BT £
; 2004 | 2015 |
1987 g 2006 g 2017
o o
Changed name to Sinochem Changed name to
Ningbo Ltd. ,integrated trade and Ninhua Group Co.,Ltd.
R&D 5N PFAEEERAT
E%#PPG K (EHF]) 27
BRZ5HE
Patient Technology-
centered Excellence Reliability Flexibility Efficiency Collaboration driven

Reicr L .« s T,



Je LANGHUA

= oH oA ROMOA

Introduction to Langhua Pharma WYL BH#6] 258

. "U.‘_S.F_DA/WH_O/ EDQM/NMPA/ANVISA approved manufacturer

‘W Focus on APls, GMP intermediate & CDMO Business

oy LoLcé\tédjthational* Level Pharmaceutical Industry Zone, Taizhou city, Zhejiang Provincé: + =
Langhua Pharma

L()(:ﬁ(TIC)hq- Y 2 5 drmen

m g)kiﬁﬁu.s.FDA/_WHO/EDQM/NMPA/ANWSA ZEREIT
= SRS, AMEETEEScomMolkss
 FRIEANTEREERER

* CrbA

REGISTERED
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Value supply chain : 5 steps of activity

IEANGE: SMTEhE R

= Inbound Logistics: Receiving, warehousing and . ‘
inventory control. Value Chain Analysis

= Operations: Value-creating activities that
transform inputs into products, such as assembly
and manUfaCturlng [ Firm Infrastructure  Management, finance, legal, planning

%2]
kd
" OUtbound LOgIStICS: ACtIVltIeS reqUIredtO get a :_Z-_. Human Resource Professional development, employee relations, performance
finished product to a customer. These include 9 (M appraisals, ecrulting, competiive wages, raining programs
warehousing, inventory management, order £ T | - o
fulf | | | ment, and Sh|pp| ng 8—_ Development Integrated supply chain system, real-time sales information
= Marketing and Sales: Activities associated with P proawemen I .
getting a buyer to purchase a product. '
. L. . i Inbound : Outbound Marketing
= Service: Activities that maintain and enhance a Logisties | PSS | Logistics | and Sales
product's value, such as customer support and enoyans | s | Toeses | et
warranty service. - o | e o
= |n order to help streamline the five primary : o s

steps, the value chain also requires a series of
support activities. These include procurement,
technology development, human resource

management, and infrastructure. . ol
Primary Activities

PSCI SUPPLIER CONFERENCE SEP 24-25 ¥ @PSClnitiative 1



Value supply chain : Key take away
BTSSR

= The value chain is a process in which a company adds value to its raw
materials to produce products eventually sold to consumers.

IREMNHEE MR R R S EeE P IRHIRERE

N
= The supply chain represents all the steps required to get the product
to the customer.

HPEHR T EEFIRETRENFESE,
= The value chain leads to overall customer satisfaction.

IREHNERSEEENEFHEE.

PSCI SUPPLIER CONFERENCE SEP 24-25 ¥ @PSClnitiative 12
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Value supply chain 3415 {5 5%
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Sup
(R

I - ERARSS TR

LLIT

plier management- Nuobai's service module
=

Quality
Service
Module
REIRSS
ESPS

Product
Service
Module
r=miRss
RN

EHS
Service
Module

EHS BRSS
RN

Regulatory
Service
Module

T ERIBRSS

ESPS

PSCI SUPPLIER CONFERENCE SEP 24-25

¥ @PSClInitiative
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Supplier management - Quality service module

N EE-RERSER

Due Diligence RERIFE

v" Pre-DD or Full DD service for the client
NEFRHBIEEEERIREE

GMP audit GMP it

v’ 3 party GMP audit service
B=CMPEHITIRS

Authority Inspection Support BB EiT3ZiF

v' A very professional team on FDA, EDQM,
WHO and authority site inspection and
dossier submission

L\ VEFARNE(FDA, EDOM, WHO B /5
TSR ER SRS

v'Provide translation and site inspection
readiness consultant service

R ERIIASHT

Supply Chain Management {# R ES TR
v’ Supplier management solution service
HN R EIRIRS MRRGT R

v/ Enable the clients to identify and mitigate
the intrinsic risk in their supply chains

BEIEFIRA. RN ERIRTER
BA

AV

GMP System Improvement GMP /& & & F}

v’ Proactive quality programs with technical
support

F5 . FRIHER SRR T i =
v' Supplier risk monitoring & Evaluation

R o PSS Hh A% 5 PP A

PSCI SUPPLIER CONFERENCE SEP 24-25

Y @PSClnitiative
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Supplier management - Quality service module
(R R TR B AR5 R

B Successful Cases FEIIZE(
Supported the suppliers to succeed the authority GMP inspections during last years. SXEHMENEZ IR EINBISE S EREELT.

v' FDA site inspection ( API)

v" WHO site inspection ( API)

Qua\i'h‘

Mamaaem_g,m‘f

v' EDQM site inspection ( API)

v" ANVISA site inspection ( API) 3161—6“ 4
v/ Egypt authority site inspection ( Vaccine product) 1 ;
v Nigeria authority site inspection ( Finished product) Pro cess
M& oA

v Sierra Leone authority site inspection ( Finished product)

v Pakistan authority site inspection (Finished product)

PSCI SUPPLIER CONFERENCE SEP 24-25 ¥ @PSClnitiative
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Supplier management - EHs service module

(HANESETE-EHS R iEtR

[
v

EHS assessment EHSTEAH
3" party audit and assessment service (PSCl template)
E=ZFEIHERS
Supplier risk mitigation
1 A /B XUBS SH R
EHS service consultant with a systematic approach
R RS EZHEHSIRSS

EHS technical solution, for example, PHA, safety data testing,...

EHS I ARSZHF

Classification

e Classification for
External
Suppliers

Assessment

e Assessment to
EHS risk based on
supplier rating

Technical
Support

¢ Knowledge sharing

- Global/local

regulatory sharing

- Good EHS practice

sharing

- Management

procedure
updating

System Development

¢ Deep dive evaluation on
the following fields with

on site technical support:

- Process safety
management

- Industrial hygiene

- Waste water treatment

PSCI SUPPLIER CONFERENCE SEP 24-25

YW @PSClnitiative
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Supplier management service
R TR S

® OBIJECTIVE: MITIGATE THE RISK TO GUARANTEE THE SUPPLY! Supplier Improvement
CAPA Management (R SIRH

&
Supplier Audit CAPA EIE

R ESERT

4 N N N

Supplier Audit Supplier Improvement
(HRIRSERT CAPA Management (B EIEH
CAPA I8
v’ EHS and GMP audit based on supplier risk V' EHS and GMP development plan
and product type v’ Support the supplier to develop CAPA EHS 5GMP 12FH1X
ETHNEXG, FmEaIRIEHsS SR STRHAER T A2 CAPA v' Training to the supplier
=T v Training to the supplier 1) ML R R
v" Using PSCl list for EHS audit =l ||7E =g Ass] v’ Periodically site visit support
(EAAPSCI BN T TEHS BT v Verify the CAPA TERRRIAN GRS 3T
v' Audit report is shared to customer FEIACAPA I9BERIL v' Site support for Authority inspection

kﬁiﬁlﬁ%ﬁ?éﬁ%)ﬂ j k j K eSS /

PSCI SUPPLIER CONFERENCE SEP 24-25 ¥ @PSClnitiative 18



. . Lo
Supplier management service ff o ol

_\_k‘r NINGBO NUOBAI PHARMACEUTICAL CO.,LTD
MV EEIERSS
e . A clear picture of the Chinese
" Our Strength ?tﬁjﬂ{”}c% Regulatory support including pharmaceutical and chemical market
the supplier management with more than 30 years’ experience
audit assistance and 30+4F LA _E R i3 3 T $0 0t [ N il 2
3 == Vel
R&D for new molecular registration documents 5“3.1 17 37 0775 B 32
which highly integrated Yiﬁﬂfi%@ﬁ%ﬁﬁ_‘?ﬁ%@\ !
with GMP production 'EHVI“E'ZT#.[;L&/ZE%EYE%EET# |
facilities for scaling up ! :
W A AL A 7 R 55 |
A firm financial strength ° :
which enfables long-term | Market intelligence
cooperation ! S
A e I FEiZ”Elm\
ST TR 55 SRR IR B '

Regulatory
Support

ENISEE]

W& AR @

R&D and
Production

R&D 54 P
S We higly value our customers and persue to

M14% achieve strong partnerships”

PSCI SUPPLIER CONFERENCE SEP 24-25 ¥ @PSClnitiative 19
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Back up
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Su pplier management — Product & Regulatory service module
N EE-F miRS SIERS R

B Product service FEERliRSS
v" Testing

Evaluating how your products and services meet and exceed quality, safety, sustainability and performance standards.
v Sampling
Enabling you to mitigate the intrinsic risk in your operations, your supply chains and quality management systems.

B Regulatory service EHIRSS

v More than 10 years registration experience
v" Well understanding of the registration requirements including CTD and ACTD
v/ Fast and efficiency response to clients, regulatory officials and suppliers

v Global registration regulatory follow up

PSCI SUPPLIER CONFERENCE SEP 24-25 ¥ @PSClnitiative 22



Thank you 15151 !
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Building responsible supply chains

Preparing for Regulatory
Compliance Audit

Kathy Yang
China Campus EHS&S Director

Johnson & Johnson
Sept. 24-25, 2019




AGENDA

Challenges
J&J Global standard requirements -

China countermeasures ¢ . °



Bio

= Kathy Yang now works for J&J as China Campus EHS&S
Director

= Kathy has over 20 years’ experience in EHS field and she has
worked in different industries/companies including ITT, GSK
etc. prior to join J&J

= Kathy Yang holds a Master Degree of Environmental
Engineering in the Nan Kai University. She is a Certified
Safety Engineer in China and a Certified Machinery Safety
Expert by TUV.

= Contact information: zyang2@its.jnj.com Mobile phone:
13920802460

PSCI SUPPLIER CONFERENCE SEP 24-25 ¥ @PSClnitiative 26



Challenges

1. More frequent
and stringent

2. Multiple
governmental
agencies from
different levels

3. Unannounced

4. Most Findings
based on personal
judgement

Governmental inspection

O

Number

Y 2015

Y 2016

Y 2017

Governmental
Agencies
Distribution

A

Public Security Bureau
Fire Bureau
EPB
3rd Party

B Safety Supervision Bureau
Development Zone Office

Market Supervision Management Bureau

PSCI SUPPLIER CONFERENCE SEP 24-25

¥ @PSClnitiative 27



uirements

J&J Global Standard req

Our Credo is the
foundation of our
Environment, Health and

Qur (edo a the foundation of our Emrommens,
Meath and Safety Poiicy

We belleve thot 3 heatthy planet i the wit mote
humon heatth Issue
Weare D

Safety Policy.

We believe that robust e
compliance is an T
essential prerequisite for T S
EHS excellence. S —

—
—

Each organization must have a documented process to
understand compliance requirements and evaluate compliance
with those requirements.

Compliance audits must be conducted annually by the
organization.

At least once every three years, compliance must be audited by
an independent and qualified EHS&S consultant

All regulatory non-compliance issues that cannot be corrected
immediately must be placed on the site EHS&S CAPA and
corrective actions & preventive actions initiated immediately to
bring back to a state of compliance as soon as possible.

The organization must have a documented procedure to be
followed during an inspection or inquiry from a regulatory
agency.

Two J&J employees should accompany Government EHS&S
inspectors at all times.

All government inspections, regardless of whether they result in
non-compliance findings or not, must be reported in CURVE
using the Incident Report Form.

If the organization wants to dispute a finding from a
government inspection, it must notify and involve the Law
Department.

PSCI SUPPLIER CONFERENCE SEP 24-25

¥ @PSClnitiative 28



China Countermeasures

PSCI SUPPLIER CONFERENCE SEP 24-25

1. Use compliance tool (Enhesa/Dawan) to improve
regulatory tracking and self-assessment

2. Conduct annually regulatory compliance audit by
third party

3. Use on-line inspection system to improve daily
compliance level/readiness

4. Set up on-line compliance calendar

5. Update SOP of “Government inspection/audit”

@ 6. Proactive engagement and communication

YW @PSClnitiative
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1. Use on-line
compliance

tool/system to

improve
regulatory
tracking and
self-
assessment

1. Timely
2. Avoid any missing
3. Much efficient and

smarter way

Regulatory compliance Self-assessment process:

@%ﬁ Eﬁ?i%%ﬂ&%ﬁ%i@

PSCI

Preliminary
assess by

If yes,

ifitis
regulation is
applicable

Cxpuasned Colma

G Gereral Frrevorwreriil Rtgatements

.E Aot Emisdacn Manspmen

Q Viater Lanagement

) Wasie Management

@ Chemcals Maragement

) Hazansous Matersais Managermant | Trarapon
g Siety Mgl

© Fromrocn ey

© oy s esns

E Diocupabonal Health

assess by
the site EHS

applicable
to the site

If yes, and
then assign
the team to
do detailed

assess if
comply

TRl Il ¥ | dnglsh

il P e AR
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IEET
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2. Use Online
Inspection

System to

improve daily
compliance
level/readiness

1. Rules Setting

2. Inspect with mobile
APP;

3. Tracking CAPAs by
emails automatically.

4. Data Analysis;

592 20:06

—— [ fEHEE [ #EHBAPDF o @ © (

=12

EZEREHREBE G
QFm A HESA o BEEE SRER K BigEe G Sies G Shisds
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3. Set up compliance calendar to alert/track

2018 S1J&JIC Compliance Calendar
- . . Deadline 1
Compliance Requirements Lead Agenc . Quarter C p | C | d
E—— gency || Desdne ompliance Calendar
FEm Fg=5 FE
HE5iTET MEB 2018/4/30 Q2
AR 5B == Qi Example of S11&JJC
FEEEEEHFEREE | WMEE-EEDS g5 al
EBEEFYEEESR IMER-EERS FF a1
HEMEE WEE g5 Q2
EEE HER 5% Q2
R EFmIEEEN HEE 82218 /
S5 EEN HEE FE Q2
FEETEERE RS =5 /
FEMNEHIESLT MEB 2018/12/31 /
IMFREERIEET IMEREEIRER 5FE / i | Nz O iz [ gRetasror » ©C
ERRT ¥
R 6 AIE: o S 14 MEE: 5 R ot SR 0
DFEm o ER M HESA B o} BEER G Sdsd O HE G ShHed g EEsIA |4 itiRE
#1] Xl i : i i EREt A HihiEAg
] 1 DD20810SE R EELA R (. —FEM A L Virginia acerm Bl FEREREA EEST] AT 2Ex 2018-02-05 2019-09-08 &
u 2 FA-M1260 HEEELARIE (. —BEE A L Virginia JiC Liquid  BU FRERHAF EEE] ATiEE  AEd 2017-06-05 2018-06-05 ES
—iB3E1E A Yang Danae
U 3 002110546 bakha 2K ETE S EHSS EHiEth. h. BARHMGER.. EEIEE HEx &  2016-06-16 2021-06-15 =
e A Tom Chen
—iBEE A Cao Edee
U 4 002110570 ek K ETE EHSS JCEHsS E#m-.m. EARBMRESN.. EEEE SEX &  2016-06-17 2018-02-26 =
ZiRE{E A Tom Chen
—iBFEL A Cao Edee
U 5 EMS 599799 15014001 FIRERHE... snealc  EFINENEHEEEZASIN.  EEEE LER &  2017-01-17 2020-01-16 &
ZiBEE A Tom Chen
—iBFEL A Yang Danae
U 6 60727223X001 HES VFETE JICEHSS MAFERIPR EEE SER & 2017-07-04 2020-07-03 =
ZREL A Cao Edes
e e e CONFI
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Governmental
Inspection

4. Update
SOP

1

i [ Unannounced ]
! 7
1
1
1

Guard house welcome the inspector and
1 ) I o ma k'e politely imply to confirm the identity
[ J

[ Announced ]

v
[ EHS to confirm time, function, 1

focus area and scope

v

|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
:
. . . |
EHS send pre-notification email to LT/AO /GHS, |
1 |
|
|
|
|
|
|
|
|
|
|
|
|
|

the process | l
Clea rer [ EHS/Guard Lead inspector } [ EHS inform LT/AO /GHS, book }

to meeting room meeting room & prepare documents

[ On-site area reconfirmation ]

v
( Guard inform EHS to lead inspector to
meeting room |

r=--

[ LT / EHS / GHS to present respectively ]

v

Aj EHS Inform AO, confirm route and accompany with
inspector (at least two person), provide relevant material

. . . Yes
[ Politely enquire for the legal basis w

v No
[ Prepare CAPA report , if necessary inform GA/legal ] [ End of inspection, report to CURVE ]

v

[ Complete 4hrs& 24hrs reporting accordingly , }
report to CURVE (72 hrs)

PSCI YW @PSClnitiative



2). To make R&R clearer

Security

Auditor
arrive gate

pPWNPE

security guard stop the auditor at gate

inquiry which department (Fire-fighting bureau, safety supervision bureau, EBP, Market supervision bureau
inform each site EHSS leader by phone

Lead them to office meeting room (inform them EHSS staff will be present soon)

EHSS staff

Through phone

inform production leader, EFM leader by phone

send message through governmental inspection Weixin group

Go to gate to greet auditor

Lead auditors to meeting room if they agree

Give site introduction if necessary

prepare parallel samples if auditor taking sample

Determine the inspection route

at least two staffs join for whole process of auditing

Be pilot, do not argue if different opinions

10. Try to ask the related legal requirements associating with findings
11. Make sure area owners being informed before leading auditor to these areas

LONOUAWNE

Production/EF
M/Enginerring

Phone and Weixin group

1. prepare the related documents for review
2. Inform area owner on inspection route staff for preparation

Functional 3 § ‘
. Accompany inspection

phone

heads

Other
functional

department

1. get comments from these departments if further actions

need to take with governmental agencies

Email

Upper
leadership

team

Upper |eadership Inform below leadership team within 4 hours when case determined
from Make and and follow up by 24 hrs report and input in Curve system

Y

PSCI

Y @PSClnitiative




3). To make
requirements
clearer

PSCI

Inspaction Deteil= (Including bot

Relevent

Zafety
Supervision
Bureen

T -

Froduction Ares, Lab

EFEE. =

Potential Rizk Eliminstiom, 3-Level
defety Trainine, Chemical
Management, Occupationel Health
Mznazement
FLEFTES. BRESE. =8F
EERV. £2aTE. FifanT

=
=

Covarmment Focus Inspection Ares
Apthority N ofeE i not limited tol Depertments
BLRTE]- TEBREMNE. HEE]-
EHEEE,
fafaty Production 4ccountebility
Production

Depertment, B &
D, EFM, GHS,
Enginesring

EHSES. =E7~#.

. LRUE

. 2Eemi
. ILEH.

_ A dossier for

Environmentel
Frotection

Bureen

HER

roguciion Area,
Hazardouz Waste
Storaze Ares, Taszte
Tater Treatment
Flant, Air Emissiom
Facilities
ErER. BFHE.
g Ess. BTN
HEWRE

Hezsrdous Wests Clessification &
Collection, BRecord and Disposal
Tregtment, Wasts Teter Trestimsnt
Plant Operstional Msnazesment &
Monitoring Record, Stack
Monitoring end Mansgemsat of the
Control Facility, Envirommental
Impact As=eszsment Heport snd
Approvals RS SUTE. EHOE
RiEzHiR. ERMESNERREER
BNRE. ENHEENR SRR
REE. FEREREFHIE.

EHSES,
Froduction
Depsriment,
Tarahouzs,
Public Facility
EHSES. ZEFH.
b, SRR
-

" each function

YW @PSClnitiative



4) Standardized PPT/Documents

YOUR SAFETY
MY RESPONSIBILITY

MENT]
HRRRRLEENE

EHS&S a2 2 R2ETE
v1.0 2018<E3H

PPT Outline

o a0k W DdPRE

Emergency Evacuation

J&J Credo

EHS&S Org-Chart

EHS&S Management System
EHS&S Training

Good save/Risk Management/
Industrial Hygiene (Safety
Supervision Bureau) /
Environmental Aspect Impact
(EPB) /Emergency Response (Fire
Bureau)/ Chemical Management
(Public Security)

Safety Culture and EHS&S
activities

Awards

PSCI

Y @PSClnitiative


强生安全管理体系介绍_V1.0.pptx

5) Fast Response-emergency communication Weichart group

SJ1/J1C Core Team Member

EHS XXXX
XXXX

EHS XXXX
XXXX

EHS XXXX
XXXX

XXXX
XXXX

' 9 |  Hamrylu | EFM XXXX
XXXX

XXXX
XXXX

13 Paul Hu GA XXXX

PSCI Y @PSClnitiative



5. Proactive engagement & communication to build trust and
understanding mutual -same goal

PSCI Y @PSClnitiative



Be ready for Government Regulatory
Compliance audit/inspection 7/24

- Hundreds of new
regulations
issued/updated/year

- Stringent
enforcement
environmental

process/practice

Use new compliance tool
(Enhesa/Dawan) to improve
regulatory tracking and
self-assessment

- Set up on-line compliance
calendar

- Use on-line inspection
system to improve daily
compliance level/readiness

- Update SOP of
“Government
inspection/audit”

- Conduct annually
regulatory compliance audit
by third party

0 A,

thorities to build
rust and understanding
mutual

approach in
regulatory co

PSCI

YW @PSClnitiative
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Thank you 15151 !
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PHARMACEUTICAL
SUPPLY CHAIN
INITIATIVE

Building responsible supply chains

FEFM Y RIMNEEIE AR T SR E

Update on Measures for Environmental
Management of New Chemical Substances in China

LINGZHEN DONG, Ph.D.

PRODUCT STEWARDSHIP DIRECTOR-ASIA PACIFIC REGION
JOHNSON & JOHNSON CHINA LTD.

Sept.24-25, 2019

Disclaimer: the information in the presentation is not official regulatory information. Compliance with local regulatory requirements is the
responsibility of companies and their local business areas.



AGENDA X4

A Y ERIMEES TR E RIS Brief Introduction of Measures for
Environmental Management of New Chemical Substances

FTUCEYIRIMEEIETNE (EKE )M Measures for

Environmental Management of New Chemlcal Substances (Consultation
Draft)

2 RIMEX ST S EREEA ((EREWFS) Environmental Risk

Assessment and Control Regulation for Chemical Substances o
(Consultation Draft)

HWERINEEIEN A (Chemicals Environmental Management
Legislation) .

(FEDBH=ERERD 8% ( Inventory of Existing Chemicab
Substances in China ) (IECSC) Supplementation .

721Y (Recommendations) o

43



Bio AR

= AP Product Stewardship Director, Johnson & Johnson China Ltd. I KX EHS&SFmRISE RS B4 (FE) BIRAE
= Education BB &: BS, MS & PhD in Chemistry {4t {81
= Past experience T{E&[F:

Working in J&J since 2013 F2013FI0NEE

>20 years in Chemical Industry-Worked in Rohm and Haas Company (acquired by Dow Chemical) and Dow Chemical

AN TATU TIRREZ205F (B IEHF BE) -
Different functions: R&D, Toxicology/Ecotoxicology, Regulatory Affairs and Product Stewardship, R&D Site ‘ ﬁ
Management, China Country Management (Rohm and Haas), and AP EHS & Sustainability (Rohm and Haas, Dow and

J&J)

NS TIEEIEH R, SH/ASSE, FNES/~R5E. HRAPOEE, PEREE (BIRE) & L‘”g.jiffgiiong
TWAREHSHIE R RAY (BT, M FE8E) 2

>15 years in China/Asia Pacific region and 10 years in the U.S. fEZEE T{F 7 104E; £ E/ T KX T{E#Bid 155

= Contact information BRE AT\,: |dong20@its.jnj.com; +86-21-33379452
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MG FYRIMRER LIS S

nn

HiE

(New Chemical Substance Environment Management Regulation -
Background and Development)

19945510, EZRHFMER
B, BREEXIINES
SFEIERAa RN (K=
meE O ESERE
HOMEEENE) IESE

iiid

2003FF10H15H, MER
BEH GrMt=4IRREA
i%%fi/j]\if» ﬁ{%lE\EJ 17
SSIEsLhE.

20179%F10H15H, ®&
(REBAHOXRTFREE (Fh

Y RERIRE I CIER)

20105108158, MEIR HIEERAE (5
K GRHCEIRINE 20175F58425) 1IESLhE,
BENE) WMREF7SSIE

2019€E7H11H, Newly revised
draftfER SR

zUSChE. EEXIEHE Aimed at data

requirements

SFMEFER Aimed at new

SRR Aimed at new
chemical substances

FH3E O Aimed at Importer

NFHORW, REBENFm
EEXRZEWHOZIGE,
HREaic, EzHFmEE
EERARELE, BMECEEHEE
?Eﬂ:\ikﬁlili:‘_f_o TR
e

1994: started to build the
inventory for the existing
chemical substances

Regulation of First Import

MNFHEm, RERS
ANBFR, HI—xRPUEF
B E R OIYFEDIEHRE
ICFLL, FIRRMNEE.

2003: SEPA Order No. 17
Measures for Environ.
Management of New Chemical
Substances; SEPA=State EPA

chemical substances SEMESSEMEIEST
MNFFm, JRERS =R B, SEMES

NER, HI—ZRBUHR. SEBHIBERGENR
& HOMINIEERZA
WENERREICFE, F

R ETE.

YIERIRRIFRMCEMIR,

SEhEM PSS RIS iC, X

EHoREfREFREH#HOM

EYISEiEDRER, XWERR

asRIEHCY R SEbE ] i

HhHER,
2010: MEP Order No. 7 2017: Modified testing
(Revised version of SEPA Order data requirements
No. 17)
MEP=Ministry of Env. Protection

S FER Aimed at new
chemical substances

(&2 5= Revise and
improve with many changes
made

2019: Newly Revised draft for
public consultation (consultation
ended) by MEE (Ministry of
Ecology and Environment)

PSCI SUPPLIER CONFERENCE SEP 24-25
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FMCF YRR - BiREE

(New Chemical Substances Registration — Scope)

FCF R

> FEFMUCEYIR: 2IERIIAN (PFEIEUEIRER)
(BFRBR, BEXIESIECSC) HHEYIR,

MRFRIPEAS

S 216E BAE

KIHFh Op B4R F PR ¥ty A

. . BiE {xFaicEih iR ERS CE S ERaENY (D [2010] 1135 BEEE, BENWSSTCECH ST
New chemical substances refer to chemical substances not THE, B HEAERNEBIOTE RN, (SERL A ESR) |
listed in the Inventory of Existing Chemical Substances in China e TR (TERRSRARSS ., RARIEREER.
(IECSC ) ' S D et [ = R 3 o P 1
> (TEIEUFEIRAR) © 456120, BE3270MR o
IR IECSC: 45612 Substances, including 3270 substances in o

confidential listing

> PENEUEYIRBRETNSEFHFRR IECSCis a dynamic

Inventory with periodical update.

NOTE: IECSCHINFHRAF, (REIPLEIRELWMIRSEZN/eSimkER R, EWAURREREY SHFREER AT OEITEAYIREEI
FREIECSCIRZREZR Y, BT ER FH/930007T/4&, In the IECSC, confidential listing only shows substance type, generic name and/or serial number,

enterprise can request SCC (Solid Waste and Chemical Management Centre) to check if a substance is listed in their confidential listing. The checking fee is
CNY3000/substance.

PSCI SUPPLIER CONFERENCE SEP 24-25 ¥ @PSClnitiative 46



REIBAFIRZFR2013R(ECSC) - (2019.2.1)

20135 &%0 (2013 version): http://www.mee.gov.cn/gkml/hbb/bge/201301/t20130131 245810.htm

o 20165E1EAM3 1M E IR (added 31 chemical substances in 2016):

http://www.mee.gov.cn/gkml/hbb/bgg/201603/t20160315 332884.htm

e 2018 F 11 B & %p 43 Fh 4¥, == ¥J [ (added 43 chemical substances in Nov. 2018) :
http://www.mee.gov.cn/xxgk2018/xxgk/xxgk01/201811/t20181130 676779.html|

- 20195F181Exp28F Mt 4R (added 28 chemical substances in Jan. 2019):
http://www.mee.gov.cn/xxgk2018/xxgk/xxgk01/201901/t20190117 689881.html

-  BEEIF (IECSC Checking):
HOBRN : IFORVFRE S HITEIE Importers: need to check product ingredients listed in IECSC or not

HEE Nl XSWSERYEAMEL R skl b ag4E 4537818 Manufacturers: Need to check raw materials and
compositions (listed in IECSC or not)

PSCI SUPPLIER CONFERENCE SEP 24-25 ¥ @PSClnitiative
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http://www.mee.gov.cn/gkml/hbb/bgg/201301/t20130131_245810.htm
http://www.mee.gov.cn/gkml/hbb/bgg/201603/t20160315_332884.htm
http://www.mee.gov.cn/xxgk2018/xxgk/xxgk01/201811/t20181130_676779.html
http://www.mee.gov.cn/xxgk2018/xxgk/xxgk01/201901/t20190117_689881.html

FRRIRHIEACE M Ea e E

RERFIN (REREHFIRERFR) (ECSC) FMFMRFZHTIEM (EE~EH0Om MIMEFRAEFYERR) . Any

new chemical substances not listed in the IECSC need registration before manufacturing and import.

MEP Order 7 i&F3EEIRAT Scope:

- AEFED. KL, B, WRm. Bm. B@ik
AN, SRR IIRIE fRRYRA S E FIEMA (The raw materials, APIs and
intermediates for Pharmaceutical products, Pesticides, Veterinary drugs,
Cosmetics, Food, Food Additives, and Feed additives, etc.);

- REEMEA. B8R, BRI (biocide). EGH. FEMAKIFEREBITEIEERIFIE
PR EHIRPFASHFEYIER any new chemical substances contained in
surfactant, plasticizer, preservative/biocide, dispersant, flame retardant, etc.
materials with special function;

o OUADYER. ERRNFYFLE—. FERES FEENER, UKERS
Y. BT EYRR Chemical substances such as variable component
substances, complex reaction products, etc., which are not unique and their
molecular structure can not be determined, and polymers, which are new
chemical substances;

« ENERNEEREMHITCEYIRRY M Articles intended to release new
chemicals during routine use;

o Ao EHEARZIMIREMAK intermediates excluding non-isolated intermediates

PSCI SUPPLIER CONFERENCE SEP 24-2

EABEEIU T Exemption:

EEEMEZEREINEENGIKRG, NESD. K&, B4, (Liik. 8
. B0, ERRER R0, BETEIR. EIR. K
I

Finished Products regulated by other agencies, e.g., Pharmaceutical
products, Pesticides, Veterinary drugs, Cosmetics, Food, Food
Additives, and Feed additives)

KEAEFERIYIER naturally occurring substance;

I BREEIFEREE AR, 2R, Bl 7% Substances
that are not intended for commercial or unintentional production, such
as impurities, by-products, etc.

MEISSINIFIEZS. &S Materials such as glasses, ceramics;
A& alloy;

JES B EAK non-isolated intermediates;

YIEL, UNGF4E, SEfE, BYEZE Articles, such as fiber, film, leather, etc.

YW @PSClnitiative
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FCFYIRER - AR A (Applicant/Registrant)

> UM 2= 2R P B E NV EMALEY s Any registered enterprise in China intending to manufacture any new chemical substance

A\

LA S 5 3 DR E NyEMALEY ;. Any registered enterprise in China intending to import any new chemical substance

> MR C I (H3) FAMEE HE ARSI 22 S d G ) E WM ALY Any registered enterprise in China intending

to change the use application of their notified new chemical substance which is listed in the “List of Priority Controlled Chemical
Substances”

> A A E S EET S R oA R (LSS G HLIX ) Any enterprise outside of China intending to export new chemical
substance to China

VOB EIRA, B E NENU, AT LB B A B AR B R A NI S B R

Applicant in China, must be a registered enterprise in China, it can apply for new chemical substance notification or use another

enterprise to apply for new chemical substance notification

v OBANERIRA,  NERFEE NIEMUE S RE N E M S B . IS ECIE R, AR ICIER AN, R &
CIE EATH BN Rk N FR . AR 2V iU diE a, IR NI AE T, B A RERE T .

Applicant outside of China, must authorize a China registered enterprise to be their representative for applying for new chemical
substance notification. Their representative will hold the registration certificate while the certificate also lists the Applicant outside of
China. After receiving the registration certificate, their representative can import the new chemical substance while the Applicant
outside of China can not do the import.

PSCI SUPPLIER CONFERENCE SEP 24-25 YW @PSClnitiative
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4R R - iEMSEEE (Registration Types)

AR
New Chemical
Substances
Notification

EABRR(OENER)
Regular Notification
(4 Tonnage bands )

B2k

Simplified Notification

RIS ERR
Scientific Research
Record Notification

—R B
General Case

RYIERIR

Serial Notification

EREERTR

Joint Notification

A& Z 5 ERHRIoint

Serial Notification

EEHR

Repeat Notification

EHERIR

Repeat Notification

S YN

Basic Case

REIRIET

Special Case

>1tly, — MR, — 1 ERHRA 1 substance,1 applicant

>1t/y, R, — R A serial substances , 1 applicant

>1tly, — IR, S ERA 1 substance , multiple applicants
>1tly, 20, S ERA Multiple substances, multiple applicants

(FEFEFIRIR ABIBRIREMEE Use previous applicant’s notification data

ENNECE, B E=ICHIR Tonnage band increases to a
higher level, or change the registration purpose

< 1t/y

B Intermediate , <1t/y;
{XH O Export only, <1 t/y;
RIS Scientific research ,>0.1 t/yBANi#1 t/y; and less than 1t/y

FrE{REE concentration of new monomer, <2% S FEREY) or a polymer of low concern
T ZFF A& Process development, < 10 t/y; {5F2£E less than 2 years

BISEA3R Scientific research <0.1 t/y W OMAEZSSIBESCIE
Import for eco-toxicological testing



S4B - ERRi7FE (Registration Process)

Simplified notification

Special situations

BUS ol S Bl

<>

] &

fify 512 4 215 Determine notification type
Y
¥ ¥ L
HiR 3 ELTR BT 4 K BEETE
Scientific regearch record filingl

l Regular notifi¢ation

h 4

FFR T

P

AR

L

Basic si|tuation

g7

L )

Data gap analysisg

| Experiment

hd

BIfESS  fe

h 4

N A

| Preparing dossier

ik M ST B R

l

AL R R )

Fill in the enterprise information questionnaire

Check IECSC (Inventory of Existing Chemical
Substances in China)

[ECSC supplement

Evidence document preparation

Submit to local environmental
protection bureau

Submit, confirm successful submission

Registration certificate management



FMCFHRERR — BIRIREE (Registration Process)

Submit to the Determine

M.InIStN of Review Publicity whet‘her to » Announcement
Environmental give

Protection registration

Receive . Technical
Formality -
. review by
Review
experts

notification
Report

/A/__]_Tﬂ]ﬁ}f:'.: The Ministry of Environmental Protection (MEP) shall publish announcements on the government website at regular intervals.
v RIS B A EHEIME R M R B S T EICHRER;
The publish time is prior to each batch of the final decision of whether the notification is approved by the MEP.

v IR ERZ . Public announcement content

O LB HT U S RAFR Proposed notification of new chemical substance name
(BIMEZEIFFMEYIR AT EZESR) (A generic name will be used for the new chemical substance with a confidential listing request)

O BB A Applicant
O ERRFNZE Notification type
O ZECHC YR ETEZE RIS Notification of new chemical substance management categories, etc.

PSCI SUPPLIER CONFERENCE SEP 24-25 ¥ @PSClInitiative
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L FEYRRERIR — ERIRIE M 52 (Obligations after Registration)

ERizsSEY

Registration
Type

Bl
Category

SRR

Management

ECIEHFBANS

Registration certificate holder’s obligation

1 [N T{ER&E{E#ESDS R EM RIS E Communicate risk control measures stated in registration certificates; (2) Chemical safety data
sheets (SDS); (3) Classification results according to chemical categories, warning labels and warning safety criteria; (4) Other related information;

2 EECENCUE XGRS implement risk control measures;

—HRE HiEE (6ePMEXK) 3 [ISCORIEFEYERE R EENBE IR SR report the first activity of the new chemical substance notified;
General Basic management (6 4 BRHRFL0ELL_E Record keeping for >10 years;
requirementsO 5 2| IS E O YR EEL A S B R DR BUX B IS FERIIN TERE prohibited to transfer registered new chemical substance
to in-competent processor with no risk control measures;
6 IRAFBEXIEL(SE,; submit new hazards or risk information if identified
ERIR
Regg!ar . e e N 78F281H71, MEICHIMRE F—FEFFEYIERAIEN report last year’s new chemical substance activity before Feb. 1;
Notification feuss —RERE PEK) | gy (BRI ERLEEEN) SITEE. [FEEIAIEIMIE Comply with “Hazardous Chemicals Safety Management
Hazardous General management (8| pegylations” and other relevant laws and regulations
requirements)
9 EREINENFHIBIER, 1REKEEFBFIEZ Manage reporting to the Environmental Management, transfer and disposal as
Sz TSI
BERIMEEER EEEE (LIAER) required by compliance;
Prioriy ) | 10 SRERRENT S SRR A ERREN SR AHE0AR MBI RSLMERAGEE Repor chemica
environmental (11 requirements) flow information to the registricion cientgr within 30 days from the date of transfer of hazardous chemicals;
management 11 [ASCHRE T —EEFtFEEIT . Report new chemical substance plans to the SCC
ﬁ%?ﬁ?ﬁ FEEHE (?4\§2‘2) 1 [ASCORE _ E—FEFHHEYIRERIRE Annual report of previous year’s activity (manufacturing and/or import);
Simplified Annual requirement (2 | 5 smwsfms=1 0#F ) b Record retention > 10 years
Notification requirements)
. o . . 1 2L NEERN, EEWARIEE TEEFRITEHRTIT The activities should be conducted strictly with special equipment under
FIFARER ZIEE 1EKR) . o . ,
S o professional supervision in accordance with relevant management rules;
Scientific research Specific management (2 — . —— N o
record filing requirements) 2 RIEFRRATF R RBEA TRIZMAR, HRARERERYIAER{TRE These new chemical substances should not be used

for other purposes, and should be disposed of in accordance with the relevant hazardous waste regulations.

PSCI SUPPLIER CONFERENCE SEP 24-25
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Y RINEEENE (RS NR) 7148 Measures for

Environmental Management of New Chemlcal Substances

(Consultation Draft)

FCFEYI R - REHER
(Newly Revised Draft for Public
Consultation —-MEP-SCC Website)

Consultation period ended on
Aug. 16, 2019.

£ % FTAFIER (FEFEEREEENE (ENERERE) } ERaED

£3 = 000014672/2019-00921 P RS sneE
Efl= ESERESReT SrkBEER 2019-07-09
= FHEERH2019]6165 + 55

EFAFHER (FCFHEMRERDE (BTIERERR) ) SRASEH

(BITICRERR) 3 (WA | BLFHIREL

FE—SEERTEYEREEENE, SR (FeENEREEENE} (FEEFESETS) T T, e Grit¥aEREesnE

NREEFRfE2019F8E 160,

EfxER. tRISHETANTEEERENSlGES (MiE2) | BEENmE,

EEA EEEESHEERETs

EiF: (010) 66556259

£8]: (010) 66103202

B8 chem@mee.gov.cn

EfEki: AtFENEREEEE M1

EiEERE: 100035

B 1HEFNEREEENE (TERENRE) RIETIRE
2 EEEARIER

IEHRENENES
EEEE e T

PSCI SUPPLIER CONFERENCE SEP 24-25

YW @PSClnitiative
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IMCFYRERIR - RIERERSIIT AL

(Comparison Between Revision and with MEP Order No. 7)

FRERBI SHCEE R EEN

1T (#E) MEP Order No. 7 (Current) (IE (AER=MFS) ) Revised Draft

BB Type FHCTEE Scope BRI 3B Type EHCiBk Scope
RIFARESR BRI, NVFO0.104/5 NERRINE
R&D Record Filing Not Applicable
B3 R $EERIEHZ Special Situation Bx= *  IN\F1Mf/EF; <1 ton/year
Simplified Notification ¢  HA[EfA Intermediate, /NF-10d1/4F <1 ton/year; Record Filing °  ¥WIRBARE R MNASEAR
* (RO Export only, JNTFLEE/EE <1 ton/year; BT %AIBE SRS E
RIS5FAZT PPORD, 0.1-10d1/4F 0.1-1 ton/year; REW
FHIRER R BN S MR 25 B ANERIT 2 %R ISR SRR RIE Polymers with new
Bx&4 Polymers with new monomer content <2% or monomer content <2% or
polymers with low concern (PLC) polymers with low concern
EABR: VT L1/ <1 ton/year
SRR —2 Level 1: 1-100¢/4F; 1-10 ton/year BZEe Simplified 1-10Md/4F 1-10 ton/year

Registration

Regular Notification
% Level 2: 10-1000§/4F; 10-100 ton/year s=ENe 100§/2E LA _E >10 ton/year
Regular Registration
=% Level 3: 100-10000d/4F; 100-1000 ton/year

P94 Level 4: 1000M/2ELA_L: >1000 ton/year

PSCI SUPPLIER CONFERENCE SEP 24-25 ¥ @PSClnitiative



TCFREHER - RITEESIMT AR

(Comparison Between Revision and with MEP Order No. 7)

SctrEE NP Registration requirements are more clear

(Irix (MERZMHR) ) Revised Draft

FhERHR SR

New Registration
Type

13 (IE) MEP Order No. 7

HAEIC YEEIXEFIEREN, FLEIS, BT
(REMBPR-RRLL  HiC,
) Registration will be granted to those with adequate

Regular Registration risk control measures

EZEIC
(FRE—REBR)
Simplified Registration

MEESXGESERR, FLES, sUATF
Zic.

Registration will be granted to those with adequate
risk control measures

5 8122 IR E AN B R IR A S SRR
(5B 23 BR )\ Wiks, BIiTERE, FUEC,
Record Filing Simplified registration requires ecotox testing

reports. Registration will be granted after review.

RIESNXGEHERERAMASIENKG, BEfEfHUEYIR
RIEEMVENRTEZ, FLEIE, BUAFEIC.

If appropriate risk control measures are taken and no unreasonable risks are
found, and the necessity of applying for high-risk new chemical substances is
acceptable, registration shall be made, otherwise registration will not be
made.

SWARLIEREGRFAE. EMERUMNSHN, BARRIERNE
XBEES, FLAEE, BUAFEIC.

If it is not found to be persistent, bioaccumulative and toxic, and no
cumulative environmental risk is found, it will be registered, otherwise it will
not be registered.

(N BRI EMEUE, BRSEM A ERIRHRIREERE
RSB REN, TFFZIEER,

Only need to submit the known hazard data for the new chemical substance,
and after submitting the complete materials, relevant activities can be
carried out according to the filing application content, without waiting for
the acceptance notice.
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L FEYIRERIR - RFAE S (Other Changes in Revision)
H{thFE3F{E Other Changes

| EED Changes

EFMESHC

Re-do registration

EiRE

Activity report
EEHRE

Confidential information
=SREAFYIR

High risk chemical substance

MIRHANENERR
BYFEIF process of entering
the inventory

AVZEAE Enterprise

responsibility

WS E Supervision

1 EFEHOEEIEN, 2. HOZAEF, 3. HiEHREE,; 4 WRNRAMEEEE, 5 XNEzHEREE,; 6. S5IME
FfEERXBEIEARIE B

1. Production or import volume increase; 2. import changed to production; 3. Applying for use change; 4. labeling change; 5. change

of risk control and measures; 6. other circumstances leading to increased environmental and health risks

TR ENREMDF SR SRR EREMES, SXENRSHIFERSHIERRE, FikEILAE: 3548308

Removed requirement of reporting annually and every five years; reporting timeline changed to April 30

YIRBIR/ FoR BYRZHAFRAEBIZT S EE Confidential information will be kept for no more than 5 years

ERHEREK, REISLZFB@EDIiIR

Increased data requirements; provide social and economic analysis materials

FINERBEEMMETHYE, BEXEI CZAR#HAE, BEEMIIRAAE, BEIIA (BR)
Removed retrospective reviews, the new substances will be entered into the inventory by the authority after 5 years of their
registration. entering to

FXIEMIRIEIERRFEMIIINE SR, IREMSLARAZFIASUFARERIER, BREWFARSE
clarify enterprise responsibility, in response to environmental pollution caused by new chemical substance related activities, damage
to public interests and personal and property damage

AR E S TAEE: 1 BUAHE, 2 IREEmE TRl

Clarify supervision method and measures: 1. Spot check; 2. take samples for testing

SEENFIREERNESHAL. £ENEREMSY (PBT) , ESHAUNSEMRRUE (VPvB) ERBEFEEHIMUFIIR
highly-hazardous new chemical substances refer to those that are persistent, bio-accumulative and toxic (PBT), or very persistent and very bio-
accumulative (vPvB) or equivalently hazardous.
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New!! RIS R S E

=556 (MRS WR)

Environmental Risk Assessment and Control Regulation for Chemical Substances

(Consultation Draft)

e AR RS VAL S5 P 6l

(8 IRAS)

-8 2 W

F—% [zZxa8) A FEREshsEyRasie, Ry
EETE, REAARE, RELFIRELR, KE (FEAR
A EFFERPIED, FRARFH

Fo& [ERARE] Wby i A LR 60T R ERE T
. EMIFERAGEEFEHED, BT AREH,

E#, Rk#%, 2%, e, &, RaFmA. E8. EH
Ampl, A, AR RENERELERNALA, EERERAE
AL &, LARAEAN LR P & W REA A b a1 2 4 R E A
TARER

Ay — A FES o i md W L os ok Gl B LT e T A e L He L o sl

PSCI SUPPLIER CONFERENCE SEP 24-25

The original version (IEERE#R) issuedinJan. 2019.

The WTO Notification (IHERALAEIRES) Draft
published recently with some changes made.

Article 2: added The management of pharmaceuticals
(finished products), pesticides, veterinary medicines,
cosmetics, food, food additives, feed, feed additives,
fertilizers, and radioactive materials, etc. shall be
governed by other relevant laws and regulations.
However, the environmental management of the above-
mentioned substances that are to be used for other
industrial purposes, as well as that of activities related
to chemical substances as raw materials and
intermediates of the above products is also governed by
this regulation.
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New!!! YR IRIEREITFh S EiESR6 (kS RiR)

Environmental Risk Assessment and Control Regulation for Chemical Substances
(Consultation Draft)

E=—E &5l Chapter | General Provisions

- SR RIMEXG T, SCHREMEXCE

Conducting environmental risk assessments for chemlcal substances and implementing environmental risk management and
control.

FETE WEMIRIAMEXE TS Chapter Il Environmental Risk Assessment of Chemical Substance
- (PEHCEYIERR) FIMEXFSITLFEHE [Inventory of Chemical Substances in China] and Environmental Risk Assessment

F=E WEYIRIAMEX S TR Chapter lll Environmental Risk Control of Chemical Substances

- (AR YRR R) REEIEHEE [List of Priority Controlled Chemical Substances] and control measures
- (ABIRECEERZR) RESEEERE [List of Strictly Restricted Chemical Substances] and control measures
- AZ YR ER) MREERENE [List of Prohibited Chemical Substances] and control measures

FNE SRR EEEICHIMNE XL B

Chapter IV Environmental Management Registration and Environmental Risk Control of New Chemical e e e

EREfE SERESIOT smEE 20190108
o= ADEEER0SIES TEA

Substances

- FCEMRRVEIC. BiCEEE, 8%, ERERENHE=

. . .- . . .. . EFAFHER (HFMRIMNERIIFESEERE (ERERR) ) SRANEH
Registration of new chemical substances, Post-registration Management; Filing ;Information Confidentiality and Sharing - ———

gERE

g TRIE A HE i EE

%E% ;i?i%{i Cha pter V Legal Llablllty 2B, FEEAEET GOHNETRUSTESERSS (ERAD ) CIHE) | RAFEREL,

EXDE, SRUEERA () | AERBOLELE:
BEA: BB SUEEs e

=iE: (010) 66556259

- TEAR. &3, M8 =. Ml Staff Members, Experts, Test Laboratories, Enterprises = o e

#72: chem@mezgoven
B AT T 1155

http://www.mee.gov.cn/xxgk2018/xxg 10055

—__ = . .
html i

- ANEEN: 5EFREEEE Definition of Terms; Connection with International Laws o


http://www.mee.gov.cn/xxgk2018/xxgk/xxgk06/201901/t20190111_689258.html

HEMRIERBE T E S EIESEA (EBERERER)
Environmental Risk Assessment and Control Regulation for Chemical Substances (Consultation
Draft)

>  (FEUEEYIFERZR) [Inventory of Chemical Substance in China]

- BIIE LTI Z A 5 E PR IO S PN R AIE BN & 2L~ N LEBRI Z T, U RIRIET T Z IR B E R B AAESTINAIN Z 1.
The inventory includes chemical substances leally produced and imported prior to the implementation of Measures for Environmental Management of New Chemical Substances
and the new chemical substances notified and being included in the inventory.

> (AR EYIRRZR) [List of Priority Controlled Chemical Substances] -Article 17

- LI IR I AT BEXT LR BN R AT S BN, FEL N2 EFHI F SN UL SE R S R A SPIE 550 ISR 52T &7
HIDF, EErsR2967E (BIFAFNET) . (BHEFENELZNL]) . (FKIEZN]) 25, The chemical substances that may be unreasonable for the ecological environment or
human health through environmental risk assessment, that need to be subject to risk management and control shall be incorporated in the list of priority controlled chemical
substances. The list of priority controlled chemical substances shall also include chemical substances controlled by international treaties listed in Article 44 of this Regulation,
including Rotterdam Convention on the Prior Informed Consent Procedure for Certain Hazardous Chemicals and Pesticides in International Trade, Stockholm Convention on
Persistent Organic Pollutants, and Minamata Convention on Mercury and so on.

> (TAEIREMCEYIRRZR) [List of Strictly Restricted Chemical Substances] -Article 19

-MLSEIE R Z R RE T H 1/ 5 EFTEIE) HERINM BT EItE, HAATEEENIEHIEEAZE MR, WRIEESE 7. RS, HTIER?,
22 R S E I MR M, RSB PT1I955 85l HE R 522 S IR EHT)F, |f the majority of use risk of priority controlled chemical substances cannot be
effectively controlled when the relevant risk management and control measures specified in Article 18 are adopted, the chemicals shall be strictly restricted according to national
economic and technical conditions and prohibited from being used for certain specific purposes and other uses.

> (ELEEHIRBZR) [List of Prohibited Chemical Substances] —Article 20

- NI FIE FIFEZREN T 1/ SFEHERINI EFEEIE, AT EEETEHINERHY, WAREESE . ARG, SINZILEZES R, FZILEE™
JITIEBRIALL,; B 1 PIRBIIHHE T Z R, LU RRIELRSBIE T II55 AR E R 5= 20 LA 2R LERIHEZ IR If risks of chemical substances of
priority control still cannot be effectively controlled after taking the relevant risk control measures stipulated in Article 18, the chemicals shall be listed in the list of prohibited
chemical substances according to national economic and technical conditions, and their production, processing, use and import and export shall be prohibited.
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HERIME RS IT A S EIESA (ERERR)
Environmental Risk Assessment and Control Regulation for Chemical Substances(Consultation
Draft)

" AR

* Inventory of Chemical
Substances in China (IECSC)

e List of Chemical Substances for
Risk Assessment

* List of Priority Controlled
Chemical Substances] and
control measures

* List of Strictly Restricted
Chemical Substances] and
control measures

* List of Prohibited Chemical
Substances
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HEIRIME RS A S EESH (EERE W)
Environmental Risk Assessment and Control Regulation for Chemical Substances (Consultation
Draft)

[BEXRESEIRE] 23k Basic Information Reporting
Requirement

- BT=5F [BPFERIREG] £, INLIEREHOCFYRIEWNIZRESHEESNEEES
JEXAE, SFERESHKESMEEER IIREG E—FEEM. I LERIIEOCEYIBRAIRR.
RIEMSESFER, FANERSERNESMRR. REFEHHHISFS0UI3F

= Article13 [Basic Information Report]--changed to Article 14

Enterprises that produce, process or use chemical substances shall, in accordance with the relevant
provisions of the competent department for ecological environment under the State Council, report annually
(changed to 3 years) to the competent department for ecological environment under the State Council the
name, use and quantity of production, processing, use and import of chemical substances of the previous
year and be responsible for the authenticity of the information reported.
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WEFERIMEETEY}E (Chemicals Environmental Management Legislation)
(5| BESHEZEE R OBIDEYEIRTE, 201998 2HAEFA%; slide from MEE-SCC speaker at the 11th Chemical
Regulatory Annual Conference on Sept.2, 2019 in Xian)

UBE VR4S | MG EE

PRERiZ
RE~RPHSE

RAHEELE
WEHERF

HAIFE
| hie wvamnne | [0 | A

EELFIASE
AL EE
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(REIREHCFIREAF) 184 IECSC Supplementation

1E4NEEE: 2003F 108 1SHRIEEFRARENEEARSZE~SEHOBRIIAN (BR) NAFYIR
FrEstsl: Elﬂi%i% TAEE, 1%%%1‘ ESEMMAIE, UERBtH

WEBAtARL: SHEAZE, HEOMRXKER, 1TWEmitisl, (WIEE, SEIRIEASSE. AT ERYIE
EE%E!ZJJ:EIHH. 20195F9H30H

China’s Ministry of Ecology and Environment (MEE) has reopened the supplementation of IECSC (Inventory of
Existing Chemical Substances in China).

Scope: Only substances manufactured in or imported into China before Oct. 15, 2003 would be eligible.
Documents required: Application form, Enterprise information, Chemical substance information and use/application

Supporting Documents: Distribution invoices, import and export declaration forms, industry statistics, chemical
industrial yearbooks, government documents, publications and other legal documents.

Deadline: Sept. 30, 2019 (LEMFEIFIA (RERELENFEER) AER

—. BfE8e

BT EFRe ek ERAr BiEe fE8e BT SIS A
H . . el a a el el a
Application form: T
Feq $XEHe | EXEHe | SRR | EXFEe| oSS HFRe R TEBige ﬁ?ggf“ ‘
1e @ @ @ @ £ £ & a &
a a a & & A a

wa e a
HE A EEEHHINETS { TEMEHEPESTE Y EiMEHIER, mEEHEXTE. ImTxE o, SRR BRI SEN—A#ST. «

il
EAREEF: o
BE#: -
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72} (Recommendations)

* FFEBER AN S ITER R RATER
= Track regulatory changes and related inventory update
© TRERMUCEIREEER (FREXTE, Bl THEMAEZRIBEX (HI20EREEREACHEFEE REACH)

= Understand regulatory requirements for chemical substances management (Strict Requirements, Different from EU
REACH or Korea REACH)

« BUPIWREEYIRBREIEE, PRI EIRIAITHE
= Establish an internal chemical inventory/database and review their regulatory status
- BHERERNEGMA, O ERERISITTHIEIESMEIRITY], T AGIE, BHITEHRS

= Focus on the compliance with the applicable chemical substance regulations and develop a compliance
management plan based on the current status and future business plan; Confirm compliance before
manufacturing or import activities

" SThKERIRE N S EIEFR

= Fulfill required obligations after obtaining the registration certificate including annual report
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Thank you 15151 !
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Lunch &
13: 00-14:00

SoEHH-

" 5o BB R Please take care of your own belongings.

» R EIEMREER|E) A1 Please go back to the same session after lunch.
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14:00 - 14:45

TZ2=eEE (PSM) @ NEUEFFIRAL
BEEHEGIER, NMENEENRELERSTEEN.
BABE, SMEBHISER HSE 38, LR RMNRERD

14:45 - 15:30

FEEHESHILCHTUKEME (SIF-p) NERESE
NBEGSHTEHZORES:, TNEHR50 SIF EHRFJE (SIF-p) LR IEANTREGEHE.
FiFsE, TEKX EHS Rls, B4 (dEF)

15:30 - 15:45

)

@

4_'3

15:45 - 16:30

ZeRIFLH
MMERERIE AR FSHEE NS R eSS XS AISEHE.
FEE, I T K, BEaEYHZE ()
£%, EHS=2E, BErEWHED (M)

16:30 - 17:15

WEERMEITITARE (BBS) RARMEHAESITARIKLIR

MBS BBS EHUTHIBRINEEIE R NXIEE, NBRSH. X, AR5
KXENINEIESALSRMNR TR 214,

/B, PSOR 24318, EYLAEEEE (L) BREATE




14:00 - 14:45

PSM: Emergency preparedness and response
The best practice sharing for PSM elements.

Barry Bai, External Manufacturing HSE Manager, Elanco

14:45 - 15:30 SIF-p: Best Practice Sharing
A practice sharing session from Johnson & Johnson to introduce their practice on defining
and classifying SIP-p, following with some related actions and case studies.
Kathy Yang, Campus Head, Johnson & Johnson

15:30 - 15:45 BREAK

15:45 -16:30 Safety Good Practice
The presentation includes two sections:
1. Developing and implementing a new and robust high hazard work programs at a new
facility. Including best practice in design, construction and particularly in project handover to
operations focusing on procedures, training, culture, benchmarking and audit.
2. Site Leader perspectives on building and maintaining a successful EHS program
Yingqun Wang, Site Leader, Pfizer Biologics Hangzhou
Qu Hui, EHS Manager, Pfizer Biologics Hangzhou

16:30 - 17:15 How to run an effective BBS process & How to analyze human error based on neuroscience

A session from DEKRA to introduce their Behavioral Accident Prevention Process® and
discuss some of the challenges.

Sam Zeng, GM East Asia PSOR, DEKRA




PHARMACEUTICAL
SUPPLY CHAIN
INITIATIVE

Building responsible supply chains

PSM : Emergency preparedness and response
PSM: N SUER I

Barry Bai HXBH
HSE Manager, External Manufacturing China

ELANCO




AGENDA XX

Incident Case Study E5#{{Z=/51|[B]FR .
ERP in PSM HFELZEE R W SUERFINH N, Ny - .

Emergency Response plan M 21T

What to look for ;=510




Bio "ABETNT

Company Role: HSE manager, ELANCO External
Manufacturing

Tasks: Provide HSE support and oversight for external
partners

2013-Present ELANCO
2005-2013 The Chemical company
(CYTEC, 3M and BASF)

Master in Environment Engineering
Bachelor in Safety Engineering

PSCI SUPPLIER CONFERENCE SEP 24-25

Barry Bai H K83
Bai_da_ming@elanco.com
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ERP in PSM
TR 22 4 2R L N S A AT

OSHA 1910.119 (14 elements)
= Purpose

This section contains requirements for preventing or minimizing the consequences of
catastrophic releases of toxic, reactive, flammable, or explosive chemicals. These releases may
result in toxic, fire or explosion hazards.

= HI:

N T BB PRI TR 3 i SONITE S S PREICGE TR KE AL S o R T3 B0 KR
Ry APMEME 7R ENR . XERT e S EUP R KRG L
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PSM legislations timeline

SIEREZHIRRE
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RIS ER

L

Emergency preparedness and
response

US EPA AQ/T 3034 -
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NN ec o I

U

OSHA 1910.119
(14 elements)

Process safety
management of
highly hazardous
chemicals

I_.llﬂfl-péwq'ﬂﬂﬂg
SHEER
OSHA 1910.119(n)
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%A

29 CFR 1910.38

Emergency
action plans

REiTENTE!
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AR AL

29 CFR 1910.120 AN B TR - W
(a), (p) and (q) — N, BURHLED. B I o il
Hazardous waste B2 R — DL R N
operations and
emergency ’ ’
response ‘
el R
IR L E— ‘ LR
— IR TR — B SN S
— BB AR T

B
) Elﬁ;tc%?
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40\

CCPS (20 elements)
EE TR
S
Emergency
Management

MEEE

* RS ERNERzE S 1
K(IK” S
R, B, SRR
SRR
- AR BRI, KRG
fil K B A R R
- SRR E, SR A
B
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U

APl (11 elements)
XERHNS
Emergency
Management

MEEE
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Seveso — P EHOR R BRI, IR IR TN ORI XA S 1 R
HifETiES N, BRIP4 SBURF AL A 32 00 BERG 1 B

’ L S P Y

—  SEJ A EEE R R NSRS PRI SRR =
5% BRI
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AQ/T3034-2010 (6 TN T 2L ERLHESN  (FIARIETE(S1TH)

= LI AT LR N R G

- AV N N S N R G, AT NSRRI, I R TR, (A N R SIS EGR, I
HAE08 S SREUERA I RLXT F6 i o I SR SR TR S L5 /N IR S 55 A 2 o R AL BRI RE PP

A YSIAINE S &S (-

- Ablb A BN B RN SIS, EIE R DA SRR SO E T i e RO R B S E DL X
ifgﬁﬁﬁ TZRERMIL) , BREENATEIN, 75 EE &M EAR R RS HAE EHT BART
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AQ/T3034-2010 (6 TN T 2L EIRLHESN  (FIARIETE(S1TH)

LIS TES
- MATREE AN S N RS R) A EEA A . MATHE S A S “AQ/T3012-2008 (AL T
il Z e E AR TN 13, INZTHR" .

. R 2

- AR NS N B NN, B e AR N R R, T RFESNT N s RSN RN R R T N B A,
B PR % 2 ST R AUANAFAESE 7]

- E2NEOK AR, MHRPH TR DR N S R N T, B e X, JRER N DR B A L T

- NSVINLRR DA i EARE DTSRI SRS B RE,  BUE BN SUN IS, 8 T2 R GH) S SR,
IR BAEN SR TS DIWr R PR B et $EHIT0 o0 N BE 32 6] XRS5 . Al W 524X
N, EESIENT, ARUREFER LZA%ES, JFHAEMITI N ERN S, I iE AR
RN 2N R RELE RN 2 I 18] N 2108 2% B KA .
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AQ/T3034-2010 (6 TN T 2L EIRLHESN  (FIARIETE(S1TH)

= N5 IR 2k
- ARME RIS T MO TR ALRS G AR E N S R BB
- /\Izlk}l%fgﬁ_{?i NS S SN R R, AR RAG AN R AR N0 B R B LA | S aiR kg )y, IE2 5
i/—ﬁ “‘/\> o
- ﬁikﬁ?gjfﬁﬁbkﬁfﬁﬁﬁ%m A LEE X AR 7;2%9’3',-%,“hﬁ—‘%lf%ﬂiﬁ@ﬁ@ﬁﬁim B4
fb AT T B 5 %@Eﬁ‘iETﬁﬁFTﬁH—Su DMELE & A B G OL,  FnidE anfe e A IR H O
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Questions in PSCI Questionnaire

PSCI a5 HAH 5% b) i

= Q76 Please indicate the top 3 most hazardous process activities conducted at this facility
TE 8 AR B AT B T34 s fa G ) T2 1%

= Q78 Has the facility evaluated the impact of its operation on the community?
2T T PPAL T iE S S T R AR X A X B R e 2
Has the facility evaluated the impact from the activities of neighboring businesses?

it 5 VPl 1R B AH AR i Bl 152 R 2

= Q83 What are the safety measures around direct fire equipment (e. g. boiler, incinerators,
ovens etc.)? Consider gas accumulation, steam overpressure...
ks (lan, smbe s kel MRS A EE AR 2B TR
FEABER, BIREE-

PSCI YW @PSClnitiative
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What to look for ;=

—1

—

Emergency drill N 275 25

- Drill assessment 8 Z& 1Pk
- CAPA follow up J& IR i
- Continuous improvement fo7 42 4t

Emergency facility V. 29 %

- Routine inspection & A% £
- Maintenance 447

l|||T|

Professional emergency response & MV 1] . 2l W

Cr

PSCI

- Do by professional person F M A E L EE

itical equipment/process F<E % 25 F1 T. 2

- Operate critical equipment/process when
emergency evacuation, the procedure or
requirement

GLHL, BRI B/ TR B ZOR

1ia

= Be aware surrounding major risk | fi# il
BRI
- Community contact 1 [X Bk £
- Communication Y4
= Understand your major risk /5 2& H & B K
PR
- Chemical inventory {427 ihiE 5

=

- Maximum capacity PN}

() )

Y @PSClnitiative

90



Questions |OJgR

= The explosion incident happened at Xiangshui Jiangsu on Mar 21, from ERP
perspective, any lesson learn?

* SR21HAEETAMKRYRESHN, MNNESTIHNAE, Ba=iazu)l?
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Thank you 15151 !
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PHARMACEUTICAL
SUPPLY CHAIN
INITIATIVE

Building responsible supply chains

SIF-p

Kathy Yang
China Campus EHS&S Director

Johnson & Johnson
Sept. 24-25, 2019



AGENDA

Severe Injury or Fatality (SIF): Key Concepts
|dentifying Events as SIF Precursors (SIF-P)
Corrective and Preventive Actions (CAPA)
Making a Difference in SIF-P



Bio

= Kathy Yang now works for J&J as China Campus EHS&S
Director

= Kathy has over 20 years’ experience in EHS field and she has
worked in different industries/companies including ITT, GSK
etc. prior to join J&J

= Kathy Yang holds a Master Degree of Environmental
Engineering in the Nan Kai University. She is a Certified
Safety Engineer in China and a Certified Machinery Safety
Expert by TUV.

= Contact information: zyang2@its.jnj.com Mobile phone:
13920802460
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Severe Injury or Fatality (SIF):
Key Concepts



USA Incident Rate Trends: Non-Fatal vs.

Fatal10

Occupational Incient Rate
o

1993
1994
1995
1996
1997
1998
1999
2000
2001
2002

=l=Fatalities (per 100,000 Employees)

Source: US Bureau of Labor Statistics (2017)

2003

=T o (e} [~ w (8)] o — N o =TI o

o o o o (] Q — — — — — -—

o o o o o o o o o o o

[a] (o] (o] (o] (o] [a] (o] (o] (o] (o] (o] (e}
Year
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Severe Injury or Fatality (SIF) definition

A term used to categorize a subset of the most grave types of injury and illness and

include the following:

Life-Threatening

Work-related injury or illness
that required immediate life-
preserving rescue action, and
if not applied immediately
would likely have resulted in
the death of that person.

Life-Altering

Work-related injury or illness
that resulted in a permanent
and significant loss of a major
body part or organ function
that permanently changes or
disables that person’s normal
life activity.

Fatal

Work-related fatal injury or
illness.

PSCI

¥ @PSClInitiative
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Safety paradigm

Fatal
and
Severe

A new way of thinking about the safety
pyramid: focus on preventing severe Serious injury
injuries and fatalities.

Injuries
To eliminate SIFs, we need to identify

and eliminate hazardous exposures with Near-hits, property damage,
potential for fatal or severe outcomes. spills and releases, fires, etc.

Good saves

PSCI ¥ @PSClnitiative 100



A New Safety Paradigm

SIF-P events have different causes

than non-SIF events Working across the base of the

triangle is unlikely to impact SIF-
P events

Many SIF-P events occur during
routine work

SIF-P events represent a breakdown
in systems and procedures and are
Y usually not “one off” events



What is a SIF Precursor (SIF-P)?

High Risk Situation

If allowed to
continue, it could

reasonably result in
a Severe Injury or

Management Controls Fatality

...are absent, ineffective or not
complied with.

PSCI Y @PSClnitiative



ldentifying Events as SIF-P



SIF-P Decision Logic

1. Meets any of the situations in decision tree

2. SIF outcome is realistic and reasonably possible

3. Failure to comply with Life-Saving Rules may also be considered a SIF-P. Review against
definition and decision tree.

4. Precedent. Library of cases and examples that are and are not SIF-P events.

PSCI Y @PSClnitiative 104



Is this a SIF-P?

During a project area walk through performed by the project High Risk Situation
manager, it was discovered that two contractors had removed a

section of ductwork from the elevator shaft exhaust system to
perform a modification to the duct. Uncontrolled Hazardous

The in-line exhaust fan was not properly locked out and was in Energy
operation and the contractors had unguarded access to the

operating fan.

Management Control

PSCI Y @PSClnitiative 105



Is this a SIF-P?

The tubing from the 50% caustic pump ruptured due to high back High Risk Situation
pressure in the line.

The high back pressure was due to a change in diameter in the
line from 1/2-inch tubing to 3/8-inch stainless steel piping and an
increase in the flow rate from 3600 ml/min to 17,000 ml/min.

Chemical exposure

The increase in flow rate occurred as a result of a transition from
control of the pump locally to remotely earlier that day.

Management Control

Mgmt. of Change

EHS&S by Design

PSCI Y @PSClnitiative 106



Is this a SIF-P?

A 2'x 3' piece of wood panel ceiling fell from the ceiling grid
located over the coffee bar area. The wood panel was 5 lbs (2.2kg)
and fell 8 ft (2.4m). No one was injured.

High Risk Situation

Some of the wood panels have become warped over time leading
to improper seating of the ceiling tiles on the grid. Due to warping
and design of the panels the tile became unsupported by the grid
and clip connection.

As a result of the incident and upon further inspection of the
ceiling tile system it was decided the ceiling panels were no longer
safe to remain in place and it was decided to begin replacing with
acoustical ceiling tiles.

Management Control
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Is this a SIF-P?

An operator in the immediate area of a CNC (computer numeric
control) machine observed a spark or flare within the machine.

High Risk Situation

The CNC machine is equipped with an automatic fire suppression
system that has an agent supply of 10 Ibs.

The extinguishing system activated and suppressed the fire.

Management Control
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Incident Reporting & CAPA



Hierarchy of Controls definitions

Elimination, Substitution, Engineering, Administrative, PPE

Hierarchy of Controls (HOC)

The HOC is a systematic approach to enhance occupational health and safety, eliminate hazards,
and reduce or control risks. Each control is less effective than the one before it. Itis typical to
combine several controls in order to succeed in reducing SIF risks to a level that is as low as
reasonably practicable.

High Value Controls (HVC)

High Value Controls (Elimination, Substitution, Engineering Controls) are those that remove, reduce,
or isolate the exposure but their effectiveness is not reliant on human decision making or effort.

PSCI YW @PSClnitiative
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Hierarchy of controls
2018 EHSS metric is to achieve 50% of CAPA plans include High Value Control

Hierarchy of controls High Value Controls

Elimination:
 Physically remove the hazard
* Removing a person is not elimination
* Removing incorrect PPE is not elimination

Most effective

Physically remove
the hazard

Replace the hazard
Substitution:

* Replace the hazard
* Repair or replacement of “like for like” is not
substitution

Engineering Isolate people from the
controls hazard

Administrati Change the way
ve controls people work Engineering:

* |solate people from the hazard
Protective Equipment * Installation of technology that only warns or

requires human response can be helpful but is

Least effective , )
not an engineering control

PSCI



Hierarchy of Controls: Example

To eliminate SIF-Ps, we need to identify and eliminate hazardous exposures with potential for fatal or severe
outcomes.

Hierarchy of controls Example: Powered
Industrial Vehicle

Physically remove Install conveyor system and
the hazard eliminate need for PIV
Substitution 4{ Replace the hazard Replace PIV with

walkie stackers

Engineering 4{ Isolate people from the Install physical barriers separating
controls hazard PIVs from pedestrians

Administrati 4{ Change the way Blue lights, painted

ve controls people work walkways, training

4{ Protect the worker with Personal High visibility clothing,
Protective Equipment seat belts

PSCI Y @PSClnitiative



Important Points

SIF-P reporting

CAPA

e A CAPA is not considered to be a high value control when it is still in the “exploring”, “evaluating”,
“researching” or “determining feasibility” state.

* Once the solution is determined to be feasible, meets the definition of Elimination, Substitution or
Engineering and a commitment is made to implement, it can be considered a high value control.

PSCI Y @PSClnitiative
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Thank you 15151 !
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TEA BREAK ZEX
15:30 - 15:45

" 5 PIEBYIER Please take care of your own belongings.

= REXGIBENATEIZE]&17 Please go back to the session on time.
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Building responsible supply chains

Safety Good Practice
TERIFLH

Yinggun Wang (FE5ZE¥), Site Lead
Hui Qu (B8ZX), EHS Manager

Pfizer Biologics (Hangzhou) Co. Ltd.
IERREEIHIZS (M) EIRAE]




AGENDA

Safety Culture T2
Safety Good Practice T2 RIFfsCi%
Q&A [IEFHT



Bio "ABETNT

= Yingqun Wang (FZ2EF)
Pfizer Global Biotech Development Center Program Lead
Pfizer Biologics (Hangzhou) Co. Ltd.
Contact: 0571-87768008

= Experience
— 1992- till now, Pfizer
* 2012/12-2015/11, Site General Manager, Hisun Pfizer Pharmaceuticals Co., Ltd
e 2011/09-2012/11, Asia Regional Leader, Pfizer Global Engineering

* 2008/06-2011/08, Engineering & EHS Director, Pfizer Pharmaceuticals Limited, Dalian
China
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Leadership

Team
WMSEPA

Proactive
Participation
ks

Personal

Awareness
& Training

LRSS

Supportive

Relationship
FIERARRK

Pschizer Biologics (Hangzhou) Co. Ltd.
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Targets and Objective setting

Legal compliance

Risk assessment
Management of Change
Operational Control

Audit and EHS Program

o § p————e — vt § - ———— - grioe

.. Pyt

Based on Pfizer Standards (Policies/ SOPs (Standard Operating Procedures) /WIs (work instruc

BETERINE (BER, WERER, TIRRBF)

10 significant pillars +AHEHRZIF }
.

Pschizer Biologics (Hangzhou) Co. Ltd. Yy @PSCInitiativ%ﬂZ



ﬂ'J’
T Leadership Team
MSEIPA

Behaviors are always consistent with
safety commitment

REREET—H
[
L
I

7\
A\ P4

support department safety works
XIFERIZ2THE

KPI review on safety
B2E5Y

encourage and recognize risk report
EXmIFIIA T RIS R R

Assign EHS champions
IEIREHSIE &

PSCh?Fizer Biologics (Hangzhou) Co. Ltd. Y @PSClnitiative / 123



Personal Responsibility
(W N:GES

Personal safety targets
TARZBiR

Safety responsibility & commitment
RERESHE

Report any safety issues and near misses
HREEHTNZ2RENAZL2ITANFEME. RRSEEHF

Understand hazards and risks in work
ERT(ERREST2MIE

;%

PSChDFizer Biologics (Hangzhou) Co. Ltd.

Y @PSClnitiative
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Awareness & Training
FRSE

Annual site and department EHS training
FET 53BrIRYEHSESII

fll |dentify risks in all Mls E
AN P4 iRARIRBS

Understand emergency flowchart and Evacuation route
ERNMIRESRERS

Provide valuable information of work
IR TEREARER

How to use PPEpersonal protection Equipment) in Workplace
M AFRIPERERIER } %

PSCI Rfizer Biologics (Hangzhou) Co. Ltd:. Y @PSClnitiative / 125



ol 4
ﬂ._: Supportive Relationship
ZIFRIARRKR

Sharing lessons and practices across Pfizer

AR S
/i B

- @ == Discuss unsafe acts when discover it
\|/ LEMARSTHNE, SHIHE, PERETH

Willing to discuss unsafety act with observer
EEEMBETIEARRL21ITA

Apply good practices from other teams
BT REHEIPARI SR (ESCR:

;%
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N
\|/

B

Proactive Participation
Riks5

Sign safety commitment
FTRLIRIE

Join in risk assessment _HAZOP/JSA
DAZIRBET4E, ELRNIHAZOP/ISA

Join Safety Talk and Huddles
MARSIERNZLRATIES

Report Near Miss
IREARLTH, &, REHHE

;%

PSCI Rfizer Biologics (Hangzhou) Co. Ltd:.

Y @PSClnitiative
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Together we enable safe, sustainable & resilient operation
and a good place to work.
— Good Practice Sharing



Bio "ABETNT

= Hui Qu (BB
Current Title: EHS Manager (2016/11-till now),
Pfizer Biologics (Hangzhou) Co. Ltd.
Contact: 571-87768021
= Past experience
* 2015/10-2016/11, Project & EHS Manager , MagnetiMarelli Automotive (Guangzhou)
Co., Ltd
* 2009/10-2015/10, EHS Officer/EHS Manager, Sandoz (China) Pfizer Pharmaceuticals Co.,
Ltd
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SAFETY

“Colleagues are the heroes of their families.”

FIRST

PSCI Pfizer Biologics (Hangzhou) Co. Ltd. YW @PSClnitiative 130



Good Practice in Safety Culture zexmirss

2016 2017
You are the =~ Make EHS
hero of choice

your family 5 furnl
eS| EHSEHE
HYZETE

Guideline Pfizer EHS strategy ¥&I#/2EB82015-2020EHS kA&

PSCI Pfizer Biologics (Hangzhou) Co. Ltd. Y @PSClnitiative 131



Good Practice in Safety Culture 48

2017 Make EHS choice — Risk assessment implementation in all employees 0 EHSTEEE -3 X1 FIS1ET T

. Protocol together with JSA AR=LEH5HT

3. Risk categories Train K& 2551l

2. Safety Training to employee =il

3. Badge application and Material/Equipment enter [J228iE, &&EH
WElERIS

4. HHW(High Hazard work) Permit to work EXIB&ELL Bt

4. Risk Assessment(JSA/HAZOP)XIB& 14

5. Daily Construction/Project Meeting/Inspection HERESERITE

g

‘ ‘ # How can we implement
*  Medium or above risk need to be * Non-Routine tasks refer * Risk portfolio for whole * Make the EHS Choice
written into SOP/WI . All to Job safety analysis site T XEREERE was written into site
documents need to be approved by BN TIEERSRRISA * Annual review for all risks behaviors and value
EHS MR LA ERBERIS ASOP/WI ¢ One construction FRXSER _ (Care and Love)
*  Construction Protocol/PTW need /project has one JSA * Daily review in project HEHSEERBA T 17N
approve FEXH LRI T HEEN —AETER—ANSA TGN T R 39

PSCI Pfizer Biologics (Hangzhou) Co. Ltd. Y @PSClnitiative 132



Good Practice in Safety Culture 48

2018 Speak up and Report I R HIIR L F

1. Build a safe workplace 2. All employees responsibility 3. You report ,we do 4. Hazards and risks communication
RN T IERRT FrERTHYERS RRE, BT EEMXEDE
- Till now High hazardous risk close ratio 100%
- Other Low and Medium risk close ratio 93.3% o
(Note: validate the risk within 3 months after mitigation actions were taken) - gPJeCé';/eS each level employee set up report targets Bix: 8E%&A
REBR
) - LT encourages all to report in department tier meetings &2 Es%/
9 Risk Report Trend AT IR RAIIRE RS

Phase 2

1

- You report, EHS /EHS coordinators do {figss, EHSEHRAIMEZERIT

m 2018.Jan
- Score Award system B9 RMRSR
5018.Dec - Beproud of leading report close BESHAMSIREXIEHIKABEITHE
- Higher scores obtained =538
- Annual Award FEERRfEZ
W 2019.July - Proactive to report FHRAHREIRS

PSCI Pfizer Biologics (Hangzhou) Co. Ltd. ¥ @PSClnitiative 133



Good Practice in Safety zms s

Safety inspections-
daily/weekly/monthly walk

downs
TN E-HE/8E/88

Continual communication-
meetings & trainings: 3700
workers were trained/retrained

during construction
FETHAIEI3700 T A#E

MR

Construction site was
continuously maintained as
“clean and spotless”

SZRARET

Safety Boards/Safety Concerns

Visibly Posted for all to see
ZEABELARZ e MHKE

Frequent/spontaneous/organ
ized safety recognition and

awards
G DR ACIESE i)

Comprehensive Barrier and
Penetration Protection &

Barriers
SEFRIPERE, R/ RPRERE

PSCI Pfizer Biologics (Hangzhou) Co. Ltd. ¥ @PSClnitiative 134



Good Practice in Safety zms s

100% signature of safety Near Miss report system  Continual communication- Coordinator qualification &
responsibility -encourage colleagues to meetings & trainings: 169 recognition
-be aware of safety submit, tracking in system  safety certifications for special =R I RINESIAT
responsibilities and and 100% close in time. dangerous equipment/operation, .
obligations. %Eﬁéﬁ%%/l\lggjéﬁﬁﬁ L—Iuddle I\/Ieet;]ng,tleadershlp

O/ B Ao ATt N v % KIFER , .
100%R T2 R R100%%] cam research, etc.

Safety Commitment & Visual management
REFESEIAHEERER

PSCI Pfizer Biologics (Hangzhou) Co. Ltd. ¥ @PSClnitiative 135



Good Practice in High Hazard Work sxisel s

Working at Heights, fire protection system, confined space operations, Lock Out Tag Out / Control of Hazardous Energy
BEStEdl, EKIEL, SIRZSE), fBRACR e

EHS Agreement and G o Construction Phase T

Signature Hangzhou A1-A9 Daily project meeting and Permit to work approval at Project tier board in
Documents (SOP contract Utilities Area SXMTE SR TARFaIEH,

safety program) EHS#Y, & Weekly inspection together with EHS/Project Lead Stand down by EHS
BT 31HAT-A9 Lead/EMU Lead mBELead/EHS Lead = A—EE3HTimZee

JSA based on constructiora
protocol and Training
(Hazardous communication

with contractors) T{Eze9HH
55, BF98

Project Tier 2 Board

Badge application & e P . HHW work areas
Material and tools ,Cars .| visual management

access application A ETE
[JEEERIS, YIRS
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Good Practice in High Hazard Work

Working at Heights, fire protection system, confined space operations, Lock Out Tag Out / Control of Hazardous Energy
B, FK, SRE/EIER

\".
¥ i i caff |ng Inshectmn 5‘ A wllnas e spbtter for
wl%gafﬁjldmg Mock Up ﬁﬂ" RecordTag moving vehicle

Well organized Electrical Safety and Cable Management

Extreme diligence on Lock Out/Tag Out procedures
RIFRVARL S AHE/BREFERAEE, Sl L iEeE

PSCI Pfizer Biologics (Hangzhou) Co. Ltd. Y @PSClnitiative 137



Electrical Safety & LOTO Practice mszsp touss

Permit to
work and
LOTO

Arc Flash )
Hazard Electrical People

Analysis and qualification

near exposed
energized
electrical parj

General and single line Diagram review and gap
analysis between design and actual
RERTHISSRER, WESEES S B TR

Arc flash hazard level assessment

NN EE R

Established electrical safety program (ESP) for Arc
flash, shock hazard and energized points mapping
BSREEEY, SENA, B, stERUURIGAHER
Labeling and visual management

ISR ETE

LOTO practices on lock points

TR BRI

PSCI Pfizer Biologics (Hangzhou) Co. Ltd.
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PTW&LOTO Program

EHRE, MZRBRFEBIRET. LHEPRRBIH T -EAROARE RN, KPBRFRTIIOREMN
BXNEENFH. aRSNERRRUEARETROFRUET EREERSIA RGN HZ®, NbER

PRI, BHIIEM L RS FIEAR, BT E | BN S W e

Permit to Work

HIAA BIIeALE EHS #t% | I ANE (RS EL)
| HRBENKAR | BEIHE P EXEAFAL

EF EY BRI

&E: PIRANLANOHRERTEHRICTENE T AN, ﬁl]ﬁﬂhﬁ*il\ﬂh‘ﬁw is .
BOAR (BARHMNANEHSHAAN) « KBOKEN ~ "SI/ V" . SWIT- L L

LOTO Program

MISREL. FHMERENULARRISEESNXRENOA
Rl TR ARSI AR R et

LET TR S0 EEd Bl e b

MBRMER, KNREANSNTEA TS, X
“offA” Wh: WALRICEAAETRENNNGERSHXUL
S RS T WS TREA B

AR/ZETHERENRHRERE (FX. NNT) FIESCH.
AGES/RESENER. (ARAK, ITHNSHN. anEs
MU, XN, ReBRNAKERSRE. M FOWUss
SRS, THEAMTUE FURHKS BRI E

HF (EHS TH T ERARE) SRS PIgENTY, B2
RBEXKTAFRETT LHE. ARBY I AFREEN
NIRRT - LRRE L - Yl

W) . BEMARRHE, SAREEWATUERER
FAME, SERA LARRA, JREET RN,
RPHWRSR £ SWHSFSELRARY, o). 88,
WERN. PRMNR1

HitEeRNIN FW/ART EEURR ( PR THRNOE

LRRAZ G, HUMRAARANERE SR, KT, B4R
AURERSTRNE. A8: nFaRaEhann. SR+nS
o, BENAMT, BENROHRBK. BUNTOHNRY, IR
SHESTAFERRRR LIRS, ERNAERT AT NN
ris

FHGHE. BP. RRERETHN. TEFHMTRTAR. #
LI RERMA. RO PHANRETL. HEEminReRs
FRFUIN OB e ER RIS,

RATHEARTA. ENFOREE NBAREUERRTS
ke,

REEAEPRE. SERBARARERETHA.
RGeS TP ER AN T AN DA TR, &
BT MM A PR HIERENRE.

RERWERT HMRREA TR, WwREFRR /e
MTATRARCE. ¢TOANFRLRBNE. WBLERIG
NEYHRS, SuAkeR.

LiViaN, Forth. Emedrsiin. Spamkaiy, S
BEEY, FUFGRE. 28, OPEHT PREXBRET o
PN, SNABR. T TRXAGHREENREEN.

PSCI Pfizer Biologics (Hangzhou) Co. Ltd.
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Electrical Safety Practice

1.Diagram checked
and review between
design and actual

Rt SR EEEZXT

2. ldentified the
energy control
switches

RBIB R E R EEHIFX

3. Labeling on energy

control Point and area
FriceE RIS A0 X g

4. ESP SOP/WI i5rmeess
LOTO Program L#iiEpa
Permit to Work T{EiFay

electrical safety program (Arc flash and
labeling, qualification ,PPE) mS&e#E-INN, #x

%, FHE, PPE, ImirmEEAE

General Power center program REHOEERRE

W,

PSCI Pfizer Biologics (Hangzhou) Co. Ltd.

YW @PSClnitiative
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Electrical Safety Practice

A DANGER

EE Ak AN AR
Arc Flash and Shock Hazard

FRAHAAG T AR

Appropriate PPE Required

FREOLBETEOAR LRI

Only Qualified Persons can Operate with Proper PPE
@& FH: J00V-750V AC A FM: 2K
ERA R 1. 0TR

BB iEhR: 25 4EX

LGS ek vk A NSOP-106777

J 05k bk TAEPPE ; ik A IGSOP-108777

* Arc flash risk assessment completion

* Hazardous point labeling for arc flash and shock
hazard

SMINTHSTERERD AR B ERR AT AL

PSCI Pfizer Biologics (Hangzhou) Co. Ltd. Y @PSClnitiative 141



Electrical Safety Practice

Special LOCKs #maigzs)

Lock station ,for
EMU/Production Equipment
champion, one normal lock
/one personnel tgisigss—

F

Tag outs usage s
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Thank you 15151 !
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AN{a]Bx0=1TBBS
MIKEIFZRIBE ST ARKIR

=2/ \BH
PSORRZLTH
=AEEEE (B8) BRAE




KK

RIBIE1TBBS

- HEHESBBSTERITHIBEIREED kK
- ANMATRZXGIX Lok b

- /INg5: LABAPPOHYBRER R XTBBSHITkAK

MBI FRIAE Dt ARIKIR
KER: WS, X, FRFIRLERIRE

- Brain-Centered Hazards™ (BCH™ EF-INEIFRIBE™)

(X2

- IREELMR THIRT SRS



=4/ \BH

= IAFAERTF: DEKRA PSOR EHIAEIEEE (Li8) BRAT
= S§8BXE (FLEBERKE) ¥t EEW

= SamifiB25 FRUTIERE, EE 13FENIRRT2RWER., TEEHEELR=E
T WNIZIEN, HIAEBRRI HEERE (PK, B%E)  ITKXKIZZE
2Wms (BEHtE, S5HIMERER..) MSFEEILSS.
= BETEXEDTTEON, FHBEIEWIHEXE, EATEXEEENERES.
= 2015FE3R1BCCPSHEYCertified Process Safety Professional (CCPSC)IAME., o

= BHR—xXEMEUEIEI AR EIER, SEEEERRENT, M T 19255,

= BREREAI

Sam.Zeng@dekra.com
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HRMESBBSERITHIBEIRIEE b

 MRERISEIETT, BERTRR

s =] I |

- RTZS5BBSATAR, IEEBBSAIHRIE

- MRRANAE, RIEFIABEEmM R T2 /13735F8BS

- RNEERIMSHH L. FXTERIXBEIT A, 60~70%YLEMEREFTEPPE

- —EKEREA—NMA, —FaKMERBEA—T N ? IR

FRIEIRD T ARAR

s FUTA—EL, MERIAA—H, RME— TSRS TEELBBSHT

(EGEAIERAEA—EL

PSCI

¥ @PSClnitiative



QAT MNTIX LAY, — REE(T /Y

NE =
I3

= ERMHRIREITHE

VYNNI OKEE:NE

R

ZEIEE

S, TS

KL TRERIEN

40
35
30
25
20
15
10

7

63/ B

BRaLp=egc
NEewabwsgs2
o # & B o =R
£ © B ENE T H
&= < OK
ﬁqn@" H'E'f—’im,ﬁﬂ
wn - & ., o1 n
< ~ S = ® i

B RN RN
FEfg
*ifunﬁﬁ
R

S

JEEmIAT S A EIRY

g ¢ u
2 5h
&*5"’
=
H L&
gguk
I A
g om R
3 g @

5.3 35{% - f /7 Hearing

1.1 S KESEHE In line-of-Fire 4.1 5/ P2 BRSEEE LOTO - Energy Isolation
1.2 3253 Pinch point 4.2 HNZBRE=S8] Confined Space Entry
1.3 7 Ff15 @ Eyes on path 4.3 3T Hot Work

1.4 ;7 FMESS / 2B Eyes on task

4.4 & =RY518 Communication of Hazards

1.5 /848 Ascending/descending
2.0 B{KEH / A T2 Body use / Ergonomics
2.1 558 / BCK Lifting & lowering

4.5 {ENVAETfSZEE Pre-Post Job Inspection
5.0 5k (155, (FH% . 3 ) PPE (Condition, use, store)
5.1 5% - SLAB Head

2.2 15 Twisting

5.2 5% - IR/ B&EB Eye, Face

2.3 ¥/ £/ 9 / 32 Push, pull, hold, grab

5.3 S5{F - I /3 Hearing

2.4 1E{HEE / =BR Overextended / Cramped

5.4 S5{5F - IF0R / & Respiratory

3.0 TH/ig& (8iFH%E . %) Tools, Equipment (FLT)

3.1 T B/igEZRNEE MR Selection, condition
3.2 TE/AREAUFRE Use

2.5 AWLIL#Z Ergonomics 5.5 S5{% - FEB Hand
2.6 Z¥ [ Posture 5.6 51 - BB Foot
2.7 (ZEftb A) 1B Assistance 5.7 5545 BAEA Fall

5.8 5513 - SR ( T/ERR , B4R ) Body

6.0 TYEIHIS work Environment

6.1 T/EIAIE - 177E / TAEE Walk/work surface

3.3 TEf#&F Storage

6.2 TYEINE - I71HBEGS / A Housekeeping

3.4 NENE2weE, WRSERE

6.3 BBlf=/ZZ~ Barricades, Warning

3.5 222k 525 Barricades and Warnings

6.4 B=/{GE T{EIS Extreme Temperaturs

6.5 BV 4 Industrial Hygiene

7.0 Eith others

PSCI
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SR IX LRk, - RIEIT IR ER

- iﬁFzzﬁé,J%?é%uﬁJ, /g %ari 58, AERRACIEEEVER)

ST —— = VDEB3F—IX,

: ﬁ —LATARREAR R, A&
BEE AT S RiE”

EHISE

: EES%EI’\J%, SRR AR T /9, AIRFE—FMERET/EHE LESHI, 7
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Before

After

Purpose Flush a partially plugged PCl; nozzle with water to prevent it from completely PURPOSE Write short, single-sentence description of task to be done.
pluggmg.
Requirements/ | Tpjg is o CRITICAL JTA and must be followed step by step each time this activity s
Responsibilities | performed. It is the responsibility of the board and outside operators to have this JTA !1! SPECIAL REQUIREMENTS !!!
n mm dmmgﬂle mvny Communication between the board and e [dentify buddy system, if required
outside operator 1s vital. Each step of this JTA must be imtialed. If thereis a e |dentify communications relationships required (especially unit-to-
deviation from this procedure it must be approved by the First Line Supervisor, Area . unit)
Supqvisor, or Process Engneq Ifa step in the JTA is time sensitive, then the start '“m],‘"‘ STAFFING e Indicate if maintenance contact needed to perform task, especially
and stop times will be required The board operator will be responsible to forward if time critical
the completed JTA to the First Line Supervisor for review. ¢ /dentify vendor involvement, if required (e.g., contractor specialist)
Two technicians must be present in the field when performing a line break into the
PCl; sys&m LOOK UP the PPE Matrix; LIST below all required PPEs for this JTA:
Hydrolyzer must be failed with at least 40% level of batch in the vessel. Preferably 8 - Note: Make PPE Matrix a link
the opecation failed durmg the PCl; feed ) In Task Steps section, indicate when change in PPE is required
Relevant Hydrolyzer EFD ECC00044-D-13
Documents MSDS: PCls X TOOLS Specify physical tools and materials, including fittings, parts, etc.
Materials & Follow the Line Break Procedure 3.05 I;__EE DOCUMENTS List permits, blind lists, interlock impairments,, etc. required for the job
S Crow’s foot with %" male threads (SAP# 10229695)
PSCI Y @PSClnitiative
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Thank you 15151 !
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Quiz fE= M,

S LB S SR

Please Scan the QR Code to take the quiz (Chinese version only).

= WHEERERI N Th, [EHESRAIERE oA 3RS REE\Lm

Correct answers will be revealed right away, winners will be rewarded.
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Feedback Survey [ iEEE

» EiAE], B EREIES RINEE
Please scan the QR Code to take the bilingual feedback survey before you leave.
= RS INE _RIATHUKEEBRIFF ZhELMEE —XE2,
ASMB _RIATRIKEE, BEZITERZRE, HHES
For those registered for tomorrow, please keep your name badge for check-in then.

For those leave today, please return your name badge. Thank you!
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CONTACT

.

< “ in

pscinitiative.org info@pscinitiative.org Annabel Buchan: PSCI

+55(11) 94486 6315

For more information about the PSCI please contact:

PSCI Secretariat
Carnstone Partners Ltd
Durham House
Durham House Street
London

WC2N 6HG

info@pscinitiative.org

+55 (11) 94486 6315

About the Secretariat

Carnstone Partners Ltd is an independent management consultancy,
specialising in corporate responsibility and sustainability, with a long
track record in running industry groups.

carnstone

L

@PSClnitiative
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PHARMACEUTICAL
SUPPLY CHAIN
INITIATIVE

Building responsible supply chains

PSCI Supplier Conference Hangzhou
PSCHEE R, =i - B

24-25 September 2019
Day 1 — Business Ethics and Labor Rights Session

Disclaimer: Compliance with local requirements is the responsibility of companies and
their local business areas. The information in these presentations is not intended to
supersede, take the place of, or conflict with, local government requirements.



10:45 - 11:45 TR BRNR R TE M EIETE
NBRESEBHE X EIAR AR RE T BRI EE L.
BE, PEXESSE, WEFZ
11:45 - 13:00 FE=EAXBE
NBEWPEINE=1XKE. BRESMEBEENIETILURITERE=1&MNIE.
Higem, atkA, &
10:45 - 11:45 How to Use Enforcement Actions When Building an ABC
Introduction of Chinese anti-bribery laws, US FCPA and growing international enforcement
cooperation; share some best practice of how to build an effective program
Alexandra Zhao, China Legal Head, Centrient Pharmaceutical China
11:45 - 13:00 Third party compliance risks

The presentation aims to discuss and explore the common third party risks, the red flags and
potential fraud and corruption schemes that may potentially occur in the business cycle, and
will also discuss about best practice in third party risk management, with a focus on adopting
systematic integrity due diligence on third parties, lightly exploring how technology has
advanced and improved efficiency in third party due diligence.

Jaimie Cheung, Partner | Financial Advisory, Deloitte China

PSCI SUPPLIER CONFERENCE SEP 24-25 Y @PSCinitiative
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SUPPLY CHAIN
INITIATIVE

Building responsible supply chains

Building an Enforceable

ABC in a Company
FEAREEN THITH
ABCHl| &

Alexandra Zhao XL
China Legal Head hEXES AR

Centrient Pharmaceuticals hil| B 1) 25



AGENDA X 2

1. General principles and Overview of anti-
bribery and anti-corruption laws

J2 T s T = 8 U Y B A e iR B

2. China’s Legislation on ABC

o [ R4 KRR IERL

3. International legislation and growing international
enforcement cooperation

EHfra iz R BEEKNEFRREEE

4. How to build an effective program

TR B ANER



Alexandra Zhao

Alexandra Zhao, China Legal Head in Centrient
Pharmaceuticals, taking care overall responsibilities of legal
and compliance issues in China Business Unit.

B, MEFAPEXZESEE, RRASEREIE
. SME.,

Alexandra graduated from the China University of Political
Science and Law, and the University of Bristol with LL.M in
commercial law.

BV FREBUERF EREMEHRERE, REFML,

She started her profession in a District Court in Beijing and
was appointed as a Judge; she later joined a Chinese national
oil & gas company, focusing on major international dispute
resolution before joining Centrient Pharmaceuticals in
January 2018.

B AL REKARF I AR, Z/aIIARDE
MR AE B T ENTEAE AR GAIRINFRR,
2018 NER KL 2 125 .

Alexandra.zhao@centrient.com
+86 13910130966

PSCI

Y @PSClnitiative
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General principles and overview of anti-bribery and anti-

corruption & laws
J52 5 s 2 S B ) — R B U B AR

= Active bribery T =ENE:
Paying, offering or promising money, a gift, a favor or anything of value,
In order to influence any act of decision of the other party or to secure
any other improper advantage in order to gain or retain business.
THESRT AW A —TTNEETTHEORR, SCAKBE I H AL
HURGHRENL S, Mff. #ESOFESE. tLm. FEsEREIEMN
P /P

= Passive bribery # = H51&:
Requesting, agreeing to receive or accepting a bribe in return for an act
or decision.

W TTaSURRIE AR ER . BEERSIZER B

PSCI Y @PSCinitiative 6



General principles and overview of anti-bribery and anti-

corruption & laws
J52 G s 2 T ) — A SR U B AR

= Official Corruption Rules 5B E R B <89 & & BrE R

= Commercial Bribery Rules 5 &\ WM& H £ A93E0

= Overseas Corruption Rules }#&49p & J& 3% 1

PSCI Y @PSCinitiative



Updated ABC Legislation in China

HE X TR IBU MRS AR

E Gl N ARG K 2o % 2 DL 22 AR

ARSI -
XA IE 4 38 v i - PR ARERIEN AR

ML RN GRD e I M A
Lhest

Anti-Competition law Supervisory law

(2018.01) (2018.03)
1& B ML I 2 5K BESEEY K,
XD RIFHE BETAIRE
Eﬁﬂkﬁﬁc MATIERRAR
Revised commercial Expanded the

bribery clause,
differentiate responsibility
of employee and the
company

supervised scope,
retention applies to
non-public officials.

GRS IESRD

e AR RE
UUR ISV

PRELAMaWH

Criminal Procedure
Law
(2018.10)

HERRENT IS

TRE TR
Encouraging in
absentia trial in
criminal procedure.

IRINSIS T
Al 1 2R OL)

CHK I AMEwY

Criminal law
(2015.08)

1EIRTER, MK
XI1TEICTEAL ST

Added additional charges,
increase penalties to
bribers.
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International legislation and growing international
enforcement cooperation

EfrizzSE51E

US: Foreign Corrupt Practices Act “FCPA” EEEIMN= JE M E
UK: Bribery Act &E KRIBEEX
Europe BRM:

Joint sanctions of International Finance Cooperation
Efr &Rt AR BR S FIH

Law enforcement of the World bank is getting more active: Disciplinary
letter, disqualification, permanent disqualification, restitution and
remedial measures and etc. (from 4 Chinese companies in2009 to 134 in
2019 on the blacklist)

HSRERITHIF SR BEIEREAE . BUBRS, KABUBRRS.
WE IR Iﬂi&xﬂ%l\*ﬂaﬁﬁ’i’;o
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What is the “FCPA”?
AR BINEMOE

FCPA = Foreign Corrupt Practices Act
FCPA= /85 J& WUE

Enforced by U.S. Department of Justice (DOJ) and Securities & Exchange Commission (SEC)
XETETMIESRX HERSHEBEZHHIENR

Applicable to worldwide conduct of issuers and officer, directors, employees, and agent of
issuers.

EANZ: AAmEs, EATAAFN . ‘BERNETE UAREEZEN T N ELEE
N5 K FCPAR AT Ao

Huge Penalties Against Companies and Individuals

XA RN ANERLT .

PSCI Y @PSCinitiative



FCPA Penalties FCPA
A

FCPA Penalties Sk

= Petréleo Brasileiro S.A. — Petrobras (Brazil):
$1.78 billion in 2018.

= Telia Company AB (Sweden): S965 million in
2017.

= MTS (Russia): $850 million in 2019.

= Siemens (Germany): $800 million in 2008.
= VimpelCom (Holland) $795 million in 2016.
= Alstom (France): $772 million in 2014.

= Société Générale S.A. (France): $S585 million in
2018.

= KBR/Halliburton (United States): $579
million in 2009.

= Teva Pharmaceutical (Israel): S519 million in
2016.

= Keppel Offshore & Marine Ltd.(Singapore):
$422 million in 2017.

Longest FCPA Jail Terms Bx 1< I 22 i+ jg]

1. Joel Esquenazi: 180 months (2011)
2. William Jefferson: 156 months (2009)

3. Charles Paul Edward Jumet: 87 months
(20710)

. Carlos Rodriguez: 84 months (2011)
. Herbert Steindler: 84 months (1994)
. Douglas Murphy: 63 months (2005)
. Shu Quan-Sheng: 51 months (2009)
. Benito Chinea: 48 months (2015)

. Joseph Demeneses: 48 months (2015)
. Jorge Granados: 46 months (2011)

. David Kay: 37 months (2005)

. John Webster Warwick: 37 months (2010)
10. Jose Alejandro Hurtado: 36 months (2015)
10. Faheem Mousa Salam: 36 months (2007)

O W 00 N N o b b
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http://www.fcpablog.com/blog/2018/9/27/petrobras-reaches-178-billion-fcpa-resolution.html
http://www.fcpablog.com/blog/2017/9/21/telia-disgorges-457-million-to-sec-agrees-to-965-million-in.html
http://www.fcpablog.com/blog/2019/3/6/russian-telecom-pays-850-million-to-resolve-fcpa-offenses.html
http://www.fcpablog.com/blog/2008/12/16/final-settlements-for-siemens.html
http://www.fcpablog.com/blog/2016/2/18/vimpelcom-reaches-795-million-resolution-with-us-dutch-autho.html
http://www.fcpablog.com/blog/2014/12/22/alstom-pays-772-million-for-fcpa-settlement-sfo-brings-new-c.html
http://www.fcpablog.com/blog/2018/6/4/socgen-pays-585-million-to-resolve-libya-fcpa-offenses.html
http://www.fcpablog.com/2009/02/kbr-and-halliburton-resolve-charges.html
http://www.fcpablog.com/blog/2016/12/22/teva-announces-519-million-fcpa-settlement.html
http://www.fcpablog.com/blog/2017/12/22/singapores-keppel-pays-422-million-to-resolve-brazil-bribery.html
http://www.fcpablog.com/blog/2011/10/26/esquenazi-jailed-15-years-rodriguez-gets-7-years.html
http://www.fcpablog.com/blog/2009/11/14/jefferson-sentenced-to-13-years.html
http://www.fcpablog.com/blog/2010/4/19/longest-fcpa-prison-sentence.html
http://www.fcpablog.com/blog/2011/10/26/esquenazi-jailed-15-years-rodriguez-gets-7-years.html
http://www.fcpablog.com/blog/2011/10/26/esquenazi-jailed-15-years-rodriguez-gets-7-years.html
http://www.fcpablog.com/blog/2010/5/11/the-hard-timers.html
http://www.fcpablog.com/blog/2008/10/7/case-closed-for-kay-and-murphy.html
http://www.fcpablog.com/blog/2009/4/8/rocket-scientist-sentenced-to-prison.html
http://www.fcpablog.com/blog/2015/3/30/two-wall-streeters-jailed-four-years-for-venezuela-bribes.html
http://www.fcpablog.com/blog/2015/3/30/two-wall-streeters-jailed-four-years-for-venezuela-bribes.html
http://www.fcpablog.com/blog/2011/9/9/latinode-ceo-jailed-for-bribery.html
http://www.fcpablog.com/blog/2008/10/7/case-closed-for-kay-and-murphy.html
http://www.fcpablog.com/blog/2010/6/28/prison-term-in-panama-bribes-case.html
http://www.fcpablog.com/blog/2015/12/18/hurtado-jailed-three-years-in-direct-access-partners-bribe-c.html
https://www.justice.gov/criminal-fraud/case/united-states-v-faheem-mousa-salam-court-docket-number-06-cr-157-rjl

FCPA cases concerning China
5 ERXHIFCPA 4

= On November 1, 2018, US Attorney General, Jeff Sessions announced that the US Ministry
of Justice had launched the China Initiative which emphasized “identifying FCPA cases
concerning Chinese companies competing with US companies”, and Chinese companies
had been clearly listed.

= 2018118 1H, XER1MES)EERKIeff Sessions B, EKEBEZ BN “FEITNIT
Y BIAENSEXREEAS SN HE/NSIMFCPAZE, E/A SR

\\ \\ 5
APUEER. BE—ESRBEHRLE 7l

Fresenius Medical Care AG & Co KGaA

N N == S = Eﬁ
2018 FCPAEF EH E ERAHETAT)
e Panasonic Corp. g (kTR EREIT
iSE Gy AR R5%)
Stryker Corp. B RARIE S
I/INT
= 35 R AL = &%E : E
== A D B t t dbe
okt in g Bradsiee YREHEN
Credit Suisse Group AG = =
B ERAS == (s
United Technologies Corporation . .
BAHALD) 8 G2
Polycom, Inc. HE (FUMSWHR
EHE 4t)
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Build an effective program
B BRI H

Universal Coverage SE& A& HIE (Ffn-& M-~ XT)
Strengthen the responsibility 584t £

Collaboration and cooperation /G Bk 5]

Objective and Independent Z X jdi 37
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DOJ New Edition of the Guidelines for the Evaluation of

Corporate Compliance Procedures
EETEEHR (AAEMEFTENIES]) (2019.4.30)

Is the compliance program well-designed?
BMBTREBASHRIT?

Can the compliance program be effectively implemented?
BT RESH/RFRUNT?

Is the compliance program really effective

BN ERSELEAN

PSCI Y @PSCinitiative



DOJ Evaluation of Corporate Compliance Program 2019
EEFTEEHTR (L TEHE G 755/)

<

ANENEE NN

Anti-Corruption J Ji& ¥t
Interaction with HCPs
SEITMIERNES)
Interaction with Government
Officials
S5BFE R E 5]
Donation/Educational Grants
B/ B
Medical Education
Meeting Sponsorship
SR
Clinical Trial
I PRI S

Export Compliance AV & &
8

Sanction Country Sales
SRR ERNHE L
Country of Origin

R~ E

Customs Procedures

BRIEF

v

v
v

Third Party management &= &IE

Distributor/Channel Management
ZEB/REEE
Agents/Service Providers
RIER/PRSIRMER

Other high-risk vendors
Hvg Mg p 5w

Conflict of Interest Fi| 2§ /1 2
Employee investment in
vendors/distributors

R IR TR/ A E R AR R
Kickbacks

[E] 1

Hiring
1A

PSCI
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= This presentation is given in my personal capacity and is not
associated with the Centrient Group. The opinions expressed are my
own.

" KEHIRGPAY R, P AEMBER LI

PSCI Y @PSCinitiative



PSCI SUPPLIER CONFERENCE SEP 24-25 Y @PSCinitiative 17



Thank you 51157 !

PSClI SUPPLIER CONFERENCE SEP 24-25 Y @PSCinitiative



PHARMACEUTICAL
SUPPLY CHAIN
INITIATIVE

Building responsible supply chains
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PSCI

1

Inherent risk and maturity
ganizational self-assessment of
overall EERM maturity continues
to improve at a slow pace
despite a perceived increase
in the inherent risks in
third-party
6. dependence.
Organizational
imperatives and
accountability
a) Ultimate own i
ability
well and truly
n the C

Key findings

5.

appropriate visibility ar
monitoring of sub-contr
engaged by third-p.

2.

Business case and
vestment
singly being focused
ng the upside of risk and
s 1g tangible benefits —a
significant shift from only managing the
downside of risk.

many elements of EERM roles,

es and technol
b) COEs and
mod pr
dominant operating model,
along with an increased
focus on market utility
mod

4.
Technology platforms
di for EERM
now being taken
a three-tie
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E=F N
EZEFMEEEZIMS, 2018FEEHFKRE

Corruption [

Billing

Check and 22%
payment tampering

Expense | 1

reimbursements

Skimming I N 20 Small businesses face

e —— than larger organizations
Noncash =

Financial INEG_—_——T, 1
statement fraud
cash larceny T 14
payron I, 127 I <100 EMPLOYEES
d isburrggﬁisetﬁtrs I =

0% 20%

PERCENT OF CASES

Source: 2018 Report to the Nations, Association of Certified Fraud Examiners

PSCI YW @PSClnitiative 27
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XEVEMERERITIIS, 2018FEZRIKRE

ONE
PERPETRATOR
‘ B $74,000 peser

©~\ o
0§ PERPETRATORS

0 e— 150,000

\ THREE OR MORE
®aa) PERPETRATORS
m" I §339,000 fe=

ort to the Nations, Association of Certified Fraud Examiners
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% ﬁ%lfﬁ:/i‘: ;él_\l \

Antitrust Division’s Renewed Focus on
Bid Rigging Promises to Be Perilous

Now tha’
Justice ¢

~« SEC charges Commonwealth Financial with
"' conflicts of interest in revenue-sharing agreement

Firm's agreement with Fidelity's National Financial Services allegedly forced clients into more expensive share
classes

Kickback Allegation Settlements Pile Up for
Pharmaceutical Companies

Ingram Micro Pays $15M Fine for Channel Stuffing Scheme ...
https://www.channelinsider.com/c/a/Distribution/Ingram-Micro-Pays-15M-Fine-for-Channel... ~
IT distributor Ingram Micro and IT security vendor McAfee engaged in an elaborate channel stuffing
scheme over two years at the height of the dot-com boom that artificially boosted Ingram Micro's profit
margins and McAfee's revenues. Now Ingram Micro has paid a $15 million fine...
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Risk Response

Control Activities

Components of ERM

Information & Communication

Monitoring
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= A X

" SEURIERERERNREE ARZ AERIET,

HEILA RABEF, X H20%IX LAyESG.

CONTROL WEAKNESSES IN ORGANIZATIONS OFTEN
DIRECTLY CONTRIBUTE TO FRAUD.

TOP 3 CONTROL WEAKNESSES THAT CONTRIBUTED TO FRAUD

29% 20% 19%

LACK OF INTERNAL OVERRIDE OF EXISTING LACK OF MANAGEMENT
CONTROLS INTERNAL CONTROLS REVIEW

20 3%FRFIER T ARSI R RIS, Bk 2R

rh

Source: Report to the Nations on Occupational Fraud and Abuse — 2016 Global Fraud Study issued by Association of Certified Fraud Examiner
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Overall
Finance * BABE
o FEARARA
o TZHR
s EITRRM

Strategy

Operations

Sales and Marketing
Product Research and Development

Customer Service

General Management

asked to what extent ° .“A.’sé:
Customer Experience %ﬁamﬂmm RHEB_L E*EE
a analyfics 3
Brand business activities. ® j:fli r&ﬁ'J iEI gi
REESHF St
Risk
o N XfFEIE
Work Force Planning
0 1 2 3 4 5 3 7 8

Tendency to perform analytics
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%Eﬁm@

(=Y - @ Efficiency------------mommm e ; i
A : 1 i .
B | Our RPA solutions allow our experts to redirect their time and | i Robots can remember things that humans |
i focus to the analysis and interpretation of the information | i can't. For example, our RPA solutions |
i gathered from databases and human enquiry sources. ! ! remember outcomes such as sanctions and i
i ! ! news hits that have previously been screened -|
i f T—— ! E substantially cutting down on duplicate effort. i
! Analysis i ------------------------------------------ -
1
i i @ .Scalab|I|ty-----------------------------:
1 1 ! 1
| : | Our RPA solutions can be scaled up or down i
! : | | to meet your request, without compromising H
! Data Sourcing . | | timelines or quality. !
H Intelligence i ! H
i Litigation Chedk Analysis 1 ! el i
! I Wl !
1 1 1
H I | I
i . | i i
: Media Check 1 : |
: Reputation / : 1 :
1 Derogatory Info 1 : 1
: Compliance Check Data : : :
i Sourcing : i i
e I 1
i Traditional RPA-empowered ! ! i
! Approach Approach I | i
_______________________________________________________ - 1 1
! I
@ Quality------momm oo T ;
1 1 ! 1
1 1
! Humans are prone te manual errors but robots are not. i H i
| Our RPA solutions are predictable and consistent with a full ! ! i
I audit trail on the data gathered, decisions made, etc. ! | i
5 |
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Lunch &
13:00-14:00

EHITHE SN S

Please take care of your own belongings.

T RFIERENE A

Please go back to the same session after lunch.
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14:00 - 15:30 TEWSASIES RN EEGFEEWAIE N
NEEEE (IBEEN) SHEIAANGEURSIAMEEITEEANTEEN,
RIRE, FESEESEFORIRETm

15:30 - 15:45 ZRER
15:45 - 17:15 fEss T EERER

8 PSCI STESFEN, FLESREFRRUARIMNTES TERRR.
T4, mMB&E, TUV

14:00 - 15:30 Implications of Business and Human Rights Guiding Principles for Chinese Businesses

The session will introduce the development of the UN Guiding Principles on Business and
Human Rights (UNGPs) and the human rights due diligence as provided in the document and
analyze how the application of the UNGPs will influence the Chinese businesses at home
and abroad.

Xiaohui Liang, Deputy Chief Economist, China Textile Information Center

15:30 - 15:45 BREAK

15:45-17:15 Build Up Labor Management System

A workshop to explain how facilities can identify risks of labor, ethics, management system
and assess a. business, h. reputation risk c¢. legal risk related to each PSCI principle, and to
distinguish the priority level of the risk.

Bella Ding, Project manager, TUV
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200345, FEIERARFES S50 THEE—NPMANEZLFEEESHEHEETHE
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R CSC000TIA K HihieEARRWHR . ALXEH . 2008FEU%K, EAE
ENEEERIMIPERMITIVARFETITEMRHSTERSXH, 81
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FEMNMMNREIEFESHN <PFEMNINREIETIESFERESY (2009) «
FEZFHREDSH «PEFWATHSELEEREY (2010) « FEBFIVER
BUBERDEN <PERFESFTIHESFEEREY (2012) . ULV EE
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" SFREI, ERAAIM (M) REABAEBEKREFZFIRILEL]
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“The Board does not believe that establishing a committee is an
effective way for the Company’s practices and goals to continually
evolve and improve in response to changing conditions. Instead,
such an additional and redundant committee would distract the
Board from its other responsibilities to the Company and its
shareholders, while adding little value to the Company’s existing
commitment to human rights and social responsibility. The
Company’s existing governance framework has produced a strong
commitment to human rights and progress that is evident in the
Company’s practices and policies.”
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“Our approach is to uphold and promote human rights in three ways:

v in our operations by upholding onr values and standards
V' in our relationships with onr suppliers and other business partners, and

V' by working through external initiatives, such as the United Nations Global Compact.”
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Why labor management system A{t AN F T EIBAR

PSCI principles for labor section PSCIZ5 T 2[4 & I
Determinant factors for labor section % T R A EE =

Build up a management system for labor issuestyiE % 1 EIRA R
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Concentrated in CSR auditing industry for more than
10 years & REFHZTER T EBIZ106

Familiar with various CSR audit programs, such as SA
8000, PSCI, RBA (formerly known as EICC), amfori
BSCI, SMETA, etc. E R ZHSREFZIME

Responsible for technical issues of PSCI program in
TUV Rheinland ZTUVEE =PSB R A T1E

2 years QA working experience in medical device
industry 2 &8s iT VAT ER R

Biotechnology education background £#F A#HBEE =

Project Manager- Customized
Services Greater China
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PSCI principles for labor section
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- Freely Chosen Employment B H#F

- Child Labor and Young Workers & T F1F&k i E T

- Non-Discrimination & Fair Treatment JoI /A X 1%
- Wages, Benefits and Working Hours T 3%, &%), TR

- Freedom of Association B %54t
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PSCI principles for labor section
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PSCI principles for labor section
PSCIZ5 T &R 5 R N

Child Labor and Young Workers & T 1G4 T
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PSCI principles for labor section
PSCIZ5 T &R 5 R N

Non-Discrimination & Fair Treatment FoI 8/~ 3455
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PSCI principles for labor section
PSCIZ5 T &R 5 R N

Wages, Benefits and Working Hours T%, &%, THt

" 818 AR AR
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PSCI principles for labor section
PSCI55 L &R 4 R N
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PSCI principles for labor section
PSCIZ5 T &R 5 R N

Freedom of Association H 454t

" B E R ITHITHBBANIER, UfERE X T EZAAMEFHKNEA,
HEFNKESNEE, EEATHNEBESEE. EENALS. SRARM
EMARIZRSHNF. ATNEBEEEEM LIERHHITAFRR,
HEARSZERE . TIPSR EAD .

PSCI

" 4 BHREHRERKHIF

" ALFFARTINEANAARE. SMNERECHEFENTR, FRKRMNE CHARHETRER
Ho BRNEGEXIUVNF], FRzEHR0MEM R T EBMAFEE RN TABR IR
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Determinant factors for labor section
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Determinant factors for labor section
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Build up a management system for labor

HEETEERERR

Top Four findings in management system of PSCI audits

PSCIFRAZ BT Y A EEEAAR [

—

» BT FEENRA

= XS TR

 WEEEMEE

. g i
FELE axﬁ_‘ﬁc

PSCI Y @PSCinitiative 76



Build up a management system for labor

HEwE T EEAR

Systems Framework {& R #EZ2
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Build up a management system for labor
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Build up a management system for labor

HEETEERERR

|juu

Risk management X\ f& &I

PSCI Y @PSCinitiative 79



Build up a management system for labor

HES T EEBARR
Risk Modeling X 56 2 7Y
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Build up a management system for labor
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Build up a management system for labor
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Build up a management system for labor
HES TEBERR

Risk Modeling /X & #& & .
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Build up a management system for labor

s TEEERR

Scoring Approach 18 75k
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Build up a management system for labor

s T EEEAR

Exercise Zx >

%ﬁ_ﬂj -5 BT D R Gta (R ERIEkIR, IRIERME, MR mRITII o]
¥

ek B =)
1 FEFRAER <10% HEK =ANPN
2 REks 11% - 25% MR = Mm2-10 A\
3 HEEKE 26% - 50% HEK 7 0M11-30 A
4 = ek 51% - 79% MR £21131-50 A
5 EESHEKE >80% 1K £01>50 A

T2 TSy, ARSI,

AELITRHIESE, FINERIRBRETE.
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Build up a management system for labor

HEETEERERR

Exercise Zx >
HEIR—ARISE, RIEEIE, MEMmETIT o HIE
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Build up a management system for labor
HER TEEBARR

Exercise Zx 3]
1SS T RSB GIXEE.
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Build up a management system for labor

HEETEERERR

Developing a Systematic Risk Assessment
Practice

T — T RERXBE AL
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Build up a management system for labor

HEETEERERR

T4 KB a8 22 KBS T R 1Z ELAY?

= Routine and non-routine activities; EIFIAEEIAYEDN

= Activities of anyone with access to the workplace (including contractors and
visitors); BEEIH AN TIEZFTHA R ( BiF028FnE)

=  People’s attitude, awareness, skills and behavior AMIINASE, BEiR, FESFITH

= Legal obligations & ENSE

= Client requirement 2P &3k

= Risks originating outside the workplace; 8 T{EZFTYMNYIXE

=  Hazards created in/around the workplace by activities of the organization;

= T{EaFrARRTFEWAIEFEeIF=ERIGK

= Changes or proposed changes in manpowerf A A & BRI A SR T

=  Operating procedures and changes made to management systemes,
X EIR R SRR ERFERISET

=  How work is organized BET{ERAT
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Build up a management system for labor

HEETEERERR

How can we create a Systematic Risk Assessment Practice?

BT X LI — R GEAI RS PG LR ?
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Build up a management system for labor

HEETEERERR

Risk control X B& 5 %l
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Build up a management system for labor

HWEF T EEER

Risk control RLE“EFS:%'J

Instruction }§5] :
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Build up a management system for labor
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Business continuity plan on labor issues
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Build up a management system for labor
HES TEERERR

Business continuity plan on labor issues M S5 ZE 421411 X))
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Build up a management system for labor

s T EEEAR

Business is interrupting... W& & K, o o
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Build up a management system for labor

HEESTEEARR

Continuity plan and risk assessment 3221t X B K EEIBE XL R

R peE I ST I
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Build up a management system for labor
HEF TEEEKR

Business continuity plan on labor issues N %&-3& &4 11K
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Build up a management system for labor

MR LT EEARAR

Setting business continuity planl] & M &% St 11 %1
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Build up a management system for labor

HEETEERERR

Continual Improvement

RRAE
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Build up a management system for labor
HEF TEEEKR

Continual Improvement 3F4E &

e
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Build up a management system for labor
HETS TERAR

Continual Improvement $F4: X &

U S EBITERE
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Thank you 51157 !
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. R85 SWR

Please Scan the QR Code to take the quiz (Chinese version only).

= WiXERBEEIAT, ERENMEEFLEEFRESHERIL A

Correct answers will be revealed right away, winners will be rewarded.
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1. EREERESNIMME?  (A)

B. FMER: #I4% - skt
C. EANBIER: #I4% - &% - SChi - Hisk

2. £ESINRIEMGE (FCPA) REIEEIEANREIERITA. EBREHREESEMNTATHEHIGERFCPARMEMA, i51E
LT aaamrcratSiEEE?  (F)

A IEEE 2 REEEIRAHITIENE S

B. IEEEIE REEREIIRA. IMEEEEFESAITIEA
C. XR(EAT —REEHRTT;

D. ZHZLAETTIHIT;

E. B FERHFE IR EIRIARSS =R &




3. B E B HILES NS EFSEES X FOHABEENERMRE: (C)
A. HBRANES
B. EfFEFIALY

D. BXBE%RE

4. REEKMOREREREHA? (C)
A MFSAZERIATE, M=, SR
B. MFER, =M, AREIR




Feedback Survey &

S
&~/
OH
mt

E]H-

" BE, BRARCHEEERIRAE

Please scan the QR Code to take the bilingual feedback survey before you leave.
= RESME _RIAHHRFEREFBEMESE —XFE;
ASMB_RADHKE, FEHRAZERRE, HHEE

For those registered for tomorrow, please keep your name badges for check-in

then. For those leave today, please return your name badge. Thank you!
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CONTACT

. >4

pscinitiative.org info@pscinitiative.org

“ in 4

Annabel Buchan:

+55 (11) 94486 6315 PSCI @PSClnitiative

For more information about the PSCI please contact:

PSCI Secretariat
Carnstone Partners Ltd
Durham House
Durham House Street
London

WC2N 6HG

info@pscinitiative.org

+55(11) 94486 6315

About the Secretariat

Carnstone Partners Ltd is an independent management consultancy,
specialising in corporate responsibility and sustainability, with a long
track record in running industry groups.

carnstone
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