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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 cur 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;

ii.  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 bhoycotts;

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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Building responsible supply chains
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THE PHARMACEUTICAL SUPPLY CHAIN INITIATIVE
(PSCI)
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An Introduction
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Speaker BioBZENZ

= Caroline O‘Brien, PSCI Chair

= Global Quality Audit Regional Hub Director for Asia Pacific and Japan based in Osaka, Japan.
Responsible for managing the Asia Pacific team, as well as conducting audits of AstraZeneca
manufacturing sites, contractors, suppliers, due diligence and other audits where specialized
expert technical skills and experience are needed.

= Previously she was the Director of Operations Compliance, where her responsibilities
included developing and leading the implementation of the Compliance strategy in Global
Operations and Supply Chain.

= Caroline is also an experienced Safety, Health and Environment professional undertaking
sites audits for both internal and external supply network.

= Caroline O‘Brien PSCIEJE

= [oJHAFFER (Astrfzeneca)@f*fﬁi%ﬁ'-ﬂjﬂzg'\%, BeifiiFBAAXIR, AsmE=EIT AKFRLA
NEUERFIERE- L . AERTHNERETT, REBENEMERESWEIRAIHELT,

- ltpy, BEEEEGNEE, HIRSEEFIEMRSEHEETHA TSN RIBHISIHE.

: E;;lmei&%—&ééﬂﬁi%ﬁgﬁé\ EEAMRETI AL, RERERNINBHNNEEIINT
FRA1Zo
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PSCI: THE VISION PSCIj&=

Our isto establish and promote responsible practices
that will continuously improve ethics, human rlghts & labor,
health, safety and environmentally sustalnableﬂutgomes for
. our supply chains. |
I = R T B R FE, "”."%13&52_%1%7?\
ATBE A MEREPRIERE, ANSF L, B8R, %
SIS OFEERR,

YW @PSClnitiative
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THE MEMBERSHIP E{JIH9£ R

45 member companies™ already share the PSCI VISION and are committed to

continuous improvement in the supply chain
Members as of August 2020

152 RAFBEINA PSCBR R F AR EE M P S E 1179020 458 FROL AR
cJ | N 4 2
prewot obbvie ' “»Allergan Amﬂ AstraZeneca -~ Baxter paze
> o Boehi ) TN N
' Biogen i ?nogeeli{llgﬁr Ul Bristol Myers Squibb’ Catalent. GHL&“I @ & Chiesi m

N A A A
Dr.Reddy’s @ M ESTEVE = BOAN Sgr  QGGILEAD @ fohmondfolmen

N
LONZA ®yeinceost ¢ MERCK ) NOVARTS | . @ ORIFARM
s - A N
¢ Sal . A",;{,H @®sHionoGI SOBI Osra | Pl
A ‘ =N ] ‘ *Associate members have the following symbol:
VERTEX we5t§ lgetls The rest are full members. ‘
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THE CHALLENGE /I JmElImaIPkdak

Alone we can do so little,
Together we can do so much.

Bl&E1E X!




ADDRESSING THE CHALLENGE MWXJ#kLk

INTERNATIONAL STANDARDS / FRAMEWORKS CAMPAIGNS

Bl FR 7/ HESR E&5 K E

International
Labour
Organization

THE [il[IEIIADLGIDMS . N o rd e Q

LEGISLATION PATIENTS & VALUE BASED HEALTHCARE PRESSURE FROM BUYERS
3 BEMBETFMENFRE REIRNED

MODERN SLAVERY ACT

RIFOIRMAL INTERAGERCY TASK TEAM

e ZSPHS A

PSCI VIRTUAL SUPPLIER CONFERENCE SEP-OCT 2020 ¥ @PSClnitiative 10



ADDRESSING THE CHALLENGE M XJHkLE

BONDED LABOUR
ZE5T

IRFIZE5
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THE PSCI PRINCIPLES PSCIJ&N

ETHICS BfE

Anti-bribery and
corruption RWBEIEFIES

Fair competition A¥=ESE ]
Animal welfare zpypEs) n
Data privacy and security gisinies

Patient safety and access —
to information smEwe 5EaHE ]
Avoidance and ]

management of conflicts

of interest -

AP SRATERFNEE

m Freely chosen

©

HUMAN RIGHTS
AND LABOR ANSZFT

Mo child labor A~ERET
Legal treatment of young
workers &ERFEET
Mon-discrimination KUAR

Fair treatment A58
Wages, benefits and

working hours T, BFFITART
Freedom of association

ZitEH

fEERZ S

Worker protection T A{RP

Process safety TS24

Proper control of SIRESB IS
hazardous substances

Emergency preparedness

and response B LESFIRRS

Communication of hazard
information

fERESRYE

ENVIRONMENT IS

Environmental
authorizations and

reporting RS RFRIRS

m Management of waste and

emissions EFYFIAEAIEE
Spills and releases

prevention i&HFTHEETREL
Resource efficiency Zi5EF) R
Sustainable sourcing and
traceability BIRFECRGFIENE M

Managing the release of
pharmaceuticals into the
environment

EERNEIMETRIZSH)

MANAGEMENT SYSTEMS

ETHIRZ

Commitment and

accountability FEFNEH]

Legal and customer

requirements JEEMNEFEK

Risk management X[QEHE
Documentation A4S

Training and competency 1%i)|[F052% 1
Continual improvement $5F4E30H
Identification of concerns 1R3!
Effective communication

BNE
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A} | A3

HOW WE WORK AN T/EA=

BOARD OF DIRECTORS ==&

BRIDGET KELLY MANIJIT CAROLINE GABRIELE BIRGIT

FERRARI KAPPLER SINGH O'BRIEN HARTTUNG SKUBALLA
Takeda Johnson Centrient AstraZeneca Novartis Bayer
& Johnson

-
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WORKING COMMITTEES T{FER&

“ COMMUNICATIONS GOVERNANCE SUPPLIER CAPABILITY PARTNERSHIPS

o
<
-
w
=4
o
Wt
w

BIRGIT ENRIC DEIRDRE INGRID GABRIELE

SKUBALLA BOSCH O’REILLY VAMNDE VELDE HARTTUNG

Bayer . Boehringer Pfizer Johnson Novartis

b Ingelheim & Johnson

ROY MATT SHELLY SIMON PIUS' 15 tOplC-SpGlelC

AGOSTINI KOVATCH SHOPE HODGSON

Mallinckrodt AbbVie Elanco Carnstone SUb Isa:trr-—]‘f .
BINEB 15 MFEERH

?/J\ZE

MEMBERS FX&=
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WHAT WE DO EA I IT{EA=

= A common voice for our industry. E{i i TN HYEEEE.

= Set expectations for ethics, labour, health & safety, enwronment management systems

(The PSCI Principles & Implementation Guidance). IRTEXTIB{E, &1L, EBERS5LTSE,
NG, BEARRAIHRE ( ( PsCIRNISECHEIERE) )

LPsCli
= Build supplier capability E3Z{H N EIEE : v
PpIEreap Vii—ﬁ‘ RIFEEY] | HE20196E85) T 717
oo MBS pusmemeamroun (35 25200
_ : 551) T S RETRT &
fesource libra ry I}?F_ Hazardous Reactions AR HIES |7450%77%5Uu}\)\

- Webinars fZ&HITS

Presented by: Process Safety Sub-Team

= Define common supplier assessment tools (audit framework, SAQ, ...). T& .18 FAEY{I N,

A TE (FIER, SAQTF)

* Audit and promote audit sharlng to reduce burden on the industry and drive continuous

improvement. BRZFHEHEZIEE, LUBRITSIBFHHERNIFELSUH

PSCI VIRTUAL SUPPLIER CONFERENCE SEP-OCT 2020 ¥ @PSCinitiative 14



ACCELERATING OUR DIGITAL OFFERING
INEA RS FCHTE

The data on the right compares 2019 to the
previous year. As you can see, our reach continues
to grow.

ANREIRRG 20195 E—FiT rHvi.  WfERT I,
BeA RIS FFERIER,

In 2020, in response to COVID-19, we accelerated
the digitalization of our resources, offering our
member meetings and supplier conferences
virtually and launching our community platform for
suppliers (more information on next slide).

20205, AN TNERICOVID-19, EAITINR T HIRAVEE
R, RHTEZESRSNFIHNESIN, FAMt
NERTHXFEE (BE2ERBEEINT—NR) .

= As aresult, we expect to report even higher
engagement in 2020.

L, BAIFE020E85EES

REACH
PSCI IN PERSON 2018 2019 PSCI ON THE WEB 2018 2019
Conference attendees* 400+ 400+ Unique web visitors 26K+ 35K+
Webinar attendees 163 400 Followers on social media 564 941
i Twitter followers 157 201
Member rr;eetmg 125 180+ ‘
attendees LinkedIn followers 407 731
Total approved 3rd Document downloads® 50K+ 125K+
et 11 12
party audit firms
) Industrial Hygiene (IH)
3rd party auditors 23 40 Introductions Training slides 4K+ 7.3K+
trained on fundamentals of IH
: Basic Information for OEL
Member companies 34 40 ; ;
P PBOEL-HHC IPl and API R -
! In 2019 PSCI had supplier conferences in China and India, Best Management
each of them has welcomed over 200 attendees. Practices for Leak and Spi" 1.5K+ 4.2K+
* For the first time, we welcomed virtual attendees to the 2015 Control
Fall AGM. Over 40 members attended virtually. Cianlcads oEPSCT Audt
® Resource downloads have increased substantially compared G ?:;n pads o ud 14K+ 3K+
with 2018, Some of this increase is attributable to more uidance
comprehensive tracking of resource downloads. However, PSCI Principles 1.1K+ 2.2K+
with web visitors also increasing, the figures also reflect : :
growing popularity of PSCI resources, PSCI Principles guidance 1K+ 1.5K+

PSCI VIRTUAL SUPPLIER CONFERENCE SEP-OCT 2020

Y @PSClnitiative
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THE LINK: JOIN THE COMMUNITY

THE LINK: $tX¥ES&

Our online platform for members and suppliers F{ 9=

For suppliers XJ-F{H R RGHKi5R:

@ Hear and comment on the latest industry news SREGTFIS SR a9 T ETE
€ Share audits with multiple PSCI members 5pSCI&R %= F'/\A_?ﬁ*?}li,:,

& Access tools, training and other resources 1«73_||:'—_|I,\, =)l
[ Register for events and activities {RZiEEIFIS
# Check out the latest work of PSCI T%AFPSCIB,—TEEI’JI{’EEE%*DE)JU

BUILDING A SUPPLIER COMMUNITY BN

The Link isn’t just for members. The Link for Suppliers provides the following benefits

to our supplier community The Link{t XSEEMYUSETS R, BN ELnkEGEN
BA JBOB R IR LA AL

= Gain greater visibility and control over shared supplier audits

Sty 7RSI = RN R R

= Be the first to hear about PSCI developments and updates to audit tools
S—htE T #EPSCIH R MBI T BRYEHT

= Access PSCI tools, trainings and resources, improving their capabilities and

knowledge of responsible supply chains J5[BJPSCI TR, EZJIIFIFRIER, IE=HS
PR EENFERIFIR

an

RN EES S

VIEW AND

SHARE
THE LATEST
NEWS
EREHTI
1 PSCl #H

WE WANT YOUR VIEWS! ASSESSING PSCI'S IMPACT FOR SUPPLIERS
Wi encourage all suppllers to participate to b ip the PSCHunderstand the impact it has on suppliers.

NEWS ©

PSCI VIRTUAL SUPPLIER CONFEREMCES 2020 - AGENDA [CHINA)

REGISTER FOR
PSCI EVENTS

AND WEBINARS

42 PSClI FE3A

E0

FIND

TRAINING
AND TOOLS
EEFIM

IR

MANAGE SITE
INFORMATION
AND SHARE
AUDITS
EEIERML
feF EH IR E

nnnnnnnnnnnnnn

UPCOMING EVENTS 0

scinitiative.org/login Having trouble logging in? Ask your company lead to sign you up or email us at info@PSClnitiatve.org
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2020 HIGHLIGHTS 20205

L 4

= Two regional teams formalized — one in India & one in China IETUAKIZ 7 I NX I EIRA-—
NMEEE, —MEFE

= Qur first fully virtual supplier conferences for suppliers based in India and China & our
first fully virtual member meeting attracting over 140 attendees from our 44 member
companies. B IAEIEMNFERNHNEZED TEEEZ LHANERXS, A8D0TEEER%
SREW, K3 TREMVRIRAENI40ZEEEE.

= Launch of The Link, our new state-of-the-art community and audit-sharing platform for
members and suppliers, with access to all PSCI resources, news, training, audits —and

more! #EiHThe Link , XER( A= RGN EREIIEFIIRIITXKMEREZEFE,
AJLAGEMEPSCRIR, #iE, Bil, FRUAREZARE!

= A project to support the revitalization of the Musi River area in Hyderabad, India SZ3ZE[]
ESEh BRI XEXAUINE

= A project on pharmaceutical raw materials human rights impact #l/Z5 &R AN n1n H

= Developed topic focussed maturity models and training curricula for suppliers JAfthrES

FR T st AR RE RIS RE

PHARMACEUTICAL SUPDPLY

CHAIN INITIATIVE
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2020 HIGHLIGHTS 20205

4

= More webinars covering a wide range of issues (11 planned for 2020 vs 7 in 2019 vs 3 in
2018, reaching hundreds of members and suppliers around the world). EZRIMZEEHTT
SilfEs I T IZANERL (TH%20205F 9111, 201955974, 20185934, WREBREED
k. RFNE N )

= Building partnerships and engaging with external stakeholders including through our

excellent Advisory Panel 37 S{EK X EFS/IEBFITEXRE R, SEEIEIILHE
HNExREAE

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

= Continuing to build on solid membership growth, particularly welcoming mid-sized

pharma companies, and consequently expanding our Board from 5 to 7 Directors. 4#%E
%‘E%%?E"J%ﬁkﬁﬁﬁ, 5ol @ EHIZS AT, HRELEESSN-BEST KEI7
E o

PHARMACEUTICAL SUPDPLY

CHAIN INITIATIVE

PSCI VIRTUAL SUPPLIER CONFERENCE SEP-OCT 2020 ¥ @PSCinitiative 18



PHARMACEUTICAL
SUPPLY CHAIN
INITIATIVE

Building responsible supply chains

WUBEE . PSCIRE/\EH

Welcome from China sub team

E{ﬁ'h‘:.‘ Yi Zhang
PSCIFRE/NBMSHIRKR, EHS&SHNEPHM LR, BE (FE)
PSCI China sub team co-lead, EHS&S Manager External Supply, Johnson & Johnson




AGENDA iYF&

China sub team overview FE/\HS "3
PSCI Partners in China PSCITEFERISIENE
PSCI Wechat PSCIH S RS

Supplier Self-Initiated Audits M B A%

The Link for Suppliers fEAWE+TXIES - The Link
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= MR Speaker Bio

HEIARERL: 3RAEFHS&S MR RFES TR
TEFEHSMER R, SEMRFRT, 38 )R s,
FEIRSE: BANEARREHSEES], SCHeFRRAXIBE IR R SRR FETE,

HEE= EXAFREIRENLT
hEEMEEAMNE T

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

= 12 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

PSCI VIRTUAL SUPPLIER CONFERENCE SEP-OCT 2020

¥ @PSClnitiative
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PSCIFR[E/NB4 42 China sub team overview

" KHDR2RE=RLERN26(ER
26 members from 12 member companies: Bayer, Bl, BMS, Centrient, Elanco, Gilead, GSK, J&J,
Novartis, Pfizer, Sanofi, STA Pharma

» ANANEEFRLR 4 co-leads

LAMY BAO Y1 ZHANG BARRY BAI KELLEY JIANG

Bristol-Myers Squibb Johnson & Johnson Flanco Movartis

PSCI VIRTUAL SUPPLIER CONFERENCE SEP-OCT 2020 ¥ @PSClnitiative 22



L1
11

PSCIFR[E/N\HES] China sub team activities

= B2018F LRSI EHNEAS
= APSCIB I hIRISFIEMPSCIA R S EIFR M SIS
= 2020 F IR A A HEMN FIRHEF XN EIHTS

- 68, BIMAMA —Tracy Zhou, 584 (B4ER)

- 9/108, &S]

- 1282021518, ek

N

Support China supplier conference since 2018
Support translating PSCI Self Assessment Questionnaire and other PSCI materials to Chinese

Start to deliver Chinese webinars to local suppliers in 2020
- June, Combustible dusts by Tracy Zhou from J&J (DONE)
- September/October, Safety leadership
- December/January, Hazardous reaction

PSCI Test title Y @PSClnitiative 23



PSCIERERSIEK{¥ PSCI Partners in China

= HEEATIWERINS (CPEA) & PEINTIZE T INSZ RiFHIFIF AT ERS(RDPAC) EHS/NAE
= RS SXHNMERRED
- PSCIHE/NERIRERGRRE (ELITIEHSIERE) BUEE, 1218 F20165E7ECPEA EHSEEESIN AT,
. Emshoqzdxzﬁﬁié?f’@kcpm EHSEESWN ENBTARERIME, FIRNKTFEHSEZ, HEEFMEHSEIERANELA

-E&m&%ﬁﬁ%ﬂ%ﬁ%#ﬁﬁﬁio
- ESBF N ETAYSE30/ERDPAC EHSIHSIN ELAK 6 B1E EiBETRICPEA EHSEIEBWER SN ENE TPSC,

" SXFANMEREY T ELESERE.

= CPEA & RDPAC EHS Group.

= Actively involved in activities in these 2 organizations.

- Two PSCI China group members were writers of an EHS Guidance in Pharmaceutical Industry which was published in 2016 on
CPEA EHS Annual Meeting.

- PSCI China group representatives presented different materials such as common findings on EHS audits, IH Management, and
EHS Management system on each CPEA EHS Annual Meetings.

- Contributed as an expert in CPEA EHS Management Professional Committee.

- Presented PSCI introduction in 30t RDPAC EHS Group Meeting in May in Hangzhou and in CPEA EHS Management Professional
Committee meeting in Jun in Shanghai.

Built an official communication channel with these 2 organizations.

PSCI VIRTUAL SUPPLIER CONFERENCE SEP-OCT 2020 ¥ @PSClnitiative 24
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HNEBASEZ Supplier Self-Initiated Audits

1R RS B AR ZHEPSCIERHZ:

« HNBMET LB RETHEPSCIFZ

« B (FEAPSCIEIZMEFIPSCIAR BB IZ A EIfR R Z R E

- BEAERERPSCES EEEFHEER RS R FRRE

« S ERIRHRE TR, FEEFERCTE - eHs /EIERRSH/EERE/5 L
= BRER - IRBIXBSAEH &

= TRIEPSCIIRNIKERI

You asked, we delivered

= Suppliers can now initiate PSCI Audits

= Ensure audit quality by using the PSCI Audit process and PSCI approved audit firms
= Reduce your audit burden by sharing with customers on secure PSCI platform

= Conduct at your convenience and choose your scope — EHS/Mgmt Systems and/or Ethics/Labor
= Be proactive - Identify risks and improvement opportunities

= |mprove your performance against PSCI principles

PSCI Self-Initiated Audits Y @PSClnitiative 26



THE LINK: #t R &

BN RFAENEELFES
4 PSCI &

JF RN RS BAEW EEIIER
32‘?1, \l:zvlﬁlilﬂ o = RIEfE 352
@ FEFHECEHIITEE e
= 2 —n— 25 A B 5 4T
S SrsORREPHEEIRG e e
< BETE, 1=)IFEmEE 5

] IRZFENFISIN
& T REPSCIERHTEY TVERSRAIENZS

QPSCl

EAVA L NT5T 2 P W] oo aswcrrorarnes
The Linkit RSEANMUGEI LR, HRRILInkEENEAN R ER R
TEFAL:

- ST T R SR S A R R B

= FE—IE T REPSCH AFIEZ T ERIEHT

« JhiEesaTE, HIFIER, RS RE AR EHR P o

pscinitiative.org/login Having trouble logging in? Ask your company lead to sign you up or email us at info@PSClnitiatve.org
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Building responsible supply chains

The PSCI I FRE I IRIE R S
B IR RIS SHELRARE

BERE, AINEPMNERREEF TR, BIUSEEREHIZY (sristol-Myers squibb)

“Z RN B HPSCRENEIRER RS



= Bf[E$F Lamy Bao

* WITEFER=EHABRAE, FRINEBHRE
EERZeEITES

* EREEBEREFNATL] B3FNERERSE
ZIBEH

= EEEERTEGRRE, FRTE, Bl

* 19 FINEREZETFRR

- ZeTEmTE, IRl
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FeA IR A IR

15 RERCWESERBNTZET, BT 100,000 RRALRFEHRY o
R AT R R RS RIS - BARURSIRLITE, BHIRERREY
RS S T A RS S E T X T, T
BANEGi S SHER RIS EL

(B ARERERIES Lab Manager

- SCPBE AR R

Skills Shortage: Could the Pharmaceutical Industry

Be in Trouble?
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BT aFHE=HRIIEERE... MOOC learning.
MOOCs BABIFMA 2 LEENETR, SSMEEAEINER

FaHAEAZE L2 IR0RIEEK. Coursera —2ERI MOOC RXBEIB=BLARFME—F AR, edX B¢ Udacity tBSEIRY
tHRIEASEIR

https://thehustle.co/05272020-moocs-are-back/

Professor Diana Laurillard
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Why do we need high
guality online learning?

What counts as high
qguality online learning?
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Why do we need high quality
online learning?

HMNMAFLZFESRETRELFEI?

What counts as high quality
online learning?

HTLAZTEREREERZFI?

What makes a good online
learning design?

TARTHEZFIXIT?

Building knowledge about high
qguality online learning
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The UN Sustainable Development Goals

H) 5rek n

O GOOD HEALTH QUALITY
POVERTY AND WELL-BEING EDUCATION

GENDER CLEAN WATER
EQUALITY AKD SANITATION

DECENT WORK AND
ECONOMIC GROWTH

‘IB PEACE, JUSTICE PARTHERSHIPS
AND STRONG FOR THE GOALS

INSTITUTIONS

z@

Mm 12 RESPONSIBLE 13 CLIMATE

lu REDUCED
INEQUALITIES

14 IIE:EIEE]W WATER

CONSUMPTION ACTION

(=)

QUALITY
EDUGATION

I!!I l Quality education for all underpins all the SDGs
RERAEEFMEFEUAEBirrIEA
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Why do we need high uaIity online learning?

ﬁMﬁﬁ e RlahE

Pandemics BB XRIT

e Globally, over 1.2 billion children are out

of the classroom £EkE#E1S 1212 LE
BRTH=E

e All university students will be studying at

least partly online this year&SEERTEHRY
REEREDELSHI TR DHIFS

e Acollaborative global approach to health
and wellbeing requires universal

education— PN EERES1EME 2B
EENAEEEENHE

PSCI

T4

Sustainability BT$FLETE

Around 2.4% of global CO2 emissions come from aviation. The industry
is responsible for around 5% of global warming. £Ek292. 4% _ &1t
RHEBCR B, 1Zm W EXS S %RI S BRI .

Globally, only 20% of the population have ever taken a flight. We
frequent flyers contribute a very disproportionate share of emissions.

EHSEEN, RBE20%RIARE Hl, LEFE HRIABRTHAY
EEBI)N, (BAEIRLHER T KD RIEESIR, STEARELH.

Reducing air travel is one of the most effective things individuals can do
to shrink their carbon footprints. JF/MRIRITE N AYm/) ViR Bl e
BYHGIEZ—,

YW @PSClnitiative
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Wr}at cougtg_ as hlgh uallty learning?

The Conversational FrameworkX1EEZRIE 1S

Derived from theories and research on learning and teaching (Laurillard, 2002, 2012)

KEF S 58RI 553 (Laurillard, 2002, 2012)

=|='='=.='=‘='==n=====a‘
. y

To represent the teaching-learning process as [Te“"er Jlnvestigatira Learner [Discussionl[ Peer J

concepts concepts concepts

:{ %Z ?— *E%E_J_jj "I %T Producing =M —
= 3 series of iterative exchanges —&5HI 233k \
= between the learner and a ‘teacher’ and I EFIHNFEZ|E] [ Léar;::r] Fﬁﬁ - \

- L. environment ectising pracilce
= between a learner and their peers 23 ZFE AZIE]

= at two levels of concepts and practices TERESFISCEAYA N EE

Peer
practice

PSCI ¥ @PSClnitiative



What does it take to learn in formal education?

EEME TS IBEA?
/EA\

Learner
concepts

FIEBE

"

Learner
practice
= o

\\ %E%%ﬁ//
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What does it take to learn in formal education?

Teacher concepts
%&?—%ﬁ%lu\

|

1=Hlizs

[ Mock electlon

e

PSCI

Teacher

communication cycle

HFER TS

Teacher modelling
Cycle
HFEERE

FIEARBEPRFIE
=

Learner
concepts

HFEBWE
\

I

Learner
practice

FIEH L

B4

Peer
communication
cycle

[FIEN 3T

S

Peer concepts

AN A

T

Peer modelling
Cycle
[N IR

|

Peer practice

Al A\SLi

|
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Types of learning mapped to the framework

SHEAETS R SR
\ »

__— Acquiring>)1§ —

Peer
Teachetr Learner concepts
concepts
. concepts — A A
X2h St AT A RlIEE AL
55[?—% *EEIU\ gg E%m@ 54
Learning Learner Peer
environment practice practice
FIINE FIEEE [l A SCE%

Ng -

Learning through ‘acquisition’ B4 “S158" =)
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Types of learning mapped to the framework

SHELER RIS KA

Teachetr lmquiring, Learner [ Peer concepts
concepts 1RG concepts B AMES:
\al RIWNY AN
#ﬁ?—%’fﬂiu FIEMS
s 4
Learning Learner .
environment practice Pei&'jia,fflcg
oS ASLE
SSEINT $IELTH iR A

N “

Learning through ‘inquiry’ 1819 “4R

=S|
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Types of learning mapped to the framework
SHEEETI RS SR
P i,

4 I
Teacher Learner L Peer concepts }
concepts concepts Bl ABES
#&%%*ﬂ% ol *j%mlu\
TR
— —
Lgarning Practlcmg] \/ Learner [ Peer practice }
environment SeRE practice [EdS AL
SRS | $OUETE
— =—

Learning through ‘practice’ 181 “SCiE"F >
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Types of learning mapped to the framework

St

SRR AYF>)SEEY

Teacher
concepts

HFES

Learning
environment

FIIRIR

~

~

~

Learner
concepts

FIEBE

V'\

—~—

f Discussing )
- e

|

Peer concepts
[Ee A=

e

Learner
practice

FIELE

~

|

Peer practice

[Ee AL

|

Learning through ‘discussion’ 1131518 %>
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Types of learning mapped to the framework

|

—
Peer concepts
Bl ABES
__
—
Peer practice
[El%e ASCE:
I

SEZEIS N AYF S KR
Teacher s i —
L
%Z?—% 11 EE/ o q-__] %m
F »\/\
. ~/  \
Learning 4 Learner ‘V
environment oractice Collaborating
— S—

Learning through ‘collaboration’ 18

PSCI

S
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Types of learning mapped to the framework

SEZENAIFE S 2SEY
N—H

Teacher
concepts Learnetr Peer concepts
NOS N concepts =1EA ZN
%&?—%1: EEI SN 26 ) S 4 E W< A* EEI SN
Producing | A/
T
. N
Learning
environment Learner P ti
R Sty practice €er practice
F IS | eIEmE L ES A TR
N

Learning through ‘production’ @BIX“F=H"=%>]

PSCI YW @PSClnitiative



How does technology help? Conventional methods

FHREXEHAA?

Acquiring>)1§ }% N\ -

T

Teacher N o~
Learner r Di | \
concepts ring $RZS concepts IS\CU\S/S\IOI’\ Peer concepts
#&%%*EEIU\ NQUITING IARJT %"-}j%m@ k -lj-lb J A*E%ILJ\
77 <‘ _=
Producing == N
T /7 N\
Learning g Learner —
environment { Practising SCi ] practice Collaborating Pei:\praffic?
?_jﬂ(iﬁ | ¥UEZH ME [E]&e ASCi%
M ==

These learning types are encouraged through a variety of conventional methods

ETE R RS A 5] T

PSCI

YW @PSClnitiative



How does technology help? Conventional methods

PHXEXBT2? ¥k

LecturesiHEE }é 7\ -

Teacher N o~
Learner r : ' A
concepts concepts Discussion Peer concepts
HFER e library[ 833 =3Ems | (BroupsiTIEE | RRAREE
77 <‘ _=
Write a report NS
5iks
§> m
Learning Learner Group B .
environment { Labs SCIG ) practice projects Peer practice
= = ) s RE
q—jﬁiﬁ | FIEIH ) | VARE [E)ue A 3K
e N o I

These learning types are encouraged through a variety of conventional methods
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How does technology help CPD? bigital methods

R AMRIENJICPD? HFT A

Acquiring>)1§ }é N\ -
Teacher 4 ] Y B
earner . .
concepts o rsoa concepts Discussion Peer concepts
HEER nquiring R o i1 B AME
—— <‘ _—==
Producing F= N
‘N K——\
Learning Learner —
environment { Practising S ] practice Collaborating || Peer practice
?—jﬂ;i% | EIETE tHME [E6 A SR
M =
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How does technology help CPD? pigital methods

R aeIE7ICPD? HF TR

Digital images,
/\ videos B& 5 {4 / A~ \
Teacher Explore the [ Learner A T
concepts %%?Lngﬁ concepts Menti Peer concepts —1
%&%% *E%IL,\ = ]\ @b\ N=HR — A*EEILJ\ )
Make website
B ER G
. m
Learning Test a digital Learner b
0 ey +: environment modegl practice %‘%a_"fl“ Peer practi
|" _ H ?‘—ﬁ?ﬂ’iﬁ B " Bh= . I WMA'S‘_'EE
WF/E il TR WE—eFEm | | FHEEE ) | #EENmE Alur AL

The same learning types are encouraged also through a variety of digital methods
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What makes a good online
learning design?

T AR ESZFIIRIT?

Y @PSClnitiative



What makes a good online learning design?

AR DR

The Learning Designer Z23i&1188

A free open online design tool to help with moving your |

teachmg online —sRABZFH NI (RIEHERELE LN

\
R'L | | | Adapt/Create Analyse/Review Share/Publish
-~ | ne sting s you desi ion you e sign
1 s roact can spe ivity, sent ish

https://www.ucl.ac.uk/learning-designer

Express the details of your pedagogy.

View details »

Based on the six learning types from the Conversational
Framework —a model of what it takes to learn. EFXEIE

(FIFHER) B MpF3RE by ezming Designer _vone _wone i Ry

Which ICT tool? wiki activity

Name Which ICT tool? wiki activity Aims To practice using a wiki for learning
Supports teachers and educators to o
opic Tescher education technelogies and their uses for 2 po | Production Cal
TLXi; ;ﬁuﬂi* ;ﬁt% Learning time | go minutes Outcomes 3333k
D Construct # a
1- Designed learning t... 60 minutes * a-croun wikl ’ _

~E)

design a sequence of blended and online teaching and N o ststets [z P
learning activitiesiZ I —ZRIB ERIE LA Fi55] R =
 analyse their pedagogic design> fr B A1 1T
 share their learning designs with each other{fItt 3=
% j .‘L_l_ Create a shared resource of learning technologies for education

Produce :@2D*l#%ﬂ+a
P S CI Respond to the question: Which ICT tool (software, function,

website, social media) might be useful for education?

Go to the wiki and add a new page, then

%)

[y New design & Import design & Export design [ Share

Comment on others' contributions Create a folksonomy for the wiki contents

e i

Discuss @ 20 @ so & % ool [x]
From the list of pages (click on the Page button):
select a tool that you have used or plan to use,
o read its description, and

4
Collaborate 1 @20 s &« 0+ B
Categorise the various pages using tags to create a
folksonomy:
Go to one of the wiki pages and edit the page tags 'Edit' link P


https://www.ucl.ac.uk/learning-designer

PSCI

Express the details of your pedagogy

Use research-based pedagogic properties to express your learning design.

Learn more

Adapt/Create

The Browser screen catagorises existing
designs according to pedagogic approach,
education sector, topic area, and project
needs. You can also search by keyword.
When you select a design and turn editing
on it becomes yours to edit and adapt,
stored in 'My designs". Or you go to the
Designer screen to design from scratch.

View details »

Analyse/Review

As you design each step of the session you
can specify the type of learning activity,
duration, group size, teacher presencefor
not, onlinefor not, synchronous/or not, and
any resources to be attached. The 'designed
time' is tracked, along with pie charts and
bar charts showing the nature of the
learning experience you're designing, in the
Analysis tab. This helps you review and
revise your design.

View details »

Adapting a learning design JAEEZ )% T

Share/Publish

Once drafted, you can share your design by
sending its url to a colleague, or publish it by
placing it in 'My designs' public space, or
you can export the code for someone else
to upload it, or export it to Word to share it
with colleagues and students.

View details »

ive



—= Learning Designer

Adapting a learning design 1)

F] A i

= i =i

PR

Home Browser Designer

Home ' Browser ' Education sector  Vocational Education and Trai

Vocational Education and Training

last modified on Wed 23 August 2017 at 16:08:55

Using video to showcase a skill
Edited by EileenKennedy

Searching for information online last modified on Thu 31 August 2017 at 18:24:59
Edited by Administrator , derived from Searching for information online

Collaborative learning: Drafting a good assignment
Edited by you

ast modified on 5at 30 Ja
Developing your own ideas on a topic (conventional) v2 |ast modified on Sat
Edited by you

Developing your own ideas on a topic (blended)
Edited by you

ast modified on Sat 30 Januar

Inquiry-based learning project (online) iast modified an Sat 30 January 2016 at 1
Edited by you

Understanding the workplace (Conventional) 1ast modified on Fr
Edited by you

15 January 20

Understanding the workplace (Blended) 1ast modified on 7r
Edited by you

15 January

2016 at 1¢

Using progress monitoring and metrics to assess work against schedule

Edited by you

BLE activity design session for WCC  1ast modified an Sun 30
Edited by Administrator

Apprenticeship Induction session 1ast modified on Fri 16 March 20
Edited by you

PSCI

= Learning Designer Home  Browser

Designer

Home | Browser / Moving Online | Understanding [the Topic] Online
Name Understanding [the Topic] Online Mode of delivery Wholly online
Topic The Topic Aims This session introduces [the
Learning time 1 hour and 30 minutes Topic] and invites students to ...
Designed learning ti... 1 hour and 30 minutes =
Size of class 25 Qutcomes Knowledge, Application, Analysis
Description This is a design for a class using G}
wholly online methods. It... @ Editor diana

P 1 diana

[# Turn editing on

| L)

(N

Introduction to [the Topic]

Read Watch Listen @10 @1 @ @ 5 31

Watch the presentation about [the Topic]. It explains
why... how... what... Does [the Topic] make sense to you?
Please pause the video to note any questions you have.

010 1 & O [F %1

Please post your questions to [the Discussion site] by
[date, time]. Click 'Like' for any other questions you
would like to know the answers to. Check the site on
[date, time] when the teacher will show the answers to
your guestions.

Discuss

Applying [the Topic]

Produce o0 @1 @ o B %0
Think of an example of a situation that is relevant to [the
Topic] and how you could make use of it. Make notes to
share with your group. Arrange a time when you will

meet with your group online.

o15 #3 @ o O a1

In your group, take turns to share your ideas of how you
would use [the Topic] in each of the 3 situations.

o015 #3 @ o [ =1
In your group, decide on your best example, and what

you will post to the class site. Post a brief description of
how you would use [the Topic] in which situation.

Discuss

Collaborate

Analysing how [the Topic] could guide futi

Read Watch Listen @10 &1 G

Read through the other groups' posts tc
and make notes on what you will contri
discussion.

Discuss @20 25 -

The class discussion of [the Topic] is or
Discuss with the teacher, using the aud
the examples the groups have posted t
and how you might change your actions
applying [the Topic].




Adapting a learning design 1)

_ = Learning Designer

Name

Topic

Learning time
Designed learning ti...
Size of class

Description

Home Browser

Understanding Risk Asssessment Onlir
Risk Assessment
1 hours 30  minutes
1 hours | 30

minutes

25

This is a design for a class using wholly
onling methads.

JOH

Designer

Mode of delivery Wholly anline j
Aims This session introduces Risk
Assessment, and invites students to
annlv it ta a eontext thev are familiar 2
O'I..IICOI'I‘IE: Knowledge ##

(]
4

— Be able to explain Risk Assessmaent,

Application #

Be able to apply Risk Assessment to a
4

Analysis #
Be able to analyse a specific context in

[ New design & Import design = & Export design =~ ® Share

Discuss

ANswers to.

PSCI

Read Watch Listen j @ 1w ‘

Watch the presentation about Risk Assessment.

answers to your guestions.

.. K

Introduction to Risk Assessment

A
La*ov o +0

It explains why... how... what...
Does Risk Assessment make sense to you? Please pause the video

to note any questions you have. e

MECIRU

Post your questions to [the Discussion site] by [date, time].

LavevB Q' +0

Click "Like' for any other questions you would like to know the

Check the site on [date, time] when the trainer will show the

Applying Risk Assessment

A
Jo v 1 axer o +0

Think of an example of a situation that is relevant to Risk

Produce

Assessment in your context, and how you could make use of it.
Make notes to share with your group.

Arrange a time when you will meet with your group online. y

Jo s @ s axem +0

In your group, take turns to share your ideas of how you would

Discuss

use Risk Assessment in each of the 3 situations. y

ol s @ s axov Ql +0
In your group, decide on your best example, and what you will
post to the class site.

D et o ke ol e e

Collaborate

B9

(.

Read WarchListen | @ 10 8 1 &% @V [
Read through the other groups' posts to the class site,

notes on what you will contribute to the discussion.

Discuss

@ 20 @ 3 &YV P
QTluz class discussion of Risk Assessment is on [date, ti
Discuss with the trainer, using the audio and the chat,
the groups have posted to the class site, and how you

your actions in future by applying Risk Assessment.

Initiative



PSCI

p:
Produce j@ 10 4 1 &% Qv [T %ﬂ + B

Think of an example of a situation that is relevant to Risk
Assessment in your context, and how you could make use of it.
Make notes to share with your group.

Arrange a time when you will meet with your group online. 4
e

Discuss j@ 5% 3 &% Qv [ %1 + (X

In your group, take turns to share your ideas of how you would

use Risk Assessment in each of the 3 situations.

A
Collaborate YO 15 @ 3 AX OV /! + (%

In your group, decide on your best example, and what you will
post to the class site.
Post a brief description of how you would use Risk Assessment in

which situation. A

- )

Applying Risk Assessment

i

Adapting a learning design JEEEZ SR 1T

¥ @PSClnitiative
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Analysing a learning design 0 ¥T==)IR 1T

Learning Designer ~ Home  Browser

Collab ion D i Inguiry Practice

@ Face to face Cnline ® Teacher present

Teacher not present

@ Whole class @ Grou

P

Designer

Production

Individual

Learning Experience

The pie-chart analyses the distribution of types of learning in the design, in

this case, acquisition, collaboration and production, but mostly discussion.
Bt TiritPEIRENSH, EXMER T, 318, afFfr

tH, BEEXERITIE.

There are no rules about what it should be, but now you have the
opportunity to consider if that looks appropriate

RBATEMZZTAR8N, BRNEFEIEEEXEREE

It is entirely online (pale blue), no f2f

EREetsk (RER) , iREHMNE

There is some trainer presence (dark brown) to respond to questions, and
conduct the plenary discussionB—E2)|JT1ED ((FiFE) B,
FiFtiTEeTie

More than half is synchronous (dark pink) - with a group and with the trainer

BY—FERELH (RHE) -SEFIE)IID

There is mostly individual work (pale green), then groups, then whole class3

BZEMAERL (5E) , Rad/NE, AEREi

YW @PSClnitiative
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Sharing a learning design 43

Learning Design for: Understanding Risk Assessment Online

Cantext

Togic: REk A eisment

Total learning time: 1 hour and 30 minutes

Designed learning time: 1 hour and 30 minutes

Sire of class: 35

Description: This & a design for a class using wholly online methods.
Mode of delivery: Whelly enline

Aims

Thiz session intreduces Ritk Azsesimeant, and invites students ta apply it 0 a contaxt they are
farmiliar with.

Outcomes

Knivwledge: Be able to explain Rtk Asisisment,

Agplication: Be able o apply Ridk Adsessment to 8 pedlic context

Analysis: Be able to galyie o spedfic context in the light of [the Tapic| and identify how it
might change future actiond

Teaching-Leaming activities

++ Introduction to Risk Astesement

Read Wabch Listen 10 minutes I student Twlar i not oeadlable  Daline

Waatch the presantation about Risk Assesoment.

It explaing why... how... what...

Does Ritk Assessment make sense ta you? Please pause the video to note any questions you
hawe.

Linked resources

Screencast or video

Digeuss 10 minutes I student Twhar is owailable Dwliree

Post your questions to [the Discussion site| by |date, time].
Click ‘Like' for any ather guestions you would Bke ta know the answers ta.
Chesck the site on [date, time] when the trainer will show the answers ta your guestions.

Linked resources
Camp i with the teacher

TEZS)171T

On the Designer screen you can Export your

design to Moodle (upcoming version) {EIZ 1T 28

e L, BB i‘|‘-r_.-.':|:.'§|JI\/|ood|e
(R = HIARAN)

Or Export to Word, to send to learners, or
discuss with others B¢ ZEl|Word, A&I1ELEF

J&, BSEANE

You can also Share it by creating a url to send to

colleagues IU\TE_.M H e — MR RIELS

|E_Il= \'/\?

LD Learning Designer

https://www.ucl.ac.uk/learning-designer

YW @PSClnitiative
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How can we build
knowledge about high
qguality online learning?

IRXTEREEZFES

w11
- BIEIR

m
~K

¥ @PSClnitiative



A community of practice: innovating, testing, and sharing new ideas for effective

Publish
SE S

SLiEefT X

Bl

design

I)\Jl_tﬂ:l % &

Browse
AdoptiX
BIRA

Adapt
Create{Z

B EliE

Redesign

migit

PSCI

UTHIFE

G

Building knowledge for science and scholarship

EURIZHIZAAIR

¥ @PSClnitiative



Acommunity of practice:innovating, testing, and sharing new ideas for
effective online learning design SEEAX : GlFT. MINAMDZEMELFS
IRTTHYFRE

/What is the pedagogic Browse
equivalent of the scholarly Adoptfj(”
journal? PSRN
T ARSZFAEATIEZFRY !
)
A Publish Adapt

sz Create{Z
An online collaborative Eﬁ@”iﬁ
community using digital
tools to share testable
co-designed
peer-reviewed adaptable
learning designs k=t
MR R SRS T e Testilfiz
BHE
B AT
HEIRITHY Redesign
B TIFERY G
B] &N AY L
m \J +
o\ E3hEit
PSCI

Building knowledge of online learning design
Fedvged 2 S paTp i




Large-scale online courses to orchestrate collaborative knowledge development by

education professionals RKEVEZREE, BT WA TMERECEIRF &

|

Euture Subjects Courses Using FutureLearn
earn

Online Courses / Teaching

Future
Learn

How To Teach Online: Providing
Continuity for Students

Explore online teaching with this practical course
for educators designed in response to the
COVID-19 pandemic.

Go to course - started 27 Apr

PSCI E Duration @ Weekly study @ Learn & Digital upgrade )PSCInitiative
3 weeks 2 hours Free Free



Large-scale online courses to orchestrate collaborative knowledge development by

education professionals

j(iFI

VEZRIZ,

HETI A

M ERECATIRF

"R

FuturelLearn course ‘How to Teach Onllne’

Running since 23 March, >80,000 teachers from all sectors

Thousands of comments in discussions of every step

Sharing ideas and problem solutions

Professionals collaborating to build knowledge

Edraak course (Arabic) on ‘Teaching Online’

Running since 26 April, >22,000 teachers across the MENA region

Sharing ideas and problem solutions on Padlet

PSCI

¥ @PSClnitiative



RNEEZIRIZ,

HETI A

Large-scale online courses to orchestrate collaborative knowledge development by
education professionals

M EARECAR T &

PSCI

= g oAl - ShispEelin
E
S s e Bl DA o el i s oy 518 em i o8 6
[ - R & Cpeall T3] LS, powerpoint e oo T3 2 sl i
N el | DA ey pgldlS (sl T « ; T
" Baliieay] ooa oollal bl Bas Baliall Pl oy piilS @l Gy ol g il sl
ol Lilally 3 ssmsdl galdl oo : . il 0 chliioTanll padlll g 4o passd
PR iy saish psana Talail LSS movie galiy lgala ol JRPSEY PO |
il i Ll Jal e pred Blell s da il maker aaly fules
riadl g Lkl U T . e
ole Sadiel ppnilly Ay gl il Stk ol sl S & 22 dast bade
iladllo il ol.elli ¢4 power point ey 5l g S w'-"’"{ ul B i
2 50 0 s U 51 Dl e o o
dagii,, 5 | alis - [ QNS
g < 26une N JPTHJ&_LH-J b Laie? )
3 Lulal alaill ddly 500
iy Gl
2 23dnad e 1 2 e laslall Lonslsi 3ald 330 Ldde 1
o z ' Lo i B ol gag gl e JSI ALl
[ JE alunien) i Uijne gle o yn @ -
9 s $ dul .: 1
Caslall Jluasl 3303 sl ol " sl ety jpead planid
5 soailly G5a)l it Jlasical Aliany dlia dilsplay . L @ s 3l pblall o LLaY L Tualadll
T Eyala ageny o @ilsd Llla Bl o pales Tuguisll |
Lale LS s laty Layal £l 21y iy 5 ekl e 2 Baliy o bl il gl
e st o e o - wall Adobe _ gl pai uiil o1 N e iy Rl gl Lunilll
; = ‘:““‘"“’J ’T” e i - animaker . iS,ais as; 51 Spark Slias Sl alaill
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) R = [ JRE panc Ll Jeadat A N
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. . s ki
[ e e
e g San 1
haia AT
Lo LD 2y 5lad AR5 Libyhailf & 5agd) py -
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Bypemy gem L3LAN Lad)
[ et
0 7 G E Ll oy Joai LiS Lain? . _
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D5 500 5 e b ¥ s p e ilaillo “*‘“e
ALl 1 iy salisl 3ok -
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Large-scale online courses to orchestrate collaborative knowledge development by

education professionals

padiet

@ Eileen Kennedy 8d

RNEEZIRIZ,

Posts from observation skills padlet on Edraak

f" i

Jl Cilyagd

o ol

pas B Ghume (B JSLiall ST e
Grbll G laail ©blin jugas
34423 9l Lowall Cpall dagliiag
dale)l cdlolgall HUandI oS Ll

. oaeaid] 5l daadl e dlasdl cidaay
Gl b cliwdl Bag> pasl dols)
23 3929 oy Las ()Ll sy ]|
Olase Joiy Gobll (B Olagisy ,i>g
. Jall

sl el Jad|
The lack of traffic regulation and
the lack of pedestrian crossing
places cause many accidents for
PS pedestrians, the elderly, children

waaxll gage

oyl (e AgSra Slslaaw 2929 G
Oy Jle el 9529 2o

G 3k el Loyl Gle agale
A5 Bilse 3525 o hro,ll pl gl
Lol Glslasitliodi e Tk

JI Clyagas
One of the biggest problems in my
environment is the lack of
processing of rain storms in the
roads and the sewerage system
or the processing of waiting areas
for public transport umbrellas
protected from rain or sun.
In addition to the lack of quality
asphalt in highways and bridges,
which causes the existence of
tapping and digging and
distortions in the roads by

transport vehicles.

Sleal elist Jas!
OSlel 3929 pacg yorell padiis pas

HETWATIMERECATRI &

Q S REMAKE = SHARE o ... @@

Participants applied their observation skills to
collect data in their local environments, adding a
photo and a note to explain their analysis.

B SE R A S L IR B P
o 18, FhiosII—IKER A A — KRR AR 180>

owv

0dS onotne sigewalk leads 10 ST S 5B Lhs aSiSas
8asall dawsy¥l Lle gasill g il
oSkl 3525 poc LaS |, slinell Lanas
afflicts negatively on the special lgusnuag £ )Lidl ghil dauase
needs Lol wlsluxdl $9d polgaN

Qa
Q

congestion of the sidewalk with
the presence of obstacles and

e oo wlasall yasy

As we share the challenges of
people from a comprehensive
design perspective.

| will share some pictures from
my surroundings, where you can

see how to exploit magazin
encroach on sidewalks spe
designed for pedestrians, as we

SClnitiative



The UN Sustainable Development Goals

BAETR AR

GOOD HEALTH QUALITY GEWDER CLEAN WATER DECENT WORK AND IHDUSTRY, INNOVATION
AND WELL-BEING EDUGATION EQUALITY AND SANITATION ECONDMIC GROWTH AND INFRASTRUCTURE

16 PEACE, JUSTICE PARTNERSHIPS
AND STRONG FOR THE GOALS

INSTITUTIONS

z@

lu REDUCED 12 RESPONSIBLE 13 CLIMATE 14 LIFE 15 LIFE
INEQUALITIES CONSUMPTION ACTION BELOW WATER (N LAKD

(=)

PSCI Y @PSClnitiative
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UCL Knowledge Lab
UcLl i

PSCI

= |

e

*1 . The future of online learning

U EEEIZRR

A\

Sy

e

We need high quality online learning to
reach all who need it, and for sustainability

ENFESRENELZZEYI, UBERFFEFEENA, U
R IE B £F 42 %

S

High quality online learning will focus on
making the learner an active participant in
learning

EE%%E%?E%&b?E?S%&%?E%ﬁ&%%

A good learning design will seqguence a range
of types of learning

—AFHNEIRHBEE —RFIN ST %R

We now have the technologies to build
community knowledge about high quality
online learning

CEMNAEERAXREBELXRTEREELZZINALRXAMIR

¥ @PSClnitiative
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BREAK 1

RERIEZ105%8, SiAETF 10:00 HLEHTT

Conference resumes at 10:00. Please come back in 10 minutes

PSCI Y @PSClnitiative



PHARMACEUTICAL
SUPPLY CHAIN
INITIATIVE

Building responsible supply chains

PSCI Sh_gred AudiIts
PSCIEE=®1THRES

What have we learned about our suppliers and how it impacts our Capability Building efforts

FNIM B2 2 T 11 AR EXHTZNIZE N THIEE TR T F

Pt
BREE 250
psCiHitERE kR RAEINHERES

AR ENBHFEHElancolIShelly ShopeZZ iR, ShellyERTtEEPSCIEEIEIREREREALZ—



Speaker Bio

= MHAERTFESLHN, (FAPIEFTZREHSHRET
= T{EE:
- ALHMEFDERAE, RERH
~ TR HFGAERAE, REEE, T2BE, HAGEHSEE
- LBEERFEREAE], HNHEEHSETE
— mmdE (M) ETEEMERAE, EHSEIE

= BREREAI

— Jiang_lei0901@wuxiapptec.com
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PSCIEHITIRGEHE

o ﬁiijﬁﬁ» 1= P’SCIgﬁﬁgﬁﬂﬁﬁééﬁlﬁl—ﬁﬁyﬁﬁﬁﬁ, _E_IEfﬁS\Clﬁﬁi‘l‘ﬂﬁ_—:é,iE?EéJ:
EEIHRS, HFoEEZHPSCKR, RDIE—EHNERNESEIT, RENE,

= PSCIERLTIRER FPSCIRNIFTE RAYAA @ @ % Y
m: BE, FTE5AN, ER5%e, & N

i%*ﬂ%ﬁi{ll& No s FT5AM RERS BRI EERR
F ERTHESETRETUMFARENY w

{:I:I: E‘ﬁ : AR : PRSI EME SIS !

~ : |IR. EA, . NS, '

R, XE. “RAtRRS

BRMMNRT: TEMFRAIEURARIRES
[RigRl, BEEM, /58,
RtIEIRE. BERIZE

- gﬁ%ﬁ@iﬁlﬁﬁ,» L ESZHRH N AT SR

= Y{A[FFREPSCIERLT

CHMMRS: Bl —MNRR SRS

https://pscinitiative.org/sharedAudits R, BROE. FATRE
| I, BRI, T
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4+ H=574L
P S CI Hll >~<~="T153
H= 67% 66%
6444 442 o e 2200sx
2020907 Lpemm  wmimsre MRkSE=ER MESER pets
- SASFHEIHRE HERSIEK, SHEY e —
I, 2020 HMN R RITFE B 1T LAK K] [
YR EPIEZ AT, AT L e

« A EesuBHR SRR, iE
RRIZS. BIRIRIMCS R TR,

- OFEERITIRSXRETE. BE. XE.

= Powered by Bing
e GeuNalﬁ‘;HERE, MSFT, Microsoft, Navinfo, Thinkware Extract, Wikipedia
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HiHiRE &I (2017-2019)

- PSHEHRENANTEIDEESEM, o — I
2018 | | | | » B ERIHRE R

" ERSZE2HHENANIEESRS, 12019 —n e
_é“‘BEf )L:IFIE,J— *&L )\J: I \;K/_\EEEEEI{ZIK/?\ 0 5 10 15 20
ANEZ Ny STiETN
g ? HE_IEﬁEIIJZE H{:I:EHEE/JEEJUIFIZ— ST EMHETRIEESEE 2017-2019
1_ m2017 m2018 mW2019

" BES TS ANAIITUEER SR, MW
Hit .52019&@*‘57,5&1%’]8%&4:%DJ‘QEJ,% 5

HEiE: NEEERe (HSE) ERLTENEIRNN. .

HitRAESTSRELEAUIEBFISLR, Il

B E B SER RIS EARLRE (H5E+35 al e i n
. s | ..
1/E81%E) KiFERAE. RESZe NS BTSN  EE BER
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Bt /&RIMSHT (2018-2019)

= 2018- 2019&*%}17!3’] HIHRSH, BI70%ANIERRBIRAZ. WFmilbFIANRE, Hh—FHHNE

kEFEMEIE

-?%EﬂﬁmEEWT
#l - RS2
- #2-RiE
- 13-BREFR
- #4- ARE5%B I
- #5-181E

» BFEARNB1%HRITUER BRI (Critical findings)

- ZRAKEAII SRR, B REESHNEEESCKE

RIINRT, HrEFOPSCIpk R

= 2018FFPSCIEHITANERTE 1 TEBEA TS/ —IRARKTT” (Major/Minor) &

S JWES]

» EIERF, KEADMTEFETERSES2. RIRHIANSSE LIS

15|_EEI:=I=Z_/\= Eﬁl‘HﬁD

H, FARENEEEHEEARSE.

REAINEHREFTEUZIXE

KA

PEAFE 4% 16% 14%
— RS 2% 22% 44%
HbEIM IR 92% 61% 42%

PSCI VIRTUAL SUPPLIER CONFERENCE SEP-OCT 2020
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BUNXELIIFI™EAFTS (Critical &Major)
NRISLBLLU N, 5EKE. FRIREEN

- BERSTE
- #1: EREFONABSIFEEER
o RTEARAESHIEMXE F1/5 RIS L T XGRS

. AABBFREBFAR. MERERA T/ AaEREITERE) TRFI=:

- W REEFETERR =t "Wz E
. R IR S K IR E AR, REIITS E&’%E 1%1 ;gza%]j_
. KEFEMEEARLFTRE, SEMEMER, WANEtRES R %ﬁé’ﬂ:fi.&j—\' A
. SE LSRR, REROER MR (202(&10 H29H)

o ITEEAREDBIR, EREIENRPIPTRERTE

o HINT (zhX) EFERE BB e G EFIR TR

- EEZEEHEIEEARARBIXE
- #3 UTRERE

o KREFABKRREOEBIEMEDSHTT (HAZAOP) BRSO AR IRttt ToiE R

- RENZEMITRERSEEPERE

« OIREFTE R R R TIREFNSE AR TR MM LB E TG

o BUEXIMEIIRRFSEIBNATS (BlUNEFE, B, IT2SERELS)
- #4: B2

o NRIKEBFIEREEA LIEa T ERHER

s BRKFREZENIIRE, THEERNESSHEMBEEIRRSR

- HRGABEEERT, IREICRERH, BIHENAYEE
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ENAEEMTFIEAFS (Critical & Major)

MREWELUNERR, BEaKE. FRIREN

= IRE
- #1 Rl MR
. BRI ERY s T eI EET T _REIE
o ThaEHEChhiminE
- MWEBRENEERESIEEARERTER
o GHERFEEEIWER S, TARIEEHEEIAERNH T 7R
- #2: [BIK
o RNEFEUSEEELIZSE, 3B BRI
o RIHERBIEZSHEBRIIMERIS/ NN
o SRAZEFRFLRLILGH. AREAEEIMEREIAE
- #3: lEIAEF
« REBREFIEEICR
. TEFIERBEERLE
- BREAIF-EEBEAXREN FIE
o EEUWERAEEEEREBZNEE £, 2B BfNHE & H IR HE
o REFIEIIRIRIRFY, M/EFERIKBERRNERAEHNENIEGCRERFY
- #4: 95 a]IE
o HEEERVIMTEEMITRITRK
o HIETIE I, BXREEIRISEEFREL

ZRFI<:

52 IIPEHNEZ L
SWE 7 KI5, IR
ISR B N ATVAE
YIZa¥IMIZatE (20205
9H24H)
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&SR I I=E ARG S (Critical & Major)

IBERE. FIREN

QNRIEEELLT AR,
» A\MN5F L
- INYPRIRRR S AR B S (IS
- WG TS
- TTERRIERR, EWEEFFLARNCR
- KHIEF LTAEXNBEREE THEXBHEHER
- TTE L HXBERECRRE R TFRRUEIRICR
- B
- I BEELSERNESIEZ) (refresher training)
- TIENEFAE

%ﬁﬁij

%154%:1/%: fé%, A
5L (20205108
15H)
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BN XRELKIMIFITEAFRTS (Critical &Major)
SRS EL TR, BERE. FRREN

- AR
- REHIEWSIESEMETE, Bt RIRE DA
- XJHIEFRpLfErE I E R A T E
- IRBEHSIHEXANEESE
- IREMETLE S HNERIEHS X T
- TRHBEKEZ, TEHERSIESEHSHIEMBRER (ETFHEAD)

I A ESEXEEFE AR IALN?
PSCIBEEII AR R{EHE TEEHS SN EIRAFK?

it - BERE T ERMIAERRER? BERERAR
HRIRPHY AR ?
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PSCIEHITHXRIR

BIR&ARPSCIIRSSI2HRSFN
— AR HE LR BB
8% (Excelhia)

PSCIEEIT1E5|

STEhRPSCIAZI LN A ,
HNEBEINS, B FOIRAHE
NEBERIHEEE (Word
W)

(EIRRhRPSCIFRSS AR
—RE I E N R B BT
A% (Wordhiax)

BT RIENR (WordhRas)

SEREhRPSCIFZICMEL R RS,
ANEREIIE, RRDFORFHE
N BEIF LIRS (Excel
IRZR)

HRZBIM KB

PSCIERTTRIFME TR PSCIERTHREHE=N

LA EBER]EPSCIE M & https://pscinitiative.org/sharedAudits

PSC{ELFITH

WYL ITE, B L
FUR A EIRRTR T B
S, sl
NZTE,

PSCIEit/ERIEHITAE]

AT R EITTREMTEME, PSCIETHHPSCIR RN E]IERAY
HITREEBAEWEMVAIB=FFITATHT. PSCIEHUEL2
KT, IMTRIE=TTERR AT TPSCIE: RS
HITAESIER
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https://pscinitiative.org/principles
https://pscinitiative.org/approvedAuditors
https://pscinitiative.org/sharedAudits
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BRI FTER

{=HME

/

Rk (AL:R) FFABRRD

BihiE TIERLIN D=

SFRZ>E] (Pharmaron Beijing Co., Ltd.)




- NS

- WHERTERRMU (LX) FHARARRDERAE
EHSEBI ) LA

- T{r2lh
NEFREFEHTIF

SE5FHEENFHEEFEAERNETIE
ARREIABOAREXATEI SN S EE TE

= Contact information BRE 5=,
= TEL: 010-57330040

= Email: liugian.ni@pharmaron-bj.com

PSCI VIRTUALSUPPLIER CONFERENCE SEP-OCT 2020
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PHARMACEUTICAL
SUPPLY CHAIN
INITIATIVE

Building responsible supply chains

T (GFTMCEYIRIMEEIRSICINE) HIGSFMARE

Update of China’s MEE Order No.12 and Draft Guidance

LINGZHEN DONG, Ph.D.
PRODUCT STEWARDSHIP DIRECTOR

ASIA PACIFIC REGION
JOHNSON & JOHNSON CHINA LTD.

Sept. 17, 2020

Disclaimer: The information in the presentation is not official regulatory information. Please refer to MEE’s

website for official regulations.
Compliance with local regulatory requirements is the responsibility of companies and their local business

areas.



AGENDA A4

(FFMEMREESICNE) (125<) & GMtFYRAEEEEICERE) (IBK
%‘cmﬂﬁ) flrai_]rﬂ Brief Introduction of “Measures for Environmental Management Registration of New Chemical
Substances” (MEE Order No.12) and the Guidance (draft for public consultation)

«@f%ﬁ{{?—#@ﬁgi» iﬁ‘iﬁ;ﬁ, <Inventory of Existing Chemical Substances in China> (IECSC)

Supplementation Update

EVEEAMEX G LS BRG] (WTOBEIRES) — FHX25FK Environmental Risk Assessment 78

and Control Regulation for Chemical Substances (WTO Notification Version) -

,%\%*D@iy Summary and Recommendations . A
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.=y Q|:| Speaker bio

&E18¥2 Lingzhen Dong

WAKEHSESF=REE R 8% (FE) BRAF
HEE=. WFELT

TERH

F2013FINEE
T TEEE 205 (B IGERFD FE L)

MNETRNTIFRERA. ai@/ﬁuﬁfi ZIES/RRE. IRPOEE. FEXEZE (Z5
i) B WAXEHSHORTFFEEARER S (B )k, FPEC F584%E)

EEETET 105, EFE/AFAX TIEBIT 155

EXZEAI: |dong20@its.jnj.com; +86-21-33379452

AP Product Stewardship Director, Johnson & Johnson China Ltd.

=  Education: BS, MS & PhD in Chemistry
= Past experience:

Working in J&J since 2013
>20 years in Chemical Industry-Worked in Rohm and Haas Company (acquired by Dow Chemical) and Dow Chemical

Different functions: R&D, Toxicology/Ecotoxicology, Regulatory Affairs and Product Stewardship, R&D Site Management, China Country Management (Rohm and
Haas), and AP EHS & Sustainability (Rohm and Haas, Dow and J&J)

>15 years in China/Asia Pacific region and 10 years in the U.S.
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SR R E—
PEFMCEI R ENHE—R
China New Chemical Substances Management Regulation (“China REACH”) Development Timeline
2003.6.30 2015.6.25
(PERBLFY 2003.10.15 Revised Guidelines (Draft
=) /‘N'F SEPA Order. 17 became effective for comment) was published
(IECSC 2003 Version) RS 172 S RIS TR E NS AT
® o o ®
1994: started to build 2010.10.15 2016.3.8
th? ipven;c]ory .forl the MEP Order No.7 Draft revised guidelines
Sl)j Esltr;iccesemlca came into force submitted to WTO for review
Regulation of First INMEEZRTESHET IEFEITESEBIRWTO
Import
19948s5H1H, 2017.8.31
. : 2020.2.17
FINGERIPE, 18 2020.8.17 Guidance data requirements

KEEMIINER S

ZFalFRa R

B9 (S mBE iR

OREStEmidt

H AR EIENE)
IEZ\SEHE.

PSCI VIRTUAL SUP

Draft guidance for MEE Order N0O.12

issued for public consultation

MEE 12518314

Passed the review by
the Council of Ministers

S WEY BT

adjustment announcement
published

(fEREFE) &% ERHIEEREREA SR

() () () [ J ®
2019.7.9

The revised draft measures was released for

2020.4.29
MEE Order No.12 issued,

effective on Jan. 1, 2021

HESIMEES (MEE) 1285
&0, 20215F 18 155LhE

consultation and submitted to the WTO for review on
September 2nd of the same year
INEETIERENR A,
201949 B2HEBIRWTO

PLIER CONFERENCE SEP-OCT 2020 ¥ @PSClnitiative

119



Good News for the Pharm Industry: APIs will be exempted!
However, Excipients have not been exempted (still being advocated).

Substance Scope ¥I[&RSCE
1. Chemical substances that have been listed in the “Inventory of Existing Chemical Substances in China (IECSC)” and are subject to environmental
management for new uses, when they are used for industrial purposes other than permitted uses” should be registered, "BZIN (FPEIEHZD

RAR) FLEFAEMEERIICER, BT RrRELsmIEM T AR i, NS0T,

2. MEE Order 12 does not apply to the following chemical substances or products: Rt EYIREE = RAER (L) . AEEDEFCEYIE
INEEEEID:

(1) Pharmaceuticals (including active pharmaceutical ingredients (APIs), pesticides (including pesticide active ingredients), veterinary drugs,
cosmetics, food, food additives, feed, feed additives, fertilizers and other products;
E75 (BFEAE) | KRS (BRARE) . 825, Wiz, . BRI, @l 3eiRm. R,

(2) Radioactive materials. BEI Y&,

However; if it is changed to other industrial use and contains new chemical substance, it shall be registered.

B2 Be(IBEAEM T ARE BT IR, NSRS,

3. "Products or formulations with specific functions, such as adhesion promoters, chelating agents, flocculants, surface treatment agents, etc., chemical
substances produced by chemical reactions to achieve their specific functions", registration can be exempted. “"EB%FENEERI = MmakEcslR, WS

(e, ZER, R, REWENE, NEIMEREREMAENERMERNNFYR" | SBREIC.

4. One of the anhydrous form of chemical substance and its hydrate has been listed in the “IECSC* another can be exempted registration. ToZKFFZ =AY =

YIBRAIEREY), REHE—EIIAN (BR) HERAREIC.

Refer to the Guidelines for details & (i) TREEMEARE)

@PSClInitiative
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1%?—5& Scope Adjustment

N,

Region Scope tbiskG
1. Engage in research, production, import, processing and use of new chemical substances within the
territory of the People‘s Republic of China (except HK, Macao, Taiwan).
PR AREERANSFTUEYIRAR. £r-. #OfMINLIERGEDN. (BRSERIMN)
2. Except for imported new chemical substances that are stored in the special customs supervision area
and have not undergone any processing (such as sub-packaging, selection, etc.) (Including 6 types of
special areas within the bonded zone and export processing zone)
HOSEBREHREBEERATHRERZIHITINT (o%k. HikF) RIEaBH s YR
&b, (BFRMXFEONIXZ WAY6FFRXE)

Registration certificate holder (for foreign export type)

BiCIEHFEA (FIRIMEORE) Foreign exporter can use an agent in China to do
registration and be the registration certificate

Only Representative (Chinese Agency) holder R
E—ER (FERE) C*fr“gés to SFCIBHFEA (BhaOEEgEAEIL)
MEP Order No.7 MEE Order No.12
5% 1285
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ﬂilﬁékéﬂéiﬁ*é?ﬂyéiﬂ%'éﬂé Registration Types

Series Joint
registration registration
RHIEIC BXEEIC

Regular Registration
EANEIC

Regular
Notification

EAERR

Level 1 Simplified Registration

". = St s
- ‘2} B2 10

Simplified
Notification
ERHIR £

Record Filing

$&Cl 2L 'ON J9pI0 FIN

<>
ajp
N~
™
O
zZ
0]
2
O
o
L
=

Scientific
Research . Less than 1tly /N1 /4
Record Filing 2. Polymers with new monomer or reactant concentration

RS ZE less than 2% RSB ARE R RA/NF2%
3. PLC (Polymer with Low Concern) KRSV
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Registration Type =g

Substance Scope

Registration material requirements

R K= s .
=& YIREE BHEHHER
Regular Registration New chemical substances with an annual Regular registration application form, application form attachments (including legal person
EIEIC output or imported quantity of above 10 certificate or business license, agency contract or agreement, authorization letter, test report or

tons per year Frt YR~ EiH
OE10mLA =

information, environmental risk assessment report, social-economic benefit analysis report
(belonging to high-hazard new chemical substances), etc.)

BIEICHIER. BIERMTE (B ZALBHEWNE, KBS, 5. U
IRSHERE. FMENRIFHIRS. HE2ZFHESTRE (BTl EFHHFYIERN

) F)

Simplified Registration
BZEIC

New chemical substances with an annual
output or an imported quantity between 1
to 10 ton per year FTCFYIREEAEF"E0,
ZiF OE1ELA EAZ 100

Simplified registration application form, attachments to the application form (including legal

person certificate or business license, agency contract or agreement, power of attorney, test report
or information, determination conclusion and basis for persistence, bioaccumulation and toxicity
of the applied substance, etc.)

BHEICHIBER. HEERNMYE (BFEEZAERSHE NG, REBESESMmN. ZRFB
IR EEE R, RIBYIRRISAL. EMERMRS ARSI RIKIES)

Record Filing

&

M

New chemical substances with an annual
output or an imported quantity of less

than 1 ton per year St EHIEFEE~E
BEHO EAE1MHE

Filing form, attachments to filing form (including legal person certificate or business license, agency
contract or agreement, authorization letter, etc.)

BEXR. XN (@FEFALEBHELHRE. KREBEGEEmMY. BB, F)

Polymers with new monomer or reactant
concentration less than 2% or PLC (no
tonnage limit) FrtFIREAREE R
REERBIT2%HNREYHEBTRX
EEREY) (FoMBABRE)

In addition to the above filing materials, also submit: List of monomers/reactants, molecular weight
distribution diagram, polymerization reaction mechanism process, explanation materials for
discriminating that the applied substance does not belong to the exclusion of polymer filing, etc.

PR CiRresS=rgssh, ERIRAL:

BN/ RMAFIER. oFESHE. RERMEITE.
SR E TR AME=HIRIBIAVAB IR

@PSClInitiative



Reistration Type
oKy

SCC Review
i
Technical Review by
expert committee

AT
Correction (If required)

*MERNB)

MEE Approval

MEE BF4t,

Public Consultation
NG

Public Notice

AFF

Timeline

= EHA

Regular Registration

BHIEHC (WD=Working fB5ZEHC

Day; M=Month)
5WD
SANTAEH

60D

60H

6M (one submission)
6eNA (—IRM)
20+10WD
20+10MNT1EH

at least 3WD
239 T

20WD
20TFH

4-12M
4-124H

SWD
54ATAEH
30D

30H

6M(one submission)

4R (—IRIE)

20+10WD
20+101MT{EH
at least 3WD
/D3N T{ER

20WD
20 IEH

3-10M
3-1040NH

Simplified Registration Record Filing

:E

Random Check
BEM =
/

Not Specified
RALTE
/

Make Public Notice Periodically
TEHALFT

Can start the activity after
submission (record filing)

IRSZRIRT &SN

SCC= MEFE’s Solid Waste
and Chemical Management

Center

BRI S
ARy (fFR:

MRE IR
EEFL)



*l

X

/

UEENX-125%

Data Requirement-MEE Order No.12

Registration Data

ERISEE
l

Minimum required
data

RIREXEIE
l

Other data (Only for
regular registration)

Hitt#ldE (NERENEID)

Physico-chemical Toxicology and Ecotoxicology

Properties Properties

BER EEsEY. £55EY

PSCI VIRTUALSUPPLIER CONFERENCE SEP-OCT 2020

Basic Data Special request data (Only for P and B substance)

BEAREIE FAENREIRE ((NEREBRAL. EMRRENIR)

J
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SHEENR- B

Data Requirement-Physical and Chemical Properties

ELE. B/EER. BE. KPBREE. IEFE//KD kR 2. BilatH
RORSEIEAIPERE RS L. BEER. TR

Spectrum, Melting/Freezing Point, Density, Solubility in Water, n-Octanol/ Water

ENEIC
Regular

BESYE Registration

fots B e
BZEIs N N . .

EhE. BR/EER. BE. KPBEEE, [EFREIKDERE
S|mp||f|ed Spectrum, Melting point/freezing point, density, solubility in water, log Kow

partition coefficient (log Kow) , Particle Size, Stability in Organic Solvents and

Degradation Product Characteristics, Dissociation Constant, Henry’s Constant

Solid Substance

Registration

EE. BR/EER. PR BE. ZSE KPR B, EEE//KDE
& pHE. FEKA. BYUERTIREEEMEINE. BER

A ] 253
BAEID | o ke

Regu|ar Spectrum, Melting/Freezing Point, Boiling Point, Density, Vapor Pressure,
. . Solubility in Water, log Kow, pH, Surface Tension, Stability in Organic Solvents
fﬁ?&ﬁ%ﬁ Reglstratlon and Degradation Product Characteristics, Dissociation Constant, Henry’s
Constant

B2ED Hljftg BR/EER. R, BE. ZSE. KPBEHRE. EFE//KDERE
P

LIC]UId SUbStance Slmpllfled Spectrum, Melting/Freezing Point, Boiling Point, Density, Vapor Pressure, Solubility in
Reg|5tratlon Water, log Kow, pH

PSCI VIRTUALSUPPLIER CONFERENCE SEP-OCT 2020 @PSClnitiative
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SHEERNR-f2

S
-

SES TR

Data Requirement-Toxicity properties

PSCI

Toxicity (Regular Registration) [EESESE (EMEFiC)
(Refer to Table 2 Minimum Required Data for Toxicology

ErA R2 RRSEFRAEKREE)

& E| FEAZR kA
Basic data requirement data
S#E#E Acute Toxicity? w/ ",
Jz Bewl® Skin Irritation v '
B3 Eye Irritation iy v
Bz BcE# Skin Sensitization ' ~
FxF ¥ Mutagenicity? v v
iz 5 %% ¥ Repeated dosing +/3) )
H:3%/ B E# ¥ Reproductive /) +/6)
/developmental Tox
#MRZhh 2k Toxicokinetics? v/
18 #E#Chronic toxicity v
F@iHE Carcinogenicity v
v v

HAl Others1o)
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SIEENR-ESSIEFN

Data Requirement-Ecotoxicity properties

Ecotoxicity (Simplified

Registration)

Aly csese > =
(R%E EEERAN (P) SRS (B)
If being P or B

Inhibitory toxicity on alga growth
AR -
Reproduction testing
daph on large daphnia

Acute toxicity on daphnia N

:xae_ﬁ_vl,&z,ryi P E,%E
e — HRERIE
Basic -

Acute toxicity on fish or short-term Special Data

toxicity testing on fish embryo-yolk sac at absorption stage6) Reauirement
B EE IR PRI E SRS

: Chronic fish toxicity
Degradation p2i#t EBME
Bioaccumulation 455 “F#figt ' Degradation: ¥ SGHRACHRIE AW B AR IR BcdlE , B N SR T 5 HRE ) B SR E N Y

WL e . PRl E YR i ki 45 ROV AN W] PO ZE A i), ATt D3R 2 e VR R Wit ok
WHSE AV R RS G AR e . K. JERRSE AR, DO R B A R AR, 7
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sMeL < S | E :I:
HIRENR-ESSIEGE
Data Requirement-Ecotoxicity properties

Ecotoxicity
(Regular Registration)
ESHEF

(EMFic)

EEARAL (P) B FE (B)

BREERDHSE If being P or B
BERMES

é%’&ﬁ@%%ﬂé-?ﬂ;ﬁ%

% WP ER S RS54 Seed germination and root elongation testing or

terrestrial plant growth tgsting ‘

Aespiratory inhibitory toxicity in activated MFRFSRE RIS BRI KRG

sludge /& M5 e IR Dl = 14 . .

- wRERIE
. ' ion R [f R [t . .
&Basm Data Adsorption/desorption Iz Bf /% M Bf 14 45 42| 7 o A B B Special Reqmred)

B AR
Acute toxicity testing on earthworm #r 45| @4 &1  Chronic toxicity on benthos
[RREEMLS M

Reproductilon testing on large
daphnia KA REEH

EMERE

Chronic fish\Qxicity sREMEM
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Highly Hazardous Chemicals

Persistence
FAME P
Bioaccumulation

PBT —
=30 B

Toxicity

SET

SRFALE VP
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PBT. vPVvBY=FYIRimSineE

PBT and vPvB chemical substance screening standards

P |- If the chemical substance can be rapidly biodegraded, it can be screened and judged as not P and vP;

. If the degradation rate of 302B 7d is 270% or the degradation rate of 302C 14d is 270%, , it can be screened and judged as not p;
. If the chemical substance can be hydrolyzed or photolyzed, it can be screened and judged as non-P;

o | BUWFVIRRRERIREYIFERR, AITHILHIEIFPFIVP;

« | FHOECD 302B 7dp#fiE=E=>70%8LOECD 302C 14dp#fiEZR>70%, aIfmEHIEIEp;

o | BUWEYIREEKRSOEHE, BITHEHIEIRP;

If the chemical substance’s log Kow<4.5, , it can be screened and judged as not B and vB;
If the chemical substance’s log Kow>4.5, , it can be screened and judged as potential B;
BCF> 2000, it can be judged as B; BCF= Bio-Concentration Factor

BCF> 5000, it can be judged as vB;

o | BEWFYWIFElog Kow<4.5, BIfEEHIEIEBFIIEVE;

o | BEWFYFKlIog Kow>4.5, BIFEHIERTEB;

. | EYMEERTF > 2000, TTHEREB;

. | EYMEERTF > 5000, o[HIERVB;

T . Acute aquatic toxicity EC50 or LC50 <0.1mg / L, it can be screened and judged aspotential T; (SR)
. Acute aquatic toxicity EC50 or LC50 <0.01mg/ L, it can be screened and judged as T; (SR)

. Chronic aquatic toxicity NOEC or EC10<0.01mg/ L, can be judged as T; (RR)

. Carcinogenic 1A or 1B, can be determined as T; (RR)

. Mutagenic 1A or 1B, can be judged to be T; (RR)

. Reproductive toxic substances with 1A 1B or category 2, can be judged to be T; (RR)

. Specific target organ toxicity (repeated exposure) category 1 or 2, can be judged as T. (RR)
SMKESMECS08,LC50<0.1mg/L, AITREHIERET, (BBEIC)
SMKESMECS508LC50<0.01mg/L, AITFEHIERT; (BHHEIC)
BMKESMENOECEKECT0<0.01Tmg/L, AIHIERT; (FMEIC)

HUE1AS 1B, ATHIERT, (BHMEIC)

HeRTY AL 1B, ATHIERT; (BHMEC)

AESMHIA. 1BE23E, FTAIERT, (BHMEC)

RS E SN (REEM) RK31525502, THERT. (BHED)
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é&?}%il\ﬁ' J’—t Data Exemption

1. Delete the exemption clauses for Auto-ignition temperature, Flash point, Oxidation, Flammability, and
Exploswe endpoints; IBRERAEE. AR, |, WRME. BIEMEESIERRTK,
2. FrE: Newly added:

Endpoint Exemption Condition
HETR RS
Dissociation constant 253 F 28 Unstable in water (hydrolysis half-life less than 12h) or easily
oxidized in water fEZKFRATEE (KFEEZRE/INTF12h) 5K
hZWEMN
Sediment-water chironomid toxicity With low adsorption (eg: logKoc<3)
test IR B S B HEAR(E (%0 logKoc<3)

3. The chronic toxicity test can be exempted if it is only used for intermediate purposes (newly added) ; 1245 420E

EARSHEIN—IN, BPE(XAFRERRIRE BRI EARIZITUNL,

4. Deleted “Fish 14-day extended toxicity test”; fllff“B 2514 IS 0 E3K;

5. For the toxicity of terrestrial organisms, it is clear that the long-term toxicity test of earthworms is the "Enchytraeid
reproduction test OECD 220 "or " Earthworm reproduction test OECD 222", and delete "Soil microbial influence test"; XJF-FE
S4st, RS HKEIS I AL 2EI i et 2Ei I, MR BRI iR,

6. Deleted the exemption condition of "Earthworm acute toxicity test", which is water solubility>1mg/L or log Koc<3.5.

IR A REE AT 1mg/LEklogKoc/NF3.58a6 1 5| St 5 MR IRHOSER,
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WA M R RE K

Qualification Requirements of Testing Laboratory

China Domestic Laboratory EZPEH#H144

________________________________________________________________________________________________________________________________________________________

i 1.Qualification accreditation of inspection and testing should be obtained according to law for Physical and chemical testing institutions. i
i 2. Health toxicology testing institutions should also comply with good laboratory practice standards (notified by one of several different Chinese i
i Authorities) i
i 3. Ecotoxicology testing institutions should also comply with good laboratory practice standards and Relevant requirements from MEE. :
L 1. YRR BRI R A A A B S IS N AR BUAE i
2. ERSEFUENEEIERERARNEEREBEYFIRRARREESENT (GLP) IAIEE BRI, ZFERmIbhEH |
L IDREEZESEIUERSHSETE. RURNIBASHRGES RIEEMN. BIFEERINBATREEEREZRASMNENRF LN !
| =T (GLP) TRINRINAG, |
| 3. ESSBNETERE RIFLIN =SNG MESRME F Ml EEAEREK i

Non-Domestic Laboratory 1EAMNNTHAS

1. Physical and chemical testing institutions should comply with ISO17025 standard or good laboratory practice standards.
2. Health toxicology and ecotoxicology testing institutions should meet internationally accepted requirements for good laboratory Practice.
(GLP)

1, YRR R 5 &1501702SHEA AT B RIFSLIE = EIRATTEK,
2. EERSEY. FSSEFUITMNISFEERE THRIFL=EEER
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SIS TR S

Environmental Risk Assessment Report

New requirement under MEE Order No.12

For Regular Registration >10t/a only; {NEEIC > 100/ FEE

" Can be exempted if new chemical<100 t/a without eco-toxicity and toxicity classification according to the)

hazard assessment, and it is non P or B; BEIHMLFRIARBYRITESIHIEINARERTEDE,

BREEREAN. MR, FEiSREE/NT100 Ay, AJFR.

J

~~The preparationtechnicatunit shaltbear refavate responsibitities forits ownenvironmentat risk

assessment report, affix an official seal, and implement credit management. Critics notified, three-year

ban. fHIRABLIIEREIREMEXBE I AR SRERANSE INELE, LRERAEIE. WEkitiTE, =F

REEIEER.
.

Both human health and ecological environment adopt (semi) quantitative assessment; Add special
instructions for exposure scenarios of consumer use and waste disposal; PBT/vPvB special substances
focus on the identification of discharge and exposure characteristics and all possible exposure pathways.
AMERNESIMNEIORA (F) EEHE BINEREERNRYICESZEED ST A,
PBT/vPVBZARRE R RAIFIRE BRHDRAIKRFTE N REIRRZ,
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REEREHAIR

Adjustment of Confidentiality Time Period

MEP Order No.7 MEE Order No.12
MR 752 ASINIEER 1252

————>

* The period of confidentiality of identification information such as the name of the substance shall not
exceed five years from the date of registration or record filling. The extension application shall not

exceed another five years ¥IRBIRFINRER (RIFEREE CEER® R ARENEI RS, &
HAFRIERZANEE A,

e Substances that have been listed in the confidential section of "Inventory of Existing Chemical
Substances in China" before the implementation of MEE Order No. 12, the confidential period of the

identification information is up to December 31, 2025. 12E5<HT7RIEYIN (FEREHWEYIE
ZxR) HLIEYRBMERREERFRIP, mREBRNERIPERRIEE202512831H1E,
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REMIEEICHIE

Circumstances Requiring Re-registration

Regular Registration FE#lEHc

Manufacture or Importation volume is over registered volume

LEFEE%HD&EMEEHH%EEEE’\J

Change of use for new chemical substances

U EYREE SRR

Type of activity shifted from importation to

Manufacture JESNSSEVHRH O A=

Change in environmental risk control
b5y = A ] ++

Other circumstances cause the increase of

environmental risk SEIMEX EIE AR EMLET

The registration certificate is changed according to the simplified registration procedure, and there is no review by the expert
committee (except for the change of substance identification info)

SO EERAZEICEFDE, TEXRZERXTERT HIRRREEEERIN
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A (&%) =FEH

Simplified Procedures for Entering the Inventory

( \ MEE Order No.12

* Typical Notification
* Five years-afterthe firstactivity ESHIEE125S
* Retrospective-assessmentofthe
: Lactivi
Hazardous-category) * Regular Registration
e Five years from the date of first

o BN ERHR registration

bty o EIEED
~EREN SRS BAELS
e e P BAEIES HRmhiE
TG (BIS)

/
K MEP Order No.7
WREB7ES -7

For chemical substances that have been produced, sold, processed/used, or imported within the territory of the People's Republic of China
before October 15, 2003, relevant enterprises may apply for additional inclusion in the IECSC.

2003 10 A15 HRIESEREARENERALE. HE, INTERSEHONWEYR, BXREWTRBE A (FERE
WEIRBR) .
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Activity Reporting Requirements

e Typical Notification

e Within 30 days from the
date of first production or
import and transfer to the
process user

o ERER

o BREFEEHOF M
TERERBZBiE="

HA
V
V
e  Before Feb 1st ever year v

e Simplified notification

e Typical notification
(Hazardous category)

- BF2H187E

- EZHER

- EAER (%)

PSCI VIRTUALSUPPLIER CONFERENCE SEP-OCT 2020

First activity report
BEXEIRS
Every activity report
BXER S
Annual activity report
FRERS

Five-year report on actual

activities A EFSLPRENER

RS

Regular Registration
Simplified Registration
Within 60 days from the
date of first production
or import and transfer to
the processing user
BEAEIC
EZEIC
BXREFEEFHOFRINT
EREER R/ THR

Before April 30th every
year

Regular Registration
(whether it is required to
submit is up to the
information on registration
certificate)
GFAF30HA]
BAEIC (BiCUEEAE
EERRER)

@PSClInitiative

138



T HIRETE New Use Management

> Application materials and registration procedures for new use registration

> BISHAREICHE R EICIER

Application form

Exposure Assessment Report

Follow Regular

Registration
Risk Control Measures Procedures

Social Economic Benefit Analysis Report
(highly hazardous chemical substances
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SRS

Registration Certificate Contents

o

MEE Order No.12

ESINEEE 1255

* Registration Type Z101UFZEHY

* Register and Agent info BB1E AF{CIB ARBFR

* |dentification info like CN/EN names or category name
A RPEL B R EBFIRRER

« Application purpose FRISFRI&

* Registration volume FIEEICE

o Activity Type ;EEDZEEY

e Environmental risk control measures ¥ S X G HIFETE )

e Limiting new chemical emissions or emission A
concentrations fREFT I RHENESEHEGRE

* Requirements for implementing new-use

environmental management when listed in IECSC

FIN (BR) LRSS EIEIER

 Annual Report requirement FEERESEK

e Other environmental management requirements

HAIASEEEN

Simplified or Regular
Registration Certificate

BEZENEICIE

Highly hazardous/PB/PT/BT substances
Regular registration certificate
Additional specification of one or more of

> these

13 E/PB/PT/BTRNE BAEDT &
SNEIBE P — RS T

PSCI VIRTUALSUPPLIER CONFERENCE SEP-OCT 2020

¥ @PSClnitiative
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(18m) : LIEFMCEYIBINEEETERI RSN (&)

Guidance: IECSC Supplementation after Jan. 1, 2020

(\) EHEFIN (BF)
1. SEREFCFMRIMRERTERRAEIEEHTIA (BR)

@Zig ﬁﬂjﬁ)%))«ﬁzg%ﬂfﬁ, 2003 £ 10 A 15 HRIEE S ARFEHERAE. HE, INTERSEHONCEYR, B XM MRER. #HO. INTEREIATH
I51EHM xR .

RIS ANIEIT W EBIC A GRS NRIBERAERIERM 1. EXERRERENFIRNZERR. HHORXKE, 17 WHEitR, CIFE, SEIANX
. AFFHRYILAR EfbRSEIRZFYIRTE 2003 & 10 B 15 HRIEAFTEARTE MERALE. HE. INLERSEHOAMH.

REBOAIHBHRAEERE, FAFIEH. FFEIBHNE REUEMR, EESMEEBFNGHTATR.

VIII. Chemical Substances Listed in the Inventory

1. Chemical substances, before the implementation of the new environmental control system for chemical substances, supplemented and listed in the
Inventory

According to Article 3 of the Measures, for chemical substances that have been produced, sold, processed, used or imported within the territory of the
People’s Republic of China before October 15, 2003, enterprises engaged in the production, import, processing and use of the relevant chemical substances
may apply to be added to the Inventory.

The Applicant shall submit the supplementary application form and relevant supporting materials through the online registration system. Relevant
supporting materials include sales invoice of chemical substances, import and export declaration forms, industry statistical materials, chemical yearbook,
documents issued by administrative departments, public publications and other materials that can prove that the chemical substances have been
produced, sold, processed and used or imported within the territory of the People’s Republic of China before October 15, 2003.
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(FEMBHERES) BMER -201955

IECSC Supplementation Status since 2019

EH

IEHNBEL: 20035108 15SHRIEATRAREHESASAEFSEHOBRIIN (BF) WL fEe: BigR: tUER, HF
YIREEAIRIR, MERAMR UEBARA L SHARE. HHORXKER, TlFEitael, WISFE. SERIASUs. AFHRIE
ERiEELLEAHEA: 201985985 30H

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

1B MARHESZ BN, &LEZE 20195105158, MEEHIKRIB17ZR AT (11e) HISH1562 MIEIEHMIAN (BR) . MEERDSHUR AL
FEERIUEIRHANER, BRIMEERF202055H6H &% 7 F— 156 MEUFEMRIAANER, BEEF/OEIME202059H 3HAVE) 1
FFZIEHNABTHATEENK,

Based on MEE'’s update as of Oct. 15, 2019, there were 1562 chemical substances nominated from 317 enterprises(trade associations). MEE
SCC will release approved chemical substances in different batches. So far MEE only announced 1 batch on May 6, 2020 with a total of 156
chemical substances approved and included into IECSC, including some Pharmaceutical APIs and intermediates.

Based on MEE SCC at the training workshop held on Sept. 3, 2020, many nominations do not meet the requirements/criteria(incorrect
nomenclature, missing CAS number, etc.).
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(FTCEYIERINEEIREICINE) HELT]

MEE Order No.12 Punishment

Sept. 2019 “Regulations on
Environmental Risk Assessment and
Control of Chemical Substances (WTO
Notification version)”

The fines would be between

0.5 million to 2 million RMB;

if a crime is constituted, and
~_ criminal responsibility shall \

 Order correction
« A fine between 10000 to 30000 RMB
« Joint punishment for dishonesty

be investigated.

201949 NS
lﬁﬁ 5&E% 15])) (WTOLTEE)
- ZOOETWJZI'A, FIRYIBSERY,

« New applications will not be accepted within three years
¢ ESHE

o E—AT E=RITLA TR

«  KIEEREEMN

o  =FNAEZIEFHE Q
O
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Attention!!! (LEYIRIMEXC I LS ERSEM (WTOBIRIE) £ 5%

Environmental Risk Assessment and Control Regulation for Chemical Substances (WTO Notification
Version) —Article 2

This is a higher level of regulation than MEE Order No. 12.
e AR RS VEAL S5 1 AR
The WTO Notification (tHERZHLREIEFE) made in Sept.

i 4R A
CUEE) 2019.
Changes made from its initial version issued for public
g5 BN

consultation (IEERKE W) in Jan. 2019, incorporating some
$—% [2naw) yEppenesmrmane, gp  ndustrial feedbacks

EATE, REAAEE, RESFERELE, KE (FEAR

P EFREFED), FlELEH,

#F—F [ERER] ALFHHEELRS DT RFFERAR T

Article 2: The management of pharmaceuticals, pesticides,
veterinary medicines, cosmetics, food, food additives, feed, feed
additives, fertilizers, and radioactive materials, etc. shall be

. XEARAEETELEAOFD, ERATREH. governed by other relevant laws and regulations. However, the
Ef. R, 2% %S, A5, ASKMAH. BE. A8 environmental management of the above-mentioned substances
Bl PR R e B T A A, BE R E R R 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.

TR R, DURAE Y Lk B 6 R A o 7 A2 R
FAREN.

A = A F EY o i =l W - L Al AR Gl B L v e M A A L. i L N sl
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Attentionll  ALSIERINERITASEREH (WTOBIRR) S=1+A%

Environmental Risk Assessment and Control Regulation for Chemical Substances (WTO
Notification) —Article 26

FMNE HMUEMRIMNEEERICMIME G EIE

Article 26 [General Provisions] The state shall implement the
environmental management and registration system for new chemical
substances.

The environmental management registration of new chemical substances
is divided into simplified registration, regular registration and record filing.

Fotrdk [FHRFEHR]Y Fh¥am, 2ER7A (FHE
HAEHF LR Fa i

(FEARTMFWRALT) AFELBFLFAAEEER
TCHEEFEAREMESE AT, WIER, HERFROHL
FUR, WRREFUFRRAREER XS AN FEN R

50 A AT £ 6] AR EREEFAS O BIE 42 An entity producing or importing new chemical substances shall register
MR 4Ry, A E or file with the ecology and environment administrative department
Bk [ ] [ 5 5 5 Ay R (MEE) of the state council before producing or importing them. The
e production, import, processing and use of new chemical substances

L R BRI BRI KRR, without registration certificate or record filing shall be prohibited.

AFREHOFUEYRGER, RLEseFERFATEE The specific provisions on the environmental management registration of
ERASARETEN AT ELRE N EER . ARNBRITIELH new chemical substances shall be formulated by the ecology and
ABELEHFLEYT, BibkF, HofpTEAR., environment department (MEE) of the State Council. The registration fee

L 4 R FR B T BT BRI [ A B AR E E shall be paid in accordance with the relevant national provisions when
(T8 5, IR AL R PR BT e B [ R AL handling the environmental management registration of new chemical
BiTH, substances.

Bl u o 2 i Al b FEadrEsad EHo0E 1
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Attention!

(YIRS

=X ESEESA] (WTOBEHRR) =115

(Environmental Risk Assessment and Control Regulation for Chemical Substances (WTO

Notification version) —Article 39
B=T5 BALEERE

WA 3k %

F=th%x [Rakghe (D] L5 pIgFEHE
CHEGRENECFELUTSEZT e, B EmWHEL LA
MNEERFEEFREZEHIE4ARETE, LEE22E2TH. 1
ETFECE, AU, AEREEN, EEE4ERERE B
FEY, REERAENSAREERETSEL, 2H, FEER
AFBEERLSER,

(—) BEF 7432, RESFLETEFETER
i, FAEF. RIEASEsHE o FAFH HEN;

(Z) FEF_TA84=, EEFIEFUFIREFE
B, #HNEF. RIEASFHEOFLEH R,

(Z) BFE-+4FEZFZ44 %5, REFTELEHRE
BETHFE#Y,

FHFAETHZ -9, AT+l -8R mUl e E;
ERFEERN, A BT RU LT mUTH AR,

$otdg [RaE4dE (D] SETFFASETHE, 2F

L S e
W% o

o A
e

oA

1

PSCI VIRTUALSUPPLIER CONFERENCE SEP-OCT 2020

Article 39 Legal Liability (and Fines)

Article 39 If units that produce, process, use, and import new chemical substances
commit the following illegal acts, the department of ecology and environment at or
above the district level will order the units to make corrections within a time limit,
and make public announcement of their violation, record their misconduct and
Impose fines; if it is not corrected within the time specified, it shall be ordered to
suspend production for rectification; if the circumstances are serious, it shall be
reported to the people's government for approval to stop their production and shut
down the unit, and carry out joint punishment for their misconduct according to
laws and regulations.

1. Violating the provisions of Article 26, failing to obtain a new chemical
substance environmental management registration certificate, illegally
producing, processing, or importing new chemical substances;

2. Violating Article 29, failing to re-register new chemical substances as required,
illegally producing, processing or importing new chemical substances

3. Inviolation of Articles 20 and 33, chemical substances were used for new
purposes without registration.

Any unit committing one of the acts mentioned above shall be fined from 500,000
yuan to 1 million yuan (CNY); if it has caused serious consequences, a fine from 1

million yuan to 2 million yuan shall be imposed. W @PSCinitiative 146



,'E'\é% Summary

(%) EEERER. BICRENMPHEXR, BicERIFEESHEHT 7 £mE1T.

(15R) XJ (InE) BRFFHT T, P 7SO, SfREIceR. BIcRE, BiciEl. SIcHisHH
2K, REMEIMETFREMEEEEIC. EMEic. BcuEE. fiESEEURECRRFEES O EW
“Ho

REAIEE: RIMERAFIE AL ERBEFENNS.

AVRIEARSRE: BNREEIRIERSE, BUETERRE.

The Measures have been comprehensively revised in terms of key points of management and control, registration type and
data/material requirements, and follow-up management after registration.

The Guidelines detail the relevant provisions of the Measures and clarify the implementing rules, including the scope of
registration, type of registration, registration procedures, requirements for registration application materials, special
provisions for polymers and registration of environmental management for new uses, re-registration, change of registration
certificate, withdrawal and revocation, and follow-up management after registration.

Choice of agent: The overseas applicant and the agent shall bear joint responsibilities and obligations.

Responsibility of enterprises: more highlight on the responsibility of enterprises and the government will strengthen in-event
and afterwards supervision.
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SN
%l}( Recommendations

(i

;.\ t?(iﬂé%lﬂfzo% F 10 B 15 HRIBEFTERALE. HE. INIERSEHONUCEMRE BTN (BR) | BREKXEKRBIBE
X

= Nominate any chemical substances manufactured or imported (not in IESCS yet) prior to Oct. 15, 2003 to MEE SCC with
supporting documents so they can be supplemented to IECSC

2. FRBEEREFNFNIAD (f8r) & (BR) NEH, R TRERNHEFYIRINEEER

= Track regulatory changes, updated guidance and the inventory (IECSC) update, and understand regulatory requirements for
chemical substances management

4. WM YIREERE, SNEERIEEYR (FHEl~m) #HTaREE

= Establish an internal chemical inventory/database and review their regulatory compliance status

5. E?W;aﬁiuéﬁ%ﬂ’ﬂéﬂ, X SEIRERA SR EESNERT, FRRESINFUENRZR, SHAGNE, B TES R
B2 (RINIER)

= 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 (and
processing and use), especially for any new chemical substances introduced

6. TR ERRE X SBIEEMNERICR/RE. EREENEELT. BHURE. E4B305ZRIHFRSE.

= Fulfill required obligations after obtaining the registration certificate including activities record/report, information
communicating to the downstream users, record retention, and annual report by April 30 if applicable.

PSCI VIRTUALSUPPLIER CONFERENCE SEP-OCT 2020 ¥ @PSClnitiative 148



PSCI VIRTUALSUPPLIER CONFERENCE SEP-OCT 2020 ¥ @PSClnitiative 149



3=

BREAK 2

RERIEZ10588, SWAETF 11:50 HEEHT

Conference resumes at 11:50. Please come back in 10 minutes

PSCI Y @PSClnitiative



PHARMACEUTICAL
SUPPLY CHAIN
INITIATIVE

Building responsible supply chains
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Kelley Jiang (GIF%)

Novartis, Head HSE Supplier Assurance & Risk China Region —CN,JP,KR,SEA
= 10 + years in EHS, 8 years on site, 2 years in supply chain

= Major in Biomedical Engineering; MSc. Of SHE Technology, NUS

= Singapore registered Workplace Safety and Health Officer

HEIARERAL: 1 HSE NN EIE - P E, HE, RElE
10FRFEHSEME R, 8FET], 25FHMNHE.
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Overview of Management Systems & IR{RZ A ERELE =
Maturity Model p A E=EY . i
Details of Maturity Model B ZEREIFIA A T o . T .
Areas of Concern from PSCl Assessments — Management Systems ° o ., , *e, . e
PSCIER - BIARE S TNE o ol0 O R
Common Gaps from PSCI Assessments — Management Systems , o S .., ,::-
PSCIERIZ-ETRAR A EHIE AT LTIt
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= Q1 - Commitment and Accountability & S1E;

» Q2 - Q4 - Legal and Customer Requirements jAZ{EFIZE K
= Q5 —Q8 Risk Management X|[[@&IE;
= Q9 — Documentation M4 EIE;
= Q10 - Training and Competency 1%l

e

= Q11 - Continual Improvement 52240 .
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BFR, KPIs
= o (Starting Programs): EARIANIRFIEIRAYIE
= & F& (Developing Programs): RRERRIEEARNEY, [FHRS L] BAEiR
= J97 (Implementing Programs): fBXAE2IZ, KEARBIERESAAHH
= NS (Leading programs): BEVEREESHMRE, SEAARBAWSESS
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= Bridget Ferrari, Takeda
= Marisol Clark, Abbvie
= Sulaiman Hamidi, Allergan
Roberta Haski, Elanco
Carlos Herrero, Centrient Pharmaceuticals
= Bob Holman, Merck
Cheryl O’Hara, GSK
" Doug Yunaska, Merck

MANAGEMENT SYSTEMS

MATURITY MODEL

PHARMACEUTICAL
SUPPLY CHAIN
INITIATIVE

Bullding 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.

STARTING

DEVELOFING

LEADING

Commitment &

*ritzen Manag i
regarting IHS, Labor/Human Rights
anc Cihics refated proceses

*EHS, Lebar/Human Rights and
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far Management Tezm Mastngs

*Proactive leaders effectively make 2
diference, demanstrats commitment
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parts of operations/business

Accountabilii
™+ Occagiansi fllow-up on EH5, Lasar/  *CHS. Lebor/Human Rights and Cthics  and morétared by Management Team
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through palie [S0Fs, KFls ar
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wd customer
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Management anc progr £ aformal
*Rizk aszez
= common framework ==
*Reactve i
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Training and *Training is ay I iriarity and
Competency  “Formal dis |
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TANAYS professansl
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5
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KPlIs/Metrics awarenesz on how to messure KPl and are reviewed pesiadically: further inGdents
progrezs toward achisving EFls only visibe to management *Culture of Cortinuats Imarovemant
goal=/targets *Oppartunities far improvement ars throughout organization with metrics
*Matrics/KFlz have minims ientfied and maraged highly visibleard transparent
manzgement sponsershiz *Empioyses empawerad to make
recommencstions and changes
Established *5imple CHS, Cthics and Labory’ to H ¥
[ — Hurnan Righes scandards and of generaly recognized 3d pary processes supparing SAQ.concepts
processes are in place certification systems *Cantinual Imarovemant is encouraged st all
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i i concepts ta are
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Starting Program Developing Program Implementing Program Leading Program

Commitment & 1. Written management 1. EHS, Labor/Human Rights 1. Specific senior managers are 1. Proactive leaders effectively make
Accountability commitment regarding and Ethics are standard responsible and held accountable for a difference, demonstrate
EHS, Labor/Human agenda topics for implementing the commitments commitment and leadership on
Rights and Ethics management team EHS, Labor/Human Rights and

2. Senior managers are actively involved

: [ . . . Ethi i
2. Occasional follow-up on meetings in EHS, Labor/Human Rights and Ethics thics topics
EHS, Labor/Human 2. Commitment and topics 2. The management team monitors
i i i ility ar . ntin improvemen
Rights and Ethics topics accountability are 5 Al resenes ae el cesied i continuous improvement
at management team documented through . .
) ensure delivery of the commitments 3. Employees are empowered to
meetings SOPs or other mean

approach management with

4. EHS, Labor/Human Rights and Ethics i }
suggestions and questions

topics are handled in line with relevant
3" party certifications (1ISO 14001,
OHSAS 18000 or equivalent)

RETISE - KTEHS, BFI/AA o« EHS, BFI/AOEREM « (I;EANRUSREEARGE .« 0SERRED, EBERUAEE
EfEXTEPEE STERANEEESNAE BITRXAEHIERZIER FFRERTEEHS, 51/ AFIEEN
£ AFEERL - PREEARRRSERIEns, 51/ R REETIESS]
EEEEASIW ERIERS, - AIEMRELIRERIFRE ABFHEFEARRIN R > EERBAEFERRYSUATE]

T/ MUATE A B (sops) SREMEATNE . OETEMOSELBEETRE - SHRIASERELEVAINE
R/ TER F EWS. BT/ AR GRS

FEXE=INIE (15014001,

OHSAS1800 BRRIZEHTAE) (RIS —3K




Starting Program

Developing Program

Implementing Program

Leading Program

Legal & 1.
Customer
Requirements

Identify and comply
with minimum
regulations, standards
and relevant customer
requirements

EHS, Labor/Human Rights 1.

and Ethics are included in
Legal Register

Actively conduct due 2.

diligence to identify and
comply with regulation
and customer
requirements

Program to address noncompliance or

under performance, including customer

requirements

Ongoing consultations and reviews of
forthcoming legislation to identify
potential changes in regulations

Compliant culture among general
workforce, with strong KPI focus
on legal and customer
expectations on EHS,
Labor/Human Rights and Ethics
topics

Empowered culture that
proactively anticipates regulatory
changes

Beyond legal compliance culture

EEREFPHER

ARt ETIEM. R o

EMEREFRIRE
LMY

2.

EHS. 55 T/ ABANEREAE
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Starting Program

Developing Program

Implementing Program

Leading Program

Risk
Management

1. Limited risk assessment

process and program in
place

2. Risk assessments are

high level and not task
specific

3. Reactive risk

prioritization with
minimal consideration
for business continuity

1.

2.

All tasks are assessed,
including permit to work
used to control high risk
activities

Incidents are investigated
and analysed

Well defined process for risk
assessment and business continuity
in place, including scoring matrix

Adherence to risk management
plans and procedures

Everyone gets involved in risk
assessment, including workers

Proactive formal risk assessment
process; potential problems are
eliminated before they occur

Incident learnings shared with all
management and staff levels

Risk Management becomes
integral part of everyday
business, including a formal
change control program

Everyone consistently
demonstrates risk management
and awareness

Business routinely reviews risks
and business continuity and
implements improvements to
reduce risk scores

BHRARAIX G IR
gl
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Starting Program Developing Program Implementing Program Leading Program

Documentation 1. Minimal 1. Oversight of 1. Governance program in place to 1. Established governance system
records/data/documents documentation/procedure manage records/data/documents with set policies to define
available s limited and may not documentation requirements

_ _ _ Formal process to manage access . ,
include reviews by Subject . across the enterprise, making
control and data privacy

Matter Experts (SMEs) sure that all documentation
3. Documents, policies, procedures necessary to demonstrate

2. Limited governance to
review/revise/update
documents 2. Systems standalone and

. . and processes aligned across conformance with the PSCI
i not integrated/limited : : . . :
3.  Minimal control of e functional areas and result in one Principles and compliance with
availability for parts of . . . . . .
access to system for the entire enterprise applicable regulations is available

operations/business

records/data/documents P / _

2. Tools in place to manage
activities, roles and
responsibilities integrated with

business processes

BFRESHCR. HUEN . WXHBREFNEEER, « HET7ERTHUEECR. N « B 7T EEELERS, HPENX
B4k FEAERBHERNEET K S TENRENSGEHERER, ReE
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Starting Program Developing Program

Implementing Program

Leading Program

Training and 1. Training is minimal, ad-hoc 1. Training curriculum
Competency and reactive in place and regularly

T reviewed
2. Formal discipline is used to

enforce rules 2. Cross-organisation
training on different
areas and tasks set
to further develop
workers

3. Supervisory Control of day to
day tasks

Automated system for 1.
monitoring of training

compliance

Development of workers is a 2.

priority and investment is
made in learning

Competency in critical training
programs is assessed

Competency requirements are
established

Workers are highly skilled and
demonstrate a high level of training
awareness

Business encourages professional
development, membership of
professional groups and further
education
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Starting Program Developing Program Implementing Program Leading Program

Continual 1. Minimal continual 1. KPI/Metrics available 1. Improvement opportunities 1. Leading/predictive and Lagging
Improvement improvement efforts for some of the are identified and managed indicators are used to measure
5 Limited or reactive KPls in goals/targets and and lead to optimization of performance against goals/objects
place to measure progress _mZ?SLire lagging current practices 2. Culture of Continuous Improvement
toward achieving goals and indicators 2. Incidents are properly throughout organization with metrics
objectives 2. Management is investigated, and corrective highly visible and transparent
3 Limited aware of mf-ztrlcs/KPI action plans adopted (with 5 Erdlevess asevEr o ek
and are reviewed regular follow-up to ensure .
management/employee o . ) recommendations and changes
awareness on how to periodically; KPls implementation)
only visible to 4. Continual Improvement is encouraged
measure progress toward -
management at all levels of facility

achieving goals/targets
5. Workers are empowered to implement

4. Metrics/KPls have minimal . )
and continually improve processes

management sponsorship

BIRAYRHEBUA TN - BURTHEERLBEDRN o IRAIFIEESUHETS, FHEREET «  ERT/AITUFLEE SRR
SRR FIMEIIKPIs SR ST KPIsEkfElR, FEET SCREAYIUIL 2 BiRei
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Starting Program Developing Program Implementing Program Leading Program

Identification of 1. Limited identification of 1. Processes in place to allow 1. Culture of reporting concerns 1. Employees are empowered and
Concerns concerns and encourage workers to embedded throughout all proactively encouraged to identify
report concerns, illegal levels of the organisation concerns

activities or breaches of the
PSCI Principles without threat
of or actual reprisal and

2. Role restricted to
management 2. Incidents and serious near misses
are investigated, root causes and

action plans are identified and

tiicahion shared to embed a proactive
2. Concerns are investigated approach

and corrective action taken if

needed

IRBI B 1 BIRAYAEERE! - AENSRRT EREmM,. 3 . ELEREM T HIREEAI . SRR/ AT S e ARk
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Starting Program

Developing Program

Communication

1. Communication is ad hoc

and reactive;

communication takes

place on a need-to-know

basis

1. Communication regular; the
process is well defined and
documented

Implementing Program

1. Communication takes place
using plural established
audience appropriate
communication channels

Leading Program

1. Communications processes, plans

and channels are regularly reviewed
to ensure their effectiveness.
Workers, contractors and suppliers
are fully informed and demonstrate
good understanding of The PSCI
Principles and other relevant
content

1.
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R EENZSSAXPSCIRF
Thank you for working with the PSCI

* B THERESSREN, FBEPSCIEHNERENER

= To help the PSCI capability building work better for you, please
scan the QR code to provide your feedback.
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CONTACT

.

pscinitiative.org

“ in

info@pscinitiative.org Annabel Buchan: PSCI

+44 (0) 7794 557524

For more information about the PSCI please contact:

PSCI Secretariat
Carnstone Partners Ltd
Durham House
Durham House Street
London

WC2N 6HG

info@pscinitiative.org

+44 7794 557524

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

We Chat
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