PHARMACEUTICAL
SUPPLY CHAIN
INITIATIVE

Building responsible supply chains
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Kelley Jiang (GI7X)

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
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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
P I SUPPLY CHAIN
INITIATIVE

Bullding responsible supply chains

Thiz maturity model has been developed: (1) as a tool to help you assess the cumment state of your organization’s Management Systems
relative to PSCI's Supplier Audit Questionnaire and (2) to understand what PSCI Member Companies look for in their suppliars.
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DEVELOPING

LEADING

*Written
regarding EHS, Laboy/Human, Rightz

*LHS, LesorHuman Rights and
Ethic: == standard gencs togicz

*Proactive leaders effectively make &
differance, demanztrate cammitmant

Commitment & ! i -
A ntmbility  °° L reed procees for Management Team Mestings *Cantinuous Improvemen cyle in place
*Occasional follow-up on [HS, Lsbor/  #[HS, Lebor/Human Rights end Cthics  and monitored by Management Team
Humar Rights and Cthics togicz ot togics nandled in line with relevant  sEmployess smpowersc ta sparoach
Maragement Team (MT) Meedngs  cermifications (150 or squiclent] managament with sugzestions, questions
througn {S0Fs, KBlz or
508 or other means messurements for processes)
Legal & *ldentify and comply with = 2nd har S —— | warkforce,
Camtomer minimum regulstions, standards # program to ¢ with strang Iagal ard custamer
Requirements  "MirHie— : e e e U - pnd Pehice

Risk
Management

Training and
Competency

thvely

Now aligned with the 7

ang prage
*Risk asses:

. four-tier PSCI

v customer

tegral part
gzimmal

=== common framework =~

minimal o

*Formal dis

= and business

e DO BH - SPSCi@ ——

T AMmERREE

revize/update documents
*Minimal control of sccessto
records/deta/dacuments

may not induce reviews by Susject
Matter Experts (SMEs)

*Dyztams standelans snd net
irtegrated Fmited awilzsility -
parts of ppermations/business

Continuous *limited ar IJ E jjn — & indicators
Improvement  MEE s > ~ s mgsint
a'nd"‘" “ zanlzanc
- slimitsd me _ B B B oprevert
KPls/Metrics awaranesz an how ts mezsure 15l ang are reviewsd peradiclly: fumnaringdents
pragress toward achieving KPls only visible to management *Culture of Comtinuous Imorovemant
goals/targets *0poorturities for improvement are throughout orsanization with metrics
*Matrics/KFlz have minims icentiiec and marss highly visible and transparent
management sponsorshis *Imployess ampowered to make
recammencstions and changes
Established *Simple CHS, Pthics and Labor/ ign to requ ¥
Processes Human Rights standards and of generaly recogrised 3d paty processes supparting SAC concepts
processes are in place certification systems *Cartinual Imarovemant is encouragad st all
“*Varinbl i of g wwareness of levels of fackity
ing SAD concepts to are
12 A0 cancese *Continual pportunities improve proceszes i
*Continual Improvement eforts lead to aptimization of current SAQ, concepts
are: mirimal practoes
Systems, *Ninimal ments program in pace ta *The orgarizston nas esmilisned & governance
Tools and availasle to suppart pragmm manage records/dete/documents. system with set policies to define documenta-
Documentation *Lmited gavemence to revisw/ *Ouemight of procecures imitsd ang 9N T2guiTEments acroos the entrarize

*Toslz in zlzcs to manzge activities, roles
and respansitilities integrated with
busimas: processas

*Formal process to manege acoess control
and cata privacy

PSCI VIRTUAL SUPPLIER CONFERENCE SEP-OCT 2020

Y @PSClnitiative




EERRRBAEREMER

- BEARMFAEREER:
1. fER—IE - BRI SPsCIt R A E IS AN M A E REIE
2. THRPSCIFLSRASI B B ROHBS

 ESMEPSCA AN A AERZAAEEL - DIBESNARNOHTH -

pall

PSCI VIRTUAL SUPPLIER CONFERENCE SEP-OCT 2020 ¥ @PSClnitiative 1"



Starting Program

Developing Program

Implementing Program

Leading Program

Commitment & 1.

Accountability

Written management 1.
commitment regarding

EHS, Labor/Human

Rights and Ethics

Occasional follow-up on
EHS, Labor/Human 2.
Rights and Ethics topics

at management team
meetings

EHS, Labor/Human Rights
and Ethics are standard
agenda topics for
management team
meetings

Commitment and
accountability are
documented through
SOPs or other mean

Specific senior managers are
responsible and held accountable for
implementing the commitments

Senior managers are actively involved

in EHS, Labor/Human Rights and Ethics

topics

Appropriate resources are allocated to

ensure delivery of the commitments

EHS, Labor/Human Rights and Ethics

topics are handled in line with relevant

3" party certifications (1SO 14001,
OHSAS 18000 or equivalent)

Proactive leaders effectively make
a difference, demonstrate
commitment and leadership on
EHS, Labor/Human Rights and
Ethics topics

The management team monitors
continuous improvement

Employees are empowered to
approach management with
suggestions and questions
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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

1.

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
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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.

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
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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
.. not integrated/limited . . . . .
3.  Minimal control of T 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
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Starting Program

Developing Program

Training and
Competency

1.

Training is minimal, ad-hoc
and reactive

Formal discipline is used to
enforce rules

Supervisory Control of day to
day tasks

1. Training curriculum
in place and regularly
reviewed

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

Implementing Program Leading Program
Automated system for 1. Workers are highly skilled and
monitoring of training demonstrate a high level of training
compliance awareness
Development of workers is a 2. Business encourages professional
priority and investment is development, membership of
made in learning professional groups and further
education

Competency in critical training
programs is assessed

Competency requirements are
established
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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 KPIs in goals/targets and and lead to optimization of performance against goals/objects
' m re laggin rrent practi .
place to measure progress ) Z_asi € 1agging current practices 2. Culture of Continuous Improvement
. n r : . . .
toward achieving goals and indicators 2. Incidents are properly throughout organization with metrics
objectives 2. Management is investigated, and corrective highly visible and transparent
. f metrics/KPI ion plan ith
3. Limited aware o ’_Et e SIEHEn PG SEEEIEE (1 3. Employees empowered to make
and are reviewed regular follow-up to ensure .
management/employee o ) ) recommendations and changes
awareness on how to periodically; KPIs implementation)
Measure brogress toward only visible to 4. Continual Improvement is encouraged
Prog management at all levels of facility

achieving goals/targets
5. Workers are empowered to implement

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

management sponsorship
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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 ncern
5 Role restricted to ep.o.t.co cerns, illega evels of the organisatio concerns
activities or breaches of the : : .
management 2. Incidents and serious near misses

PSCI Principles without threat

) are investigated, root causes and
of or actual reprisal and

action plans are identified and

e tion shared to embed a proactive
2. Concerns are investigated approach

and corrective action taken if

needed

pabll I 1 ARMEEIR 5 o RFAMSMALI RO - 3F . EARRNEBIALTEROTRIUE o« FERIUT/AITUNAEEEERRE
. NIRTEERE REMSIERPSCIRNINER - = BIr5 U
WRATAZRULZE L - BYARBRFESUHRIE - BiETR
KRR EFBINMTA EEERINEZERN

XOEATEE - AEFEN - RTAPURHBNAES
REAMIEETE C BEMEI SR TR S
R BT H AT A E




Starting Program Developing Program Implementing Program Leading Program

Communication 1. Communication is ad hoc 1. Communication regular; the 1. Communication takes place 1. Communications processes, plans
and reactive; process is well defined and using plural established and channels are regularly reviewed
communication takes documented audience appropriate to ensure their effectiveness.
place on a need-to-know communication channels Workers, contractors and suppliers
basis are fully informed and demonstrate

good understanding of The PSCI
Principles and other relevant
content
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CONTACT

[} > “ in

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

For more information about the PSCI please contact:

PSCl Secretariat
Carnstone Partners Ltd

Durham House About the Secretariat

Durham House Street Carnstone Partners Ltd is an independent management consultancy,
London specialising in corporate responsibility and sustainability, with a long
WC2N 6HG track record in running industry groups.

info@pscinitiative.org

+44(0) 7794557524

carnstone

L

@PSClnitiative

WeChat

i 25 (3 R §E4H 4R pscl

PSCI Test title

Y @PSClnitiative

23


mailto:info@pscinitiative.org
https://pscinitiative.org/home
mailto:info@pscinitiative.org
https://www.linkedin.com/company/pharmaceutical-supply-chain-initiative-psci-/
https://twitter.com/pscinitiative?lang=en

