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Safety, PSM & Industrial Hygiene

Disclaimer: Compliance with local requirements is the responsibility of companies and their local business areas.

The information in these presentations is not intended to supersede, take the place of, or conflict with, local government
requirements.
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ANTI-TRUST STATEMENT

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

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

Itis the sole purpose of this meeting to provide a forum for expression of various points of
view on topics described in the agenda and participants should adhere to that agenda. Under
ne 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:

vi.

Vil

viil,

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

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):

Codes of ethics administered in a way that could inhibit or restrict competition;
Group boycotts;

Validity of patents;

On-going litigation;

Specific R&D, sales or marketing activities or plans, or confidential preduct, product
development, production or testing strategies or other proprietary knowledge or information.
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¥ _ 055, Q56

55 | Does the facility have a safe work Hot Work ZIKAENl  Yes B No & NAZ:EEH Yes No
permit system for the following? Confined Space Work EBEEI‘EUVEJ.L Yes xE No &5 NARNEFR Comments
ZT E88%8—FE=H AT I/E Energy Isolation or Lock Out/Tag Out BERFEEaELF)/FRR: Yes
=Pl IFrTHIE? = No & NARER
Line Breaking FF&{EN: Yes E No & NAARNER
Work at Height ZE=AEll: Yes B No & NA FNEH
Other HE: Yes 2 No & NAAEH
Please describe 1515¢H8:
56 | Has the facility developed and Installation of lockable disconnects interlocks, and emergency stop | Yes No
implemented an Electrical Safety devices? Za= 7 o] BiERIRTIRESERIILAN 2= =T Comments

Program that includes:

Z1] REHIEHFLETESZE
ithl, 8

Yes @ No &5
Labeling of switches, outlets, breakers, panels, and disconnects?

FRC T HR. FEEE. WESES. EIRFORMERS? Yes & No &y

Designating keep clear areas around electrical equipment for safe
work practlces? 7_ ESEEERATETIEARNETREX
7> Yes 2 No &

Electrical cabinets are locked? EBS *E{%}—ﬁj\lzﬂ? Yes B No &

Arc Flash Analysis? SIS HT? Yes 2 No &
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PSCIBRiHIalE — Q79

79 | Does the facility Yes 2 No & NA ANEH Yes No
perform risk Comments
assessment related to

_ Hazardous area classification (zones according EU-ATEX and Classes according to US-NFPA) including
the explosion of

q ole [auid documentation (drawing) and is the equipment appropriate for respective zoning? fBEXigklo (IR
aMManie 1%, | JRERBEEU-ATEXD RAN/EUEEUS NFPADR) |, EREXHHESR (B) |, FHRIRSSRIIRHEN

vapors, powders, and HISX? Yes 2 No &
gases in processing

operations (including

storage, transfer and Installation of special electrical equipment for flammable vapors, gases, combustible dusts, and wet
charging)? areas? i JIEATSM (B7) FR. 5. ZHMHBEFIEERNZIRESIZE? Yes & No &
ZI1] 2ENEITLZ

£ (BT, Periodic testing of grounding and bonding circuits, lightning arresters, and electrical distribution

BT WREY | oquipment? EERIRIEAESEAEEE  BERLURERIRE? Yes £ No &
DEERIR, 25, W

zIN /= EI, \u%\
EE@@E%@ * Grounding/bonding systems EEHH/ESIZR S Yes & No &y

Does it include the Anti-static treated working surfaces ¥FREBAMEITAIIR/ERME Yes  No &
following steps?
=8 UTEER?
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Incident |ncident Hazard
Energe From | Energe Tao Rizk
[cal/cmz] [zcalcmd] | Category
0.0 I 1.2 0
1.2 4.0 1
4.0 2.0 2
2.0 28.0 3
25.0 40.0 4

Clathing Description

Untreated Cotton
FR Shirt & Pants

Cotton Undensear
+

FR Shirt & Pants

Cotton Undensear +
FR Shirt & Pant +
FR Cowerall

Cotton Undensear +
FR Shirt & Fant +
kvt Layer
Flazh Suit

Required
Mirirnunn Luac
R ating of PPE

[zal/cmz)

Maotes

M AA,

25

40
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Hazard Risk
Category 0

Category 1

e U

Hazard Risk HazardRisk  Hazard Risk  Hazard Risk
Category 3 Category 4

WARNING

Arc Flash and Shock Hazard
Appropriate PPE Required

24 inch Flash Hazard Boundary
3 cal/cm? Flash Hazard at 18 inches

480 VAC Shock Hazard when Cover is removed
42 inch Limited Approach
12 inch Restricted Approach - 500 V Class 00 Gloves

1 inch Prohibited Approach - 500 V Class 00 Gloves
Date: 6/28/2001

Bldg. ECR #1 Equipment Name: Slurry Pump Starter

Category 2

fwﬁmne LE

FRABHPPE
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Inspection of Insulating
Equipment Before Use

Inspect insulating equipment for damage before each
use and immediately following any incident. Insulating
gloves shall be given an air test, along with the

inspection.
1. Hold the

[hul
Glove with 5
thumbs and e ?:"T
fore fingers |
as illustrated. "hﬂ-’l

2. Trap the air I!:a .
by sgueezing i) "'-\
the gauntiet L ,_';,
with one =
hand. Use | e
the other —

hand to squeeze the
palm, fingers and

thumb in locoking for
weaknesses and defects

glove aroun o _ I 2
quickly to fill _—_"

=

with air. &
e

. Hold the i
J \

glove to the -
face to detect % l

air leakage or L f_:”?d
L

hold it fo the
ear and listen
for escaping air.
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HAZETENRE - BT LI BET8S

BAZREHME - P TIE YLAEFT76%5

= GB 5226. 1-2008 AL %2 MK &

= HG/T 30018-2013 fb TS &4 TAERFE

= JGJ 46-2005 Jiti T3 7llm ey H 22 2 HoR G

= GB 30871-2014 fb&= 5 A = s A KR AR b 22 4 JE Ve

= EE U IIAERTHRBESKREGIEHE A B A o R A 3R 18 A
= Electrical Safety Rules — NFPA 70E

= OSHA 1910 Subpart S, Electrical, - 1910. 303, General requirements, 1910. 307,
Hazardous (classified) locations, 1910.332, Training, 1910.333, Selection and use of
work practices::-..

= Electrical safety hazards;
https://www. lanl. gov/safety/electrical/docs/arc flash safety. pdf
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L EE/NARR

= Daniel Rehm (Elanco) Leader

= Kumarkrishna Bhattacharjee (Novartis)
= Da Ming Bai (Elanco)

= Vijay Bendi (J&J)

= Germano D Arasmo (Gilead)

= Giovanni Desanti (FIS)

= Simon Hodgson (Carnstone)

= Mark Hoyle (AstraZeneca)

= Andreas Ludwig (Boehringer Ingelheim)
= Denis Prat (Sanofi)

= Pierre Reuse (Lonza)

= Wenquan Yuan (Pfizer)
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IH Maturity Model

Starting Developing

Level
Implementing

Aspect

Management System

Chemical Substance Management

General hygiene practices implemented related to smoking, drinking, and eating at Designated IH person started training and IH qualification to fully manage the industrial hygiene

the workplace, as well as, washing hands, changing work clothes. programs. IH programs administration and/or implementation is supported by competent external
consultant.

Site Management and supporting functions (project & process engineers) received The organization has developed and implemented an action plan to ensure compliance with the

an overview training on Industrial Hygiene and the impact they can have. requirements of the local legislation.

A person has been designated to manage the industrial hygiene program. The arganization has developed an averview and understanding of the detailed reguirements of the
local relevant IH legislation & medical surveillance.

The organization has conducted an assessment to understand compliance with

(Bl

Employees receive new training during the introduction of a new product or new pharmaceutical
ingredient (API). Training includes: hazard information, occupational exposure limit(s), designated PPE,
and engineering controls to be used.

Employees are trained in Chemical Hazard Classification, Labeling, and Packaging
(CLP) or Hazard Communication. Training must include: chemical and physical
hazard classification, GHS pictograms and how to interpret them, what is a SDS
and its content, chemical labeling-including containers and piping and labeling
requirements within the workplace to be followed and supported by all employees,
and how to react in case of chemical exposure. Training must focus in potent or
high risk substances in used in the workplace, such as: active pharmaceutical
ingredients, carcinogens, reproductive toxins, mutagens.

Safety Data Sheets are available for chemicals and mixtures in use and stored. SD3s are available on
request 24 hrs a day.

Each chemical and mixture container (tank, drums, pail, bag, bottle, etc) has a label that identifies its
contents (name of the substance) and lists specific health & safety information (at least by the use of
GHS pictograms).

Designated IH person is fully gualified to
supported by competent external consuli

IH Procedures in place

Business process has a business managen

There's a process in place to self assess th
Basis industrial hygiene metrics are in plag

A formal procedure (process) must be in
hazards before introduction on site. Evi
banned, explosive, and/or substances wit

An inventory of chemicals and mixtures is

All chemicals at the site are properly storg
classification: flammables and combustibl
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2R VIR BMEE/iREiEM
T2 Safebridge https://www.safebridge.com/training/1
59452/evaluating-the-hazards-of-
pharmaceuticals-quantitative-product-
‘ safety-assessments-(pdes,-ades,-hbels)
*E * iiﬁ‘% TAPAER Safebridge https://www.safebridge.com/training/1

59466/industrial-hygiene-

*ﬂ ;EF fundamentals-series
E 5 TEME1 L (OEBs & OHCs) Safebridge https://www.safebridge.com/training/1

59454/evaluating-the-hazards-of-
pharmaceuticals-qualitative-
occupational-assessments-(oebs--

ohcs)
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Star Manufacturing Dispensing Manufacturing operator

pEES Rk
Wy, WE ENEE | TERE

= [F g oaeme g BFR g BEER g miEs
Drug Substance xxx Reproductive, Liver effects 1ug/m3TWAS hrs Daily 2 hrs 5 kg Manual addition QOpen-no controls

= JEFERE

MBI (AIHART)

[ H s

g
d

3 4 Very High Unacceptable Low

= PPE#ERY, By Wi A
H I 2K

PPEiA! | REMPER  EmE

Personal Protective Equipment = Fit Tesﬂ Medical Panel - Training

CLP/GHS (HazCom), PPE,
PAPR Respirator with HEPA filter Respirator program Respirator
Full Face Respirator with organic CLP/GHS (HazCom), PPE,
filters x Respirator program Respirator, Fit Test
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Qualitative Exposure Ratings

Category Exposure Comparison
0 Negligible No contact with agent
1 Low Infrequent contact with agent at low concentration/dose
2 Moderate Frequent contact w i‘rhl agent at 10“-. concentra tic-11_ dose OR
Infrequent contact with agent at high concentration/dose
3 High Frequent contact with agent at high concentration/dose
4 WVery High Frequent contact with agent at very high concentration/dose

Qualitative Health Effects Ratings

Category

Healith Effect

0

No known or anticipated adverse health effects

Minor reversible health effects (e.g.. slight irritant. headache. or nausea)

I

Suspect allergen. irritant. substances without chronic effects. reversible adverse
effects of moderate severity

Toxic (LD 50 — 500 mg/'kg). corrosive. known allergen or severe allergen.
substances with acute or chronic effects at low concentrations (i.e.. highly
potent). substances with chronic toxicity (e.g.. carcinogen. mutagen. or
reproductive effects)

Highly toxic (LD 50 < 50 mg/'kg). life-threatening or disabling/severe injury.
illness or incapacitation as a result of acute exposure (e.g.. phosgene. or
bromine)

PSCI VIRTUAL SUPPLIER CONFERENCE SEP-OCT 2020

YW @PSClnitiative

98



X1 g TR

Health Risk Rating Matrix

4 Low MAModerate High Very High Very High
Moderate to High to very - .
3 Low Moderate High gHigh . Very High
Health 2 Low Low to Moderate to Moderate to High
Rating Moderate High High
1 Negligible Low Moderate Moderate Moderate
0 Negligible Negligible Low Low Low
0 1 2 3 4
Qualitative Exposure Assessment Conclusions
Exposure Conclusion Risk Ranking Definition

Acceptable Negligible, Low, Low-

Moderate

The exposures are acceptable now.
However, some follow-up action may be
warranted.

TUnknown/Insufficient | Low-Moderate,
Moderate, Moderate-

High

The exposure hazard/risk cannot be
completely defined due to lack of data
(unknown), or for tasks in which some
additional corrective actions is warranted
(insufficient).

Unacceptable High., Very High The exposures are too high and / or
conditions are unacceptable. Corrective

action is necessary.
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https://tsi.com/solutions/solutions-by-application/quantitative-respirator-fit-testing/
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= To help the PSCI capability building work better for you, please
scan the QR code to provide your feedback.
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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:

PSCI 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

carnstone

+44,(0) 7794 557524

L 4

@PSClnitiative

WeChat

HI SRR LAPSCI

PSCI VIRTUAL SUPPLIER CONFERENCE SEP-OCT 2020

YW @PSClnitiative

134


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

