Pharmaceutical Supply Chain Initiative (PSCI)
Self Assessment Questionnaire
for Pharmaceutical Industry Suppliers
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GUIDANCE FOR COMPLETION SERI58 s

Companies are asked to complete all questions that apply. If a question does not apply please mark it NA (Not
Applicable). We would expect the following types of suppliers to complete all questions: API, Dosage
Formulation, Chemicals, Intermediate Chemical manufactures

7 8 SR S P A BRI BASIE B, TN NA. BRI AT SR DT A A I 7 S 4 2 10 5 46
FEHERRSY, 25 AR 505, A3 5 e A = = g
FACILITY DETAILS N i¥gifE A

Company Name:

AT B

Parent Company Name
(if applicable)

B AT AR (S H)
Street Address: Hik

State/Province/

City: 3 County: B/4
Postal/Zip Code: 4% Country: Hx
CONTACT INFORMATION FOR PERSON(S) COMPLETING THE QUESTIONNAIRE
SRR ERRNE B
Name:#:44 Title: RS
Phone Number: Bi% Egnfg%gfdress:

Date Completed:
sER A

Facility Background Information N5 558
e  API (Drug substance and intermediates) #3514 (245 5 A b )44 )

e  Drug product ****checkboxes Zj4Jk i
Please indicate which of the following +  Primary Packaging #1124
best describes this facility (check all *  Secondary Packaging, —# (i)t
that apply): *  Distribution, /22 .
WREU THATAEESRA ML | | Boosce manfactre BRI
P A ) « R&D Wk

Service provider $ftHR%
Other (describe) & (i)

Describe type of work currently being,
or proposed to be, performed at this
facility:

Ui B3 NP ERAE A FF IR BR R TR TAERAY
Please describe your EHS resources
(number of staff or time spent on EHS):
LB A EHS BER(AF EHS TAERA
AR B )
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Total Employee Population (including
temporary/contract employees):

Ak & TRB(EREENASRERT)

Total Full-Time
Employees:

24l R B E

Total Part-Time Employees:

IR R TR

Total Temporary/
Contract staff:

I B BR A R R TR 3

Total Site Area: 3% B IR

Manufacturing Area:

A= IR EIAR

Indicate if the siteis in a rural,
industrial, residential or mixed
commercial setting

VLA NEAL F RV, Tk, FRBARES
[ENIA=%:
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Does your facility have formal ethics policies or Codes of
Conduct that govern company and employee business
practices? If yes, what does it cover? (e.g. business
integrity & fair competition, anti-corruption, investigation of
employee concerns, privacy). If the policy is available on
your web site, please provide a link, or attach a copy to
this questionnaire.

ARV A AT 1 P AR VG 7 B AT Ay o4 DU R A B W A
TNV SFAT ARTE? A0 RAT, EL AR EE 22 (1 bS5 IR
WS, AFFESr, BRI, A 5L OGO R, i LA W
PO L ERAE A ) 3G, TP AL R R, SR R A

What issues have you had regarding ethics in the past 3
years? i 2 = AEHIIA) A AR S ARG 7 TR A4 o)

How do you encourage employees to report concerns
without fear of reprisal? Please explain.

A AT i D3 AR AR O i) AL O AR B2 i AfRE

What tools or processes have you implemented to prevent
corruption? Mk st 4 T2 BCR AR K s

What tools or processes have you implemented to support
fair competition?
AV SERAT A T H B AER SCRE A 3842

How do you ensure confidentiality and privacy of
information concerning companies, individuals and
intellectual property?

AV CRAIE 23 W, AN NFIETR P AU S5 R R TR 3 1 2

Under what circumstances or with what limits are
employees allowed to receive gifts or favors from external
companies with whom your company does business? If
policy is available on your web site, please provide a link;
alternatively, attach a copy of the policy.

G THEAT PSS, FEMRAR SO0 T RERSHE 32 oKk B AN ]
AL it B 5 Y AT T PR 2 2 SR SE BOSR A Al R 3L,
TH PRI, BRI B AT

Does your facility work with animals as a part of your
business?

If yes, what industry standards do you follow to assure
animals are treated respectfully/humanely and to reduce
the number of animal tests?

ANVIE S R A I Zh 2 g, AR AT A FRHER R A
SRR IR B YA ?
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Does your facility have a policy (or statement of
commitment) regarding labor practices? If so, what does it
cover? (e.g. freely chosen employment, child labor, non-
discrimination, recruiting and termination, wages, benefits,
working hours, overtime, and vacation). If policy is

g | available on your web site, please provide a link, or attach
the policy statement to this questionnaire

AP AT A 5T 57 T BUR (SR AH I SC55 A ) ? iy, 2
AR B RGO T, BT, AR L, &L,
L, AR, AR, InEEARAR)? G R S BUR AR A )
Rk b, AR E, SR A A

Do you keep any original documents belonging to
employees (e.g., passports or birth certificates) during the
10 | term of employment? If yes, which documents and why?

A b 77 7E Ji F IR DR A B3 AR DU S A (e B, S 0k
AR UE)? W, DRAFMREESCAT? At A2

How do you prevent the use of child labor? What is the
11 | age of the youngest worker on site?

AR e s G A B 2 SRR R AR L 2072

Do you ensure that workers under age 18 are not involved
in hazardous or overly hard work?

ANV PRAEAFE 1 18 2 LR ¥ LA A A B el FE A4 g 57
)?

Please describe any labor issues in the past 3 years, such
13 | as strikes, protests or work stoppages.

VIR I 25 AR R AR R 57 T, AR, Prilelisy TA %)
How do you ensure that there is no discrimination or
harassment in the workplace? For example, how does
your facility prevent harassment, coercion, threatening
behavior, physical abuse, sexual abuse, or verbal abuse
toward workers? How are employees trained on this?
AP AAT CRAUE £ A D0 AT SO AT B 2 451 4t e 93
Bids TR BE, vk, JMEAT A, A, P R A B 1 Sk g 52
BREXS R I T A SRR Y2

How do you ensure fair working conditions for temporary
15 | workers and contractors?

A M A AT CRAE XS i I A D3R5 ) TSR ECA T (0 AR 22

Is overtime voluntary? How is overtime recorded and
16 | compensated?
INPEE A2 RS2 PRI ) W] i s R 2 2

How do you ensure that all wages are at or above the
legal minimum? Please indicate the lowest wage paid at
17 | the facility and the legal minimum.

ARV RAE BT A T B AR VR AR AR A ARAE R A2 35 Ui 1]
A A T R R I L bR

To what extent do you provide housing and/or living
expenses as partial or complete payment of wages for any
employees?

ARV 770 53 T AE s sl AR G S A 70 4 F L B A 2

12

14

18
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19

Do workers have the right to join or not join labor unions,
workers’ councils, or other collective bargaining
organizations? If no, please explain.

RTRRB ARSI AZ I T2 8 e TAHR? R
AN, VR

20

How does the facility ensure the provision of safe and
potable drinking water and hygienic facilities to its
employees?

A ] GRALE B S AN K 22 4 B 55 AR N B

21

Do you disclose the terms and conditions of employment
and termination to a new employee prior to hiring and in a
language workers understand?

BT O A e FH A s ok B 4R A 11 & R e il 1t
TiEfE?
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Do you have an environmental policy? If yes, please
22 | attach or provide a link to it on your web site.

ANV A IELTTEE? WA, TSP A a0 B

Does the facility have written environmental procedures or
23 programs? If yes, provide a list of titles.

AV AT AT S P PR O Wiy, ISR H R
=R
Describe any formal environmental objectives or goals for

24 | performance improvement, including metrics and targets.
TR PR SRSt H bR ? G484 BEAR BRI 4R FR 2

Describe any improvements in environmental performance
25 | achieved in the last three years.

PRI 25 = AR IR G4 ) itk
Indicate the top 3 environmental risks for your facility (e.g. | 1
contamination of drinking water sources, chemical release
to sensitive receptors). Ui Bl 3 ANd i M ER SR S (1 | 3
KU G, A 27 it ks 2 AR X 15K)
List environmental permits or
authorizations the facility has.
Please indicate the permit
type, the name of the permit,
and the expiry date

ANV IREE VAT UE BV AT T
B UE B VERTIE SR A, 44 BRA
KA Y]

Describe any environmental incidents, non compliance
events, spills, notices of violation, fines or other

28 | environmental events at your facility in the last three
years. Ui BN 2 = AEIREE S, JE R, i, oo
S, D E IR A

List the five hazardous chemicals stored in the greatest
guantity. Please indicate the method of storage (e.g.,

29 | drums, above ground tanks) and spill containment system.
HUH 5 Pt B f e S B Ak 2 .V U WA 7V (A A,
A ) M 4 vk

Is any waste treatment or disposal conducted on site? If
30 | yes, please describe.

AV B R A REAT SR BRI AL BE? WS, T PEAN A,

Describe how waste that is sent offsite is treated and
disposed, how offsite waste treatment and disposal
facilities and service providers are selected and managed,
and what records/documentation of waste disposal is

31 | maintained. Please give specific details on landfilling of
waste.

FIR PR AT is B | ANHEAT A 2 AL BT 07 ARk FEAL
PR IFREAT B2 ORAFWIRLEE PR AL B AL S5 2 VEAT A IR W)
R ARG

N

26

27

8 March 2011 6 Version 7

(GSK is a member of PSCI. Reference the PSCI Principles Implementation Guidance document at this website
(http://www.pharmaceuticalsupplychain.org/principles/implementation_guide) for clarifying descriptions of each area.)




Indicate which of the methods below are used to manage
process wastewater from this facility.

Y WAL DL W A 75 924 B A 7 B 7K

o Onsite wastewater treatment 37 & 7K &b £

o Discharge to an offsite treatment facility
AR AL BEAR Y

o Discharge to a settling pond or other surface
water (e.qg., river, lake)
FITC A e T e 2 T K A (T, )

o Collection and transfer to a waste management
facility/company WA I 57 42 PR /K AL BE A 23 )

o Other (Please describe) H'& (i i #)

32

Pollution Type Generated? | Pollution control
YRR (Yes or No) | activities
BEHAE? HRERITTE

Volatile organic
chemicals 4% &1
LA

Corrosive vapors
(e.g., HCI) J& il

AR EALE)
Particulates or
dusts

Indicate which of the following types of air emissions are s
generated at your facility. Describe pollution control UKL gy 242
33 zictlvmes; i T = Ozone depleting
Tt B Al = A W A S AR ) R ACHE TR 0 B v G il g vk substances
SEHFER I
Combustion by-
products
BRBERI 1)
Other
Hazardous Air
Pollutants (e.g.,
CN, H2S, NH3,
Br2, Phosgene)
HefHAk
(n: FALY), Ak
2RO

Describe any programs the facility has to measure and
reduce the following impacts from operations:

RN e Sy A 2 Th= o 2 M VS e (I A
a. energy consumption fEE i FE
b. water consumption /K4t
c. amount of waste &) 4 &
d. greenhouse gas emissions i % &% N AR

Please indicate if you report any of this data publically and
if so where it can be found

T U0 A A X LB A A S5 AR, Wi A L B 4 21

34
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Do you have a Health & Safety policy? If yes, please
provide a link to it on your web site or attach the policy.

5 | R A M R e A T EE? i, BRI O B b b
T

Does the facility have written H&S procedures or
programs? If yes, provide a list of the titles.

36 | ol A ST A B 22 4 B R B 0, i

S H i

Please indicate the top 3 H&S hazards for employees 1
37 | at this facility. 2

T Ut AR 53 T == A e K g AN 22 4 AR 3

If available, provide your lost time incident rate (# lost Year
38 time incidents per 200,000 hours worked) for the last 3 | vear

years. WIT] g, A AN L AR T B R FR R | vear
(5 .1 200,000 /N 2 2B A 5 i L 26)

Describe any formal H&S objectives and targets or
39 | goals for performance improvement, including metrics.

FIA AP IE S RN 22 42 H FR BREU Sud Fa b K F

Describe any improvements in Health & Safety
40 | performance achieved in the last three years.

iR A 25 = AR HER 2 ST ot

Describe any significant incidents that have occurred at
this facility over the past three years. (A significant
incident is defined as: causing serious injuries or
fatalities; a fire resulting in damage to process

41 | equipment, building, storage areas; physical
explosions, fines or violations.)

it Do AU AR O A ST PNE 1 (€ WNE LT € RS S X ]
BRAET, KK B A B A7 XA K, AR,
i} K el i K)

How do you assess health risks (e.g., workplace
occupational exposures)? What parameters do you
measure (e.g., organic solvents, dusts, noise,
radiation)?

ARV AP ART A R BRE DX (o A DX RN 2 i) 2 Rl ) 2 4
(BT (AT BLW 5, B, sy sl ) 2

Describe control strategies for reducing occupational
exposure to highly active substances handled on site
43 | (e.g. glove boxes, isolators, enclosed material transfer
systems). i A M BRI ey v 1 A2 SRV 2 8 T 42 T v
(tn: TR bR BRI R R )

Describe any risk-based medical monitoring or
employee health surveillance program you undertake
(e.g. initial pre-employment physical, routine physical
exams, regular lung function testing).

AR AV LT ARG P 7 M A5 B D T Al R B R e (e
JHHI A, AR, B T RE G 7T

Describe how the facility manages processes and

45 | chemical hazards safely in order to prevent
catastrophic events involving highly toxic, flammable,

42

44

8 March 2011 8 Version 7

(GSK is a member of PSCI. Reference the PSCI Principles Implementation Guidance document at this website
(http://www.pharmaceuticalsupplychain.org/principles/implementation_guide) for clarifying descriptions of each area.)




reactive and/or corrosive substances.
T A\l ey AR P R AT Ak 27 i I 22 A T TR
KFAPFTE mmg 1k, 5 R, I 58 il e ot

46

Describe how employees (including temporary workers
and contractors) are trained in the operation of the
process before being allowed to operate on a hewly
assigned process. Also indicate the frequency of
“refresher” training. Does the training involve safety
and health hazards, emergency operations, and safe
work practices?

FEIR AR D T (LA I i 53 TN [R) T2) 78 248 b4 5k
TUREZ BT AT 3 S AR B I K2 O W 15 D1 ) ST 302
I 7 A 35 2 FME G T 2 N R R 22 42 A W) T
£?

47

List the precautions in place to prevent ignition of
flammable liquids, vapors and gases in processing
operations (including storage, transfer and charging).
1) e A STt (1) A 4 AR R o (RO HG A e B2 AR T3
813 2 BRUBA, 23R AR s SR I TR 4 it 2
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List the precautions in place to prevent ignition of
combustible dusts in processing operations (including
48 | charging, drying, milling, dust collection systems).
FIH ANV AE T2 B A R b (AR BORE, T8 B e B 22
BE A G8) PBTT m N B BRI T2
Describe the program to ensure the mechanical
integrity and safe operation of the following
components:
PR ANV AR LRAUE LT 300 H AU e S0 A0 22 4 $
a. Pressure safety relief valves/rupture disks
s 0 22 AR AR
49 b. Bonding/earthing systems % & %;
Mass transfer systems (e.g. piping systems)
KRB IE G (5 T R )
d. Pressurized vessels JE 1 75 %%
e. Explosion prevention (e.g., prevention of
electrical charge build-up)
B (g 1l L r 2R 2
Does the facility have a safe work permit system for the
following categories?
AT BN TR A 24 TRV RS
a. Hot Work (includes burning and welding)
PNV (R 5 5 FAF HELIR)
50 b. Confined Space Work 5k %= i)
Energy Isolation or Lock Out/Tag Out
RE U R 24 2L B
d. Line Opening &4 1
e. Other, please specify H.'&, 11 1
Describe the process for managing risks related to

51 | contractor activity onsite.
AR A A 7 B V) 2 [ 3 AR 5 1) XU
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Describe risk assessment and risk mitigation
methodologies used to assess and manage business,
reputation, and legal risks?

52| S gl B VT PR AR 405 R 5 B Al 7 2%
LR RS

Describe any business continuity plans designed to
minimize business interruption in the event of an

53 | incident.

TR AR L v RISR NS — B AR Sl KR I 1)
UK & IR

Describe security systems for controlling physical

54 | access to your facilities.

PR AR 22 ORAR FR A 428 T E N ARl

How does your facility assess ongoing compliance with
55 | Environment, Health and Safety, and labor regulations.
AP A PRAIEAT T A PR A B 22 4 R 57 B2
Describe how workers are made aware of policies and
procedures, how these are communicated and

implemented and describe training programs in each
of the following areas

TR A AT T AR AN SCBORAIRE P2 Wi b5 53 T3 ?
£g | BLWILLF 7T I

o ethics IEMEMIE

e labor, 3L

e environment, JR5;

e health & safety fi f¢ 5 24>

e emergency preparedness response M & i
How do you engage employees in open two-way

57 | communication with management?

ANV AR CRUE S BE2 5 5) kAT A XU A8 i 2

How frequently do you conduct emergency evacuation
drills? A0V 3EAT 58 U I 2R ) F 0 22 A I ] 2
Describe how you assess, audit or improve the
effectiveness of your labor, ethics and EHS practices
59 | and programs (e.g., internal audits).

FEIR ANV ANAT PP ARG, B v sl ek 55 T, T AR A A A
S22 A AT O FIRURE (9 8 o)

Describe your investigation and corrective action

program to address recommendations from incident
60 | investigations and audits/inspection findings.

3R AR AR SO P ST R ok B e A R
Rk Y )

Describe how the facility identifies and plans for
response to potential accidents, emergency situations
or other significant events that might plausibly occur
(e.g., fires, explosions, medical incidents) in the
workplace and company-provided living quarters?
AR AV AT TR AN TR R X E AR X e | X R
FRTBRAE i, N SUIR 0 s T e 5 A B R (ke

58

61
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K AR, R R T R A)?

Does the facility have an on-site emergency response
organization? If yes, please describe the organization
(e.g., fire brigade; first aid organization). If no, please
explain how these services are provided (state, local,
private, etc.). How does the service work on weekends
63 | or holidays?

ANV I 2 A N R N A 2, 150 N S A AT
FIR (U B BN, SR ZR). A AT i i B A e i i X 4t
AR5 (8 S, 2 BN A 2R 56 IR B8 2] 2 2 15 7 J8 R BlA1 44
etk g5

Describe onsite fire detection, notification, suppression
and response systems (e.g. sprinkler systems, alarms,
training and drills). Provide information on inspection
and maintenance of these systems.

TR IS IR R TR S . 2 8 (A 7k 3 4, ik
BRI ZR). WA Le Rguk A4y 15 5.

How do you ensure adequate water for fire protection?
65 | What is the source of water?

AP T PRAET BT 7K 78 AL 27K YK E AT AL?

Describe how the facility manages change control (e.g.,
66 | raw materials, processes, personnel etc.).

S A A S (0 JER, T2, A )2

How does your facility ensure that your suppliers
operate good practices with regards to the PSCI
principles (i.e., labor, ethics, environment, health &
safety, and management systems)?

AV AT (R B IS AR AR PSCI IR BN (55 T, 1 R,
PR i FREAN 22 4 R PR 2R )2

List any ethics, labor, environment, health and safety
management system accreditations or certifications the
facility holds (e.g., OHSAS 18001, ISO 14001,

68 | sA8000)

A L T AR R, 57 L A5 A HEAN 22 48 FLAR GU A
UEFHEF5(: OHSAS 18001, ISO 14001, SA8000)

Describe any awards your facility has received
recognizing achievement in any area of labor, ethics,
69 | environment, H&S or management systems.

PR ANV A 57 T AR, PR3, A HEAN 22 42 sl BRAA 2R
3 THARAS R 2 Jily

64

67
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