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RASIEE Content

= AMRAI BRft+ZAHHA? Who is AMRIA?

= BSI 22+4484? Who is BSI?

- BRTRXMMEFAERZR? How to understand
the standard and certification?

= JANEBLEERLE? What are the benefits for
manufacturers

= JAIEBIILEER? What is required to achieve the
certification

= [@F QA



AMRIA EfT4ZHE? Who is AMRIA?

= 2017837 "AMR Industry Alliance was established in 2017 as the life-science industry

Ce
response to Antimicrobial Resistance ” 03‘,"
er'PLDL.“ASNTEE

= EPAMRIZETTISEERIBRIRITE “One of the largest private sector coalitions established to
provide sustainable solutions to AMR

= 1008BZRpEkR2AE “Bringing together 100+ biotech, diagnostics, generics & research- based
pharmaceuticals companies "

» IRRSFIEEHEXEBSIENS “Enable collaboration opportunities with key stakeholders (e.qg.,
WHO, CARB-X, GARDP, Wellcome Trust)”

x: FREERRKETAMRIAES
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AMRIA Alliance Manufacturing Members
R&D and generic biopharmaceutical companies
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BSIE{T44H4? Who is BSI?

BSI by Royal Charter — a trusted global brand

Founded in 1901, we are a purpose-driven, business
improvement company, focused on Organizational Resilience

By Royal Charter

4,500

193 countries 86,000 colleagues

73 offices clients and 11,900
experts

232,000 63,000
audit days standards + $800m
delivered last published revenue
12 months

Not for Governance
e distributed assured by strong
profit Board of Directors

Independent

bsi.

S| Source: BSI
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Antibiotic Manufacturing Standard - published June 2022

Minimizing risk of
developing antibiotic
resistance and
aquatic ecotoxicity
in the environment
resulting from

the manufacturing

of human antibiotics

PSCI

“Purpose of standard: To reduce the potential risk
of development of antibiotic resistance (ABR) and
risk of aquatic (surface water) ecotoxicity in the
environment resulting from antibiotic
manufacturing (APl / Drug Product)”

3B Source: AMRIA
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https://www.amrindustryalliance.org/wp-content/uploads/2022/06/AMRIA_Antibiotic-Manufacturing-Standard_June2022.pdf

Certification scheme development

“This certification scheme development will comprise:

Creation of a certification scheme which encompasses the assessment against the
Antibiotic Manufacturing Standard SIFEIAIELTY, EEREREEREFIRER TS

Creation of protocols which validate the reduction of impact from an antibiotic during the
manufacturing process HEY, WIETIERERIETIET RIS M EEE

Creation of guidance for applicants on the certification scheme requirements J9EiE A&IEX
FIAUET R KRYIEE

Provide assessment and certification decision criteria {25 TEFHAERFEITAE

a7/

Implement a pilot process to test the certification process =LitEim s LA AIETFE

FHPFRIE KR Source: BSI
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What Are the Benefits to Manufacturers?

Differentiate your products to your customers by demonstrating compliance

to industry created best practice standard B IEBAE T LR BIERAISRAEMIEITE,
LS REE P EHRISARAE

Assure internal stakeholders and leadership of the effectiveness of the
control of waste streams for your operations in relation to minimizing risk of
AMR =\ WERA R B MR SE R EEE IR FRRAMRX B ERAYEMD RS
alEa Y

Reduce the need for duplicate supply chain audits on AMR from your
customers /D EFXFAMRIVE SN FEERIZFEK

Drive continual improvement in your business practices to align internal
sites on waste control practices, to minimize the impact of AMR ¥R SSSCEEAR
Wresd, (EREBL] ERIESAERS—, USEXKEERFERAMRIEIN
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What is required to achieve the Kitemark?

To achieve this Kitemark, BSI will assess manufacturers to ensure they have 57 3x15BSIAY

TAIE, BSHETHG T LARR{tE(IESR:

= |Implemented the AMR Industry Alliance standard
W4T T ARMIA H9FRA

= |mplemented select parts of ISO 14001
H47T71SO 14001 HIEB DR E

= A consistent method to calculate their PEC

BHE—HGEITEPEC(E
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https://www.amrindustryalliance.org/wp-content/uploads/2022/06/AMRIA_Antibiotic-Manufacturing-Standard_June2022.pdf
https://www.bsigroup.com/en-GB/iso-14001-environmental-management/

[AEQ&A
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