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Biotechnology Accelerator

Who enables global biotechnology development and healthcare system,
for continuously improving human life with leading innovative technology
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DTEasy™ Toolbox
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« Structure based » Glycosylation modification « DTEasy™ vector * Proprietary additives
mutation and truncation » Tissue specificity

* Fusion tags
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nature

Explore content ¥ About the journal v Publish with us v

nature > articles > article

Article | Published: 03 June 2021

Nasal delivery of an IgM offers broad protection from
SARS-CoV-2 variants

Zhigiang Ku, Xuping_Xie, Paul R. Hinton, Xinli Liu, Xiaohua Ye, Antonio E. Muruato, Dean C. Ng, Sujit Biswas,
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Eu GMP, US GMP, CN GMP compliance

SyStem .ﬁﬁ GMP Operational System
Process ﬁ Well-documented Process
Instru ments Calibrated instruments
ﬁ Qualified and trained
Em ployees employees .
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Clinical Service Offerings
One Stop Clinical Supply Services

Design Clinical Pack
and Kit based on the
Clinical Trial protocol

Plan the packaging
Campaign based on
study parameters

IRT initial setup and
ongoing update

Act as unblind person

Training

= Primary packaging for
chemical and biological
products

= Secondary packaging
based on the Pack and
Kit design of the clinical
study

= Labelling for blind and
open studies

= Commercial Packaging

Clinical storage for
various temperature
ranges

Distribution clinical sites

International depot and
distribution network

Specialty & Cold Chain
handling

Clinical Service Mgt Manufactu.r g Storage & Distribution Comparator Sourcing
Packaging

= Consulting for China
and global commercial
drug sourcing

= Comparator sourcing
= Chemo drug sourcing
= Ancillary sourcing

= Sourcing of Medical
Devices

= Other equipment for CT




Global Clinical Supply Center
Shanghai Free Trade Zone

* 818, Yinglun Road &

0y
+ 30 mins to Pudong AirpOft:
« 35 mins to Train Station-- -

* 45 mins to Honggiao Airpof'f'

CONFIDENTIAL

Free Trade Zone

main facility

China and Global Supply
6,000 M2 Building

* Primary Packaging

« Secondary Packaging

« Storage and Distribution
« Justin Time Labelling

» Return and Destruction

* Clinical Supply Management

* Project Management

« Packaging design

» Label design

* Equipment engineering

* Import & Export

* Importer of Record (IOR) into the
China

32



Global Supply Center 0®%°%, o

Flexible location for material and capital flow ® “eroe®

» Shorter order response time (lead
time)

* In the center of Asia (lead time)

» Major international airport (cost,
lead time)

Duty tax elimination (cost)

Shorter inbound lead time (lead time)
No NMPA processes (lead time, cost)
Quicker into temp control (quality)

J

CPSS

FTZ Site Korea

DS/DP SR

from EU and US

Singapore
Australia
US/EU

Bonded Area

L} ]

Non-bonded
Area

=)
1=
>
5]
X
3]
©
o

Packaging

DS/DP \ *
from China L

>

'
» Less transshipment (quality,

cost) \ . J
» Export in demand (flexibility,
lead time) + Same packaging standard
(quality)
* Integrated packaging job
(lead time)

» Operation in China (Cost)

CONFIDENTIAL 33



CPSS Global Depot Network S
Your Well managed Global Clinical Supply Network See®

AMERICAS
NORTH AMERICA SOUTH AMERICA
+ CANADA + BRAZIL « URUGUAY
« USA « ARGENTINA -+ CHILE
« MEXICO + PERU « GUATEMALA
+ PANAMA + COLOMBIA
. DOMINICAN
REPUBLIC
EUROPE
+ RUSSIA + SERBIA
« UK + BOSNIA AND HERZEGOVINA
+ GERMANY + BELARUS
+ UKRAINE « NORTH MASEDONIA
« SWEDEN « HUNGARY
* BELGIUM « MOLDOVA
« DENMARK
ASIA

« TAIWAN,CHINA . SOUTH KOREA
+ HONGKONG,CHINA « TURKEY
« CHINA * MALAYSIA
. INDIA « LEBANON
- JAPAN + GEORGIA

70+ depots managed by CPSS dedicated team for your smooth - SINGAPORE « ISRAEL

global supply

OCEANIA - AFRICA

« AUSTRALIA + SOUTH AFRICA
« NEW ZEALAND * EGYPT

CONFIDENTIAL 34



US Facilities °® 2",
Philadelphia / Los Angeles

CAPABILITIES

* Clinical Supply Management

»  Comparator Sourcing

+ Package Design and Engineering
* Primary Packaging

« Secondary Packaging & Labeling
« Justin Time labelling (JIT)

» Direct-to-Patient Services

+ Cold Chain Services

* Clinical Storage

» Global Distribution

* Returns & Destruction

» Importer of Record (IOR) into the US

» Supply China by import into China
» Supply APAC through CPSS

Shanghai ACCREDITATIONS
« GMP/GDP and FDA approved
EU and Rest of
world
<4—— -
* Supply EU and ROW * Import into US to supply
through Depot Network US clinical trials

CONFIDENTIAL



EU Facilities

Berlin

» Supply China by import into China
» Supply APAC through CPSS
Shanghai

US and Rest of

world

* Supply US and ROW
through Depot Network

* Import into EU to supply
EU clinical trials

CONFIDENTIAL

CAPABILITIES

* Clinical Supply Management

»  Comparator Sourcing

« EU QP services

+ Package Design and Engineering

* Primary Packaging

« Secondary Packaging & Labeling

« Justin Time labelling (JIT)

» Direct-to-Patient Services

« Cold Chain Services

* Clinical Storage

« Global Distribution

* Returns & Destruction

» Importer of Record (IOR) into the
Germany

ACCREDITATIONS
« GMP/GDP and EMA approved

36



Clinical Stage Packaging S .
Oral Solid See®

Blistering
r > m B L

Secondary

CONFIDENTIAL 37



Clinical Secondary Packaging

Walleting and Labelling

00000860
600000

000000

P000 060 0p
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Commercial Stage Packaging and Supply

FTZ DP manufacturing to Cover APAC Markets

USA

EU

e APAC
4,,_’ Iﬂ"ll" ¢ Global SuPply Others

CPSS Commercial Packaging-FTZ

Primary:
Oral Solid: Blister, Botteling, Encapsulation
Biologics: Fill-Finish

Secondary:
Packaging and Labelling, Serialization

~N

CONFIDENTIAL

Define Change
Strategy of DP
manufacturing

Certificate
B/C

CDE Approval
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CPSS - Standalone QP Declaration

Execute audit(s): Site Responses:
Write & issue Await customer /

QP Audit Plan reports customer CMO response
(15-30 days) (30 days)

) QP Agreement : :
Sponsor need align Between CPSS Review all documentation

with the QP of EU / QP confirmations vs trial

QP and QPs of : :
Depot EU depot information and IMPD

Response
Evaluation:

CAPA assessment
(7 days)

Product Receipt
checks, onsite
inspection if
necessary

> Split responsibilities must be defined in a Quality Agreement including the

respective QP parties ("QP-QP agreement")

> 1.5~2 Month issue QP declaration (so that Sponsor can apply CTA from EMA )

Issue QP
Declaration(5 days)
non -EU CMO

QP Certificate within
(1-2 weeks)

> Unique QP process, Asia or Chinese Auditor do the audit and reporting, local QP issue QPD and release to save

time and cost

» There is no limitation to choose EU depot

CONFIDENTIAL
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GMP Quality System 0 ‘oo, ’e®

EU GMP, US GMP, CN GMP compliance

Event/ Deviation
CPSS-SOP-QM005

Complaint

#ﬁ GMP Operational System
CPSS-SOP-QM012

Change Control
CPSS-SOP-QM008

ﬁ Well-documented Process

CPSS
Quality
System

1 Calibrated instruments CAPA
(%) CPSS-SOP-QM028

SQM
CPSS-SOP-QMO010

o Qualified and trained
ﬂ employees .

Self Inspection Audit/ Inspection
CPSS-SOP-QM015 CPSS-SOP-QMO013

CONFIDENTIAL 41
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Project Management and Delivery



X ISTIE SRR

CONFIDENTIAL

Prepare project plan;
Define project milestone
deliverables;

Project related materials
purchasing;

Initiate

Form project team;
Project kick-off meeting;

Customer data/material
transfer;

Control

Project progress review;

Timing/deliverables
deviation management;

Project milestone
management;

Deliver

Project delivery confirmation;
Project summary;

Financial confirmation;
Project close.
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From DNA to IND Timeline °®°°°,

(standard 12 months/accelerated 9.5 months) ® ‘o 00
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Stable Cell Line

Cell line development
Passage stability study
MCB WCB banking

—
——
I —
Process Development D
D
.
G
D
c

Upstream process dev.
Downstream process dev.
Formulation process dev.

Analytical method dev.

Pilot Manufacturing

Tech transfer
Method validation

Engineer batch

G
G
GMP batch .5
DS/DP stability D
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Our IND Projects and Experiences

~
We have reviewed your IND 29404 and your study may proceed. This email should satisfy your IRB’s requirement -I—I-l j
for written confirmation from FDA. As a reminder, please be sure to submit all documents that have been E gl‘ s‘- I J_L KH91 7;;59‘5&
exchanged via email during the 30-day review period as an amendment to your IND. If there are any additional KANGHONG PHARMACEUTICAL
non-hold comments, you will receive them in a forthcoming e-mail.
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