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COMPREHENSIVE PHARMACOVIGILANCE AND DRUG SAFETY  @7germed
SERVICES FROM A WORLD-CLASS PROVIDER

A Full Suite of PV Services at Your Disposal

Pharmacovigilance Post-Marketing Support Services Data Security

Operations for Pharmacovigilance Outsourcing

Clinical Trials Operations U e

« Pharmacovigilance guides have been updated

« PV system introduction « Call center Aucolit.s accordi.ng ko Ge.neral PRta

- Preparation: Review - Literature search */Training,\\\\ Protection Regulation.
protocol; Review - Case management, PRGSO e * Procedures for regular testing,
investigator brochure; including cases from Health SYStERQuisourcing assessment and evaluation
Review CRF; Draft safety Authority and oversea control objectives.
management plan; serious adverse reaction
database setup cases

« Case management + Draft/Review PSUR

+ Meetings such as safety + Draft Annual Report D
review committee + Signal detection

- Draft/Review DSUR - Draft/Review risk I —————

+ Draft/Review risk management Elan

management plan
C_____________________________________J
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The Leading Global CRO in China Q@ Tgermed

Team Introduction

Beijing 5

~ Offices in China
> | Dongcheng district

L / Lianhe Plaza

Directors and

E <l Mangers
- Jiaxing S
o® { "{'FIH“"
h Shanghai 90"'
Wuchang H a ngz ou Changning district

Employees

1

MSO Team

district Binjiang district Huawen Plaza
Dongguan Plaza

Hanjie Plaza
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Dedicated and Experienced Staff

Our pharmacovigilance team consists of multilingual MDs and
pharmaceutical scientists with broad therapeutic expertise that
work according to the latest regulatory requirements

1 year
20%

>10 years
Bachlar degree
29%

5-10 years
26%

2-4 years
37%

Master degree
71%
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Training QTigermed

® New staff training and test
® Regulation Training

® SOP Training

® Safety database

® External training

® Project relevant training

® o B o
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' ' Tgermed
Extensive Global Experience Qigerme

50+
per year 20"'

Local PV

Training Services for 10000+
obal Pharmg per year
ICSR

500+

Projects

30+

Database
Services

60+

MRCT Projects

6000+

per year

Literature

Confidential *As date of 2020Q1



Service Scope- Clinical Trial Q) Tigermed

Pre IND Study Start Up Study Ongoing Pre-NDA
- Review protocol. * Review CRF, CCI » Case Processing . Review CSR
investigator brochure * Training * Support Reconciliation - Draft Risk management
« Draft safety « Support SRC, IDMC plan
management plan « Draft DSUR

Set up safety database

260+ 10+

Drug Registration Projects Post Marketing Projects

Confidential *As date of 2020Q1



Service Scope- Post Marketing

All safety data will be protected according to “General Data Protection Regulation”
Safety Data Exchange Agreement will be used for post marketing projects

source

« Literature
two Chinese databases
two English database
weekly search
original

- Call Center
7*24
5*8

« Social Media-Website
Confidential

- HA Feedback Report
+ Oversea SADR

- Domestic ADR

Draft
Translation
Review/Proof
reading
Submission
Documentation

« TIPV Draft-Client
Review-Translation

+ Client draft-
Translation-Proof
Reading

+ Submit since 31-MAR-
2020

vignal Detection
RMP

+ Evaluate the drug

safety regularly

+ ldentify the potential

risk, analyze the
mechanism and causes
of risk occurrence,
conduct the post-
marketing study
initiatively and
evaluate the drug risk-
benefit continuously

*As date of 2020Q1



Safety Database Q) Tigermed

Oracle Argus

« Business partner of Oracle

*  Full audit trial comply with 21
CFR Part 11

« ICH E2B R2/R3

« Bilingual Multi-tenancy

« 130+ projects

Clinflash Safety

»  Full audit trial comply with 21 CFR
Part 11

+ ICH E2B R3 (data transfer standard)

« 10+ projects

*As date of 2020Q1



Argus
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Clinflash Safety QToermed
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Project Management Q Tigermec

Kick-off Meeting

Regular Meeting 0 0,0,.0, ;
« Communication (
+ Process Report about compliance, quality

and other information requested

Set up safety database

Execute all terms in contract

Professional experts,

including Training
SPM+DSA

« SOP training provided by client
’ + Ad-hoc training per business need
« Other system/database training

Confidential *As date of 2020Q1




Timeline Qigermed
Timeline Duration
Draft 6 weeks after signing the > weeks
contract
First round review & weeksca(l)f:]etrras(;?nmg it 2 weeks
SMP/SDEA Update and second round| 1 weeks after signing the
; 1 week
review contract
Finalization and signature 1 e Eier Sy dne 1 week
contract
Information collection O WIEE|S D SINIA) A2 2 weeks
contract
. 4 weeks after signing the
Safety database Project setup contract 2 weeks
2 weeks before executing
Go live ICSR relevant terms in NA
contract
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SMP/SDEA

Confidential

@ Project Information

® Abbreviation
€) Service Scope
@O Definition

SMP

© Case Processing
SDEA

€@ Submission

0 Reconsolidation

© Documentation

© Appendix

{o-ﬁgermed



Holiday Arrangement

Confidential

National

1.

To ensure compliance,
someone will be on duty
for more than 3 days
holiday;

At least 1T DSA and 1
backup DSA for each
project;

Due case reminder will be
sent to DSA, to make sure
all due cases will be closed

before holiday.

Io Tigermed



Proposal-Clinical Trial Q) Tigermed

SUSAR received

from Sponsor Investigator
submit to EC

24h

CIOMS Day 3-4: D/LT SUSAR
XML Day 7-8: Other SUSAR

TIPV

Clinical Operation

E2B
/Email/Fax

A Ir_1ve_sUgators/ Reconciliation
Institutions/ EC

Submission to HA

Confidential



Proposal-Post Marketing Q) Tgermed

GPV

_T——/
CIOMS

XML

Reconciliation Day 10: SAE
Day 20: NSAE

TIPV

Database

Database

Optionl

LOCal A Manually

Line listing
Oversea SAE

Local AE and
Oversea SAE

Option 3
E2B E2B + Manually

Confidential



ICSR Case Processing

- MedDRA Coding : Medical History, Concurrent Condition, Lab,

® Case Receipt - mailbox aun
Indication, Adverse Event

~ :
Case Intake afid tiage - WHO Drug: Drug/Device/Vaccine

® Data Entry

- Listedness
® Quality Control - Seriousness
® Medical Review (operational) - Causality
® Client Approval (operational) - Case Analysis : Narrative, Company Comment

® Submission

Confidential



Quality

Management
System

Tigermed HQ
QA
|
[ | |
t Other t t Other
subsidiary QA Ul G subsidiary QA

Confidential

SOP Review
and Update

CAPA
Management

QMS

Management

Client Audit
hosting

Vendor Audit

Project Audit

{o-ﬁgermed
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Handling Emergency Events and BCP

TIPV’s big team scale and different locations could ensure back-up of each

sites when emergency occurred.

PV BCP SOP Emergency Example

Periodic Capacity Assessment to - : , .
ensure enough FTE Covid-19 since Spring Festival

Deal with Unusual amount of cases Work from home when office not

available
Testing of BCP, call center, VPN Other sites support EMS submission
connection, Mailbox, Fax, etc. to NMPA for Wuhan colleague

IT Helpdesk support
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Global Excellence Local Expertise

Tigermed Group

www.tigermedgrp.com

B

/

Headquarters: Fl.15,Dongguan Plaza,No.618 Jia
Binjiang District, Hangzhou, Chi

Tel: +86-571-28887227

Fax: +86-571-88211196

US: 100 Franklin Square Drive, Suite 305, Sg




