Project Procedures

Establish initial intention ~ Communicate with clinical
research center/Pl

of cooperation

4

Preclinical study:
PD/PK/toxicologic study

Preclinical data
preparation

Project registration in

research center Contract signing Enrollment of patients

Investigator’s
brochure

Timeline

Preclinical study

v

6 months to 1 year, minimum 1 month, depending on the project

Communications of clinical
trial protocol 2-6 times

]

First draft of the
clinical trial protocol

v

Clinical trial protocol (Final
version) / Inform consent form
(ICF) / Case report form (CRF)

Ethical and scientific
review, and obtain
ethical approval

Communicate with clinical
research center/Pl

Preparation of ethical
information for
research center

Application to Human
Genetic Resources
Administration of China
and obtain the approval

Follow-up, clinical trial
data cleanup, and
center close-out

Our Full-cycle IIT Services

Service packages

Screening research center
Selection of Pl and communication
Clinical development strategy

Medical writing

Audit in Human Genetic Resources Administration of China

Initiation of the study in the center
Recruitment of patients

Patients’ education

Service Animal models, medical service ; .
= Purchasing of insurance
support Preparation (CDMO) Recruitment of patients
CRO/SMO/Insurance Site management (SMO)
Central lab - -
Clinical monitoring
. ° Quality assurance
Cooperation Process and Payment .
° ! After completion of the clinical Data collection
¢ : | trial, the project executor will
: Project executor provide 1 Paymer?t afterAenrollment : pay the remaining expenses Data cleaning
| supplementary information such : of the first patient. 1 according to the progress of
i : as animal experiment if needed. ! : the project, then obtain the Data analysis
: The contract is being I The cost will be borne by the : : clinical trial report and
*® I negotiated, and upfront : project executor. : | required data. Center close-out
| Non-Disclosure | payment is made by | i ; Clinical study report
I Agreement (NDA) must : project executor. | 8 9
| be signed by both. ! i 7 !
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1 ; : Payment after enrollment optlonal items
3 1 of the last patient.
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signs the contract with the
medical center, the project
executor pays about half
of the contract amount.

The service party is responsible Writing product information
for communication, material
preparation, organizing
seminars with PI, etc. The CRO
company is determined by both

parties through negotiation.

Service party assess the
program (review available Preparation of preclinical data
data/studies and perform
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Medical Translation
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Academic publication

Cooperation Case

Cliniboosta Features

¢ Held IIT Launch meeting at
the research center

« The first informed consent
form was signed the next day

 The research center
obtained ethical approval

* Prepared the IIT protocol
« Signed the clinical trial

protocol

« The first patient received
treatment within 2 weeks

« Initial presentations to Pl * Prepared documents of

project approval

* Finalized protocol details
with research center

« Signed agreements with
each service provider

* Held a meetings with Pl
for second discussion of
the trial protocol

* Revised and finalized
study protocol

* Negotiated with sample

testing laboratory « Submitted project approval

information to the center
*Began to write the
Investigator’s brochure

 Negotiated with SMO .
Real-time data
accessible

* Project successfully
registered in research center

Medical images Data privacy and

* Negotiated with company available safety

on data management and
statistical analysis



Advantages of Conducting lITs in China

] ol

Low complexity
implementation

Faster review

[

Rapid enroliment of Lower costs

subjects

Cliniboosta

According to the minimum
requirements of IIT

According to FDA’s IND quality
requirements & the minimum
quantity requirements of IIT

or
Cycle 3~6 months Cycle ~6 months
Cost  <US$ 0.5M Cost ~US$ 1M
Complete around Complete around
10 Cases in China 20 Cases in China
Enroliment period: Enroliment period:
Common diseases 1~3 months or Common diseases 1~6 months

Rare disease  ~6 months Rare disease  ~9 months

Cost: ~US$ 1M Cost:  ~US$ 2M
Completion cycle:
Reference range 2~9 months

Completion cycle:
Reference range  ~1 year

According to FDA’s IND quality
requirements (exclusive CDMO)

Cycle ~1year
Cost >US$ 3M

Complete around 10 Cases in US

Enroliment period:
Common diseases  >1 year
Rare disease  >2 years
Cost: ~US$ 5M

Completion cycle:
Reference range  2~4 years

IIT Legitimacy in China

Regulatory Compliance

Compliant with China GCP 2020 & ICH standards

Global Alignment

China-U.S. dual submissions for NMPA/FDA compliance

Quality Assurance

HGR & Data Compliance
100% inspection-ready with rigorous SOPs

Mission breakthro

Deliver end-to-end lIT services in
China, integrating clinical resources
to accelerate the transformation of
scientific achievements into clinical

applications with compliance.

Call to Action

Accelerate Your IIT in China
Contact us to discuss how Cliniboosta can tailor
a solution for your trial.

info@cliniboosta.cn
+86-135-5385-3703

(Phone/WeChat same number.)

@ Cliniboosta
/) E B £

Your Trusted Partner for
Accelerated Investigator
-Initiated Trials (lIT) in China

Turning Research into Reality — Faster.

Top-Tier Research and Renowned Pl Networks

Covers 70% of experts in top-tier oncology hospitals

Significantly Lo

Faster Development Cycles

Typical : ~1 year; Best case scenario : <3 months

Enroll over 5 patients in as




