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Taiwan Contract Research One-Stop Services (T.CROSS)

Terms of Service

Article 1: Purpose

To regulate preclinical services provided by Taiwan Contract Research One-Stop Service

(“T.CROSS”), ensuring project execution quality, data confidentiality, regulatory compliance and the

mutual rights and obligations of both parties, the Terms of Service (the “Terms”) are hereby established.

Article 2: Scope of Application

The Terms apply to all preclinical and translational medicine research projects (the ‘“Project”)

commissioned to T.CROSS by academic research organizations, biotechnology companies,

pharmaceutical companies, or medical institutions (hereinafter referred to as the "Client").

Article 3: Core Service Categories

The CRO services provided by T.CROSS include, but are not limited to, the following:

2.

3.

Target Optimization & Early Assessment: Establishment of target profile for drug
candidates, small-scale compound production and physicochemical characterization, in vivo
and in vitro pharmacodynamics, early pharmacokinetics (PK) and species selection studies,
early toxicology and safety assessment, etc..

In vivo ADMET: Drug absorption, distribution, metabolism, and excretion (ADME) analysis
and pharmacokinetic studies, non-GLP toxicology and toxicokinetic (TK) studies, formulation
and bioanalytical method development, CMC production scheduling and planning, etc.

IND preparation: Formulation and bioanalytical method validation, genetic toxicology
studies, safety pharmacology studies, repeat-dose toxicity and toxicokinetic studies,

preliminary planning for Phase I clinical trials, etc.

Article 4: Commissioned Service Workflow

Initial Inquiry & Non-Disclosure Agreement (NDA): Upon receiving a preliminary request
of the Project from the Client, both parties shall prioritize the execution of an NDA, then submit
service application form, to ensure the protection of technical and commercial trade secrets.
Project Assessment & Technical Consultation: T.CROSS will assign a Project Manager (the
“PM”) to confirm the study design, regulatory requirements, expected timeline, and
deliverables of the Project with the Client.
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3. Proposal & Quotation Issuance: Based on the assessment, T.CROSS will issue a formal
Service Proposal and a Service Quotation of the Project.
4. Contract Execution: Once both parties agree on the Service Proposal and terms of Service

Quotation, a formal Service Agreement (the “Service Agreement’) shall be signed.
Article 5: Project Execution & Quality Management

1. Project Management: Upon Service Agreement activation, the PM will serve as the single
point of contact (SPOC), responsible for tracking progress, coordinating resources, and
providing regular progress meetings or written updates.

2. Change Management: Any modifications to the study design or scope during the execution
phase must be agreed upon in writing by both parties, with timelines and costs re-evaluated
accordingly.

3. Quality Management (QM) : The Projects must adhere to T.CROSS Member Institution’s
Standard Operating Procedures (SOPs). For regulatory-compliant studies, execution will

strictly follow GLP guidelines and relevant audit mechanisms.
Article 6: Data Management & Intellectual Property (the “IP”)

1. IP Ownership: Unless otherwise specified in the Service Agreement, all experimental raw
data, final reports, and resulting Intellectual Property generated from the Project shall be the
exclusive property of the Client.

2. Data Retention: T.CROSS will securely archive raw data and report backups. Unless
otherwise specified, the retention period is 3 years after the completion of the Project. Upon
expiration or the Client’s request for destruction, data will be disposed of following
confidential document protocols of the member institution that carried out the Project.

3. Background IP of T.CROSS: Any platform technologies, analytical methods, or patents
owned by T.CROSS or it’s member institutions prior to the Project execution shall not be
transferred as a result of the execution and shall remain the exclusive property of T.CROSS or

it’s member institutions.
Article 7: Fees & Payment Terms

Project fees shall be based on the signed Service Agreement and Service Quotation.
2. Unless otherwise specified in the Service Agreement or Service Quotation, payments are
generally structured as Milestone Payments. Payment proportions for each milestone shall be

based on the Service Proposal and Service Quotation.

Article 8: Supplementary Provisions
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These regulations shall take effect upon approval by the President of T.CROSS. The same applies to

any future amendments.
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