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- Manage and serve as the primary point of contact with CROs, study sites
and vendors

« Support overall development of clinical studies

- Ensure clinical projects are effectively executed and completed within
the budget and timelines

« Ensure clinical studies are conducted in compliance with ICH/GCP
guidelines and regulatory requirements

+ Create and maintain clinical project files according to regulatory
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requirements and ensure study documentation meets FDA/GCP/ICH guidelines
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(Generic Protein Drugs)

« Research and recommend what technologies and practices are best for our
environment.

« Develop and maintain related policy and documentation.
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QC
Specialist
(for
Microbiologi
cal Testing
Related)

« Set up perform tests according to laboratory procedures and
specifications.

« Responsible for transferring and evaluating analytical methods.

« Develop, validate and document analytical methods as required.

« Authoring the SOPs and test methods

« Performs other duties as may be required or necessary.
 Experience in micro testing (Non-Sterile test & sterile test) and

environment monitoring control characterization strongly preferred.
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QC « Set up perform tests according to laboratory procedures and iv 8 4p ke

Specialist specifications.

(for * Responsible for transferring and evaluating analytical methods

Chemical * Develop, validate and document analytical methods as required.

Testing + Authoring the SOPs and test methods and equipment qualification protocol.

Related) « Performs other duties as may be required or necessary.

« Experience in analytical chemistry and characterization strongly
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QA Document

Specialist

« Performs document administrator/ control functions, including document
creation, review, approval.

« Responsible for GMP document issuance and reconciliation to ensures
accurate and reliable of document archive.

- Maintains electronic management systems and document processing, contact
system client as needed.

« Support to Change Control, Deviation and CAPA processes.

FPEFLE
i

CMC Project

+ Provide project management strategy for pipeline and CDMO projects. Work

3 4
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Manager

closely and communicate effectively with cross-functional stakeholders to
ensure the team can successfully execute planned actions on-time.

« Coordinate and organize the project teleconference with teams. Identify
the project scope and build the integrated project plan capturing all
activities

« Define potential risk and risk management strategies. Identify risk
areas, monitor risk status, and coordinate the mitigation plans during
project execution.

« Monitor and report project progress including deliverables, milestones,
and issues. Adjust the project in response to progress and unanticipated
delays.

+ Facilitate communication across the company and support CMO
collaborations with a solution orientated focus. Present project plan and

progress to senior management and potential business forums.

Manufacturin
g Upstream

Specialist

« Participate in large-scale manufacturing operations.

« Ensure operations strictly adhere to cGMP and PIC/S requirements by
following QA-Controlled documents (such as SOPs, Batch Records and etc. ).
+ Assist Supervisor/Manager to achieve production quality standards;
verify environment is in compliance with safety standards and SOPs

« Execute and preliminary review production records including data
collation and verification.

+Author cGMP documents such as SOPs, Batch Records, and technical documents

to support deviations, CAPAs, and etc.

EEAPH 4
P EApRE
ik
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* Develop and execute plans and /or experiments to investigate process
related deviations in a timely and conclusive manner and propose
comprehensive solutions and improvements

« Perform data analysis to support process characterization, validation,

and continued process verification (CPV).

QA Associate

« Responsible for managing Change Control and CAPA systems, and

i Fip b~ F

I, Quality investigating deviation as required. #1 f24p
System « Facilitator for Change Review Committee and Quality Review Board. B~ ZH Ap b

* Responsible for implementation of QA related systems.

« Participate in internal audit program as required.

« Responsible for the daily activities of QA such as compliance review of

quality control test results/ reports, validation/ qualification reports.

« Complying with, and continuously improving, the Company QMS including

raising and timely completion of Change Control, Deviation, and Corrective

and Preventative Actions.

Generate, revise, or issue of SOPs/Protocols or GMP documents as required
Sr. CFPIMERFYAHLFE  Hip R AT FEZER
Specialist / | + F § R @2 3 F M EA R L2 F L - Hip 2 APl g
Supervisor, IRk - ELE A S A
Accounting LB ERIFE B

C BT R L 20E R
EELEREAD G LD
C oY £ 401 Y R
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Scientist/Sr
. Scientist,
AD Physical

Chemistry

« Perform routine HPLC/UPLC and/or capillary electrophoresis-based assays
+ Perform routine equipment maintenance and calibration; maintain
laboratory notebooks and equipment logs according to good documentation
practice.

« Support protein characterization to facilitate process developments,
formulation developments and analytical developments using
state-of-the-art technologies

+ Working knowledge of cGMP regulations and capable of conducting product
quality trouble shooting, deviation investigation and risk assessments
« Evaluations of new methods and novel technologies in protein
characterization

* Documents writing to support clinical trial application (CTA)

EFLE- &2
B~ it H4p
MZ5ipH

Specialist,
Materials
Management &

Logistics

« Check products to ensure proper amounts, identification and correctness
of material and/or verify received goods against purchase orders or
receiving slips as to identification, type, RM#, dimension, size, weight
and general storage condition

« To ensure timely and correct issuance of parts to internal departments
for processing to fulfill production schedules

« To maintain and upkeep warehouse facility and related equipment

« Perform warehouse related assignments (ie incoming receipts, outgoing

issuing, shipments etc.)

3 40
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* To conduct daily, monthly and yearly inventory cycle counts; Ensure
inventory accuracy, continuously optimizing process to improve operation
efficiency

« Tomonitor and maintain quarantine/reject areas and preservation of parts
and materials in warehouse

* Inspect goods to be shipped and/or received for damage

« Ad-hoc warehouse duties as instructed by the warehouse leader.

« Generate or revise of SOPs/Protocols or GMP documents as required.

Assistant/As | ¢ Performroutine HPLC/UPLC and/or capillary electrophoresis—based assays | # 4~ & 4p
sociate « Perform routine equipment maintenance and calibration; maintain AR )2
Scientist, laboratory notebooks and equipment logs according to good documentation | B ~ % % 4p i
AD Physical | practice.
Chemistry - Support assay qualification, protein characterization to facilitate

process developments, formulation developments and analytical

developments.

« Familiarize with cGMP regulations and capable of conducting analyses

under regulated environments.

« Document writing in English.
Scientist/Sr | * ¥ F %K (DOE)R EL VF* 3 WM ~ 3 BEDEEH PG EE R | 8144
. Scientist, | % 4| f3 ¢ % M2 54
Formulation « {7 b 7444 47 > 4o UV spec, HPLC-IEC, HPLC-SEC, CE-SDS, DSC, DSF, CD | B ~i- £ 4p Rl

L T

* #42 non-GMP 2 %-v F# 4 & % T sk 2 EyH AR 3
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Micro and
Environmenta
1 Monitoring

Supervisor

« Oversee the JHL Environmental Monitoring Program to include system
implementation, Facility Qualification, on-going monitoring (sampling,
testing, trending).

+ Manage the QC EM team and the daily work plan

« Provide support within the Quality Control department for the testing
and evaluation of environmental monitoring, product, in-process, and raw
material samples

*Qualification and testing of GMP facilities in compliance with
international regulatory standards.

- Contributing to investigations pertaining to product, environmental, and
materials and evaluating the impact of excursions on product and ongoing
operations

« Perform moderate data analysis and trending.

« Train other QC Analysts in procedures and perform peer review of their

FE 8
FLET S R
571 g
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work. Write and modify SOPs as needed.

- Essential functions include but are not limited to handle and review of
the following:

« Bioburden and sterility Analysis

- Endotoxin Analysis (Kinetic and Gel Clot)

- Viable and Non-Viable Air sampling and analysis

« Surface and Personnel monitoring and analysis

* Water Sampling and analysis (pH, Conductivity, Total Organic Carbon, and
Nitrates)

« Disinfectant and sterilizer qualification

« Provide instructions on routine work, general instructions on new
assignments

* Track and write investigation, CAPA, OOT and O00S reports.

* Monitor data analysis and trends; notify key parties of issues and propose
solutions to resolve them.

« Using thorough understanding of equipment, ensure proper equipment
function, maintenance and documentation.

- Serve as “point person” for specific aspects of routine operations
« Work across departments to proactively identify issues with broad impact

and get them resolved.

Associate
Scientist/Sc
ientist, QC

« Perform functional assays for in-process and finished formulations in
support of manufacturing and product release, including ELISA,

bioactivity, HPLC, FACS, SPR methodology or microbiological analysis

EELE i
Mo~ - B Ap
M~it B
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Bioassay

+ Provide scientific and technical expertise to support operations in
Quality Control Department, including analytical method validations and
technology transfer to other GMP sites.

« Improvise standard operating procedures and guidance for QC operations
in compliance with GMP regulations.

* Document writing for transfer, validations and investigations.

« Independently drive projects to on-time completion.

1p B

Stability
and Bioassay

Supervisor

 Lead, coach and develop the QC Stability team, review colleagues’
performance, set and communicate objectives, priorities, metrics
development plans and conduct performance assessments.

« Lead and manage the laboratory testing for QC Bioassay and QC Stability
staff.

« Align with corporate Quality processes and IT systems such as product
testing, CAPA, lab investigations, stability testing, LIMS, lab equipment
calibration providing support to QC Systems.

« Take a lead role in providing guidance and support on failure
investigations and resolution of 00S investigations ensuring staff
development in this area.

«Ensure that documentation and laboratory processes are in a constant state
of regulatory compliance and inspection readiness

« Author/Contribute to CMC sections of Annual Progress Reports and Annual
Product Reviews

« Manage performance and development of direct reports providing regularly

¥ Eis g
FLET S R

58 play
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scheduled feedback throughout the year to ensure achievement of
organizational and department goals and a productive environment.

« Proactively use scientific literature and guidelines to solve problems.
« Support qualification/ validation of test methods for clinical or
commercial use.

+ Identify and interact with outside manufacturers and contract test labs.
* Provide complete data analysis and be able todrive projects to completion
using data generated in the design of new experiments and/or critical
assessnment.

« May contribute to sections of regulatory submissions (primarily IND, BLA
etc. ).

« Selection, qualification, optimization of analytical equipment as
appropriate

« Ability torecognize, trouble-shoot, and resolve problems with equipment

or individual assays.

Scientist,

AD Bioassay

«Perform functional assays in support of cell line and product development,
including potency, activity, ELISA, FACS, and SPR methodology, etc.

« Ability to work independently and within a team environment.

- Demonstrate ability to integrate and apply learning into to practical
and efficient work stream.

+ Assist in the tech review of laboratory works and reports.

* Desire for continued growth and learning.

* Ensure lab compliance with applicable GLP regulations and SOPs.

2584
M~ F 5
2 faBAp
M~ %5 4p B
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Scientist, + Process lab scale to pilot scale protein purification. 4 5 g 4p
PD - Execute basic analytical assay, i.e. HPLC, SDS-PAGE, IEF, ELISA. Mo~ EE 4
Purification | < Lead or participates as a purification representative in Mo Ha1de

inter-departmental teams and external project meeting with client. Ap B

* Report writing/presentations to team, department, company and externally

as required in English.

* Technology transfer from development stage to manufacturing.

*Perform routine equipment troubleshoot and maintenance per lab preventive

maintenance program for analytical equipment.

* Work on a variety of problems of moderate scope.
Procurement * Work on payment application based on received invoices and communicate | 7 % % ¢ 1=
Specialist internally, eg. with Finance, and external suppliers, on ensuring payments | % F4f

are processed without delay.

* Process purchase requisition (PR) that is generated by the end user in
a timely manner that captures what is to be procured and need-by-date.
« Collaborate with warehouse to complete the incoming material goods
receipt v.s. PO v.s. invoice verification process.

+ Collaborate with internal stakeholders in understanding their sourcing
needs and provide necessary guidance with regard to procurement process
« Issue purchase orders to suppliers for goods and services.

« Process supplier contracts that are related to the ordering of goods and

services.

* Generate and track savings according to procurement policy.

21




« Ad-hoc procurement duties as instructed by the procurement leader.
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