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Job Description ®F > 7L — b

: ¥ Head of QCPerfmmoﬂJHMtiesasassign.m

~ =
[ Ve g [
B 1 A
Bachelor’s degree in science or related Life science field. Must have =2 vears supervisory/management
experience in clinical cell production with a sound knowledge of aseptic processing, cell culture and GMP

JOB DESCRIPTION TEMPLATE
QUAITFICATIONS
Title: Head of Quality Control |Reports To:  Chief Operating Officer
Department: QC Date: 1 June 06
compliance.
Work Location: NC Submitted By:

OBJECTIVE E E"J

Accountable for set-up. oversee and report the maintenance of quality control duning production of
a quality cellular product according to GMP regulations.

ESSENTIAI DUTIES/RESPONSIBITITIES LZ‘ ;E 0) ﬂ%?%/ E 1E

1. Responsible for directing and overseeing the planning, implementation and maintenance of
quality control methods. processes and operations for existing products and technologies.

=]

Manage resowrces for the analysis of products, meeting timelines, quality and quantity standards.

i Familiar with. and able to teach analytical techniques, standard laboratory practices and cGMP
guidelines.

4 Responsible for collaboration with manufacture functions to ensure all production processes
comply with GMP.

=

Responsible for training process of all GMP employees.
6. Responsible for maintaining department training files.

Provide gnidance to effectively resolve deviations and out-of-specification results and work
closely with Head of Production to develop plans for investizations and comective actions.

8 Assess process optimizations/improvements

9. Ensure continuous improvement by identifying emerging trends. technologies, and best practices
and incorporate into operations. where applicable.

10. Coordinate monthly reports and/or updates as they relate to QC activities and completion of
projects (validation, tech transfers, etc.)

The candidate also must have the following:
- aworking knowledge of oGMP, GLP, FDA and other regulatory requirements (standards).
Enowledge of EU-GMP requitements would be an extra qualification.
- technical understanding of the manufacturing process and equipment

- experience in writing scientific protocols. reports and compilation of documents required for
regulatory submissions.

- Orgamizational skills and the ability to analyze and manage complex projects often without
line authority

- Ability to drive projects to completion under pressure

- Strong interperscnal. communication and technical writing skills
- Ability to manage and organize time effectively

- Good scientific judgement

SUPERVISORY RESPONSIBILITY
2 staff members

ENVIRONMENT % }% i% iﬁ

PHYSICAL %W E"J

COm the job the employes must:

EEAE

(x) Sit (x) Stand (x) Walk (x) Push/Pull (x) Enesl
(x) Handlz objects (manmal dexterity) (x) Reach above shoulder level
(%) use fine finger movements (x) Other: bend at the wast

Must carry/lift loads of :  (x) Light (up to 23Ibs) () Moderate (23-50lbs.) () Heavy (over 50Ibs)

MENTAL o=
11. Design and review/approve SOPs, test procedures. process validation protocols and reports. etc. hS
COm the job the employes must be able to:
12. Frequently interact with subcontractors and functional peer group managers.
Prepared By: Date: Prepared By: Date:
Supervisor: Date: Supervisor: Date:

2 JOB DESCRIPTION TEMPLATE, http://www.vestatherapeutics.com/career/QC%20Head.pdf

Pharma-bio Futakami

(x) Fead/comprehend (x) Write
(%) Commmmicate orally (x) Reason and analyze () Other
Om the job the employee:

() 15 exposed to excessive nolse
(=) is exposed to dust, gases, fumes () works in confined quarters
(x) Other: may perform some duties m a “controlled” environment

sme BRH L EER

(x) Perform calculations

(x) 15 exposed to marked changes in temperature and/or hummdity

Biosafety cabinet Incubator Refrigerator
Freezer —20°C Freezer —80°C Rees alarm system
Shipping scale Calculator LN, storage dewars and tanks
Sterile tube sealer Centrifuge Microscope
Sterile commect device Comyputer Pipet aid
Walk-in cooler Controlled Rate Freezer, LN, Pipetman
Waterbath Electronic balance
Pressurize LN; and CO; gas tanks and gauge assemblies
Preference given to those with HPLC expenience

N 3 = 2 -

~,

R AREZzEIHIL
Prepared By: Date:
Supervisor: Date:

EEFTTOER &L GMPHE IR
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3.7 Reporting Wrongful Acts
(ARETARADIKRSE)

3.8 Disciplinary Actions for Employees
due to Wrongful Acts
(AIEfTARICEDIREICTT Sy )
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Thank you for your kind attention
Any Questions ?
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