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Legal Duties of QP

Defined in EU Directive 2001/82/83 (market product)
EU Directive2001/20 (IMP)

« Certification Professional
— Must be performed by QP -

— Must precede batch release

 Release
— Need not be by a QP

handle

Deviation

Ethical
4w - @F - B K Life - Health * Technology _
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Routine duties of a QP

e Compliance with the Marketing Authorization
e Compliance with GMP
 Manufacturing and testing processes validated

« Deviations and changes approved and additional sample:
tested (iIf necessary)

 Checks and tests performed
 Documents completed and endorsed
« Audits carried out

 ALL relevant factors considered
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Routine duties of a QP

* Applies equally to Intermediate AND to the final
QP (unless otherwise agreed in technical contract

 The QP Is required to maintain knowledge and

experience... scientific progress AND Quality
Management

 If the QP Is not familiar with processing/products..
must first ensure that he/she has first gained the
relevant knowledge

Fio-@FE - F K Life - Health - Technology




RAC -- Interface

Communicate and negotiate with regulatory auttesrito
facilitate compliance on regulated products.

Coordinate company presentations to regulatorysacy
committees/.. to facilitate regulatory compliance.

Provide input on proposed legislation, regulatjons
guidelines, ... to ensure consistent and clear agcaf
reguirements.

Review public communications, press releases

Participate in internal product review committ¢ledeling,
guality, launch)

Develop early warning systems to identify poténtia
regulatory compliance issues affecting the comany
advise affected internal functional groups
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1ISO 9001:2015 says about “communications”

5. Leadership>>Requirementi@p managementeadership

5.1.1 c¢) ensuring that the quality policy is communicated, understood and applie
within the organization

5.1.1 g) communicating the importance of effective quality management and of
conforming to the quality management system requirements.

« 7.4 Communication>>The organization shall determine the internal and external
communications relevant to the quality management system (what, when, whom
how)

e 8.2.1 Customer Communicatiofh&lEE N Z%& F)

— Information relating to products and services;

— Enquiries, contracts or order handling, includthgnges;

— Obtaining customer views and perceptions, inclgdmstomer complaints;

— The handling or treatment of customer propertgpiblicable;

— Specific requirements for contingency actions, wretevant

e 8.4.3 information for external providerd:(z 215 [FY70R; - k=t - Hi%..)

The organization shall ensure the adequate of specified requirements finr
communication to the external provider.

ARREFTHUN" st BARER" » &Ll Top Managemente & H
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PIC/S GMPEKHRH &0 i

« 1.5. & Glossary

— Quality risk management — a systematic process for the
assessment, contrapmmunication and review of risks to the
guality of the drug (medicinal) product across the product
lifecycle

e Annex 20

— 4.5. Risk communication is the sharing of information about risk
and risk management between the decision makers and others

— Communications might include those among interested parties;
e.g., regulators, and industry, industry and the patients, within a
company, industry or regulatory authority, etc.
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What , who, when, how
By

SOP, training, audit,
routine review,

knowledge base review,

reporting system

Top management
one or more than one person

Reflect in Design
to manufacture and
sale during product
life cycle
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4.1 understand the organization
and Its context

* Legal, technology,
E_Xtemal competitive, market
RSys(sisame Cultural, social, international

Nokia: Z¢/Fiss T 11/272

|  Value, culture, knowledge
Intema * Performance of the
ISSUes organization
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PIC/SGMP Chapter One

 The holder of a manufacturing authorisation must
manufacture medicinal products so as to ensure that they
are fit for their intended use, comply with the requirement
of the Marketing Authorisation and do not place patients
at risk due to inadequate safety, quality or efficacy.

 The attainment of this quality objective is the
responsiblility of senior managementind requires the
participation and commitment by staff in many different
departments and at all levels within the company, by the
company’s suppliers and by the distributors
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Tasks by system of quality assurance

Design and development acc. to GiP=¥)
Production and control operation acc. to GMPz)
Managerial responsibilitiggH 4% @ FRFZE%ET)

Supply and use of correct starting matefd#kis » QC)
Controls/validation (intermediate produ¢t): =)
Finished products, processed and checkeg @ QC)
Product release acc. to market authorizatiof)
Store, distribution and handI€gEFF)

Self inspection, quality audif&f%)
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Overall project phases

Key elements of a project >>S5,Q,C,T...

Scope: setup “deliverables” “work package” “WBS” “Risk analysis”
Quality[scope, quality]

Cost @
Time /\\G
Risk
Resources

Scope, quality

StakeholderFl|ZEEE{4 A
® Definition: who will be interest on the project

® Sponsor

® Who will benefit from the project

® Related departments being effected or benefit by this project
® Can exert power and interest on this project

® Key stakeholder >> high power and high interest level
® Strategies for gaining support or reducing obstacles

® Periodic meetings, status update, get their input
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Building a cytotoxic Injectable plant

Injectable Space for production — machine, material flow

- Building:
Cytotoxic g Space for entry and exit — personnel flow
plant: knOW Space for supporting system
supply for your - f
Japan pace for storage
market Process Pest control & hazard handling
Product list Air handling & BMS system + UPS + power supply
(possible Exhaust air/water management
expansmn) MaChineS' Vial washer + tunnel oven
CO_S’[ " Filling & capping & external washer
estimate know Filling isolators + VHP
Target date your Autoclave

process Compounding Isolator

Compounding tank + Buffer tank
Pure steam & Water systems
CAD/N2/instrument air

b - BF B HE Lfe - licaith - Technoiogy
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Roles of the Project Manager

 Build a team and assign the jobs

 Scheduling (time) and budget (cost)
 Monitoring schedule and give timely reports

« Monitor the quality of contractors/subcontractors
* Monitor financial progress

e Communication

« Take control actions — foresees the needs

* Crashing the project

 Rewards to the team

o Write the close report
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Assembly team members

Assigning/recruiting team members
— “responsible”, “accountable”, “consult”, “inform”
— Never let only one person knows the tasks

« Working with functional managersH=t /140 4% 7 &)
Kick off meeting G2 AV ELE)

— Clarify the project mission, deliverables
— Responsibility assignment matrix

« PM as the greatest resource
— Problem solving
— Listen to the problem
— Allocate time for member units
— PM also needs assistant (backup)
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How to be “winwin” in the project
to stakeholders, team members, contractors

e Accept the authorities, do not fight role No.1

« Remove negative emotior> never be the same
o Ask for advise and listen> seek supports

» Be tactful and honest> =i %l/{f( %] very import
 Make them feel good> add values in team work
e Tailor your communication to gain support

 Add key members when necessarytechnical or
management, co- with replaced team members
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How to communicate?

e Suggest reading

— The 7 habits of highly effective people
e Paradigm shift

“Sharpen your saw”
— Take time to recharge yourself

“Be proactive” an take control of you life

“Begin with the end in mind”

“Put first things first’-priorities

“Win-win” vs “Lose-Lose”

“Seek first to understand, than to be understood
“Synergize” ~ openness & respect
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How to communicate?

e Suggest reading

— A whole new mind (the right brain thinking)
* Design ~ utilize with significance >>Know how to tell story

o Symphony ~ put things together is better than take thing apa
l.e. Velcro

 Empathy ~ learn to read facial expression, a universal
language
 Work with play
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