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= Quality Control — inspection / testing
= Quality Assurance — prevention
* Quality Management — design, develop, implement

= Quality Systems — integration
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Good Manufacturing Practice

Quality Culture
Pharmaceutical Quality System

Quality Management
Data Integrity

Quality Assurance
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Pharmaceutical
Development

Investigational products
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__ICH Q10 Pharmaceutical Quality System

Pharmaceutical Technology Commercial Product

Development Transfer Manufacturing Discontinuation ;
Investigational products i r i i E ; %
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Management Responsibilities

Process Performance & Product Quality Monitoring System
PQS Corrective Action / Preventive Action (CAPA) System
elements Change Management System %
Management Review

Knowledge Management
Enablers

Quality Risk Management
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= Annex 1 - Potential Opportunities to Enhance Science and Risk Based Regulatory Approaches

= Annex 2 - Diagram of the ICH Q10 Pharmaceutical Quality System Model

20



ICH Q1092] M

QMM

Quality Management
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Management Commitment (ZEZIQ| M)

Quality Policy (B %), Quality Planning (B3 A )

Resource Management (Xt& 22|)

Internal Communication (L5 7{/{L|#|0] M)

Management Review (2F EE)

Management of Outsourced Activities and Purchased Materials (21F &3 % 00 XIxf #a])

Management of Change in Product Ownership (M| 283 HZ Z2])
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Two major sections:
§3.1 Lifecycle Stage Goals — 4 stages
§3.2 PQS Elements - 4 elements
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PQS Elements — 4 elements

BB dE= Mol 7| Mo 2X 38 st HE &
Crefet oI & 3 L& =X 2] tlo]E{E =gt
Ct3at 22 HEoh =X S 0| 20f Ljof e

= H=SEAHF WY

= uF 3/ XpAE T HEX]

= XM FHUSH

Development
Studies

Knowledge Creation

Newly acquired knowledge
(product, process, and platiorm knowledge)

Knowledge Curation

‘ Knowledge Capture

ige

Knowledge Identification,
Review, and Analysis

Basis for prior knowledge

tacit knowled

ing Ki
g

Knowledge Disseminatio

s
8
3
=8
50
32
T =
83
=]
s
E=S
S o
SE
IIIE
25
52
b4
§'§
85
X d

&
g
H
=
&

‘ Knowledge Storage and Visibility ‘

v

‘ Knowledge Availability ‘

Knowledge Management Practices

ing and
(product, process, and platform knowledge)

Knowledge Application, Growth, and Transfer

Technology
Transfer

Product
Filing

Change
Management

lustrative processes, in no particular order

DECISION

20| okl ASS BT

-

«Executive Management Responsibility
«State of the Union
*Executive Summary
*Review of Quality Objectives
*Review of Quality Policy
*Review / Follow-up of Previous MR Minutes
«CAPA
*Product Complaints
*Product Retrievals and Field Actions

*Post Market Surveillance / Vigilance
eInternal and External Audits
Nonconformities
Supplier Performance
«Calibration and Maintenance Status
«COPQ
«Master Validation Plan / Validation Status
«Environmental Monitoring
sStorage and Distribution
*Organizational issues and Resources Needs
Training
« Change Control
*Risk Management
*New or revised regulatory requirements
«Customer Satisfaction
- CCS
e Data Integrity
« Continuous Improvement

«Conclusion and Recommendations
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. ‘ Quality Statement H Quality Policy ‘<_
Quality Culture
PQS Objectives 1: v
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Pharmaceutical Quality System S e Gr Quality Manual ‘4_
) — ¥
Quality Management Achie o Objectives 2 pas Quality ObjectivesB |
- (ICH Q10) (CPP, CMA, CQA..)
Data Integrity v
PQS Objectives 3: . .
. Facilitate Continual 4% Quality Planning
Quallty Assurance Improvement(ICH Q10)

Action

PQS Elements

‘ PQS Enablers
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< Quality 3 5 22 _ . .

2 Control > » 32 Diagram of ICH Q10 Pharmaceutical Quality System Model
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Advanced Validation
Process Performance and Product Quality Monitoring System
PQs Corrective Action and Preventive Action (CAPA) System

GMP Justice + GMP Trust elements Change Management System

Management Review

Knowledge Management
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Quality Risk Management
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ICH Q10

Figure 1. Steps to QMM

Current Good Manufacturing Practice [CGMP) require-
ments define the minimum manufacturing standards
to legally market drug products in the US. The ICH Q10
Pharmaceutical Quality System guidance augments CGMP
with the concept of an effective pharmaceutical quality
system over the lifecycle of a product. QMM requires, in
part, thoroughly implementing the concepts of ICH Q10 to
promote continual improvement.

Bio-Support
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FDA with PDA & ISPE

PDA Team Researches Quality Culture Behavior

" A=t EE Ef =" "CAPA program, change control, investigations procedures, deviations, batch

rejection rates &

PDA

Parenteral Drug Association

QMmse| 2 E A,

Quality behavior: Survey

& Quality culture == QMSO| A=

55 Quality Attributes were identified

Traditional Quality Attributes

Mature Quality Attributes I

—

Traditional Quality

Systems
Deviation, Complaints
Change Control, Disposition,
CAPA, Specifications,

Environmental Monitoring, etc.

Enhanced Quality

Systems

(Q8, 9, 10, 11)
MR Programs, Risk
Management Programs,
Knowledge Management
Programs, QbD Programs,
Quality Manual, etc.

Other Systems
Quality Goals,
Rewards and Recognition
programs,
Safety Prevention Program,
Personal Development Program,
Cost of Quality, etc.

KGMP

CGMP

ICH Q10

q

Quality Culture + Quality Metrics

BE A& 9on|gict.

22| 3|Ate| PQSE
Enhanced Quality
Systemi} Other

System2| 4SS
zZotstn A=71
Quality metrics??
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FDA with PDA & ISPE

Quality attribute vs Quality Behaviors vs Quality Culture

2518 YYsolD SHE +

:

gL 22 £42 2 222 W =22 A8 + UAs

Rio-Supnort

L| 7?2 m‘

Quality attributes
st g+ 0 €A 58
A Ol
T A

Quality behaviors
£Hs17| o #E £lof H

Quality Culture
7HX| & & ._'51 & dZ0f 2olsj
E

Quality behavior: Survey

PDA

Can Attributes be used as a proxy for Quality Culture?

Quality
Culture

Quality
Behaviors

(Difficult to measure,
often need to be observed)

Quality

Attributes

(Quantifiable &
easily measured)

(Defined by Behaviors
& Beliefs)

Then...

Quality

Culture
(Defined by Behaviors
& Beliefs)

Quality
Attributes

(Quantifiable &

easily measured)

"d=tt EF EHE"E "CAPA
program, change control,
investigations procedures,
deviations, batch rejection
rates S QMS2| 2= A, &
Quality culture == QMSO|
Ase BE A"S Q|o|girt,

A=

e AL © Xxx{dok A
LR EE L e
i =] =
QUCHEH B 2315
oF A
Molgt £ gtk
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I FDA with PDA & ISPE Bio-Support
Investigation Quality Metrics

FAH= S A|(24A]ZH A ZHE| T B A|Of] 222 Submission of Quality

Invalidated
Out-of-Specification
(00S) Rate

= Al-'éél- Metrics Data
mxy  BENZATH2 HZE 2RO IS0 Ouidance for Industry
el
== Lot Acceptance Rate
HAlof 2t= E 1 /™ cApAl| H|E(%)? _
xl E ; Product. Quality
AE B 2M7HHLEIX Qi HIE(%)? | CompaintRate |

QEWIL Y 22 A TN O[S0 R TH BE A

Management Review
S22,
O 1 b o

QMs: & 0| ¢ Theeh M3 2| AE7L OfL| 2t =% 2
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fi ti Realizath Document Mo Nia Revision Mo om
BIo-Sllpp rt GMP Digital Tra Dﬂ'ﬂ':f!m Advanced GMP Conceptual Design pre— 270
Project . i Feviewed by Approved by WA
Culture of Quality
|
Advanced GMP Analysis & Implementation of
.. . ssantial ta establish a Advanced GMP Guideline
Dlgltal Transformation 2 quality and for the p
GMP Regulation & s CGMP, EU GMP, PIC/5 GMP,
e e 7 i 7 om p — Top Management Guideline WHO GMP / USP, EP
_(GMP by Design + Data Ianrita'_ e Et‘:“ed ;pp;r:: f System ( ManagamﬁELR;:E?nﬂh'"m dership— Senior Management &
Management Reference > EDQM, PDA, ISPE ete
Documentation: Qllari-qI Manual ql‘,a“q;sg:l & ¢
System IPO Process Maps 88 i Quality, Facilities/Equipment, Production, Materials, Quality men - ASTM, 1SO, EM, ANSI, ASTM,
> PQS by Design Lab Control, Packaging & Labeling System Conmunication n ™ ASME etc
5“*"5!5‘9:1“":’: Efocess w3 L8 B3 Documentation: Policy Resource Management Enablers of Advanced GMP
Objectives 1: Establish Continual Improvement (ICH Q10)
and Maintain a State of
System Process IPO . . -
Control(ICH Q10) LeE 2xt Documentation: SOP & Form, Drawing < Record Dat Statistical Tools,
Objectives 2: Achieve Eacess Maps X ] Management g Computenzed System
Product Realisation
(ICH Q10) ¥ i\ || BestPracticesfor | |Production, QA, QC, Maintenance,
C?:lrltindu':lﬁlr:: :;Juemme:t - o Job Description L Personnel Training & N Continued Process Personnel Retraining & | Advanced GMP Logistics, IT, R&D
(IcH a10) P Qualification VisrilRcation Requalification Scientific Quality Risk Risk Assessment + Risk Contral +
[ i I~»| Management based on || Risk Review +
. . Supply Chain Management — Continued Process — b te T Rls.k £ T “n.
Materials & Services {Supplier Management [  Process Validation P Verification T Revalidation H GMP Ur ding +
¥ T . Quality Agreement) i |» Knowledge Management | Product & Process Understanding
i " di
Performance and Product rrtinedd-Process + IPO Process U
—+  Quality Monitoring  — . Qualification & Verification Requalification & Camputerized Syctom for Data Integrity + Data Trust +
s System ™ L Calibration ®| (Maintenance Best [*]  Recalibration | TP pmﬁsf > _ Real Time + .
ICH Q10) L ¢—| BCP(Business continuity Plannmgl
Method & Materials Technology Transfer Validation Continued Process A N Statistical Quality |l SPC. Six Si etc
™ (Product & Process) Qb ™+ Process Design (Process Qualification) || Verification ™ Revalidation . Assurance S Slgma
Business Continuity — i 7
. Periodic Periodic Sharing REMS Process Analytical How to Measure? )
Planning(BCP) > Morality & Knowledge Communication Process(Advanced GMP (Risk Evaluation and ™ Technology(PAT) ™| Traditional Methods or PAT i
o —‘M"iw et Warkshop etc) M Cost Improvement Production Cost P';AT
CCS 22| M p—— . R Qualit Low Planning & Example - Continuous [t
q . anagemen uality Management UEL% mpl i Manufacturing, Real Time Release
»| Management Review Annual Product Review Review maturity Rting Program Ir = &ua e
i Prevention Costs + Appraisal
Costs + Internal & External
i Input Plan, SOPs Output: Record, Report Failure Costs
Tool{Process) for Input ; CMA(Critical Material ]—' Process -[: Output P
Ly Progressive Quality L IPQ Process Maps Attribute) / CPP{Critical Process CQA(Critical Quality Product Life Cycla
Improvement Parameter) Attribute) (ICH Q10)
Pharmaceutical
Issue Management CAPA and/or Change P S b D H
e ) | e R y Desing e
v o o
PQS &. Dlgltal 3 Technology f
Gap Analysis . . .
. Transformatlon *I‘ E1I Retention of documentation
Productivity Imp nent = Manufacturing
Quality Risk Management Sample retention
CA - D Control PA - Variation Control |« Lyl Product di e
inued prod
CAPA Traditional CAPA | Tobe _pl Continual Improvement c and rep:cr:'l
Reactive Approach changed - Proactive Approach §I‘II‘ > *I P S ng
: . 2t A & PQ
Planned Changes + ; " " " n - N 0 | woan |y i
Change Management Unipkanned Chirnges Cannot settle on meeting perceived “regulator’s minimum standard T —
S I - . Rviticn Disierigticn i
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RBio-Supnort

Quality Issue Management(QIM) Process(Atzd])

ICH Q 10, 2. MANAGEMENT RESPONSIBILITY
Leadership is essential to establish and maintain a company-wide commitment
to quality and for the performance of the pharmaceutical quality system.

&l s SXstet
Facilitate Continual Improvement

Quality Improvement  |— Scope > >
; »> Quality Issues »  Quality Issue Request Determination Gap Analysis Gap Analysis SOPs
by QA
Productivity & Cost || Qualtty,
Improvement Facilities/Equi t - QRM » QRM SOPs
Introduction of New GMP Production, :
W - Materials,
Regulation & Guideline Lab Control if necessary, perform I
N of quality issues »| Improvement Practices ~
Packaging & Labeling Iustiicaion o qualty b vantive Actom > Preventive Action SOPs
System
Introduction of New ||
Knowledge N Deviation Control N
» (Corrective Action) »|  Deviation Control SOPs
E|"FSPE...
( ) 4 Gateway
Standard > Change Control »  Change Control SOPs
(ISO, EN, ASTM..) Event Statement Probability
Press F1 for help Frequent
Bench Marking, Training, ;””a‘i"*’ |
Seminar, Consulting...... e > R&D »  R&D related SOPs
Improbable
Others
> Others > Others
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CAPA Process Design (AtE])

Bio-Support

l yuza| ] [ JEuERe| l AME A l gHE o 2l Eng ] [ WEZAHEEE) )[ SIRETAHR AN E)) ] ( T AN [ Foygae ( HYYE A AL FUE ](Mhﬂn Illllwf]
Deviation Control 1008 Control ‘Complaint Control Returns & Recall Control Intermal Audit Extemnal Audit Iinspaction 0OT Control Management Review & APR ‘QRM

W By mot w3 B et Wi s B Tt B4 Tt w3 By et v s By T e By met w2 By et v e Wi By et
(M) @ EA) (LA (T TH) (HEM) (RHEIN) (BHEIK) (RN (2HEDM) (BHE)

A BBUME || ASWIEUMEN | |29, AAW,3HUMEOL| | 2, MW, FYSU NGO || 29, A4 BY NG || 23, 428, 3 AEA || 20, N2, 3H UG\ || 2@ FHUNBA || 20, 428, 3Y NG || 27, 428, 33 gl
uxs 2g Bt uris 2w Bt uns'EE Bt ans'EE Bt oiE 2 Wt BEECEE unE e Wt uxs @ Bt ons'eE Bt ns'aw At

23 ZHAE L A U2 EAA Y AN 23 ZHAE L A azzamg gy || ERAMLUSEMARX ) BRAVBEAARY || gz mmmggay || BOLVSIOWE ) HRAUSEAARA ) B2A, 13 EHANN

A e e e S e

---------- T S S S S

NYEX WEE AYES MNEEX WEE GLES NEER WEE YRS || NHEA WEE UEE || AEIN WEES HUYEE || ABEX WES LS | | MEEA WEE LS
HegZags HY Z2MH2 HFZ2gs HE Z2Mx L=t ES HY =g HFZ2H~ HYg =22 HY Z2H 2 Heoayx
EE R EEE R EERRE EEE R LR LT #EEaM g2 2R LR s BaM

Guidance for Industry Quality Systems Approach to Pharmaceutical CGMP
Regulations, FDA, 2006

4. Corrective Action
Examples of sources that can be used to gather such information include the
following:

mance reports and rej
Returns

Complaints

Internal and external audits

Data and risk assessment related to operations and quality system
Processes

Management review decisions

Yes or No

felgy

¥

EHTEY @

'

YU S Hg
MEEXAAE-Y W 2%

v

A EX WM

v

AEEN 2t el

!

fudEs Ry

{IRH. da2|gjold ‘HM]

i

Ayzx g2ua g gl

L Acceptable

Corrective Action

—{ o, B ay J

AR HoEy

A 1S
AYTAAULY W B _'[ e j
awws wn
¥

ol EE At el

v

FEY ¥ a 4{!8*!. ‘E2|qojd ﬂ*lj

OYEE REED WY |« Acceptable

Preventive Action

Guidance for Industry Quality Systems to Phar CGMP FDA,
2006

5. Preventive Actions

Being proactive is an essential tool in quality systems management. Succession planning. training,

capturing institutional knowledge, and planaing for personnel, policy, and process changes are

preventive actions that will help ensure that potential problems and root causes are identified,

possible assessed, and actions

®  The selected preventive action should be evaluated and recorded. and the system should be
maonitored for the effectiveness of the action. Problems can be anticipated and their
occurrence prevented by g data and risks with and

quality system processes, and by keeping abreast of changes in scientific developments and
regulatory requirements.
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Bio-Support

Supply Chain Management Process(AHE])

The Report was updated on 221/20 to inchude revised
economic analysis about production mcreases and supply
restoration after a shortage. See the FDA Archive for the

onginal Keport.

Drug Shortages:

Supply Chain Management Process

4Ms Classification |« Mﬂ::::nﬁ:;;_ Root Causes and Potential Solutions
Services 2019
¥
Materials, Equipment &
Services Classification USS. Food and Drug
v Administration
Supplier Classification, | New or Existing
Survey & ldentification | Supplier
T
Screening
L 4 Financial State,
Supplier Evaluation ‘_Certlﬂullon(Quallty System,
(initial Qualifi etc),
Supplier Registration l Specification, Reference etc
Faill——|  Supplier Selecti Passk| Supplier Reg
Qualification Phase Quality Agreement, /
Mutual Agreement Tual
ity Culture & Complaints,
Specification or URS Guaifty Systom Changs Control U.S. FOOD & DRUG
I ADMINISTRATION
Cost Evaluation Technical Capabilities
h 4 — Supplier Audit -
[———Faill—{ Supplier Qualification [
- Initial Product Supply Chain Security
Supplier Approval PBI!s Qualification
h 4
["————Fall—{ Product Qualification [+ Incoming Inspection ~
]
| | Technology Transfer %
Process & Scope 'E
Pass — Qualification %
S
— Validation
pproved Suppller LI
(ASL) or Approved
Material List(AML)]
upplier & MaterTals On-|
Fail going Monitoring &
Evaluation
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Document Control Process Design At
(Document Lifecycle)

RBio-Supnort

Document BS-GMP-STD-QA-0 101 Revision
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Quality Risk Management Process Design
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Rio-Sunnort

I Quality Risk Management Process Design AtZ|

Goal
£ Z 2 M| A& Initial Qualification - Continued Process Verification > ReQ & ReVal2] Life cycleS 2] X| %% ¢l cPP X coa 2L E{ ™t EXIE 8t =24/ 20|ct, i

[—————————— — — CPP based Process — — — — — — — — — -
v I
De;yn QRM I i
L) v v ! v
Periodic Process
Classification ~~ p( Uo@1 %4 m‘:"""’"”w | Design Qualification >+ Installation Qualification (i{ Operational Qualffication b Ferorrance g P"‘f.'."s';“" [{ Initial Process Validation |¥ | Periodic Requalification R“""‘m““" (wgzﬁg"“’,, ')‘ F’“":"&'ﬁ":‘;‘“
System CADE CADE CADE - CADE (Maintenance) - CADE(Maintenance) CADE(Maintenance) CADE to be changed CADE(Maintenance) CADE(Maintenance)
COA COA COA
System (CPP:{I Eﬂﬂzl 2e (CPPO“iI Eﬂﬂ:l e - (CPP:II EQ‘EI:I e
COA°| X g0 ZHH) COA°| X g80j% #%) coall 8% ZH) cPp cpp cpp (ﬁg*ﬁ%}ﬂ&) GPP 10 b changed cpp CPP 10 be changed
cPP cPP
Process (PIC/S GMP Annex15) (PIC/S GMP Annex15) s
CMA(Materials) CMA(Msterials)
CQA COA CMA orfand COA to be CMA orfand CQA to be
Patient & Product (PIC/S GMP Annex15) | | (PIC/S GMP Annex15) caA CoA oﬁm;d‘m" coA changed CQAlintermediete a)"" changed
Cose Study 1: PEMMAHERRE) ¢~~~ v~
r n QRM User requirements Performance Process QRM
HEEH o2 St > " (URS) Design Qualification [ Installation Qualification (B Operational Qualification b Qualification o 1% Step | Initial Process Validation
el E BEHHE
cIxRl Jé ;,3’1 4)”' 7134, CADE CADE CADE CADE . CADE(Maintenance) . CGADE(Maintenance)
COA based Process orfand | | COA based Process or/and | | COA based Process or/and ‘COA based Process orfand
g@REE based Equipment based Equipment based Equipment - basad Equipment CPP based Process CPP based Process CPP based Process
5 3.0 COA based Process orfand | | COA based Process or/and | | COA based Process or/and ‘COA based Process or/and
AUy based Equipment based Equipment based Equipment - basad Equipment CPP based Process CPP based Process CPP based Process
- COA based Process or/and | | COA based Process or/and | | COA based Process or/and . (COA based Process or/and
Ha Azt besed Equipment based Equi t t Equipment based Equipment CPP based Process CPP based Process CPP based Process
= CQA CQA
o 2 o = - - -
TEOYE F2ET CQA CQA (by Bio-indicator) CQA (by Product)
FRUYE AHWYES CQA
(2200l 012 EFo| Watou) caA caA CoATIT coA {by Product)
UROLE =Fo| 2HY - CQA CQA - - CQA CQA CQA
I X
I COQA Verification2 0f = THA|0| X B 2217277
|
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I Qualification & Requalification Process Design
&l (Conceptual Design)

N,

Rio-Sunnort

Bio-Support Standard of Bio-Support: b Tite: Qualification & Requalification Process Design 1 peawe v o @ & GMP
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Knowledge Management Process Model A2

lllustrative processes, in no particular order

Development Technology
Studies Transfer
Change + other
Management processes
Knowledge Creation
Newly acquired knowledge

Knowledge Communication,
Exchange, and Sharing (via knowledge culture)

(product, process, and platform knowledge)

Knowledge Curation

Knowledge Capture

v

Knowledge Identification,
Review, and Analysis

Basis for prior knowledge

Knowledge Disseminatio

Knowledge Storage and Visibility

v

Knowledge Availability

Knowledge Management Practices
for both explicit and tacit knowledge

Knowledge Application, Growth, and Transfer

Technology

Transfer

+ other
processes

Change
Management

Product
Filing

Mustrative processes, in no particular order

Y

DECISION l

Growing and Evolving Knowledge
(product, process, and platform knowledge)

Bio-Support

IcH Q10 Pharma. Quality System

1.6 Enablers(Z£ZIQIX}) |

Knowledge
Management

Quality Risk
Management

(58 718389)

(AIN'EY)

IET-
REC| Mg HE| TO| 12|30 KBS 0|2k
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PIC/S GMP Annex 1 2| @
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i | I I : Pharmaceutical Quality Systems
. I .
T~ t_ T m——— 1 ,,,,,,,,,,,, o : Contamination Control Strategy
i ‘ . . ICEI n |
. : Strategic planfor  _ Data analysis & | : Process Mapping
I continuous improvement trending ‘ .
: i :
| i : Risk Assessment
: -
i : e _| I U : Control Plan
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! =3 _ _ ‘ I : Monitoring plan
| 4 o TR [ R s e e e B U L e i :
i W :.._-{_., SR SE T (S MRS SR ': : a : Change controls
' . 1oy | PR P! 1 '
~ . ] . ¢ - oI - pe 1 '
| —_—dp ¥ _.i i i f*: e - !4 - - Facility 1—4._) ﬁ St I : Training plan
: ! i ot A 1 i ! 1
1 gt L i : % ! . _ | |
| - -:-» o e e, e = ke =Y g Premises <O ﬁ" S U : Qualification plan
’ , L B ' " - ] !
> H-E . ! : : y : X
! - %, - _7: : ,«; - m: - :" R -9, Equipment ‘—? Shatatads ' : Knowledge Management
l ; e s <5 B : ﬂ
i - o : :dl ;v—o! :“I’ ~¢ :‘* i B Utilities <O 5“' L8 I : Deviations
» ! = v e e | . 1 )
: ' g (LT | . 3 L . |
1" " e : ! - - « P p—— ) .
| IR f 4 ; . ? ‘: : . - ; - Personnel .P ﬂ : - | 4 : Corrective Actions
s Sl : ' HE O ¥ ! 5w . = 7 5
e b gt : :.,: lL,! ‘ :..:. - O] :44 <+ Pl =+ Raw material & Excipient  «b 6} Rl il | Preventive Actions
. ! 15 e < e iy s 1 | I
! . I | . ' : Procedures
— > %——ﬂ: i | e > :":‘ S =*RA <*PrM=*  Manufacturing Process <O fe—-=q 1
! : iy i o : : Vi i 2 g L T'71  :Group items for collective
. : : ) be . : :
ek - i T TRl 2 i s Environment «-{) < 4= — — 7 ! Rk effectiveness analysis
! . o ! I Pt 1 ! ;
TR ;, T T :.. ; .: E‘!‘ - = 4 Pri\) =+ Third Party 4_(’3‘&# o - : . »  :Input [Blue arrow or solid dash type arrow]
' . "o | i Vi i : |
. ' . < ! 1. . ' ' 5
il L ! i - ?,.: e - - - - Supply chain ‘_‘P"'T"“_ ——- ] - : Output - improvement measures [Green
' T LRSS T e e e i ‘ g | arrow or Dash arrows]
SN —:» - —-}: !CAPA > - fand ¢ **RA **PrMm=* Human Factors < ﬁﬂ- - )
T o N G ! P £ ! ' | = —» :Inputand Output - 2 ways communication
| PRy e g e i S I R S eI S A S L S S e SR S R e
IT : T I [long dash dot arrows ]
i s Sl s g i ) o St Gl S e el ) I S e s < s v |

e———= :Non respect of instructions



Bio-Support

Tel: 031-446-7200
M.P: 010-7600-3954

E-mail: comply@biosupport.co.kr






