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WHO Technical Report Series, No. 957, 2010
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WHO good distribution practices

for pharmaceutical products

-

Introduction
Scope of the document
Glossary

General principles

Regulation of the distribution of pharmaceutical products

Organization and management
Personnel

Quality system
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Premises, warehousing and storage
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Vehicles and equipment

11. Shipment containers and container labelling

12. Dispatch and receipt

13. Transportation and products in transit
14. Documentation

15. Repackaging and relabelling

16. Complaints

17. Recalls

18. Returned products

19. Counterfeit pharmaceutical products
20. Importation

21. Contract activities

22. Self-inspection
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INTERNATIONAL CONFERENCE ON HARMONISATION OF TECHNICAL
REQUIREMENTS FOR REGISTRATION OF PHARMACEUTICALS FOR HUMAN

USE

ICH HARMONISED TRIPARTITE GUIDELINE

QUALITY RISK MANAGEMENT
Initiate
Q9 Quality Risk Management Process
Risk Assessment
Risk Identification
Current Step 4 version Lo v L
dated 9 November 2005 Risk Analysis
v
Risk Evaluation

unacceptable

Risk Control

Risk Reduction
= * +
Risk Acceptance

A

Risk Communication

This Guideline has been developed by the appropriate ICH Expert Working Group
and has been subject to consultation by the regulatory parties, in accordance with the
ICH Process. At Step 4 of the Process the final draft is recommended for adoption to
the regulatory bodies of the European Union, Japan and USA.

Output/ Result of the
Quality Risk Management Process

Risk Review ‘|'

< - Review Events

Overview of a typical Quality Risk Management Process
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B B fEE3E (QRM)

Initiate L ,
Quality Risk Management Process QRM initiation+

Risk Assessment ¢
Risk Identification Identify the risk+
v
o> " Risk Analysis A Collect data and information+
Risk Evaluation Evaluate risk+
unacceptable

§
®
g2 Risk Control
= \ 4
E Risk Reduction Analyze and identify root cause+
8 R *
E Risk Acceptance 7 Risk Control Action+

Output / Result of the Accept [ reject residue risk+

Quality Risk Management Process

Risk Review ¢
nil Review Events QRM review+’
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- ls it a hazard?
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High Probability
Low Severity
High Detectability

RN RN PP
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AR ASRS
RISK

Low Probability
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Likelihood (Probability) RISK

Low Probability

High Severity

Low Detectability
ST O

BREE M (Severity)

High Probability
High Severity
High Detectability
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o] i (Detectability)
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Risk

Likelihood of Occurrence of Hazard
+

Severity of Hazard

Risk
& & 1% (Severity)

& (Hazard)
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HitglfMEE
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> RBREMEERFEERFNREEE A RTE
> BERENEIRERTE

> R0 E e EE R eRE e (Residual Risk) ( 1R EE
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> TEXREEZEE (BINEREM/ 2 EEEE )
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B RENN/HEREE
> BEAZZNLENEIR
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QRMifi 2 R E)
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> Al A e AR BN EELE]
> ARSI EERIEEREE
m JEPEEB (Risk Identification)
B [EpES T (Risk Analysis)
m 3 [EEEE (Risk Evaluation)
> FHLEREMRERRLINEE
B {TEEOJgEHEE ?
B BB OEEN (T XR) 2%/) ? (Likelihood of Occurrence)
B HEMBESTEREREM ? (Severity)
B =0 LEAERIE ? siiflEdo ? (Detectability)
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B P Bl (Risk Identification)
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B Bz Bl (Risk ldentification)
> 24t PR B RS BIRR S (dentify (12l
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B FZ S EE (Historical Data)
B IE 3% 7247 (Theoretical Analysis)
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HRR ~ FN6E A A b
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& P et (s — [ B 73 4 (1)

[ELB% 73 47 (Risk Analysis)
T . AETEEEBIERE (Identified hazards) BB R E s -
—EEMNESERBEE
> 15 3R o] gE 4 (Likelihood of Occurrence) (O) £ &
(Severity) (S) BtEXHEZR
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& P et (s — JELBE 7o o (3)

H IR O] BE 1 (Likelihood of Occurrence) = O

EC

&z B8 1% (Severity) =S

2=
. OJ{EBI1E (Detectability) =D

[\ B B4t %285 (Risk Priority Number) (RPN) = O xSxD
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B (& (Risk Evaluation)

5 . ResEpfMesruEE (Identified & Analysed Risk)

Edd [ Pgs 42 52 2E Bl| (Risk Acceptance Criteria) #1TELER -

> RBFAEAN TR - HEFFEFIANGERILIEESE
(Qualitative) 89 (& @ FPE(E) - kB EE = (Quantitative)
(RPN=0OxSxD)-

> E=HTNAERFE D —EES SR - BiaErxiE
(Risk Priority Number) D& E @ fERYE 2R -
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Probability x Detectability x Severity

ng time
BENERRE T | HE S EEEN
SRR BEREREEESD)
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Stage

%, Bz 28 Il
Risk
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[ B o3 i

Risk Analysis

JE\bEeF(E

Risk Evaluation

Questions
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AIHEGE ?

TR EEE SR ?
BEREEZD?
AR RE S #E R T

i 7

(AT RE tigs 2
B ERE S A ?
BTEERR ?
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> [l fEfEEETE
B 5E [ P p e E A ol gE M M ERENRYTTED
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B iEE A PSRRI A
> Bl EREIER oS R R AT RMEVEE - X
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B FTEER TR ; Bk
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[E| B 48 B AN 425 (Risk Mitigation & Control)

> fEENERERE/IEE
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> BELIRTIEEE A+
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1E'ﬂ:: SOPjZ/)IL_*E
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B JEREAEER
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m EIE[EEHolER

n
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> B . ARESZEESEBIHRE -

> ERFAEER EAML TR (Quantitative Risk
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> BAEESFRTEREERE [, Bz P2 {ES
B ORTEEZEAMBVFEREE (Residual Risk) ;
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EEFEFMEZI (Benefits) - B E (Risks) A1 &R

(Resources) 7 BRIV S e £ F B 24
> BEFEITMANINE  KUREFNRE/EEERT
> BEIRIEZEY AR
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No

Risk reduction step
finished

Finish baselinefor
risk acceptancedecision

risk identification, risk analysis
rsks evaluation, risks reduction

Stakeholders

Revisit

risk assessmentstep

Is 3 risk
(educkle?

[

Revisit

Acceptthe
residual nsk?

M1SK assessment step

Yes

Y

Acoeptnsk
Sign off documentation

1es

Advanfage
oubwesghs rsk?

o
Y

Risk not acceptable
Sign off documentation

Ready for communication

involved as appropiate

Yes

All identified
risks assessed?

Yes

Measures/
actions needed?

Yes

Evaluate measures
on seventy, probability, detectability

v

Check needed resources
€ g employee money

leasures/ Actions
appropnate?

Yes

Other hazards

Yes

Revisit
risk reduction step

caused?

No

Is a risk
reducible?

85




=
=

AlHETE (BE E)
th

i

JE| F22 2= sl SR S

e




BESEHE

@) nru=rew
(Risk Review)




B b1zl — [ bR E & K O] E

”%ﬁ}—LBA*EEL@EEI’J;—tlj/ii%fﬁéﬁﬂz Al - FEER (WEA )
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H) - EEEHEERF GRS - WEREME -



J It

BE=EE

(Risk Communication)
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> O H= (Bi-directional Sharing) BEEEBAEMMERENER
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> RS BHRE
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(Risk Management Methods &

Tools)
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B iREE A - kg o th Kzl

> AR EPFREIE L BN 77K o] # FE R 2R w0 Al 16 B & b A0 2 4k [ Pz
» QRMZEM=F#sr LR UIEGFER - E&EHUN IR - B
ABRIR :
B RMEXRE S (Failure Mode & Effect Analysis )
m JEBEZ DM (Preliminary Hazard Analysis )
B R/ 2HT (Fault Tree Analysis )
m fAZE (Fishbone Diagram)

> FMEARIPHARIE R B Eel o A g E k& Bl (Risk Level
|dentification)

> FIAMMBRSERIAIERFAEABENEBEIRANIRE (Root Cause
Analysis) Al - *



BEIREERLE - E kRS %A

J7 B R 28 B3R — mE R B ZERI (Criteria of Severity) (S)

EREEAEE | BREARE | REAYRAIE T

(E&E (7E1E)

) i AR

) BN R P (AL SR T M RO A (First Ald) (9855

3 s R L T L

4 f 2z S 15 S (e R e T
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1 e AJRERE10 - 30FEE 4 —2X > Bf510,000 2 34— e A 34
2 AKETHE A]RERFS - 104284 — 2 aEkiAF1,000 K E4E—K

3 GRL= AIREREL - S 3 AE — B 100203 A — 2K

4 BRI AE A RE A —R U BB 10 REEE—

5 AT HEE AIRE AR B 5 WL —KEZX
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BEIREERLE - E kRS %A

[ bz 5T 2 B3R — ol 4Bl 5T 4R (Detectability Rating) (D)

AR | RIS | ETRRRIMERVEER

(E&£) (TE M)

1 AFHEE PATHYHER 2% T 5 e 1] DUt Al /B 1 B E

2 = BRATHYZER] A] DUk /B LR 2R A T e MR R =
3 i SR A T DR/ L st T e s

4 RATTHE ST H 2 T DR HI/ T L B Rt Y A R A TR

5 P A HRE /2 BRI AT R Bt/ B LR RS8R =
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[ P T A% 2 813k — B OK

(Semi-Quantitative)

alik
[ |

1{& (Risk Level Assessment)

Risk Priority Number (RPN) = O xS
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UL o
2 3
TR E
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oo =M/

BEIREERLE - E kRS %A

HME S 8IER -/ @K
(Qua ntltative)

alik
[ |

JEL B 8 5 % B (Risk Priority Number) (RPN) = OxSxD

L{d (Risk Level Assessment)

i L (S) { k
HEHY U 3 JFH G
_ (1) (2) 5 _
FTHEE {0 i 2 VA rlgE
- (5) (25) (50) (5)
S | WA 108 A AREEE | B8
3 (4) (16) (32) (4) o
® | AR 1S (S i i - 3% =
¥ (3) 9) (18) (27) (36) (45) (3) iz
m | ARATRE 1S i i K& S = pas
o (2) (4) (8) (12) (16) (20) _(2) .
5, & i i & i HeT-HEE
(1) (1) (2) 3) (4) (5) (1)
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JEL P 1Z 215 2 (Risk Acceptance Criteria)

RPN> 64 SEE > EEAES
> EEEREITE eIl ERBITER -
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RPN =27-64 = oEE > ERE "0#ER,) 5 TR ER,
> NRAER - BENME=RVEIEGEN - FERC
EE SO ERZRIER
> WROHEZ :
> [ERCirtEE RO ERERVIEH
> RN B ETERRIZES] - FERCERE IR

RPN <27 - BEE > ARoES . TEREEEGBIZTE
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