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Background 5=

What is Good Distribution Practice (“GDP”)? {1 B/ HE?

Pharmaceutical Inspection Co-operation Scheme (“PIC/S”) -

GDP is that part of quality assurance which ensures that the quality of
pharmaceutical products is maintained throughout all stages of the supply chain
from the site of manufacturer to the pharmacy or person authorised or entitled to
supply pharmaceutical products to the public.
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(Source Z7#/A2 )& PIC/S Guide to Good Distribution Practice for Medicinal Products)




Background 5=

World Health Organization (“WHO”) -

That part of quality assurance that ensures that the quality of a medical product is
maintained by means of adequate control of the numerous activities that occur
during the trade and distribution process, as well as providing a tool to secure the
distribution system from falsified, unapproved, illegally imported, stolen,
substandard, adulterated and/ or misbranded medical products.

A4 4HEk (WHO) -
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(Source ZIAE)E : WHO Good storage and distribution practices for medical products)




Background 5=

Why implement GDP? A{1FEH{T BiF 85 ER?

“The Chief Executive’s 2023 Policy Address” announced that the Government will
leverage the medical strengths of the Hong Kong Special Administrative Region with
the long-term objective of establishing an authority, i.e. the Hong Kong Centre for
the Medical Products Regulation (CMPR), that registers drugs and medical devices
under the “primary evaluation” approach.
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Background 5=

Why implement GDP? R {t/BEAETT ELAT I AR H0?

This will help accelerate the clinical use of new drugs and medical devices, and
foster the development of industries relating to the research and development and
clinical trials of medical products, developing Hong Kong into an international
health and medical innovative hub.

r IEE TR W b PR FE FH USRI T B /KA - I B R asc S A ARG A S A 7
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Background 5=

In 2025, the Pharmacy and Poisons Board of Hong Kong (“the Board”) has
reviewed the implementation of GDP for pharmaceutical products in Chinese
Mainland and other overseas jurisdictions.

(The Board is a statutory body established under the Pharmacy and Poisons Ordinance to perform

Statutory functions under the Ordinance and its subsidiary legislation. The Drug Office of the Department
of Health provides professional support to the Board.)

20254 BEERENEEEER (EHE, ) R RN LA
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Background 5 &

The Board also reviewed the gap analysis of the requirements stipulated in the
current Code of Practice for Holder of Wholesale Dealer Licence (“COP”) and the
PIC/S Guide to Good Distribution Practice. To align with PIC/S GDP, it was

necessary to strengthen regulatory control on the areas that are only partially
covered / not covered in the current COP.

EHFEIEN THRT (MEERREAE A#SESFH]) B PIC/S Guide to Good
Distribution Practice FT#Ei#iE 2 HHVZEEDHT o FEIPIC/S GDPIRFF—2 » A b
e ERIT (HLEE g A NRGESFRI) 3 E 80k & B Rk 2= 1Y il o




Background 5=

Why PIC/S GDP? 2 {}-J&% PIC/S GDP?

Effective 1 January 2016, the Board became a participating authority of the PIC/S.
In Hong Kong, all manufacturers of pharmaceutical products must fully meet the
PIC/S Good Manufacturing Practice (GMP) standards before being granted a
licence by the Board to manufacture pharmaceutical products. Accordingly, as a
PIC/S participating authority, the Board will also apply the PIC/S GDP standards to
licensed manufacturers and licensed wholesale dealers.

EEE 12016451 51 NAER BBERIRE SESHE] (PIC/S) & B - 5% FiA
BB R T 2 G S PIC/SH | 4 B IR | (GMP) FLtE - f sy
IR AR - Bl > (R PIC/S 7 EHEHE TR B R R
FEfit 28R HE A PIC/S GDPHYEAE -
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Background 5=

In May 2025, the Board endorsed to require licensed manufacturers and
licensed wholesale dealers to implement GDP in Hong Kong by adopting the
PIC/S Guide to Good Distribution Practice through the imposition of additional
licensing condition. This decision aims to further improve the regulatory system
for the distribution of pharmaceutical products.

Also, it was recommended making corresponding amendments to the current
Code of Practice for Holder of Wholesale Dealer Licence (“COP”) to avoid
overlapping content.

7202555 H - EHEAERM ' E£neESlERE ) ( REFoEHEES)
(PIC/S Guide to Good Distribution Practice) - j]:z_ﬁ_}jmjj[[ﬁ%%,mﬂﬂfiﬁ%j?%
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Background 5=

The Board also endorsed the followings for GDP implementation —

EHEFLAELL T B4 iEii s 2 BhitsSTH -

& Establishment of GDP Task Force

¢ Preparation of the Guide to Good Distribution Practice for Pharmaceutical
Products and relevant guidance document, and updates to the current Code
of Practice for Holder of Wholesale Dealer Licence

¢ Implementation timeline (last part of the presentation)

& X 1TGDP T {E/\N¢H
o YRS (ZEMIRIG B RETES ) MAERIFES IS0 - WWEHTIR T (LR
HERFA ABESTH])

o HlRrER (R REE )
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Background 5=

Same as COP, the requirement for compliance with the GDP Guide will not
apply to the trade solely dealing in non-medicinal poisons (such as chemical
reagents, hair-dyes and industrial chemicals) or solely dealing in medical
devices containing poisons.

B (HESFH) HE ST (BUFASRRIEE]) R s e
FREEE (GI{LERm - AR T (LG B0 s o B REE s (1 -
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GDP TASK FORCE GDP T {E/|\¢H



May 2025
2025%F5H

PPBHK endorsed
the establishment
of GDP Task Force
73 A G | 5% B B B
(S i AR YA
GDP T fE/NaH

Establishment of GDP Task Force

GDP T /E/N AR 1T

Il‘\\N-/ |
Jul 2025
2025F7H

WDL Committee

endorsed the
establishment of
GDP Task Force

ZETE KA (it
2PE) ZE gt
% TZ.GDP T 1E /N
4H

1) » \‘b

Jan 2026
2026F1H

The 1st meeting of The 2nd meeting The 3rd meeting of

GDP Task Force of GDP Task Force GDP Task Force
GDPL{E/N4i%E—  GDPIL{E/NA%E—  GDPL{ENE=
KRR R R H

PPBHK = Pharmacy and Poisons Board of Hong Kong
WDL Committee = Pharmacy and Poisons (Wholesale Licences) Committee 15



Composition of GDP Task Force

GDP TAE/NHEVE S

Composition of Membership includes representative(s) from:

RS B E PL e SRR AER -

€ Hong Kong Association of the Pharmaceutical Industry & #RF S £
€ Hong Kong Logistics Association &Y e

€ Hong Kong Private Hospitals Association & EFAZE B [wlfer

& Hospital Authority E[ZEHE

€ Pharmaceutical Distributors Association of Hong Kong & e @ sX s =E i
€ Pharmaceutical Manufacturers Association & &Hl&E g

€ Drug Office, Department of Health &4 ZE5Y¥R /=

16



(1)

(2)

13

—

Terms of Reference JE & E]

To assist the Department of Health (“DH”) in the implementation of PIC/S
GDP by assisting the formulation of the “Guide to Good Distribution
Practice for Pharmaceutical Products” (“GDP Guide”).

BN EZ EHPIC/S RAr o spmial - EEWBIHIE] (SRR BRI iR
#if551) (T (B&Fo#EHEREs)D 1) -

To identify areas in the GDP Guide where additional guidance are needed,

and provide input on drafting “Guidance for Industry: GDP Guide”
(“Guidance for Industry”).

ol (EERBin B4 o g Ei e 5| ) AR ZHARSMNE S [ BVEERS - Wl E &k

(GRFUES| -gmaln Ry iifisaiss) (F (GBF4EE1) 1 ) REER -

17



(3)

(4)

Terms of Reference §5 e [E

To provide inputs on updating the Code of Practice for Holder of
Wholesale Dealer Licence (“COP?”) to facilitate implementation of GDP.

LB AT <<§°tt’§§ﬁﬂ$ﬁ’j%7ﬁ“/\$ﬂ%%ﬂﬁﬂ> (" (#EFRD L) R#REERR
LU B AT 7 SR A s T

To provide comments/feedback for DH to review the implementation of
the GDP Guide and provide inputs on necessary updates to relevant
Guidance for Industry or COP.

RS (BirotiisEiiss)) (ERIBFIREER,RIE - 5itd
e (5R5TE51) B0 (HSETHI) HIDEE it -

18




Key Outcomes FEZEE

2 Members provided valuable and practical comments relevant to the current
local situation.

AR AR B iRt T E R EHER, -

¢ Members recognized the gap analysis between the GDP Guide and the
current COP. It was concluded that additional guidance was required for
the following five major areas in developing the Guidance for Industry :

pREER T (SRR R SRS ) BT ($ERTHI) ZIErYZERE
o - & EREGERE R > ERDE (FEFHE51) K o Ll N IR ERTE LEE

a5l
Chapter 1 Quality Management B1E BHEEH
Chapter 2 Personnel F2EE AR
Chapter 7 Outsourced Activities B7E  ANAITE
Chapter 8 Self-Inspections F8E Hiw
Chapter 9 Transportation SEOEE  iEHg
L] 1]




Key Outcomes F 4558

2 Members reviewed and provided comments on the initial draft documents
of GDP Guide, Guidance for Industry and COP.

R EER 7L IR R E R — (REFoESEEsEs)) - (RFdE
500 DUk (gsEsFRID) -

—

2 The above draft documents was subsequently revised and refined based on
the comments from Members.

EAC AR ERIRB R SRR RIELEST ABE -

L 2 Members confirmed the current version of GDP Guide, Guidance for
Industry and COP for trade consultation.

e SRERS LURITIANY ( BAForimisnEsl) ~ (RFAgEE1) Uk (HEESF
Al BT EEE -
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LN

GDP Documents GDP £

Guide to Good Distribution Practice for Pharmaceutical Products
(“GDP Guide”)

(RSB R riAEies]) (1 (BaroiRidEnEs() ; (GDPIES]) )

Guidance for Industry: Guide to Good Distribution Practice for
Pharmaceutical Products (“Guidance for Industry”)

(RAE5I - BRI B rsisEss ) (1 (GRFFEE]) J)
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GDP Guide R4F AR &HTE S|

GUIDE TO GOOD SRR B4 AR e S |
DISTRIBUTION PRACTICE FOR

PHARMACEUTICAL PRODUCTS

September 2026 2026429 F

Pharmacy and Poisons Board of Hong Kon i
~ 9 7ond BRI R RS




GDP Guide <
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GDP Guide R4F/rHARSHETE S|

The GDP Guide is divided into two parts — Part | and Part Il.
(BAFrsHMEFES 1) o RamEln — S—El R H -

Part | sets out the requirements for pharmaceutical products. Part |l sets out the
requirements specific to active substances.

B U BB AR B - 55 R H it R B S R

Each part provides stand-alone guidance on good distribution practice for
pharmaceutical products and active substances respectively.

F oy oy A R AR AL R JFURHERRY B A oy SR AR s (LB e 5 | -
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GDP Guide R4F/rHARSHETE S|

The requirements are based on PIC/S Guide to Good Distribution Practice for
Medicinal Products (PE 011-1) and PIC/S Guidelines on the Principles of Good
Distribution Practice of Active Substances for Medicinal Products for Human
Use (P1047-1).

fHEEE K Z2M3E PIC/S Guide to Good Distribution Practice for Medicinal
Products (PE 011-1) and PIC/S Guidelines on the Principles of Good Distribution
Practice of Active Substances for Medicinal Products for Human Use (Pl 047-1).

Mainly editorial /textual amendments to suit local situation:
T2 RdREE,SCF ERVEET - DIECaAHtiER
¢ Introduction 5=
& Scope #H1[F
¢ Legalterms and local regulatory requirements JEEFHEE 7 A HH & 20K
¢ Glossary g¥=

26




Outline of GDP Guide

AT T

Part |
%—-%B Chapter 1 Quality Management Chapter 2 Personnel
FIEETEEH F2E AR
Chapter 4 Documentation Chapter 5 Operations
SPATE 4D ER SE5EE HE{F
Chapter 7 Outsourced Activities Chapter 8 Self-inspections

BIEIMITIE R8E BHiR

Chapter 3 Premises and
Equipment

F3E BT Rk

Chapter 6 Complaints, Returns,
Suspected Falsified
Pharmaceutical Products And
Pharmaceutical Product Recalls

SB6E 15T - BE - MEHRE
ESUL LY JLk SRRl

Chapter 9 Transportation

ROE Hiy

TS |4
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Outline of GDP Guide

Part Il

AT T

%:E%B Chapter 1 Scope Chapter 2 Quality System
PIE M HE FEEELS

Chapter 4 Documentation

Chapter 5 Premises and
Equipment

SREE e 55 PR

Chapter 7 Returns,
Complaints and Recalls

BIERE - Kt kEW

TS |4

Chapter 3 Personnel

BIE AR

Chapter 6 Operations

SR6EE HEfF

Chapter 8 Self-inspections

R8E Hiw

28



GDP Guide vs COP

Chapter 1 Quality
Management

PIETEEH

Chapter 4 Documentation

SRATE UHaCER

Chapter 7 Outsourced
Activities

BIE SN TAE

AT TSR

Chapter 2 Personnel

F2E AR

Chapter 5 Operations

SBSE HE(F

Chapter 8 Self-
inspections

H8E Hiw

&

Eitg 5 [vsENSESFHI

Chapter 3 Premises and
Equipment

F3E BT Rk

Chapter 6 Complaints, Returns,
Suspected Falsified
Pharmaceutical Products And
Pharmaceutical Product Recalls

SB6E 15T - BE - MEHRE
E UL LY FLk SRl

Chapter 9
Transportation

RO My

29



GDP Guide R¥FIriHiHEmfET|
Part | £—3f

Chapter1  QUALITY MANAGEMENT
BIE BEEEH

® “Wholesale distributors should maintain a quality system setting out responsibilities,
processes and risk management principles in relation to their activities” " #2557} #4525

BIEERG iR ER DB AR e RIEEEZERA -

€ Introduces the concept of quality system /428 & R4

€ The management of a WDL holder is responsible for the quality system, which requires

their leadership and active participation #1 25 A A\ EHEBANEELRGEE -

B E 2 2 g RSB R 2  -
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GDP Guide E%f-47 8- asnig 5 |

Chapter 2 PERSONNEL
EIE =

€ “The wholesale distributor must designate personnel responsible for GDP compliance.
Relevant personnel should have appropriate competence and experience as well as
knowledge of and training in GDP” ' 7% 775 /. R 15 E B B i RIF7 ##0 2I N
f; ,5,; i{ﬁ%ﬁ?/ﬁ) o N SIEA 738 5 55 T EE4ER » 1 RIF 7 # BE AR 12
ué‘/ °

€ Defines responsibilities and requirements of Responsible Person (“RP”) who is

responsible for GDP compliance of a WDL holder R E & EHL 2 IaR A A& RIFT
s AL (HHEERREA) IREEEZER

€ Defines the training requirements for all relevant staff including the RP i 5155 E

SENEARIBTAHEEA RAVEEEIZEK
—
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GDP Guide E%f-47 8- asnig 5 |

Chapter3  PREMISES AND EQUIPMENT
BIE AR ISR

€ Premises should be designed or adapted to ensure that the required storage conditions

are maintained [ FTE B Fos  DAREIRAE S R R e lE

€ Equipment impacting on storage and distribution of pharmaceutical products should
be designed, located, maintained and cleaned to suit its intended purpose S22 &7 Hl

RTAFE D SIRTER A - Haat - BB - RENERERESTEIAR

€ The repair, maintenance and calibration activities for key equipment should be

recorded BHSESFHITVAEE ~ B MR IEEFHFLCSR

¥ Key equipment and key process(es) should be identified for qualification and/or

validation (&5 751 BRSE S (Fr Lol 8 i R (T RERE B BB
] I
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GDP Guide E%f-47 8- asnig 5 |

Chapter4  DOCUMENTATION
SBAE X fF4aCek

4 Good documentation constitutes an essential part of the quality system 5ZZHY X {4

TR VEERLZGIIRLER

€ Written documentation should prevent errors and permits the tracking of relevant

distribution operations 2 [f] S FETERG [ HH iR I $E R 17 5 40 3B HEAH B8 47 o5 2/ E

€ Documentation comprises all written procedures, instructions, contracts, records

and data U HCEEERTASHER 59 ~ &8 - &ERMEE

€ Attention should be paid to the approval, distribution, review and retention of

documentation fE&E T E R AE ~ 8 - BHEREEER

33




GDP Guide E%f-47 8- asnig 5 |

Chapter 5 OPERATIONS
B5E EIE

€ Includes qualification of suppliers and customers, receipt of pharmaceutical products,
storage, destruction of obsolete goods, picking, supply, and import and export t15{t

FERGEEE FHIRESE ~ SR E - il ~ B - B - SRR ER D

€ All actions taken should ensure that the identity of the pharmaceutical product is
preserved and that wholesale distribution is performed according to the information on

tho outer packaging 1181 SHETEIF AAVHLILIERRARIR | FLILSE)SACIBI 0 e
ol

€ Ensure that their proposed suppliers or customers are authorised or entitled to

conduct wholesale dealing activities with them JETE (- E S AL EREE PO ERZES
AR HEOETIER B EE)

34




GDP Guide E%f-47 8- asnig 5 |

Chapter 6 COMPLAINTS, RETURNS, SUSPECTED FALSIFIED PHARMACEUTICAL
PRODUCTS AND PHARMACEUTICAL PRODUCT RECALLS

HOE T ~ BE ~ REER B R B K FER S ]

€ All complaints, returns, suspected falsified pharmaceutical products and recalls
should be handled carefully according to written procedures and recorded Fi 5T ~ B

B~ BRI S S S [ e AR e (BRI AP 40 8%

€ An assessment of returned pharmaceutical products should be performed by designated
personnel before any approval for resale 7R [F[HVEER| B AT/ € N SRS > HAR T R[HZ
LB
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GDP Guide E%f-47 8- asnig 5 |

Chapter7 =~ OUTSOURCED ACTIVITIES
BTE SMAITAE

€ Defines the roles and responsibilities of the Contract Giver and the Contract Acceptor

FE SR TR T ACEEE

€ The requirement of written contract specifying the duties of each party relating to the

outsourced activity %z | & H LI LR E S HEIN TAEF IR

€ Any activity covered by the GDP Guide that is outsourced should be correctly defined,

agreed and controlled JJ& R4F/r 8% EE1a5 S BN TIF - HET DULHERE
I B B

N
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GDP Guide E%f-47 8- asnig 5 |

Chapter8  SELF-INSPECTIONS
HIE =Ly

€ Defines the requirement for a self-Inspection program 57 7E ¥ B kst SISk

€ To monitor implementation and compliance with GDP principles and to propose

necessary corrective measures 5 {1 5z 220 TELEAE B 4177t 3R & R ATRUARR - i
MR IEFEHE

€ RP should ensure the self-inspections are performed at appropriate regular intervals &

= A JEHECR E 3 E R R R T H e
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GDP Guide E%f-47 8- asnig 5 |

Chapter9  TRANSPORTATION
FOE i

€ Defines the responsibility of the WDL holder in protecting the supplied
pharmaceutical products against breakage, adulteration, theft as well as ensuring that
temperature conditions are maintained within acceptable limits during transport 5L E#;

SppRIRRT A MERMEZ T iR PUBRVEERIBmATIRAE - G LSRR LIS -
e ~ SORE > AR CROM LR SR A Al 2 EE N

€ Regardless of the mode of transport, it should be possible to demonstrate that the
pharmaceutical products have not been exposed to conditions that may compromise
their quality and integrity fiitamEr (Al fdEE 7= - ERERBHEEN B RBR BN FREIEE
HE 8w R R IRIE ARG
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Guidance for Industry S FI55 |

Guidance for Industry: EafEs|

Guide to Good Distribution SRR R s ERfE 5 |
Practice for Pharmaceutical

Products

Version 1.0 hkk4<1.0

Pharmacy and Poisons Board of Hong Kong S R B

1 ]
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Guidance for Industry S 7355 |

TABLE OF CONTENTS
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BAF T B RRBEIE G I coveeeeeeeee e ceeeeceeesessse e snssesss s snssssss s sseses

Hi#

=L

(=TS T S
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BB 111 1vves e84 R B R0

24
25
26

40



Guidance for Industry S 7355 |

It is administrative document to provide additional information to facilitate the
licensed wholesale dealers to comply with the GDP Guide.

A —mTTBOUE - BIEEH A e BH DU B Rt g peia sy ( REF 70 B ERTS
50) <

It should be read in conjunction with the GDP Guide.

A8 ( BFrsHraiEs]) —0fE

o}

au

Additional information is provided on specific clauses of the GDP Guide. Not to
include the clauses which are clearly specified in the GDP Guide as they are
deemed to be self-explanatory.

sT¥ (RAF o MEaS51) AV eI ftmseail - NEfEE (B rifisE
fa51) TERMETTE HNE EHRIFR -
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Guidance for Industry S 7355 |

It is developed based on other international guidelines, e.g. PIC/S, WHO.

IR HABIRRTE T (e - PlnsEmim & S fFatE] - A aHEs -

Nevertheless, the wholesalers may develop specific ways to comply with the GDP
Guide, provided that proper scientific justification and the principles of GDP have
been taken into consideration.

EEWLL - fggryalfle B 72\ PUEST (BiF o saidEtss|) - ASREE
AR K B oy SRR s R Al -

It is intended that this document will be amended from time to time to include
additional guidance arising from discussions with relevant stakeholders and from
on-site inspections by inspectors of the Drug Office.

FERRRSERT » D4 A SRS 3 L S 5
CNEE

Bl
il

B TEMAEMRE

(e]
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Guidance for Industry S F355 |

TOR of GDP Task Force -

To identify areas in the GDP Guide where additional guidance are needed, and
provide input on drafting Guidance for Industry.

GDP T {E/NHAFEELE

seal (B4 %}%{%ﬁ%ﬁi’a%ﬁ T AR MES VRS - s SE (RAE5() it

BH -

Certain sections are revised/ devised based on the comments from the GDP
Task Force (some examples as follows).

H o EEIE % GDPLIE/NMERVE R BETSEEE (UL T2 —611)
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Clause no. Requirements

1.2.7v
3.3.2

3.6.1
7.2.2

8.2.2
9.2.1

9.2.3
9.4.6
9.4.7

Guidance for Industry S 7355 |

Purpose and Scope

Deviation — Temperature excursions

Mapping studies
Qualification of equipment
Audit

External audits

Continuous Monitoring Temperature during
Transportation

Vehicles and equipment for transportation
Use of cool packs

Control of cool packs

XK

I i 25
7 - B R
BRSOl

SR
B

I

R RSB AR R

EF

z%ﬁ uﬁ%& S

‘2%77\” e
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Revision is based on the implementation of the GDP Guide.

(ZaTE&0 ( B oriiiduias|) AVERREN -

Remove certain requirements which are considered to be covered in the GDP
Guide (in principles). Some details of the current requirements are supplemented
by the Guidance for Industry.

MER—EE R ( REoiifsiias|) k& 22K (JRAIE) - #0ERTEKAY
AMERATE (5254E51) 7T

Retain the legal requirements and other non-GDP issues (e.g. advanced therapy
products, adverse drug reaction reporting, guidelines issued by the Board).

PREFERE R M HATA B R 4F o SR Hadils 2 570 (BIasulE AR ~ 45
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Implementation Timeline EjiiiF[LE

The Pharmacy and Poisons Board The licensing conditions on compliance
endorsed the finalized GDP Guide, with the GDP Guide would be imposed for
the Guidance for Industry and the EXISTING WDL Holders and ML Holders
COP for WDL. for licences renewed on or after 30/9/2028.
S B EHE {IEFEE R AE HRFMEmEREMERERER AR
sy ( BEFriafEtEs) ~ (GER 20284E9 H 30 HEC IR AN - 5T ( BEF
fa51) K (HbEEpahaliaRya AseEsr SrSERAETES ) Y Rkt — -

Al e

06/2026

For the NEW applications of WDL and ML
received on or after 30/9/2026, compliance
with the GDP Guide would be imposed as one
of the licensing requirements.

2026479 H 30 H B2 2 AT EIHIHE R R R
&%ﬁ%ﬁﬁﬁﬁ% EF'?E‘% VRS ( Eéié‘ﬁ ﬁﬁﬁ WDL = Wholesale Dealer Licence
HI55|) - FEEPHySERREESK - ML = Licence for Manufagturer
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