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4 | Background
Section 1 Background
F11E B=R

Licensed Manufacturers

1.1

1.2

According to regulation 29(1) of the Pharmacy
and Poisons Regulations (Cap.138A, Laws
of Hong Kong), no person shall manufacture
any pharmaceutical product on any premises
unless he is the holder of a licence to
manufacture pharmaceutical products
(“manufacturer licence”) on those premises.
Manufacture of pharmaceutical products
includes secondary packaging, which means
the labelling, re-labelling, cartoning, re-cartoning
or adding additional information (including inserts)
to pharmaceutical products which are already
enclosed in the container in which they are to
be sold or supplied.

The issuing authority for manufacturer licence
is the Pharmacy and Poisons (Manufacturers
Licensing) Committee (“the Committee”) of the
Pharmacy and Poisons Board (“the Board”).
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Registered Authorized Persons

1.3

1.4

According to regulation 30A of the Pharmacy
and Poisons Regulations, a Licensed
Manufacturer must ensure that at least one
Authorized Person is employed to be
responsible for, in relation to the pharmaceutical
products manufactured under the licence,
ensuring and certifying that:

a. each batch of the pharmaceutical products
has been manufactured and checked in
accordance with the GMP Guide; and

b. the registrable particulars of each batch of
the pharmaceutical products correspond
exactly with the registered particulars of
the products.

The GMP Guides issued by the Board for
Licensed Manufacturers of pharmaceutical
products (“Pharmaceutical Manufacturers”)
and those carrying out only secondary
packaging of pharmaceutical products
(“Secondary Packaging Manufacturers”)
respectively require that batches of
pharmaceutical products should only be
released for sale or supply after certification
by an Authorized Person.
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1.5

| Background

To ensure compliance with the required
standards in the manufacture of pharmaceutical
products, the registered Authorized Person
employed by Pharmaceutical Manufacturers,
and the registered Authorized Person employed
by Secondary Packaging Manufacturers, who
is referred to as the Quality Assurance Officer,
must be suitably qualified, experienced and
competent for the types of manufacturing and
packaging operations undertaken by the
company that he or she works for.
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AHESTHOED | 7

Section 2 Purpose of this Code of Practice

F 2 &

2.1

2.2

A EFHIBIEAY

This Code of Practice sets out, in addition to
those in the relevant GMP guide issued by the
Board, the minimum standards, obligations
and requirements to be followed by Licensed
Manufacturers and registered Authorized

Persons. Its purpose is to provide Licensed

Manufacturers and registered Authorized
Persons with practical guidance and directions

for manufacturing of pharmaceutical products
with a view to safeguarding the interest of the
public.

Compliance with this Code is one of the
conditions upon which the Committee issues
a manufacturer licence as well as conditions
of registration of Authorized Person. All
Licensed Manufacturers and registered
Authorized Persons must observe the standards
set out in this Code and be aware of the
consequences of non-compliance.
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| Scope

Section 3 Scope
£ 31 HEEHE

3.1

3.2

Part | of this Code of Practice applies to
Licensed Manufacturers, including the
Secondary Packaging Manufacturers.

Part 1l of this Code of Practice applies to
registered Authorized Persons employed by
the Pharmaceutical Manufacturers, including
registered Authorized Persons employed by
Secondary Packaging Manufacturers, namely
the Quality Assurance Officer.

3.1

3.2
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Part | 1 26
Section 4

Manufacturers
£ 4

Obligations and Requirements for Licensed

2 FHHEIEBABTHEEIRERNMEE

Licensed Manufacturers of pharmaceutical products
must ensure that the following obligations and
requirements are met:

4.1

4.2

Pharmaceutical products are manufactured
and packaged in a manner which will ensure
that they are fit for their intended use and will
not place patients at risk due to inadequate
safety, quality or efficacy of the pharmaceutical
products.

All manufacturing processes, packaging
processes, and activities conducted on their
licensed premises are carried out in a manner
compliant with the relevant legislation, which
include but are not limited to:

a. the Import and Export Ordinance (Cap.60);
b. the Pharmacy and Poisons Ordinance
(Cap.138);

c. the Dangerous Drugs Ordinance (Cap.134);

d. the Antibiotics Ordinance (Cap.137);
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4.3

4.4

4.5

e.the Public Health and Municipal Services
Ordinance (Cap.132);

f. the Undesirable Medical Advertisements
Ordinance (Cap.231); and

g. the Trade Descriptions Ordinance (Cap.362).

Pharmaceutical products are manufactured,
packaged and tested in accordance with the
conditions specified on the manufacturer
licence.

Notwithstanding other labelling requirements
applicable to pharmaceutical products,
advanced therapy products are labelled with
a product code and a unique donation identifier
assigned in accordance with Appendix A of
this Code of Practice.

For advanced therapy products for autologous
use only, the products are labelled with a
unique recipient identifier assigned in
accordance with Appendix B of this Code of
Practice, and the English words “For
autologous use only” or the Chinese
characters “REEREFER" .

| Obligations and Requirements for Licensed Manufacturers

4.3

4.4

4.5
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4.6

4.7

4.8

4.9

FRRSHABRTHEEIREMNOHAE | 11

All parts of the Quality Management System
referred to in the current GMP guide issued
by the Board are adequately resourced with
competent personnel and suitable and
sufficient premises, equipment and facilities.

Approval from the Committee has been
obtained prior to any change in key personnel.
The key personnel include the registered
Authorized Person, Head of Production and
Head of Quality Control, or, for Secondary
Packaging Manufacturers, the Quality
Assurance Officer and the Person-in-charge
of secondary packaging.

Approval from the Committee has been obtained
prior to any change in manufacturing premises
that may affect the quality of the product.

An Authorized Person registered by the Board
is employed to, inter alia, take responsibility
for the quality of pharmaceutical products
manufactured or packaged on the premises and
to authorise the release for sale or distribution
of each batch of finished pharmaceutical
products, including certifying that each batch

4.6

4.7

4.8

4.9
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4.10

4.11

| Obligations and Requirements for Licensed Manufacturers

of product has been manufactured or packaged
in compliance with the requirements of the
current GMP guide issued by the Board in
respect of pharmaceutical products and the
registrable particulars correspond with the
registered particulars for that product.

The registered Authorized Person is either:

a.appointed as a board member of the
Licensed Manufacturer; or

b.invited to attend board meetings of the
Licensed Manufacturer and allowed to
speak on matters where safety, efficacy
and quallity issues of products are concerned

and his or her remarks will be put on record.

The Licensed Manufacturer should provide
its registered Authorized Person with the
necessary authority for and provide every
support to the decisions of the registered
Authorized Person made in the performance
of his or her duties.

All key personnel have appropriate
qualifications and experience as required
by the Board.

410

BEIRREIESI MM ERE
B » IR SRR
i A IR B R R A RORE M 5F
1BHE%F -

AEMEREA

a BRITAFHEESHES
BEE ;

b. BHH AN EHES
FEE  LWEEMBETFH
MmEE  MEERGBERE
WEEHE  HEREX
$RIEE o

FRSLE R T R
BATERITHERSAEIE
71 AEMEREAEHR
TR BRI RERH—
thxziz -

BB AR EHEER
FIRE R B E B8 R AEER -



412

4.13

4.14

4.15

FRIEBRBITHNEEREMAAEE | 13

Key personnel and company staff are provided
with training necessary to enable them to
undertake their respective duties in accordance
with the GMP requirements and appropriate
records of such training are maintained.

For advanced therapy products, supply sites
of human cells and tissues used as starting
materials must be authorized, licensed or
accredited in their place of origin. The
authorization or licensing by a competent
authority, accreditation by a competent body
or otherwise the compliance with relevant
good practice guides is verified as part of the
starting material supplier management.

A system that enables the bidirectional
tracking of cells or tissues contained in
advanced therapy products from the point of
donation, through manufacturing, to the
delivery of finished product to the use by a
medical practitioner or dentist is in place.

Records of all transactions of Part 1 poisons

or pharmaceutical products are kept and
contain the following particulars:

a. the name of the poison or pharmaceutical
product;
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| Obligations and Requirements for Licensed Manufacturers

b.the batch number, pack size and unit of
quantity of the poison or pharmaceutical
product;

c. the date of the transaction;
d. the nature of the transaction;

e. the name of supplier or the person to whom
the poison or pharmaceutical product is
supplied;

f. for an advanced therapy product supplied
for use by a registered medical practitioner
or registered dentist — the name and
address of the practitioner or dentist;

g. the invoice number;
h. the total quantity received or supplied; and

i. the balance of the poison or pharmaceutical
product kept after the transaction.

There shall be a separate entry in the record
for each Part 1 poison or pharmaceutical
product. All records of transactions must be in
the specified form (see Appendix C for Part 1
poisons or pharmaceutical products or
Appendix D for advanced therapy products)
unless the Pharmacy and Poisons (Wholesale
Licences) Committee established by the Board
approves another system of recording.

b. &5 ZEEY B & & A HE X e
i BRXIK (MBS
) HEEUE (WMEE
BISG) BEEN ;

c. XZHE;
d. X5ME ;

e NSRS TR
BISBAARIER

f FAHETTMES M
FEREREERER R
= — ELERFENN

2 Rt ;

g. BRI
h. EEVELLEAEEE ; LR

i SENEHNATHEN
BRE o

B AR S EE BN BET S

BB R  TAXHE
#% - 1AM EEABN (R
B8 BRS L EN B 5L S AR
B9 By $%C B B ST SEE A S
MHRARIMIERD )  BaEIE
SEGESAEY L2 N
BhER) REEHEERS
—TERCERFIE - RIBHISL -



FRSEWMABRTHNEEIREMRMEE | 15

4.16 For an advanced therapy product, all books,
records and documents required to be kept
or retained in respect of the product under
regulations 28 and 35(1)(a), (b), (c), (ca) and
(h) of the Pharmacy and Poisons Regulations
(“specified documents”), including those
records in section 4.15 and those showing
the following particulars, must be preserved
by the Licensed Manufacturer for a period of
30 years after the expiry date of the product:

a. the quantities of all substances used in the
manufacture of the product;

b. the quantity of the product manufactured;

c. the name and the address of the person to
whom the pharmaceutical product was
sold or supplied;

d. for an advanced therapy product sold or
supplied for use by a registered medical
practitioner or registered dentist — the name
and address of the practitioner or dentist;

e. for an advanced therapy product containing
or consisting of cells or tissues —

i. the name and address of the person
from whom the cells or tissues used for
the preparation of the product were
obtained; and

416
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417

4.18

4.19

| Obligations and Requirements for Licensed Manufacturers

ii. the unique donation identifier assigned
in accordance with Appendix A.

If the Licensed Manufacturer ceases to
operate as a Licensed Manufacturer before
the aforementioned period expires, the
specified documents must be transferred to

the Board within 14 days after the cessation.

Any defect impacting on the quality of products
released for sale or distribution, including
products intended for markets other than
Hong Kong, is assessed, investigated and
documented.

Report to the Drug Office adverse drug
reactions in accordance with the “Guidance
for Pharmaceutical Industry — Adverse Drug
Reaction Reporting Requirements” issued by
the Board.

Report to the Drug Office any conditions or
significant changes or deviations which may
affect the quality, safety or efficacy of a
pharmaceutical product, including significant
changes to key personnel, facilities,
equipment, systems, procedures, etc.
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4.20 Report to the Drug Office before or upon

4.21

commencement of a product recall, submit
pertinent product information related to the recall
and comply with the current “Pharmaceutical
Products Recall Guidelines”.

Any quality control testing required to be
contracted out is contracted out to:

a. a Licensed Manufacturer certified as a
GMP manufacturer by the Committee; or

b. a laboratory:

i. accredited in accordance with ISO 17025,
or other suitable quality standards, for
the tests required to be performed; or

i.inspected by inspectors of the Drug
Office and the result of the inspection
has shown to the satisfaction of the
Committee that the laboratory has
complied with such parts of GMP
relevant to the quality control testing to
be contracted out.

4.20

4.21
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4.22

4.23

4.24

4.25

| Obligations and Requirements for Licensed Manufacturers

Allow public officers authorised by the
Chairman of the Board to carry out inspections
and to take samples, photos and copies of
documentation as may be necessary for the
purpose of inspection and, where inspection
referred to in section 4.21(b)(ii) is required,
to make relevant arrangement with the
laboratory for the inspection.

Not wilfully delay or obstruct authorised public
officers in the carrying out of their duties during

the course of inspection and investigation.

In case of suspected product quality defects,
suspend distribution of or recall any defective
products according to instruction of the Drug
Office.

An order in writing issued by the purchaser
has been obtained before the completion of
the sale of Part 1 poisons, dangerous drugs
and antibiotics. Electronic communications
(such as e-mail), fax and mail are accepted
forms of written order. The order in writing

should be kept for at least two years from
the date of issue of the order.
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Section 5
Code of Practice
B 51 ERAMESFHIFE
51 Licensed Manufacturers found to have

5.2

5.3

breached section 4 of this Code of Practice
will be reported to the Committee for
appropriate action.

Depending on the severity of individual case,
the Committee may revoke the licence or
suspend it for such period as it thinks fit,
vary the licence condition(s) or issue a
warning letter to the Licensed Manufacturer
if, in its opinion, the Licensed Manaufacturer
has failed to comply with section 4 of this
Code of Practice.

Any Licensed Manufacturer aggrieved by a
decision of the Committee may appeal to the
Pharmacy and Poisons Appeal Tribunal
against that decision.

5.1

5.2

5.3

BRARETUBHENRE | 19
Consequence of Breaching Section 4 of this
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20 | Obligations and Requirements for Registered Authorized Persons
Part Il FllE
Section 6 Obligations and Requirements for Registered
Authorized Persons
FO6E IMEREABEBTHEIRERAETE

Registered Authorized Persons employed by Licensed
Manufacturers in Hong Kong must ensure that the
following obligations and requirements are met:

6.1

6.2

6.3

6.4

6.5

He or she is listed on the Register of Authorized
Persons maintained by the Board.

Take responsibility for the quality of the
pharmaceutical products manufactured or

packaged on the premises of the manufacturer.

Authorise the release for sale or distribution
of each batch of finished pharmaceutical
products manufactured or packaged, including
certifying before the release that each batch

of the products has been manufactured or
packaged in compliance with the requirements
of the current GMP guide issued by the Board
in respect of pharmaceutical products and
the registrable particulars correspond with
the registered particulars for the products.

Maintain a register (or equivalent document)
as a record of product batches certified prior
to batch release.

The appropriate senior management is made
fully aware of any manufacturing and/or
testing difficulties which may cast doubt on
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6.6

6.7

AMEREARETHEEREMRNOMRE | 21

the certification of batches or which may post
facto require a product recall and, where
there is any aspect of manufacturer’s Quality
Management System which is not in compliance
with the current GMP guide issued by the
Board, such non-compliance is brought to
the attention of the senior management and
appropriate corrective measures are taken.

Authorised public officers are not wilfully delayed
or obstructed in the carrying out of their duties

during the course of inspection and investigation.

Keep knowledge, experience and competence
up-to-date through continuing professional
development in accordance with the “Guidance
on Qualification, Experience and Training
Requirements for Authorized Persons and Other
Key Personnel of Licensed Manufacturers in
Hong Kong” issued by the Board.

Guidance on how some of the above obligations

6.6

6.7
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and requirements for registered Authorized Persons
can be met is listed in Appendix E and Appendix F to
this Code of Practice.
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Section 7

B7 &

71

7.2

7.3

| Consequence of Breaching Section 6 of this Code of Practice

Code of Practice

Registered Authorized Persons found to have
breached section 6 of this Code of Practice,
or found to be incompetent, will be reported
to the Committee for appropriate action.

Depending on the severity of individual case,
the Committee may cancel the registration or
suspend the registration for a period of time,
vary the registration condition(s) or issue a

warning letter to the registered Authorized
Person, if, in its opinion, the registered
Authorized Person has breached section 6

of this Code of Practice or is incompetent.

Any registered Authorized Person aggrieved
by a decision of the Committee may appeal
to the Pharmacy and Poisons Appeal Tribunal
against that decision.

71

7.2

7.3

Consequence of Breaching Section 6 of this
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for Advanced Therapy Products

BYS IR IR AT

According to regulation 31(1)(g)(i) of the
Pharmacy and Poisons Regulations, Cap. 138A
(“PPR”), a Licensed Manufacturer shall label
the container of the advanced therapy product
(“ATP”) with the Product Code and the Unique
Donation Identifier (“UDI”) assigned in
accordance with the codes of practice issued
by the Board. This appendix sets out the
requirements for assignment of the product
code and the UDI.

Product Code is a set of coding sequence for
identification of cell and tissue types that an
ATP contains or consists of. UDI is a unique
sequence attributed to the specific donation
of the cells or tissues for unique identification.

A1

A.2
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RIB (B RBERG)
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A3

A4

A5

| Appendix A

ISBT 128 (Information Standard for Blood and
Transplant) standard by the International
Council for Commonality in Blood Banking
Automation (“ICCBBA”) and Single European
Code (“SEC”) in the European Union (“EU”)
are two widely accepted coding systems for
human cells and tissues. Both systems include
two components — coding for identification of
the cell and tissue type and coding for the
identification of the donation — which could
be used to facilitate traceability of the cells
and tissues from donation to products, and
vice versa.

Either one of the systems mentioned in section
A.3 could be used in labelling ATPs containing
or consisting of human cells or tissues to meet
the requirements of Product Code and UDI
required under regulation 31(1)(g)(i) of the
PPR.

If the ATPs containing or consisting of
human cells or tissues are not labelled in
accordance with one of the systems mentioned
in section A.3, Product Code and UDI could
be assigned in accordance with section A.7
to A.12 and section A.13 to A.17 respectively.

A3

A.4

A.5
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A6

Since both internationally recognized systems A.6
are applicable to human cells and tissues only,

for ATPs that do not contain or consist of any

human cells or tissues, the product should be

labelled with the following particulars in order

to meet the Product Code and UDI requirement

under regulation 31(1)(g)(i) of the PPR —

e product name;

e international non-proprietary name (“INN”),
if any; and

o for ATPs containing or consisting of animal
cells or tissues, information reflecting the
animal species, the country of origins and
the types of cells or tissues that they
contain or consist of.
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Product Code H AR

A.7 If neither ISBT 128 standard nor SEC is A7 EBXRBERBISBTIZ#ESEC
adopted for labelling the ATPs containing or EEEE A SRS
consisting of human cells and tissues, a set BHEMARRSCERERS
of coding sequence should be assigned BIFEARIBEA.8EA 1255455,
according to section A.8 to A.12 and labelled tmBC—HAMRIE = JI AR BATE
on the product as the Product Code. ZHNBEANBNE -

A.8  The Product Code consists of two parts —the ~ A.8 HAKEEHMEBIHEM — &
Product Coding System Identifier and the i S R AR A SRR
Product Number. The structure and the 5% o HAIBRAEEANEK
format of the Product Code are as follows: LU

Product Code Hmw
Product Coding System Identifier Product Number HWmGEBRREET iR

1 character (alphabetic)

7 characters (alphanumeric)

1EFR (F8) | 7EFS (FEET)

A9

Currently there are three product coding
systems available globally which are widely
used for describing human cells and tissues.
They are the ISBT 128 standard product
code by the ICCBBA, the Eurocode and the
EU Tissue and Cell Product Compendium
(“EUTC”). One of the three coding systems
should be adopted for assigning the Product
Code for ATPs supplied in Hong Kong.

A.9

BB = AXSHER
HIEEZ B e A S5 4HAR
M## - 252 ICCBBA
RYISBT 1281 A& R X HE

EUOMARES (Eurocode ) #
EXEE AR AR A SR E
( EU Tissue and Cell Product
Compendium® TEUTC] ) o

FEHE L £ = {E#RAS R AR A2
E—ER iR B HRE
RS HEER AR AR RS o



A.10

A2

Product Coding System Identifier is a
1-alphabetic character indicating the coding
system adopted for labelling ATPs supplied
in Hong Kong of which “A” is assigned to the
ISBT 128 standard product code, “B” is
assigned to the Eurocode and “E” is assigned
to the EUTC.

Product Number is 7-alphanumeric characters
revealing the type of cells or tissues that an ATP
contains or consists of. The most appropriate
product number must be chosen from the
adopted coding system to describe the type
of cells or tissues that an ATP contains or

consists of. If the product number is less than
7 characters, it should be padded with leading

zeros.

Subject to consideration and approval by the
respective committees of the Board, the
requirement of product code may be deemed
to have fulfilled if an ATP, that is not labelled
with the product code assigned according to
section A.4 or section A.8 to A.11, is labelled
with sufficient information that specifically
identifies the types of cells or tissues that the
ATP contains or consists of.

A10
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Unique Donation Identifier (UDI)

A13

If neither ISBT 128 standard nor SEC is
adopted for labelling the ATPs containing or
consisting of human cells and tissues, a set
of coding sequence should be assigned
according to section A.14 to A.17 and labelled
on the product as UDI.

For human cells or tissues obtained from a
tissue establishment in the EU and already
assigned with a SEC or donation identification
sequence of a SEC (“SEC-DI”), the SEC-DI
part of that SEC could be adopted as the UDI
of the ATPs manufactured from them.

BRI EE A

A13

ERBEIRFA ISBT 128 Z#5;
SEC ZHE&E AEMpafnia
B EAER RS EEA R
& BIEIRBBA14AZEAATHR
B — #H AR TS % 51 0 g H A2
BEE R EEAEEISE 0
ZETT o

HE R R I 1S
EfRECHSECESECHIRRE
Z#F51 TSEC-DI, BIAKE
ek - FTERASECHY
SEC-DIEk 2 A% FHiAREL
HER SGERY S ERUA R AN
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A.15 For human cells or tissues without any

assigned SEC (or SEC-DI), for example,
those obtained from a non-European country
or collected locally, the ISBT 128 standard
should be adopted. The Donation Identification
Number (“DIN”) part of the ISBT 128 standard
of those cells and tissues should be labelled
on the ATPs manufactured from them as a
UDI. If the human cells or tissues obtained
has already been assigned with a DIN of the
ISBT 128 standard, this DIN could be used
and labelled on the ATPs manufactured from
them as a UDI. For human cells or tissues
without any assigned DIN of the ISBT 128
standard, Licensed Manufacturers should
assign a DIN or SEC-DI to the cells and
tissues obtained according to ISBT 128
standard or SEC-DI (if applicable)
respectively.
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If Licensed Manufacturers pool the human
cells or tissues labelled with different DINs of
the ISBT 128 standard or SEC-DI, the
Licensed Manufacturers should assign a UDI
using the ISBT 128 standard to the ATPs
manufactured from those pooled cells or
tissues. The Licensed Manufacturers must
ensure that individual donation information
remains traceable after the new UDI has
been assigned.

Licensed Manufacturers should ensure that
the facility from where the human cells or
tissues are obtained implements a system
enabling the tracing of the following donation
information in case a particular UDI is
provided —

e name and address of the donation site;
e identifier of the donor;
e date of donation; and

o types of cells or tissues donated.

A16 EFMEEERERETREN

ISBT 128 124 DIN 8} SEC-DI
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B.2
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Unique Recipient Identifier for Advanced

Therapy Products for Autologous Use

SR B AR

According to regulation 31(1)(g)(ii) of the PPR,
an ATP for autologous use should be labelled
with a Unique Recipient Identifier (“URI”)
assigned in accordance with the codes of
practice issued by the Board. This appendix
sets out the requirements for assignment of
the URI.

The URI is a combination of recipient
information sufficient for healthcare
professionals to verify the identity of the
intended recipient of the product. The URI
should consist of at least two sets of
information including the recipient’s surname
followed by initials of the first name plus
either —

e Month and year of birth; or

o Any other numeric or alphanumeric number/
sequence that is referring to the recipient
(e.g. Part of recipient’s hospital number/
medical record number).
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B.1

B.2
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B.3

B.4
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Licensed Manufacturers should ensure that
healthcare professionals who use the ATPs
fully understand how to interpret and use the
recipient information contained in the URI to
verify the identity of the recipient.

In addition, Licensed Manufacturers should
comply with the requirements in the Personal
Data (Privacy) Ordinance, Cap. 486 (“PDPQ”)
when handling personal data.

B.3

B.4
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Appendix E : Duties of Registered Authorized Person
Relating to Release of Finished Products

By #% E A MEREAERITHASRSTENBES

Each batch of finished product must be certified by a
registered Authorized Person before being released
for sale or supply. The certification should ensure
that the following requirements have been met:

(The meaning of the word “ensure” in this context is
that the registered Authorized Person must be
confident that various actions, which may not be
under his or her direct control, have in fact been
taken).

E.1  The licensing conditions of the manufacturer
licence have been met for the batch concerned
and the registrable particulars of each batch
of the pharmaceutical products correspond
with the registered particulars of the products.

E.2  The current GMP guide issued by the Board
have been followed in all manufacturing,

packaging, testing and warehousing activities.

E.3  Critical manufacturing processes and quality
control test methods have been validated.

E.4  All the necessary quality control checking and
testing have been performed, and account
has been taken of the manufacturing and
packaging conditions including a review of
the batch records.
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E.5

E.6

E.7

E.8

E.9

| Appendix E

Any changes or deviations in manufacturing,
packaging or quality control have been
processed in accordance with well-defined
systems, including reporting of such changes
or deviations to the Authorized Person before
any product batch is released.

Any additional sampling, inspection, tests and
checks have been carried out or initiated, as
appropriate, to cover changes or deviations
in manufacturing, packaging or quality
control.

All necessary manufacturing, packaging and
associated documentation have been
completed and endorsed by suitably
authorised staff trained in the concept of
Quality Management and GMP.

Regular audits, self-inspections and spot
checks have been carried out by experienced
staff.

All relevant factors including any factor not
specifically associated with the output batch
directly under review (e.g. calibration and
maintenance records, environmental
monitoring, etc.) have been considered.

E.5

E.6

E.7

E.8

E.9
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E.10

E. 11

E.13

The registered Authorized Person should
recognise the need to consult other company’s
experts in a specific area so as to reinforce
his or her knowledge on appropriate points
when a doubtful situation arises (e.g. stability,
unusual analytical results, process or
equipment changes, potential environmental
or microbiological risks, re-labelling, abnormal
yields, cross contamination risks, etc.).

A register (or equivalent document) is
maintained as a record of product batches
certified by the registered Authorized Person
prior to batch release.

Reference samples and/or retention
samples of each product batch are retained
for a period of time specified in the current
GMP guide issued by the Board in respect of
pharmaceutical products.

[Not applicable to Quality Assurance Officer]
If the registered Authorized Person is not
involved in the on-going stability testing
program or the preparation of Product Quality
Review (“PQR”), he or she should at least
have access to the full results of such testing
program and review (since the registered
Authorized Person must consider the results
of both as part of the release for sale/
distribution process).

E.10

E. 11

E12

E.13
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In considering how to perform the above duties, the
registered Authorized Person should take into
account the nature and size of the operations
involved. For example, registered Authorized
Person employed to work in a very small company
manufacturing a limited range of products may have
to take direct responsibility for some or all of the
duties outlined above, whereas the registered
Authorized Person working in larger organisations
may have to be more dependent upon the knowledge
and expertise of his or her colleagues in undertaking
some or all of such duties.

In any event, it is of paramount importance that the
registered Authorized Person must take steps, within
a well-planned Quality Management System, to
assure himself or herself that the tasks allocated
are being performed satisfactorily. The duties of the
registered Authorized Person depend very much
upon a team effort wherein the individuals involved
realise the position and responsibility of the registered
Authorized Person and provide every support.

A registered Authorized Person who failed to
discharge his or her duties relating to release
of finished products may be subjected to
disciplinary actions.

EERBAMEIT LAMER &
& %4 A\ FBRR K P i RSB R Y
MERME - B ZEN—
REGERRERRABIIFENE
ARWGEMEREAN » ATEEER
RELAREDEEEIAE - E50
EHRAEEE T FEMERE
A RIBEKBERENMERER
EITER BB IAE -

EEMBERLT  FMEREAL
REMETENREETERRA
RIEEERECZEETES
BRI EHMERER - ;i
BEEANEBE  +oKEBRK
Lh BEALATEEMER
BANEUREE » LRME—1)
%I

AEMEREAMKEETERT
RmAAMNKE »H TRIZEL
RES °



Mgk F | 39

Appendix F : Continuing Professional Development

By &% F KB RER

F.A1

F.2

Registered Authorized Persons have a
personal and professional duty to keep
up-to-date their knowledge and experience
on the current state of pharmaceutical quality
management, regulatory aspects and GMP
standards, product manufacturing and
control technology, and general work
practices.

Records of continuing professional
development should be kept to reflect the
registered Authorized Person’s continued
performance of professional duties.
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F.2
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F.3
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In the event of a significant change in a
registered Authorized Person’s professional
responsibilities, for example changing

employment from one with a company

making only non-sterile oral solid dosage
forms to one with a company making a wider
range of products including sterile products;
or from one with a company packaging oral

solid dosage forms to one with a company
packaging parenternal products requiring
cold chain management, the registered
Authorized Person and the senior management
of the company involved should recognise
the need for receiving additional training/
education and demonstrate that adequate
steps have been taken to receive or provide
such additional training/education, which
should have been undertaken before the
registered Authorized Person commences
his or her work in the new positions.

F.3
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