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1. PREFACE 

The First Regional Seminar on tile Quality Control of Pharmaceutical 
Substances, organized by the WHO Western Pacific Regional Office, was 
held in the WHO Building, Manila, from 12 to 19 May 1970. 

!liineteen participants from thirteen countries attended. Consultants, 
participants, observers and members of the WHO Secretariat are listed 1n 
Annex 1. The programme of the seminar appears in Annex 2. The seminar 
was conducted in the form of plenary sessions, of which there were twelve. 

The session was opened by Dr S. Flache, Director of Health Services, 
on behalf of the Regional Director. It was stressed that tilis was the 
first meeting in the field of quality control of drugs sponsored by the 
Regional Office for the Western Pacific, which fully realizes the importance 
of the control of the quality of pharmaceuticals in a broad sense, not only 
as a fundamental prerequisite for efficient medical care, but also as a 
means to protect the public from the danger of defective drugs. 

The discussions and conclusions would be of great value for the esta
blishment of further professional contacts between specialists in the 
Region and will also be helpful for the development of a further programme 
by the Regional Office. 

The Director of the seminar, Dr L.F. Dodson, then referred to the 
objectives of the seminar, which are to review: 

(a) the legislative aspects of the quality control of pharmaceuticals; 

(b) the functions, organization and administration of pharmaceutical 
quality control services; 

(c) the laboratory and other technical aspecw of such services; 

Cd) manpower and training requirements. 

He explained the organization of the seminar and introduced the 
consultants and observers. 

After the introductory comments. Dr Dodson took the chairmanship 
for the sessions regarding "Good Practices in the Manufacture and Quality 
Control of Drugs." Dr Graham Engel and Dr Nguyen-Due-Trang were appointed 
rapporteurs. 

The closing ceremony of the Seminar took place on 19 May 1970. 
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2. GOOD PRACTICES IN THE MANUFACTURE AND QjJALITY CONTROL OF DRUGS 
(CHAIRMAN: DR L.F. DODSON) 

The seminar viewrd the film "Good Drug Manufacturing Practices -
No Margin for Error." 

The participants from each country reviewed the status of good 
manufacturing practices in their respective countrieS. The usefUlness 
of the concept was unanimously accepted but its full applicability clearly 
presents difficulties in the Region. One problem is the great variation 
in size of the countries and relative industrialization. In some countries 
drugs are not manufactured and these depend entirely upon the importation 
of finished products. In others. there is limited production of starting 
materials and a reliance upon importation of such materials for further 
processing. However. there are also countries which are largely independent 
of imports. 

In some the law requires that manufacturers are licensed. It would be 
possible to adopt the World Health Organization recommendations on Good 
Manufacturing Practices as a guide line for licensing of manufacturers in 
these countries. In others. licensing of manufacturers is not legally 
required but this is at present being considered. 

Some countries have a well-developed system for inspecting pharm
aceutical manufacturers while others are in the process of establishing 
inspection systems. Most countries considered that their inspection 
system should be strengthened and ultimately made uniform throughout the 
Region. 

Following this review the participants engaged upon a detailed review 
of the document entitled "Quality Control of Drugs" which was adopted by 
the Twenty-second World Health Assembly (WHA22.50). 

The definitions of "Drug" and "Batch" used in this document were 
cri tically examined. Al though the legal definition of "drug" was found 
to vary from country to country there was general agreement on the basic 
concept and the validity of the definition of "drug" as given by WHO. 

The interpretation of the definition of "Batch" was discussed at 
length and was found satisfactory even when applied to a continuous 
manufacturing process. 

~ood and Drug Administration. 27 West 46th Street. New York. 
36. N.Y. 
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Certain problems are common to many countries in the Western Pacific 
Region. These are the reliance upon imported raw materials, transported 
over relatively long distances, whose arrival is irregular and sometimes 
subjected to delays in clearance from the wharves. Such materials, 
subjected to adverse climatic conditions for long periods, are prone to 
deterioration. It is often necessary to hold large stocks of starting 
materials. The control of these materials requires more than usual care. 
Rechecks of starting materials may be needed after storage. Such controls 
are expensive and a heavy burden in view of the economic situation and 
stage of technical development in some countries. 

Because of the adverse climatic conditions encountered in some 
countries of the Region, storage of finished products also represents 
a particularly difficult problem. 

The possibility of using premises where drugs are manufactured for 
o~b3r compatible operations was discussed. It was generally accepted 
that ideally this should not be done. However, some considered that if 
very careful cleaning was carried out between operations and if cross 
contamination could be shown not to occur, this was permissible. Other 
participants considered that multiple operations of this nature should 
not be permitted. 

It is also emphasized that sanitation is very important and in a 
number of countries in the Region presents greater difficulties in 
achieving an adequate standard than it does in less aggressive climates. 

The topic of manufacturing operations was then discussed. It was 
agreed that persons supervising the manufacture and control of drugs 
should be properly qualified. For many countries in this region a 
pharmaceutical qualification is mandatory. While the main responsibility 
for manufacturing operations must be taken by well-trained university 
graduates, responsibility for some operations can be delegated to people 
without such qualifications. These technicians should be given training 
appropriate ~id adequate for the responsibilities undertaken. 

The participants considered the ratio of graduate to non-graduate 
staff in manufacturing establishments. While the desirability of clear 
guidelines was recognized, it was considered that the correct ratio 
depends upon many factors such as, sources of raw materials, the number 
of products manufactured, and the nature and complexity of the manufactur
ing operation. A simple formula could not be provided. 

Prevention of cross contamination amongst drugs during processing 
was then considered • 
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Segregation and separation. air control measures. and thorough and 
proper cleaning of machinery between batches were emphasized as important 
measures. However, it was agreed that each product and each stage of 
manufacture had to be critically examined to prevent cross contamination. 
No simple and universally applicable rules could be specified. 

The splitting of batches into packaging lots tends to increase the 
possibility of mistakes. It was emphasized that as far as possible the 
whole batch should be finished and packed at one time. It was pointed 
out that if the product was stored in bulk for any length of time, the 
expiry date proposed for the packaged drug may have to be altered because 
stability studies are carried out on the product in its final container 
and the shelf life is determined on the basis of these studies. It was 
emphasized that labelling and packaging materials are an essential part 
of the product. Their quality control is as important as that given to 
raw materials. 'Ihe printing of labels which usually is done externally 
to the company had to be most carefully supervised, '!he measures used 
to prevent mix-ups in labelling were discussed. The advantage of rolls 
over sheets of labels was emphasized. The importance of the reconciliation 
between the labels issued from the store and the number of labels actually 
used during packing was stressed as an important tool of control. 

The desirability of an international agreement for uniform labelling 
of products was urged. Even though this is desired by many countries, 
experience suggests that this is a most difficult problem and a rapid 
solution is unlikely. 

Other interrelated labelling matters - date of manufacture, expiration 
date and validation date for stable products - were considered. Generally 
a preference for expiration date rather than date of manufacture was 
expressed, The use of a generally agreed code marking (validation date) 
setting an arbitrary limit of five to ten years from the date of manufacture 
for stable products was explained. 

It was agreed that self-inspection of a manufacturing establishment 
was a most important control measure and that good records are essential 
to good manufacturing practices. At all important steps these should be 
countersigned. During self-inspection a particularly valuable check on 
the record system could be made by assembling all the quality control 
including in-process control documents for an individual product. The 
speed with which this could be done was felt to be a good indication of 
the efficiency of the record system. This was of special importance when 
trying to trace the source of error when something had gone wrong. 

• 
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The recall of products from the market which are sub-standard or 
represent some degree of public health hazard was discussed. It was 
generally agreed that each instance of drug recall should be reported 
to and supervised by the National Control Authority. It was emphasized 
that the recall should be carried out by the manufacturer, that good 
records of distribution should be maintained by manufacturers and 
distributors, and particularly that any publicity should be avoided. 

Inspection 

The participants from each country reviewed the status of inspection 
in their respective countries. It was unanimously agreed that to achieve 
uniform standards of inspection, the inspectorate must be under the 
national authority rather than a regional authority within a country. 
Some countries use a team of specialized inspectors to assess compliance 
with good manufacturing practices; other countries used a single inspector. 

It was generally agreed that a university qualification in pharmacy 
was essential when only one inspector is employed. However, some countries 
considered that additional training in industrial pharmaceutical methods 
and inspection practice was most desirable. The use of specialists from 
other disciplines could sometimes be advantageous. 

The facilities in the Region for training inspectors were discussed. 
It was found that although there is still need for development adequate 
potentialities exist. 

Inspectors must not divulge information gained during their work. 
In view of this responsibility, the difficulties in recruiting, and keep
ing well-qualified people, inspectors should be well paid. While there 
are clear advantages in making use of specialists from the university 
departments from time to time, there is a need to apply to them the same 
statutory requirements regarding the divulgence of information obtained 
in the course of inspection as applied to government officials. 

It was agreed that there were not enough well-qualified inspectors 
in the Region and that an attempt should be made to train more. If 
possible such training should encourage a uniform standard of inspection 
in the Region. 

The participants agreed with the proposals relating to quality 
control set out in the villO document. It was stressed that the 
manufacturer is responsible for his product and it \1aS agreed that 
the best system was to have laboratory control within the establishment. 
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However, it was accepted that for some tests, especially for small 
manufacturers, quality control could be carried out in an independent 
laboratory providing that the work of the laboratory was carefully evaluated 
by the manufacturer and approved by the government. The more that quality 
control is delegated by the manufacturer to outside laboratories, the less 
satisfactory is the control. 

The same consideration applies to government-owned manufacturing 
establishments which make use of the National Control Laboratory for quality 
control analysiS. The National Control Authority should not carry out 
routine quality control for either government or privately owned factories. 

3. REGISTRATION OF PHARMACEUTICAL PRODUCTS 
(CHAIRMAN: DR E. LANG) 

The topic was introduced by Dr Lang. 

The participants from each country reviewed the status of registration 
in their respective countries. In some countries within the Region, regis
tration had been legally enforced for some time. Some other countries are 
at present considering the introduction of the registration system. The 
thoroughness applied to the registration process varies with the resources 
available to the country. 

It was generally agreed that registration of pharmaceutical products 
is an essential part of the overall syst.em which safeguards the interests 
of consumers. The government must ensure that all manufacturers present 
adequate data for registration purposes and must evaluate this conscient
iously. It must also ensure that the standards stated in the registration 
application are maintained. There is also an obligation for manufacturers 
to disclose any fresh information which they may acquire pertaining to the 
qual! ty of the product. There was general agreement concerning the data 
which should be supplied when registering a new drug. 

The meaning of the term "efficacy" of a drug in registration data and 
the method of its evaluation was discussed. The existence of a world-wide 
problem relating to the evaluation of the efficacy of long-established 
drugs was recognized. 

The question of traditional drugs was discussed. Such drugs are 
widely used in the Region and some may have important therapeutic 
properties. However, in many cases their value has not been established 
by modern scientific methods. In some cases, particularly with drugs 
derived from animal sources. hazards exist. Some countries are develop
ing methods to control these hazards. 
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The registration of traditional drugs represents a difficult problem 
for the authorities. Such difficulties may be partially resolved if 
authoritative monographs on traditional drugs and their preparation are 
compiled. Clearly this will take time but ultimately information concern
ing these drugs should set out the source of the ingredients, identification 
tests and their therapeutic claims. All claims should be thoroughly screened. 

It has been suggested that a regional formulary covering both traditional 
drugs and other drugs of particular importance to the Region should be 
compiled. 

The possibility of uniform requirements for the presentation of data 
for registration purposes was considered and it was agreed that this could 
be profitably followed up at a future date. 

It was emphasized that both qualitative and quantitative information 
should be provided by manufacturers on all ingredients when applying for 
registration. However, it was agreed that only active ingredients and 
some preservatives need be disclosed on labels. 

The qualifications which should be required of people who evaluate 
registration (including new drugs) data were discussed. It was pointed 
out that in most instances more than one specialist is necessary. 
Frequently the services of a team consisting of pharmaceutical scientists, 
pharmacologists and clinicians have to be combined. Special cases may 
have to be referred to official advisory committees. 

In some countries registration does not have to be renewed. In others, 
registration is periodically renewable. In most countries the government 
charges a fee for registration. It was agreed that registration should be 
reviewed if at any time important new information about a product should 
be discovered. The time taken to register a product varies from about 30 
days to 18 months amongst the countries. It was agreed that in a good 
registration system evaluation should be both thoroughly and expeditiously 
carried out. If registration is unduly prolonged, important products may 
be unnecessarily withheld from the public. 

It was considered that products should be checked by analysts as a 
part of registration. Bioassays represent a problem for some small 
countries in the Region who therefore must rely on other authorities 
for such tests. 
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4. QJJALITY CONTROL OF DRUGS IN INTERNATIONAL COJlT.1ERCE 
(CHAIRMAN: DR J. VACEK) 

Dr Vacek introduced this topic and outlined the position of the 
International Pharmacopoeia and reference substances. Some technical 
questions concerning the chemical reference substances and specifications 
were discussed and different aspects of international co-operation were 
considered. It was agreed that the WHO specification and reference 
substance serves as a valuable adjunct to other national standards and 
that further work by WHO in this field should be encouraged. The part
icipants agreed that in principle the certification of drugs for inter
national commerce should be encouraged. 

It was understood that the recommended international certification 
scheme implies the enforcement of a registration procedure, and the 
validity of any certificate will depend upon the status of the registra
tion system within a country. Because of the different stages of develop
ment in the countries in the Region, it may take some time before the 
scheme can be fully implemented. 

It was felt that the implementation of the recommended certification 
scheme was likely to develop by bilateral agreements which can at a later 
stage be extended and become multilateral. 

5. 'IRE ORGANIZATION OF NATIONAL CONTROL AU'IHORITIES 
(CHAIRMAN: DR L.F. DODSON) 

This is determined by two main factors: firstly, the range of the 
enforcement powers provided by legislation and secondly, the scientific 
disciplines employed. 

Typically the National Control Authority is part of a government 
department or agency responsible to a Minister. It usually comprises 
an administrative and service (stores, transport, workshop, etc.) unit 
to which is responsible an inspectorate, a registration unit and lab
oratories. The basic laboratory structure includes an analytical 
chemistry unit, a bioassay unit (usually for antibiotic products), a 
microbiology unit (for sterility and similar tests) and a pharmacology 
unit (for pharmacopoeial assays using this discipline). Other laboratory 
units may be required if the authority's responsibilities are wider than 
pharmaceutical products alone. A considerable flexibility is required 
for efficient operation, e.g. the registration unit should draw upon the 
services of analysts, pharmacologists and other speCialists from other 
units as required. 
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Discussion of the role and organization of the National Control 
Authority was expanded by means of answers to specific questions relat
ing to the scope of activities, the role of committees, research, cert
ification of products, assessment of the quality of imports, the provision 
of pharmacopoeial and other legal standards for products, the experimental 
verification of registration data and the quality control of government 
factories. 

The range of responsibilities undertaken by National Control Author
ities within the Region varied widely from the control of pharmaceutical 
products only to this plus various combinations with foods, biologicals, 
cosmetic products and veterinary products. Because of the diversity 
within the Region it was agreed that a single optimum organization could 
not be recommended. Each country should adjust the organization to its 
needs and resources. However, where division of responsibilities between 
central and provinCial governments occur it is important that the central 

,government provides guidance to ensure that uniformity of standard and 
practice are maintained in the country. 

A clear cut difference of op~~on was manifest regarding the need 
for a national control authority to certify each batch of products like 
antibiotics and vaccines. Some countries regarded this as necessary 
while others considered it to be unnecessary and wasteful of time and 
resources. 

The question of experimental verification of registration data 
provided by manufacturers was discussed. It was generally agreed that 
analytical and quality control data should be verified. It was impossible 
generally to repeat animal pharmacological and tOxicological data. 

It should not be necessary to repeat clinical trials in each 
individual country. However, human tolerance to some drugs may be 
affected by such considerations as the state of nutrition or diseases 
common in the country. Under such circumstance local trials may be 
necessary. 

The difficulty of assessing the quality of imported drugs was 
emphasized. Ideally this requires inspection of manufacturing premises. 
It was considered impossible for each country to send inspectors to 
every exporting country. It was considered valuable to analyze imported 
drugs. The best solution was seen to be an international certification 
scheme along the lines already recommended by the World Health Organization. 

The position with regard to medical devices such as syringes, bandages 
and dressings, diagnostic and therapeutic apparatus was discussed. It 
was generally agreed that the need for and the amount of testing to be 
carried out by a national control authority depended upon other testing 
facilities and organizations within a particular country. 
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It was agreed that research undertaken within a national control 
laboratory maintained the enthusiasm and expertise of members and helped 
to recruit and retain competent scientists. Such research should generally 
be methodological and within the fields of interest covered by the lab
oratory. It was emphasized however that judgment rather than rigid rules 
should be applied to the approval of each research project. 

The degree and extent to which the advertising of "over the counter" 
pharmaceuticals should be supervised by national control authorities and 
other agencies was considered. ~e attention of participants was drawn 
to the WHO resolution (WHA2l.4l). The complexity of the problem was 
emphasized. 

The role of official government committees in relation to ~~e 
national control authority was considered. It was agreed that these 
committees provided valuable assistance. This assistance took two 
forms: that of referee in case of appeal against official decisions, 
and that of an expert scientific advisory body. 

Occasionally, different results are obtained by manufacturers and 
national control agencies when products are analyzed. It was agreed 
that such differences are most successfully and usually resolved by 
the respective analysts getting together. 

6. CONCI1JSIONS 

Unanimous support is given to the Resolution of the World Health 
Assembly (WHA22.50) in w~ch "Good Practices in the Manufacture and 
Quality Control of Drugs" is recommended for adoption and application 
by Member States. However, its immediate adoption and full application 
presents problems to countries in the Region. 

Uniform application of "Good Practices in the Manufacture and 
Quality Control of Drugs" should be adopted as the ultimate standard 
for the licensing of pharmaceutical manufacturers. This is a pre
requisite for consistent standards of quality for pharmaceutical 
products throughout the Region. 

~esolution WHA21.41, Handbook of Resolutions and Decisions, 
lOth ed., p. 113. 

o 
~Off. Rec. No. 176, Geneva 1969. 
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The International Pharmacopoeia and International Reference Substances 
are of value to countries in the Region and their further development should 
be encouraged. 

The .international certification scheme recommended by the World 
Health Assembly was endorsed but it was considered that its full applica
tion will take time, and depend upon the adoption of registration of 
pharmaceutical products throughout the Region. The scheme may initially 
have to be the subject of bilateral agreement between countries before 
it can become adopted multilaterally. 

Co-operation on technical problems is feasible within the Region 
and should be encouraged. This co-operation could be of assistance in 
the solution of problems important to the Region. It is considered that 
it can be encouraged by the WHO Regional Office for the Western Pacific, 
the Federation of Asian Pharmaceutical Associations, the International 
Pharmaceutical Federation and the individual initiative of National 
Control Authorities. 

It is recognized that there is great diversity amongst the countries 
of the Region in administrative structure, legislation and resources. 
However, the attainment of a good standard by the technical staff of the 
National Control Authority would ensure an efficient quality control 
service for the country concerned. If the training of such people is 
carried out on a regional basis it would help towards ultimate uniformity 
of the quality of pharmaceutical products available in the Region. 

National registration of pharmaceutical products is unanimously 
agreed to be an essential part of the overall drug control system which 
safeguards consumer interests. Uniform! ty in criteria and practices for 
registration should be encouraged with the ultimate aim that if a product 
is registered in one country it would be accepted in another country of 
the Region without the necessity to duplicate its evaluation. 

Registration should be based upon scientific evaluation of the 
safety, quality and efficacy of the finished product. Further, the 
same standards should be applied without discrimination to locally 
manufactured, imported or exported finished products. It was considered 
that a regional formulary for traditional drugs used in the Region should 
be compiled. 

The sta11dard of registration and inspection depends upon there being 
an adequate number of competent and well-trained analysts and inspectors 
in the countries of the Region. 
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As many as necessary should be given additional training. 
such training will only be of value if they possess an adequate 
background and are given a sufficient period of training. 

However, 
academic 

There should be separate post-graduate courses for inspectors and 
for analysts preferably at regional centres. 

Finally, further meetings of responsible officials from the Region 
would increase the likelihood of the attainment of higher standards and 
greater uniformity in drug control practice. 

The World Health Organization could investigate the feasibility of 
assisting such programmes. 
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ANNEX 1 

LIST OF CONSULTANTS, 'lEMPORARY ADVISERS, PARTICIPANTS, 
OBSERVERS AND SECBETARIAT 

LISTE DES CONSULTANTS, CONSEILLERS TEMPORAIRES, PARTICIPANTS, 
OBSERVA'lEURS ET DU SECRETARIAT 

SEMINAR STAFF /PERSONNEL DU SEMINAIRE 

Consultants 

Dr L.F. Dodson 
Director 
National Biological Standards Laboratory 
Canberra City, Australia 

Dr E. Lang 
Vice-Director 
Research Department 
ClBA Ltd., Basle, Switzerland 

Temporary Advisers/Consultants a court terme 

Mrs Luzonica M. Pesigan 
Administrator 
Food and Drug Administration 
Department of Heal til 
Manila 

Dr Juanito B. Abcede 
Dean 
College of Pharmacy 
University of the Philippines 
Diliman, Quezon City 

(Seminar Director 
(Directeur du Seminaire) 
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Temporary Advisers/Consultants a court terme 
(continued/suite) 

Dr Jesusa A. Concha 
Professor and Chairman 
Department of Pharmacy 
University of the Philippines 
Diliman, Quezon City 

Dr Josefina C. Lugay 
Winthrop-Stearns, Inc. 
P.O. Box No. 64 
Commercial Center Post Office 
Makati, Rizal 

2. SECRETARIAT 

Dr J. Vacek 
Pharmaceutical Officer 
Pharmaceuticals 
WHO, Geneva 

Dr P.L. Fazzi 
Assistant Director of Health 
Services 
WHO Regional Office for the 
Western Pacific 
Manila 
(Operational Officer) 

Dr J. Vacek 
Service des Preparations 
pharmaceutiques 
OMS, Geneve 

Dr P.L. Fazzi 
Sous-Directeur des Services 
de Sante 
Bureau regional de l'OMS du 
Pacifique occidental 
llianille 
(Secretaire du Seminaire) 

Mlle M. Jullien 
Technicienne de Laboratoire 

Miss M. Jullien 
Laboratory Technician 
WHO Project, Drug Control 
Saigon, Viet-Nam 
(ASSistant to the 

Project OMS, Contr8le des medicaments 
Saigon 

Operational Officer) 

3. PARTICIPANTS 

Name/Nom 

Mr Emmanuel Alejo 

(Assistante du Secretaire du Seminaire) 

CapacitY/Fonction 

Chief Food and Drugs Inspector 
Food and Drug Administration 
Department of Health, Manila 

Country/pays 

Philippines 

• 
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PARTICIPANTS (Continued/suite) 

Name/Nom 

Mr James I. Ashforth 

Dr Graham Engel 

Mr Hyong Chan Kim 

Miss Kyoko Kinjo 

Mr Yu-Lin Lan 

Mr Chan Chin Lam 

Mr S.K. Lingam 

Mrs Eleanor L. McGrath 

CapacitY/Fonction 

Chief Public Health Pharmacist 
Division of Public Health 
Department of Health 
P.O. Box 5013 
Wellington, New Zealand 

Pharmaceutical Inspector 
National Biological 
Standards Laboratory 
Department of Health 
P.O. Box 462, A.C.T. 2600 
Australia 

Pharmaceutical Affairs Section 
Ministry of Health and 
Social Affairs 
Seoul, Korea 

Chief Pharmacist 
Naha Hospital 
196 Yogi, Naha City 
Okinawa, Ryukyu Islands 

Technical Expert 
Taipei City Municipal Health 
Department 
15 Chang-An West Road 
Taipei, Taiwan 
Republic of China 

Analytical Chemist 
Pharmaceutical Laboratories 
and Stores 
Jalan University, Petaling Jaya 
c/o Ministry of Health 
Young Road, Kuala Lumpur 
Malaysia 

Chief Pharmacist 
Ministry of Health 
Palmer Road, Singapore 2 
Republic of Singapore 

Chief Pharmacist 
Headquarters Health Services 
Saipan, Mariana Islands 96950 

CountrY/paY5 

New Zealand 
Nouvelle-Zelande 

Australia 
Australie 

Republic of Korea 
Republique de Coree 

Ryukyu Islands 
Iles Ryu-Kyu 

China 
Chine 

t<1alaysia 
Malaisie 

Singapore 
Singapour 

Trust Territory 
of the Pacific 
Islands 
Terri toire sous 
tutelle des lles 
du Pacifique 
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PARTICIPANTS (continued/suite) 

Namc/Nom 

Dr Nobuo Motohashi 

M. Thai-Khac-Ngon 

Mr Francis Ong 

Mr Lee Sze Peng 

Mme Souvan Phini th 

r·1r Arsenio Regala 

Mr Benson Sie 

Dr Ikuo Suzuki 

CapacitY/Fonction 

Chief, Inspection Section 
Bureau of Pharmaceutical Affairs 
Ministry of Health and Welfare 
2-2, l-chome, Kasumigaseki 
Chiyoda-ku, Tokyo, Japan 

Chef du service central 
de la Pharmacie 
M1nistere de la Sante 
59 Hong-Thap-Tu 
Saigon 

Acting Pharmaceutical Chemist 
Medical Headquarters 
Kuching, Sarawak 
East Malaysia 

Chief Pharmaceutical Chemist 
Ministry of Health 
Young Road 
Kuala Lumpur 
Malaysia 

Pharmacienne en chef du 
Laboratoire d'analyse 
Service national des Pharmacies 
Ministere de la Sante publique 
Vientiane, Laos 

Chief Research Chemist 
Food and Drug Adminis tra tion 
Department of Health 
Manila 

Senior Expert and 
Chief, Drug Control Division 
Tahlan Provincial Hygienic 
Laboratory 
Taipei, Taiwan 
Republic of China 

Chief, Department of 
Synthetic Chemistry 
National Institute of 
Hygienic Science 
1-18-1 Kamiyoga, Setagaya-ku 
Tokyo, Japan 

CountrY/pays 

Japan 
Japon 

Viet-Nam 

Sarawak 

Malaysia 
Malaisie 

Laos 

Philippines 

China 
Chine 

Japan 
Japon 

• 
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PARTICIPfu~ (continued/suite) 

Name/Nom Capacity/Fonction 

Mr Anthony Chan Kok Tong Ministry of Health 
Palmer Road 
Singapore 2 

Dr Nguyen-Duc-Trang 

4. OBSERVERS 
OBSERVA'lEURS 

Name/Nom 

Republic of Singapore 

Directeur du Laboratoire 
national de contrale de 
medicaments 
200 CO-BAC 
Saigon 

Capacity/Fonction 

Miss Maria Teresa Esquivel Quality Control Manager 
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ANNEX 2 

PROGRAMME ---------

1. INTRODUCTORY SESSION 

1.1 Introductory remarks - Dr S. Flache 

1.2 Objectives and organization of the seminar - Dr L.F. Dodson 

2. Good Practices in the Manufacture and Quality Control 
• of Drugs - Dr L.F. Dodson 

• 2.1 Film - "Good Drug Manufacturing Practices: No Margin for Error" 

2.2 Discussion of Good Manufacturing Practices 

2.2.1 Buildings and grounds 

2.2.2 Storage 

2.2.3 Equipment 

2.2.4 Starting material control 

2.2.5 Master formula record and manufacturing instructions 

2.2.6 Master packaging and labelling instructions 

2.2.7 Batch packaging and labelling records 

2.2.8 Control of labelling and packaging material 

2.2.9 Production control 

2.2.10 Control of cross contamination amongst drugs 

2.2.11 Quality control and self-inspection 

2.2.12 Records system 

2.2.13 Sterile products 

• 
2.2.14 Personnel 
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2.3 Inspection 

2.3.1 Qualifications of inspectors 

2.3.2 Training of inspectors 

2.4 Visit to pharmaceutical company - United Laboratories 

2.5 Discussion of visit 

2.6 Final discussions and conclusions of item 2 

3. Registration of Pharmaceutical Products - Dr E. Lang 

3.1 Discussion of information required from manufacturers in 
order to register products 

3.1.1 New drugs 

3.1.2 New forms 

3.1.3 Existing drugs 

3.1.4 Herbal remedies 

3.2 Evaluation of registration data 

3.2.1 Qualifications of evaluators 

3.2.2 Training of evaluators 

3.3 Time required for drug registration 

3.4 Duration of registration approval 

3.5 Manufacturing specifications and minimum requirements 
specified by National Control Authority 

3.6 Final discussions and conclusions of item 3 

4. Quality control of drugs in international commerce - Dr J. Vacek 

4.1 WHO activities 

4.2 Specifications for the quality control of pharmaceutical 
preparations 

.. 



• 

.. 
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4.3 The use of chemical reference substances 

4.4 Certification of drugs in international commerce 

4.5 Final discussions and conclusions of item 4 

5. Organization of National Control Authority - Dr L.F. Dodson 

5.1 Basic structure 

5.2 Inspectorate 

5.3 Registration section 

5.4 Laboratory services 

5.5 Discussion of specific subjects 

5.6 Final discussions and conclusions of item 5 

6. Other matters arising from the discussions 

7. Discussion of conclusions 

8. Adoption of conclusions 

9. Closing remarks 



Tuesday - 12 May 1970 

Time Item 

8:00 - 9:00 Registration 

9:00 - 10:15 1. Introductory 
Session 

1.1 
1.2 

FIRST REGIONAL SEMINAR ON THE QUALITY CONTROL 
OF PHARMACEUTICAL SUBSTANCES 

TIME SCHEDUIE 

Wednesday - 13 May 1970 

Time Item 

8:30 - 10:15 2. L -; on tinueii 

2·3·1 

Coffee Break 10:15 - 10:30 

10:30 - 12:15 2. Good Manufacturing 10:30 - 12:15 2. Lcontinueii 
Practices 

2.1 2.3.2 
2.2 

Lunch 12:15 - 1:15 

1:15 - 2:15 2. Lcontinueii 1:15 - 4:30 2. L-;ontinueii 

2.2 2.4 Visit "United 
Laboratories" 

Coffee Break 2:15 - 2:30 

2:30 - 3:30 2.2 

5:30 - 7:00 Reception 
_ ... _- --

-' •• .. ,. .. 

Thursday - 14 May 1970 

Time Item 

8:30 - 10:15 2. L~ontinueii 

2.5 
2.6 

10:30 - 12:15 3· Registration 
of Pharma-
ceutical 
Products 

3.1 

1:15 - 2:15 3· L -;on tinueii 

3·2 

Coffee Break 2:15 - 2:30 

2:30 - 3:30 3· L~on tinueii 

3.3. 3.4. 
3.5 ---

.. .. 

J\) 
J\) 



Friday - 15 May 1970 

Time Item 

8:30 - 10:15 

3. L~ontinue~ 
3·6 

10:30 - 12:15 

4. Quality control 
of drugs in 
international 
commerce 
4.1, 4.2. 4.3 

1:15 - 2:15 

4. L;'ontinuei} 
4.4 
4.5 

2:;0 - 3:30 

5. Organization of 
National Control 
Authority 
5.1, 5.2, 5.3, 
5.4 

• • .. 

Saturday - 16 May 1970 Mond~_ - 18 May 1970 

Time Item Time Item 

8:30 - 10:15 8:30 - 10:15 

5. L;'ontinuei! 6. Other rna tters 

5.5 

Coffee Break 10:15 - 10:30 

10:30 - 12:15 10:30 - 12:15 

5. Lcontinue~ 7. Discussion of 

5.5 conclusions 

5.6 

Lunch 12:15 - 1:15 

1:15 - 2:15 

7. l;ontinuei} 

Coffee Break 2:15 - 2:30 

2:30 - 3:30 

7· L"Continue~ 

--~-

4 

Tuesday- 19 May,1970 

Time Item 

8:30 - 10:15 

8. Adoption of 
conclusions 

9· Closing remarks 

1:15 Optional 

Visit "FDA 
Laboratories" 

I\) 

~ 
~ 
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Resolution WHA22.50 and Annex 12 to Off.Rec. 176 

Final Report on the Conference on Quality Control of 
Pharmaceutical Preparations, Helsinky, 23-29 November 

1968. EURO 2032. 

Report on the Seminar on Quality Control of Drugs, Bombay. 
13-24 January 1969. SEARO 0154 

3. Books available in the Regional Office library 

American Medical Association (1966) 
New drugs (evaluated by the A.M.A. Council on Drugs). 

Chicago, American Medical Association. 

British Medical Association (1966) 
British National Formulary. London, British Medical 

Association. 

Clapp, R.F. (1966) 
Study of drug purchase problems and policies. Washington, D.C. 

U.S. Dept. of Health, Education, and Welfare. 

Gt. Britain, General Medical Council (1963) 
British Pharmacopoeia. London, Pharmaceutical Press. 

Gt. Britain, Pharmaceutical Society of Great Britain (1963) 
British Pharmaceutical Codex. London, Pharmaceutical Press. 

Japan, Ministry of Health (1961) 
'Ihe Pharmacopoeia of Japan. Tokyo, Ministry of Health (Part I) 

(Part II, 1966). 

Jablonski, S. (1967) 
Russian drug index, 2nd ed. Bethesda, Maryland, U.S. Dept. 

of Health, Education and Welfare. (USPHS Pub. No. 814). 

Merck & Company (1960) 
'Ihe Merck Index of chemicals and drugs, 7th ed. Rahway, 

Merck & Co. 

Merck & Company (1966) 
'Ihe Merck manual of diagnosis and therapy, 11th ed. 

Rahway, Merck & Co. 



• 

• 

• 

- 25 -

ANNEX 3 

LIST OF WORKING DOCUMENTS 

1. Working papers 

~i/l - The Quality Control of Drugs by Manufacturers 
by Dr E. Lang, Vice-Director, Research Depart
ment, ClBA Ltd •• Basle, Switzerland 

~/2 - The Quality Control of Drugs in International 
Trade: WHO Recommendations 
by Mr O. Wallen, Chief Pharmaceutical Officer, 
Pharmaceuticals. WHO, Geneva 

WPR/PHARM/3 - Systems of Government Control over Drugs 
by Dr L.F. Dodson, Director. National Biological 
Standards Laboratory, Canberra City, Australia 

WPR/PHARM/4 - Drug Registration - The Global Situation 
by Dr E. Lang 

2. Seminar documentation (WHO documents distributed to 
participants upon arrival in IlJanila) 

World Health Organization (1967) 
Specifications for the quality control of pharmaceutical 

preparations. Second edition of the International Pharmacopoeia. 

(1963) 
Specifications for reagents mentioned in the International 

Pharmacopoeia. 

(1962) 
The quality control of pharmaceutical preparations. 

of a European Technical Meeting, Warsaw, 1961. (Techn. 
~., 249) 

(1969) 

Report 
Rep. 

WHO Expert Committee on Specifications for Pharmaceutical 
Preparations. (Techn. Rep. Ser., 418) 

(1957) 
Use of specifications for pharmaceutical preparations. 

Report of a Study Group (Techn. Rep. Ser., ~) 



• 

• 
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u.s. Pharmacopoeial Convention (1965) 
The pharmacopoeia of the United States of America, 

17th Revision. Easton, Mack Printing. 

Uedin, E. and Efron. D.H. (1967) 
Psychotropic drugs and related compounds. Washington, D.C. 

(USPHS Pub. No. 1589). U.S. Dept. of Health, Education, and Welfare 

World Health Or~anization (1967) 
International non-proprietary names for pharmaceutical pre

parations. (Cumulative list No.2, 1967. published in the 
WHO Chronicle, 1953-1967) • 

(1965) 
Specifications for pharmaceutical preparations. 

(Techn. Rep. Ser •• 2QI) 

(1960) 
Classification of pharmaceutical preparations. A survey of 

existing legislation. (Reprint from the International Digest 
of Health Legislation. 1960. Vol. 11, No.1) 

(1961) 
Pharmaceutical advertising. 

(Reprint from the International 
1961, Vol. 12. No.1) 

(1962) 

A survey of existing legislation. 
Digest of Health Legislation, 

Distribution of and trade in pharmaceutical preparations. 
A survey of existing legislation (Reprint from the International 
Digest of Health Legislation. 1962. Vol. 13. No.3) • 

(1966) 
Principles for pre-clinical testing of drug safety. 

(Techn. Rep. Ser •• 2ih) 

(1967) 
Principles for the testing of drugs for teratogenicity. 

(Techn. Rep. Ser •• 364) 

(1968) 
Principles for the clinical evaluation of drugs. 

(Techn. Rep. Ser., 403) 

(1969) 
International drug monitoring. The role of the hospital. 

(Techn. Rep. Ser., 425) 
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(1969) 
Principles for the testing and eValuation of drugs for 

carcinogenicity. (Techn. Rep. Ser •• 426) 

Martindale (1967) 
Extra pharmacopoeia, 25th ed. edited by R.G. Todd. 

London, The Pharmaceutical Press. 

• 

" 

• 

! 

• 

--" 


	Blank Page



