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RATIONAL USE OF DRUGS 

(Review of implementation of WHO'S revised drug strategy) 

Report by the Director-General 

1. In resolution WHA39.27 the World Health Assembly endorsed WHO'S revised drug 
strategy and requested the Director-General to report to the Executive Board and the 
Forty-first World Health Assembly on progress made and problems encountered in 
implementing this strategy. 

2. The Director-General‘s report dealt with the following questions : 

(a) coordination with governments, other organizations of the United Nations 
system, the pharmaceutical industry, consumers, universities, etc., and 
extrabudgetary support； 

(b) support to countries for the development and implementation of drug policies； 

(c) operational research and training; 

(d) the world drug situation; ' 

(e) the updating of the WHO Certification Scheme on the Quality of Pharmaceutical 
Products Moving in International Commerce； 

(f) the guiding principles for small national drug regulatory authorities prepared 
by a group of experts； 

(g) the updating of the Model List of Essential Drugs by the WHO Expert Committee 
on the Use of Essential Drugs； 

(h) the guidelines for the development of national drug policies prepared by an 
international group of experts； 

(i) the ethical criteria for medicinal drug promotion drawn up by an international 
group of experts. 

3. This report was first submitted to the Executive Board Ad Hoc Committee on Drug 
Policies, and then to the Board itself, together with the comments of the Ad Hoc 
Committee. All these documents will be found in document EB81/1988/REC/1, Annex 6. 

4. The Board noted with satisfaction that, in spite of severe financial constraints, 
the revised drug strategy had been implemented almost in its entirety, the outstanding 
provisions having been delayed solely on account of the lack of resources. He expressed 
the hope that increased support would be made available to the developing countries to 
ensure the rational use of drugs； in this connection, it was noted that more than 
100 countries already had lists of essential drugs and that more than 40 countries had 
developed essential drugs programmes. Lastly, the Board requested the Director-General 
to implement the remaining components of the revised drug strategy, seeking 
extrabudgetary funding to complement the funds from the regular budget for this purpose. 



5. The Board recommended the adoption by the World Health Assembly of a draft 
resolution on the rational use of drugs. 

6. With regard to the WHO International Drug Monitoring Scheme. in which 26 countries 
are now participating, the Board approved the recommendation of its Ad Hoc Committee that 
a group of independent experts should be established to study the scheme to determine the 
ways in which it might be improved. 

Ethical criteria for medicinal drug promotion 

7. The establishment of ethical criteria for the promotion of drugs is an integral part 
of the revised drug strategy. The Director-General requested an international group of 
experts to formulate recommendations to WHO on the criteria to be adopted. The 
recommendations of this group were first submitted to the Ad Hoc Committee, which amended 
them slightly before transmitting them to the Executive Board, which in turn also 
suggested a few amendments. The criteria proposed by the Executive Board to the World 
Health Assembly are contained in document EB81/1988/REC/1, Annex 7. It was stressed that 
these criteria did not constitute legal obligations and that governments might adopt 
legislation and other measures based on them if they deemed fit. 

8. Since the proposed criteria consist in updating and development of the criteria 
defined in 1968 by the Twenty-first World Health Assembly, it is for the Assembly to 
decide whether they should be amended. The Executive Board therefore recommends that the 
Forty-first World Health Assembly should adopt a draft resolution on the ethical criteria 
for medicinal drug promotion. 

WHO Certification Scheme on the Quality of Pharmaceutical Products Moving in 
International Commerce 

9. This question was examined in the Director-General‘s report on WHO's revised drug 
strategy. In approving the overall report of its Ad Hoc Committee, the Board gave its 
implicit endorsement to the amendments proposed to the WHO Certification Scheme. These 
amendments are of two types, namely, the amendments proposed in the Director-General's 
report, and a number of changes to the text made by the Ad Hoc Committee, which appear 
in that Committee's report on its review of the Director-General‘s report力 The 
revised version of the Scheme which appears in Annex 1 of this document incorporates all 
the proposed amendments. The changes as compared with the original text have been 
underlined to facilitate the task of the World Health Assembly. 

10. Since the WHO Certification Scheme was adopted by the Twenty-eighth World Health 
Assembly in 1975, it is for the Assembly to decide that its content should be modified. 
The revised version of the Scheme is therefore accompanied by a draft resolution, which 
is submitted to the Assembly for approval (see Annex 2). 

1 See resolution 
о 
See resolution 

EB81.R9 (document EB81/1988/REC/1, p. 6). 
EB81.R10 (document EB81/1988/REC/1, p. 7) 

3 See document EB81/1988/REC/1, Annex 6, pp. 86-87. 
“ See document EB81/1988/REC/l, Annex 6, pp. 68-69, paragraph 13. 



ANNEX 1 

PROPOSED AMENDMENTS TO THE CERTIFICATION SCHEME 
ON THE QUALITY OF PHARMACEUTICAL PRODUCTS 

MOVING IN INTERNATIONAL COMMERCE 

The proposed additions are underlined. No deletion has been proposed. 

Part I - Certification of pharmaceutical products 

1. For the purpose of this Certification Scheme "pharmaceutical product" means any 
medicine intended for human use, or any veterinary product administered to animals from 
which food will be prepared, presented in its finished dosage form or as a raw material 
for use in the same galenical form, that is subject to control by legislation in the 
exporting Member State and in the importing Member State. It should be noted that some 
Member States do not as a matter of policy require inspection of the manufacturing plant 
in which raw materials are produced, while others require inspection only in respect of 
certain active principles. 

2. A pharmaceutical product exported or imported under this Certification Scheme 
would be certified by the competent authority of the exporting Member State on a 
Certificate of Pharmaceutical Products, issued at the request of the interested party, to 
be sent to the competent authority of the importing Member State, which would decide to 
grant or to refuse the authorization for sale or distribution of the certified product, 
or to make the authorization conditional on the submission of supplementary data. 

3. The issue of the Certificate of Pharmaceutical Products would be subject to the 
conditions required by the competent authority of the exporting Member State in order to 
certify that: 

(a) the product is authorized for sale or distribution within the exporting Member 
State (if not, the reasons therefore would be stated on the certificate； and 

(b) the manufacturing plant in which the product is produced is subject to 
inspections at suitable intervals to show that the manufacturer conforms to 
requirements for good practices in manufacture and quality control, as recommended 
by the World Health Organization, in respect of products to be sold or distributed 
within the country of origin or to be exported. 

A suggested layout of a Certificate of Pharmaceutical Products with explanatory 
notes is attached. 

4. The competent authorities in Member States only exceptionally proceed to the 
certification of individual batches of pharmaceutical drugs and substances. Even then, 
certification is rarely made in respect of products other than vaccines and certain other 
biological substances. If certificates of individual batches of products covered by a 
Certificate of Pharmaceutical Products are required, such certificates could be issued 
either by the manufacturer or by the competent authority of the exporting Member State, 
according to the nature of the product and the requirements of the exporting Member State 
or of the importing Member State. The batch certificate would indicate the name and 
dosage form of the product, the batch number, the expiry date and storage conditions, a 
reference to the Certificate of Pharmaceutical Products, and a statement that the batch 
conforms either to the requirements of the competent authority for sale or distribution 
within the exporting Member State (with reference to the authorization) or, as the case 
may be, to published specifications, or to established specifications to be provided by 
the manufacturer. The certificate could also include data on packaging, labelling, 
nature of the container, the date of manufacture, results of analysis, and other data. 
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Part II - Exchange of Information 

1. Upon the request of the competent authority of the Member State into which a 
pharmaceutical product covered by this Certification Scheme is to be or has been 
imported, the competent authority of the exporting Member State should provide: 

(a) information on the implementation of the Requirements for Good Practices in the 
Manufacture and Quality Control of Drugs as recommended by the World Health 
Organization; 

(b) information on controls of the product as exercised by the competent authority 
of the exporting Member State； 

(c) the names and functions of the persons designated to sign certificates of 
individual batches of the product to be exported. 

Information on general and specific standards of quality control of the product to 
be exported, in so far as they are required to comply with legislative provisions of the 
importing Member State, could also be supplied with the consent of the manufacturer. 

2. In the case of quality defects of products imported under this Certification 
Scheme that are considered to be of a serious nature by the importing country, not 
attributable to local conditions and circumstances, and appearing after the introduction 
of a particular batch into the importing Member State, the competent authority should 
notify the occurrence, together with the relevant facts, to the competent authority of 
the exporting Member State that had issued the Certificate for the product concerned, 
with a request to institute inquiries. Conversely, if the competent authority of the 
exporting Member State ascertains serious quality defects, that competent authority 
should notify the competent authority of the importing Member State. 

Part III - Participating Member States 

1. Each Member State agreeing to participate in the Certification Scheme shall 
communicate (a) the name and address of its principal authority to be considered as 
competent within the meaning of the Certification Scheme, and (b) any significant 
reservations relating to its participation, to the Director-General of the World Health 
Organization, who would notify all other Member States. 

2. Exporting Member States participating in the Certification Scheme shall ensure 
that: 

(a) authorization for sale or distribution of pharmaceutical products is subject to 
appropriate testing measures, by the competent authority, designed to ensure their 
quality, and that adequate laboratory facilities are available for this purpose； 

(b) the pharmaceutical industry is obliged to conform to requirements for good 
practices in the manufacture and quality control of drugs as recommended by the 
World Health Organization; 

(c) the competent authority is empowered to conduct appropriate investigations to 
ensure that manufacturers conform to the requirements referred to in (b), including, 
for example, the examination of records and the taking of samples； 

1 It is realized that in some countries this may require the consent of the 
manufacturer. 
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(d) the inspectors of the services of its competent authority have appropriate 
qualifications and experience. 

3. Exporting Member States participating in the Certification Scheme should, 
whenever possible, ensure that the international nonproprietary names, whenever 
available, are used in the description of the composition of the product on the 
Certificates and, as far as possible, appear on the labelling of pharmaceutical products 
to be exported under the Certification Scheme. 



ANNEX 2 

DRAFT RESOLUTION 

WHO CERTIFICATION SCHEME ON THE QUALITY OF PHARMACEUTICAL PRODUCTS 
MOVING IN INTERNATIONAL COMMERCE 

The Forty-first World Health Assembly, 

Taking note of previous resolutions on the question; 

Having examined the Director-General’s report on the rational use of drugs, and in 
particular the proposed amendments to the WHO Certification Scheme on the Quality of 
Pharmaceutical Products Moving in International Commerce； 

Noting the fact that, in any case of obvious doubt, any Member State may request the 
Organization for assistance in finding an independent collaborating centre to carry out 
batch tests for the purposes of quality control； 

1. ADOPTS the attached revised text of the expanded WHO Certification Scheme on the 
Quality of Pharmaceutical Products Moving in International Commerce； 

2. INVITES Member States which are not yet participating in the Scheme to do so; 

3. RECOMMENDS to Member States that they implement as far as possible all the 
provisions of the expanded WHO Certification Scheme； 

4. REQUESTS the Director-General to report, in the context of 
revised drug strategy to a future World Health Assembly, on the 
the implementation of the expanded WHO Certification Scheme. 

his report on WHO's 
progress accomplished in 
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RATIONAL USE OF DRUGS 

(Review of implementation of WHO's revised drug strategy) 

Report by the Director-General 

Corrigendum 

Two amendments were inadvertently omitted from the text of the WHO Certification 
Scheme on the Quality of Pharmaceutical Products Moving in International Commerce 
appearing in document A41/17, Annex 1. These have now been inserted. Also, the 
suggested layout for a Certificate of a Pharmaceutical Product has been added. 

The corrected version of the entire annex is attached as Annex 1, Rev.1. 



ANNEX 1, Rev. 

PROPOSED AMENDMENTS TO THE CERTIFICATION SCHEME ON THE QUALITY 
OF PHARMACEUTICAL PRODUCTS MOVING IN 

INTERNATIONAL COMMERCE 

The proposed additions are underlined. No deletion has been proposed. To emphasize 
that certification is intended to be product specific, it is proposed that each 
certificate should henceforth be designated "Certificate of a Pharmaceutical Product" 
rather than "Certificate of Pharmaceutical Product(s)". This change has been introduced 
throughout the document. 

Part I - Certification of a Pharmaceutical Product 

1. For the purpose of this Certification Scheme "pharmaceutical product" means any 
medicine intended for human use, or a veterinary product administered to food-producing 
animals, presented in its finished dosage form or as a starting material for use in such 
a dosage form, when it is subject to control by legislation in the exporting Member State 
and in the importing Member State. It should be noted that. as a matter of policy. some 
Member States do not inspect manufacturers of starting materials. while in other 
countries such inspection is limited to selected active ingredients. 

2. A pharmaceutical product exported or imported under this Certification Scheme 
would be certified by the competent authority of the exporting Member State on a 
Certificate of a Pharmaceutical Product, issued at the request of the interested party, 
to be sent to the competent authority of the importing Member State, which would decide 
to grant or to refuse the authorization for sale or distribution of the certified 
product, or to make the authorization conditional on the submission of supplementary 
data. 

3. The issue of the Certificate of a Pharmaceutical Product would be subject to 
the conditions required by the competent authority of the exporting Member State in order 
to certify that: 

(a) the product is authorized for sale or distribution within the exporting Member 
State (if not, the reasons therefore would be stated on the certificate)； and 

(b) the manufacturing plant in which the product is produced is subject to 
inspection at suitable intervals to show that the manufacturer conforms to 
requirements for good practices in manufacture and quality control, as recommended 
by the World Health Organization, in respect of products to be sold or distributed 
within the country of origin or to be exported. 

A suggested layout of a Certificate of a Pharmaceutical Product with explanatory 
notes is attached. 

4. Certification of individual batches of pharmaceutical products and substances 
is only undertaken exceptionally by the competent authorities of Member States. Even 
then, it is rarely applied other than to vaccines and other biologicals. If certificates 
of individual batches of a product covered by a Certificate of a Pharmaceutical Product 
are required, such certificates could be issued either by the manufacturer or by the 
competent authority of the exporting Member State, according to the nature of the product 
and the requirements of the exporting Member State or of the importing Member State. The 
batch certificate would indicate the name and dosage form of the product, the batch 
number, the expiry date and storage conditions, a reference to the Certificate of a 
Pharmaceutical Product, and a statement that the batch conforms either to the 
requirements of the competent authority for sale or distribution within the exporting 
Member State (with reference to the authorization) or, as the case may be, to published 
specifications, or to established specifications to be provided by the manufacturer. The 
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certificate could also include data on packaging, labelling, nature of the container, the 
date of manufacture, results of analysis, and other information such as an approved 
technical summary of the data regarding safety and efficacy on which the domestic 
marketing authorization is based. 

Part II - Exchange of Information 

1. Upon the request of the competent authority of the Member State into which a 
pharmaceutical product covered by this Certification Scheme is to be or has been 
imported, the competent authority of the exporting Member State should provide: 

(a) information on the implementation of the Requirements for Good Practices in the 
Manufacture and Quality Control of Drugs as recommended by the World Health 
Organization; 

(b) information on controls of the product as exercised by the competent authority 
of the exporting Member State； 

(c) the names and functions of the persons designated to sign certificates of 
individual batches of the product to be exported; 

(d) copies of all information and labelling supplied with the product, as provided 
on packaging materials and package inserts. and whether directed to the prescriber 
or the patient. that have been approved by the competent authority in the exporting 
Member State. together with the date(s) on which such approval was accorded. 

Information on general and specific standards for quality control of the product to 
be exported, in so far as they are required to comply with legislative provisions of the 
importing Member State, could also be supplied with the consent of the manufacturer. 

2. In the case of quality defects of products imported under this Certification 
Scheme that are considered to be of a serious nature by the importing country, not 
attributable to local conditions and circumstances, and appearing after the introduction 
of a particular batch into the importing Member State, the competent authority should 
notify the occurrence, together with the relevant facts, to the competent authority of 
the exporting Member State that had issued the Certificate for the product concerned, 
with a request to institute inquiries. Conversely, if the competent authority of the 
exporting Member State ascertains serious quality defects, that competent authority 
should notify the competent authority of the importing Member State. 

Part III - Participating Member States 

1. Each Member State agreeing to participate in the Certification Scheme shall 
communicate (a) the name and address of its principal authority to be considered as 
competent within the meaning of the Certification Scheme, and (b) any significant 
reservations relating to its participation, to the Director-General of the World Health 
Organization, who would notify all other Member States. 

1 It is realized that in some countries this may require the consent of the 
manufacturer. 
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2. Exporting Member States participating in the Certification Scheme shall ensure 
that : 

(a) authorization for sale or distribution of pharmaceutical products is subject to 
appropriate testing measures, by the competent authority, designed to ensure their 
quality, and that adequate laboratory facilities are available for this purpose； 

(b) the pharmaceutical industry is obliged to conform to requirements for good 
practices in the manufacture arid quality control of drugs as recommended by the 
World Health Organization; 

(c) the competent authority is empowered to conduct appropriate investigations to 
ensure that manufacturers conform to the requirements referred to in (b), including, 
for example, the examination of records and the taking of samples； 

(d) the inspectors of the services of its competent authority have appropriate 
qualifications and experience. 

3. Exporting Member States participating in the Certification Scheme should, 
whenever possible, ensure that the international nonproprietary names, whenever 
available, are used in the description of the composition of the product on the 
Certificates and, as far as possible, appear on the labelling of pharmaceutical products 
to be exported under the Certification Scheme. 
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CERTIFICATE OF A PHARMACEUTICAL PRODUCT1 
(Proposed layout) 

Name and dosage form of product: 
Name and amount of each active ingredient : 

Manufacturer, and/or when applicable, the person responsible for placing 
the product on the market : 

Address(es): 

It is certified that: 
• This product has been authorized to be placed on the market for use 

in this country. 
Number of permit and date of issue (if applicable): 

q The enclosed documents constitute the complete text of all 
labelling and prescribing information which is authorized 
for use in this country. 

• This product has not been authorized to be placed on the market 
for use in this country for the following reasons : 

It is also certified that (a) the manufacturing plant in which the product is 
produced is subject to inspections at suitable intervals and (b) the 
manufacturing conforms to requirements for good practices in the manufacture 
and quality control, as recommended by the World Health Organization, in 
respect of products to be sold or distributed within the country of origin or 
to be exported. (See Explanatory Notes.) 

(Signature of designated authority) (Place and date) 

Explanatory Notes 

Certificate of a Pharmaceutical Product 

This certificate is intended to define the status of the pharmaceutical product and 
its manufacturer in the exporting country. It is issued by the competent authority in 
the exporting country in accordance with the requirements of the competent authority of 
the importing country. It may be required by the importing country at the time of the 
first importation and subsequently if confirmation or updating is required. 

The requirements for good practices in the manufacture and quality control of drugs 
mentioned in the certificate refer to the text adopted by the Twenty-eighth World Health 
Assembly in its resolution WHA28.65 (see WHO Official Records, No. 226, 1975, Annex 12, 
Part 1). 

The certificate is intended to be product specific. The approved information 
for different dosage forms of the same active substance frequently differs in fundamental 
aspects. Confusion will inevitably arise if information relating to different products, 
or even different dosage forms, is attached to the same certificate. 

о 
Use, whenever possible, international nonproprietary names (INNs) or national 

nonproprietary names. 
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Batch certificates 

Certification of individual batches of a pharmaceutical product or substance is only 
undertaken exceptionally by the competent authorities of Member States. Even then, it is 
rarely applied other than to vaccines and other biologicals. If certificates of 
individual batches of products covered by a Certificate of a Pharmaceutical Product is 
required, such certificates could be issued either by the manufacturer or by the 
competent authority of the exporting Member State, according to the nature of the product 
and the requirements of the exporting Member State or of the importing Member State. The 
batch certificate would indicate the name and dosage form of the product, the batch 
number, the expiry date and storage conditions, a reference to the Certificate of a 
Pharmaceutical Product and a statement that the batch conforms either to the requirements 
of the competent authority for sale or distribution within the exporting Member State 
(with reference to the authorization) or, where appropriate, to published specifications 
or to established specifications to be provided by the manufacturer. The certificate 
could also include data on packaging, labelling, nature of the container, the date of 
manufacture, results of analysis, and other information such as an approved technical 
summary of the data regarding safety and efficacy on which the domestic marketing 
authorization is based. 


