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QUALITY CONTROL OF DRUGS 

Report by the Director-General

1. In resolution WHA22.501 the Twenty-second World Health Assembly recommended that "Member 
States adopt and apply the requirements for Good Practices in the Manufacture and Quality 
Control of Drugs as formulated in the report of the Director-General and the certification 
scheme on the quality of pharmaceutical products moving in international commerce as formulated 
in the report of the Director-General^ as amended".

2. The Director-General reported to the Twenty^third World Health Assembly on the replies 
received in response to the letter he had addressed on the subject to all Member States; these 
replies on the whole reflected a favourable reaction to resolution WHA22.50. Several Member 
States had indicated that they were already taking steps to develop control systems along the 
lines recommended in that resolution. In addition, during the discussion at the Twenty-third 
World Health Assembly several delegations stated that they were in agreement with the 
recommendation.

3. Resolution WHA23.45 adopted by the Twenty-third World Health Assembly invited Member 
States "to inform the Director-General on the steps taken with respect to resolution WHA22.50 
.and their possible administrative implications, including suggestions for improvement of the
texts on Good Practices in the Manufacture and Quality Control of Drugs and the certification 
scheme" and requested the Director-General "to continue to review in the light of information 
obtained the requirements for Good Practices in the Manufacture and Quality Control of Drugs 
and the certification scheme and to report to the Twenty-fourth World Health Assembly".

4. Accordingly, the Director-General asked, in a letter to Member States dated 28 July 1970, 
for comments on the texts in question. Twenty-one replies have been received to date, which 
reaffirm that the requirements for "Good Practices in the Manufacture and Quality Control of 
Drugs" as adopted by the World Health Assembly are of value to Member States as a basis for 
national legislation and for reciprocal arrangements between countries concerning the inspection 
of drug manufacturing establishments. Many suggestions for improvement of the text have been 
received. They have been carefully analysed with the help of consultants and will be reviewed 
by the Expert Committee on Specifications for Pharmaceutical Preparations which will meet at 
the end of April 1971. It is expected that amendments will be suggested by the Expert 
Committee on which the reactions of Member States will be sought and which will eventually
form the basis for a revision of the text of the requirements.
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5. As regards the certification scheme, several Member States indicate their willingness to 
participate, but the comments received indicate that the scheme will have to be thoroughly
reviewed.

Certificate A (Certification of Manufacturers respecting Good Practices in Manufacture and 
Quality Control of Drugs) would seem to be generally acceptable. One reply, however, drew 
attention to administrative implications that could make the certificate in its present form 
unworkable or misleading. In the present formulation the certificate states that a manufacturer 
"is subject to regular inspections which have shown that it follows the requirements of good 
practices in manufacture and quality control of drugs recommended by the World Health 
Organization". In Section 1 (General Considerations) of the Good Practices in the Manufacture 
and Quality Control of Drugs, on the other hand, it is pointed out that such practices should 
be considered as general guides and may be adapted to meet individual needs. It was therefore 
suggested that the text of Certificate A be amended to certify that the inspections have shown 
that the manufacturer follows practices aimed at standards of quality at least equal to those 
which the Good Practices in the Manufacture and Quality Control of Drugs recommended by the 
World Health Organization are designed to secure.

As regards Certificate В (Certification of Individual Batches), several replies have 
indicated that it would not be practicable in its present form. It has been pointed out, 
inter alia, that it would not be possible for a control authority to attest genuinely that 
particular batches have been manufactured in accordance with Good Practices in the Manufacture 
and Quality Control of Drugs. It has also been suggested that certification of individual 
batches should be the responsibility of the manufacturer.

It is important to note that many countries have introduced or are introducing drug 
registration systems whereby a government permits the sale only of those pre-packed pharma
ceutical specialities which it approves and places on a register, after the manufacturer has 
submitted documentation and samples of the product, and its safety, efficacy and quality have 
been demonstrated. As regards drugs moving in international commerce, as suggested in one 
reply, a certificate that the product is registered for sale in the exporting country could, 
under such a system, be issued to the importing country. The value of such a certificate 
would be greatly enhanced if the exported drugs complied with the quality control requirements 
applying for domestic use in the exporting country.

Full attention will be given to the revision of the certification scheme recommended in 
resolution WHA22.50 in the light of further comments and suggestions from Member States.

6. Continued emphasis has been given to the Organization's educational activities in 
pharmaceutical quality control in recent years. Two WHO training courses have been held in 
Copenhagen in 1968 and 1970 with the support of the Danish Board of Technical Co-operation with 
Developing Countries and the National Health Services of Denmark. The WHO South-East Asia 
Regional Office held two Seminars on the Quality Control of Drugs, one in Bombay in 1969 and 
the other, at inspector level, in Bangkok in 1971. During 1970 a travelling seminar was 
arranged by the WHO Eastern Mediterranean Regional Office, and similar seminars were organized 
in the American and Western Pacific Regions in Maracay and Manila respectively. Such 
activities will undoubtedly contribute to a deeper understanding and a more uniform application 
of the requirements related to the quality control of drugs.

7. Continued attention has been given by the Organization to assisting Member States in 
establishing national or regional laboratory facilities for the quality control of drugs.
As has been reported previously to the Assembly, interest in such support has been expressed 
by the United Nations Development Programme (UNDP). Although preparatory studies have been 
made and active steps have been taken to promote the development of such facilities on a 
country or inter-country basis, progress has been slow. It must be recognized that competing 
needs in the socio-economic field often make it difficult for projects of this kind to receive 
sufficiently high priority for external support, in particular for pre-investment. Plans for
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building-up quality control facilities on a multi-country or regional basis, an admittedly 
very desirable objective in some parts of the world, take a long time to develop and to negotiate. 
It is the Director-General's intention, however, to pursue his efforts in this direction, to 
strengthen the hands of the national health administrations concerned, by providing technical 
advice and helping in the formulation of projects for external support, either multilateral 
or bilateral, and to favour inter-country co-operation in this field.


