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1. In resolution WHA22.50 the Twenty-second World Health Assembly recommended that "Member
States adopt and apply the requirements for Good Practices in the Manufacture and Quality

oControl of Drugs as formulated in Appendix II of the report of the Director-General and the 
certification scheme on the quality of pharmaceutical products moving in international

Оcommerce as formulated in Appendix III of the report of the Director-General as amended".

The same resolution also requested the Director-General "to report to the Twenty-third 
World Health Assembly on those improvements in the requirements for good manufacturing 
practice and in the certification scheme which may appear to be necessary, and on further 
progress with regard to the certification scheme and the implementation thereof".

2. Accordingly, the Director-General asked in letter reference C.L.25.1969 dated 23 
September 1969 for comments with respect to improvements which Member States considered 
necessary in the texts referred to in paragraph (1).

In view of the relatively short period of time which has elapsed since the despatch of 
the inquiry, the information received so far cannot be considered to reflect the actual 
situation exhaustively. To date 19 replies have been received from Member States, seven of 
these being acknowledgements or indicating that resolution WHA22.50 is at present being studied 
by the competent authorities.

3. The replies received so far which deal with the substance of the matter reflect on the 
whole a favourable reaction to the recommendations contained in resolution WHA22.50.

Six Member States have indicated that the control systems in force in their countries 
are in line with the requirements for good practices in the manufacture and quality control 
of drugs recommended in resolution WHA22.50. In one reply it is pointed out that it would 
be possible to supply an importing country with a list of companies found to comply with such 
reqùirements. This list, however, is a voluntary list in so far as the companies included 
therein are those which have requested inspection and been found to conform. The list does 
not contain the names of all manufacturers in that country who meet the requirements of 
"Good Practices in the Manufacture and Quality Control of Drugs". For those companies whose 
names do not appear in the list, certificates could be granted on request to the responsible 
health authority. The same reply indicates that, on the basis of their experience, there 
does not seem to be a need for certification of individual batches of drugs along the lines 
recommended by WHO.

4. In one Member State a set of good practices in the manufacture and quality control of 
drugs similar to those recommended by WHO has recently been introduced. This country does 
not employ a drug registration system at present, but has indicated that the proposed issue 
of batch certificates would nevertheless be feasible under the proviso that registration of 
drugs is not compulsory in that country.
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One Member State agreed in principle with the recommendations but stated that it was 
not yet in a position to implement them. New legislation would be introduced early in 1970 
requiring that new drugs be approved by the Minister of Health.

5. Four replies have been received from countries which have no or very limited drug 
production at present. Two of the replies indicate that steps will be taken to develop a 
drug control system along the lines recommended in resolution WHA22.50. In one reply it is 
stated that registration of drugs is already in force in that country and suggested that 
certification should concern the product itself and not the individual batch unless the 
product in question is not registered. One country intends to introduce a compulsory 
registration system for drugs.

6. Many valuable and constructive suggestions for improvement of the recommended require
ments "Good Practices in the Manufacture and Quality Control of Drugs" as well as the 
recommended certification scheme have been received. However, in order to present a com
prehensive report to the World Health Assembly further comments and suggestions from Member 
States would be needed, especially with reference to the possible administrative consequences, 
at the national level, of the application of the WHO recommendations. Pertinent comments 
and suggestions will be examined with a view to improving the requirements for good practices 
in the manufacture and quality control of drugs and the suggested certification scheme on the 
quality of pharmaceutical products moving in international commerce.

7. Familiarity with the recommended principles for good manufacture and control being the 
fundamental prerequisite for the satisfactory functioning of the certification scheme, the 
Organization has reinforced its education programme in the field of pharmaceutical quality 
control. A second training course on the quality control of drugs was held in Copenhagen, 
under the auspices of the Danish Board of Technical Co-operation with Developing Countries and 
the National Health Services of Denmark (April 1970).

8. A Seminar on the Quality Control of Drugs was arranged by the South-East Asia Region 
(Bombay, January 1969) and a travelling seminar on the same subject by the Eastern 
Mediterranean Region (March 1970). Similar seminars are being organized to be held in 1970 
in the American and Western Pacific regions. Also a special meeting on pharmaceutical 
education will be held in 1970 in the Eastern Mediterranean Region. Such activities will 
bring about a wider and deeper understanding of the requirements related to the quality 
control of drugs moving in international trade.


