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1. SUPPLEMENTARY BUDGET ESTIMATES FOR 1969: Item 3.2 of the Agenda (Document А22 /P &B /16) 

The CHAIRMAN explained that the item on supplementary budget estimates for 1969 had been 
referred to the Committee for advice on programme aspects, at the request of the Committee on 
Administration, Finance and Legal Matters, and pursuant to the decision of the General Committee. 
A decision on the supplementary budget estimates for 1969 must be taken before the Committee 
could commence discussion of agenda items 2.2.1 and 2.2.2. 

Dr VENEDIKTOV, Chairman of the Executive Board, said that the Committee had before it the 
third report (document А22 /AFL /11) of the Ad Hoc Committee of the Executive Board which had met 
on 7 July to consider the supplementary budget estimates for 1969. In resolution ЕВ43.R6 of the 

forty -third session of the Board, the Director -General had been requested to report to the Ad 
Hoc Committee on the amount of casual income available as at 30 June 1969, and on the amount of 

budgetary savings which might be anticipated for 1969. The Director -General's report had been 
considered by the Ad Hoc Committee and was annexed to its own report. It would be seen from the 
Director -General's report that in 1969 the Organization had required supplementary funds to 
finance the cost of increases in the general service salaries in Geneva and in the dependants' 
allowances for such staff, and also for the cost of emergency assistance to Equatorial Guinea. 
The total amount involved was $ 497 500. However, by means of certain reductions and adjustments 
it had been possible to reduce that figure to $ 347 500. Thus, the total additional requirements . 
for 1969 amounted to $ 2 001 500. 

As would be seen from paragraph 7 of its report, the Ad Hoc Committee had also noted that 
the Director -General had reviewed a whole series of activities in the 1969 budget which might 
be either deferred or curtailed resulting in a saving of $ 627 600. The Ad Hoc Committee had 

also noted that the savings proposed under Assistance to Research would amount to 6.3 per cent. 

of the approved provision for that purpose. 

He called attention to paragraph 9 of the Ad Hoc Committee's report, in which the Committee 

expressed its appreciation of the savings the Director -General had been able to identify, and 
recommended a draft resolution for the consideration of the Health Assembly. 

The DIRECTOR -GENERAL explained that he had encountered serious difficulties in finding 
ways and means of effecting economies in order to finance part of the supplementary estimates 
for 1969 and to provide more casual income for the 1970 budget. The expenditure in connexion 
with the increase in salaries of general services staff and the emergency assistance to 

Equatorial Guinea were due to circumstances beyond his control. He had reached the conclusion 
that the only way in which the Organization could finance that unforeseen additional expenditure 
would be not to cancel but to delay the execution of certain projects which were detailed in 
Annex 2 of his report (document А22 /AFL /11). The report indicated that savings without programme 

implications would amount to $ 198 474, while savings with programme implications would total 
some $ 429 126. Since his proposals implied the postponement of certain activities, he could 

not suggest that they would not affect the 1971 budget. 

Dr EVANG (Norway) said that in his view the budgetary situation confronting the Committee 
and the Health Assembly was new, and certain questions of principle therefore arose. After a 

series of lengthy discussions, reductions, adjustments and compromises, the Twenty -first World 
Health Assembly had agreed on a programme of action. The projects included therein had been 
selected with great care and many projects had unfortunately had to be omitted. However, for 

reasons over which WHO had no control, the cost of the 1969 budget had exceeded the amount 
programmed and the Twenty- second Health Assembly was now being asked not only to make savings 

without programme implications but also to consider the postponement of a number of programme 
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items already approved. That set a very dangerous precedent - quite apart from the time which 
would be required to consider in detail the proposed cuts. He pointed out that the proposed 
savings with programme implications were not real savings, but merely a postponement of 
expenditure from one year to the next - which would imply beginning a discussion of the 1970 
budget. In his delegation's view, therefore, the best solution would be for the Committee to 
accept the proposed savings without programme implications, but to reject the proposal that any 
attempt should be made to make savings on items having programme implications. 

Dr DURAISWAMI (India) fully agreed with the Norwegian representative that it might be 
possible to effect savings that had no programme implications, but that it was highly undesirable 
to make savings on items that had. He particularly opposed the latter course since it would 
impede the progress being made on research into communicable diseases, which was of vital 
importance to his country. 

Sir George GODBER (United Kingdom of Great Britain and Northern Ireland) said that the 
question of principle invoked by the Norwegian representative appeared to rest on the assumption 
that the programme approved by a particular Health Assembly was implemented during the year in 
question without any alteration. It would indeed be remarkable if that were possible. Hence 
if certain projects could not be carried out during the year for which they had been planned, 
there must be a saving unless new projects were introduced. He asked the Secretariat whether 
in the past some budgetary items had been postponed for reasons outside the Organization's 
control, and to what extent that had happened. 

Dr SIDERIUS (Netherlands) said that his delegation supported the views expressed by the 
delegates of Norway and India. He considered that the activities mentioned in Annex 2, section 
2, all constituted an essential part of the programme approved the previous year and he would 
prefer that they should be maintained. 

Dr EVANG (Norway) said that he could not accept the interpretation of his position given 
by the United Kingdom delegate. He was not suggesting that no change whatsoever could be made 
in the programme; he considered however that the savings proposed were not merely prudent budget 
administration but 

as 

far -reaching revision which would seriously weaken the programme. 

Professor TATO`ENKO (Union of Soviet Socialist Republics) said that he would deal with the 
programme aspects of the question under discussion, since it was presumably for those that the 
matter had been referred to the present Committee. 

The Soviet delegation considered that the Director -General's proposal to spend a considerable 

sum of money on the emergency provision of operational assistance to Equatorial Guinea was 
incorrect. It naturally shared the general concern that that country, which had recently become 
independent, had lost its medical personnel through no fault of its own. However, the machinery 
for providing such assistance existed, namely the Technical Assistance component of the United 
Nations Development Programme. Had the Director -General consulted the United Nations in that 

connexion? 

His delegation considered it a good solution to achieve economies by postponing the 

implementation of certain items, and that procedure was fully in accordance with the 

recommendations of the Ad Hoc Committee of Experts to examine the Finances of the United Nations 

and the Specialized Agencies. 

He would not, however, dwell on the financial aspects, nor prejudice any answer to comments 

of the United Kingdom delegate. However, a comparison of the programmes planned by the Health 

Assembly with those actually carried out (as given in the annual Financial Report) would show 

that approximately one -sixth of the former did not figure in the Financial Report. He fully 
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sympathized with the Director -General's position, because he knew that unforeseen circumstances, 
including budgetary difficulties on the part of the recipient countries, often prevented the 
programme planned from being carried out at the appointed time. 

The statements, therefore, of the delegates of Norway, India and the Netherlands were not 
entirely realistic. In fact, the programmes approved by the Health Assembly were never fully 
carried out, and the Director -General was obliged every year - and it was his prerogative - to 

use the funds thus liberated for projects that the Health Assembly had seen and approved in the 
"green pages" of the programme and budget estimates. It would also seem that a good number of 
projects shown in the Financial Report had not been examined by the Assembly. Again, the Soviet 
delegation could not object to that fact. It would only emphasize that the postponement of 
projects not yet started was in accordance with the Organizatinn's normal practice, and that 
this was also an acceptable way of financing supplementary budget estimates. 

Nevertheless, the Soviet delegation could not support some of the proposed postponements. 
It had already drawn attention to the tendency to curtail projects that were of use to countries 
as a whole, e.g. the research programme, and it thought that to delete the relatively modest 
expenditure under that heading was not justified, nor could it approve the curtailing of the 
work of expert committees. His Government was also against the proposal to reduce the funds 
allocated for fellowships, since the latter constituted a valuable means for the exchange of 
scientific knowledge. 

In general, however, his delegation was in favour of the Director -General's proposals in 
document А22 /AFL /11. 

Sir George GODBER ( United Kingdom of Great Britain and Northern Ireland) said that, in 
general, his delegation supported the position as stated by the USSR delegate. 

Professor GERIC (Yugoslavia) said that he shared the views of the Norwegian and Indian 
delegates, and expressed his appreciation of the Director- General's efforts to find a way of 
achieving the necessary economies so as to finance expenditure in 1970. It was very important, 
in his delegation's view, first, that the proposed changes should not cut out activities approved 
for the 1969 programme but merely postpone them; and, second, that the savings and programme 
adjustments proposed by the Director -General and the Executive Board should have no repercussions 
on the amounts of Members' contributions for 1970. He supported the Director -General's proposals 
for savings since, if those proposals were not accepted, it would be necessary either to reduce 
the 1970 programme or to increase the contributions of Member States. 

The DIRECTOR -GENERAL said, in reply to the question of the delegate of the USSR, that he 
had requested UNDP assistance in the case of Equatorial Guinea. The UNDP representative who 
had studied the situation and assessed the needs in that country had decided that WHO's quota 

should be not more than two persons. 

He appreciated the USSR delegate's statement that the Director -General had the right to 
make alterations in projects, since he had previously been criticized, in connexion with malaria 

projects, for making continuous changes in his programme. He would, however, reserve further 

comment on that subject for the plenary session. 

There could be no simple answer to the question of the United Kingdom delegate, which 

obviously referred not so much to the programme - which was a wide group of activities - as 

to projects. In the savings proposed in Annex 2 (document А22 /AFL /11), reductionshad been 
made in the general programme approved by the Health Assembly in order to cut back activities 

in various parts of the research programme and thus effect small savings without unduly 
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affecting the research programme of the Organization as a whole. So far as projects were 
concerned, the aim was to make economies without cutting projects in countries where other 
adjustments had already been made. The Regional Office for Africa had diverted a certain 
amount of funds to finance part of the emergency project for Equatorial Guinea. Similarly 
the Regional Office for the Eastern Mediterranean had diverted funds from their allotments to 

assist Southern Yemen. Whilst towards the end of the year savings might accrue, in the present 
case he had been asked to make economies in the middle of the year; and the only way in which 
that could be done at that time was by cuts in allocations for research and for expert 
committees. 

Dr GONZALEZ (Venezuela) said that the problem of supplementary credits was one which 
confronted WHO each year and frequently as a result of a decision taken by an outside body. 
He hoped that, in future, there would be improved co- ordination between the United Nations and 
the specialized agencies in that matter, since otherwise it might become necessary to increase 
governmental contributions in the course of a year. It would be very difficult, certainly for 
his own Government, to change the contribution already approved. 

So far as programme aspects were concerned, he noted from the Ad Hoc Committee's report 
(document A22 /AFL /11, paragraph 7) that the Director -General had undertaken a complete review 
of the approved programme and budget for the current year and had found it possible to identify 
savings amounting to a total of $ 627 600. Those savings stemmed mainly from certain economies 
at headquarters, and from delaying some project activities for which no firm commitments had 
been made as at 30 June 1969. If no firm commitments had been made by 30 June, would it in 
fact be possible to undertake those activities that year? He further noted that the savings 
amounted to only 6.3 per cent. and 9.3 per cent, in the approved provision for assistance to 
research and for inter- regional activities respectively. That did not represent a large sum, 
and he did not think the programme would suffer unduly from a reduction of that amount during 
the current year. Moreover, it would be impossible, in view of the time at its disposal, for 
the Committee to examine individually the projects in Annex 2 of the Director -General's report, 
and the small sums involved would not justify such an effort. 

In his view, the Director -General had done his best to avoid adverse effects upon the main 
parts of his programme, and he therefore believed that the Committee should accept the 
Director -General's proposals. 

Dr VENEDIKTOV, Chairman of the Executive Board, said that in discussing the supplementary 
budget estimates for 1969 the Executive Board and its Ad Hoc Committee had taken their task 
seriously, starting from the basis of the additional requirements of the Organization in 1969 
and the fact that supplementary estimates were a common occurrence for the Organization: the 

additional costs were not generally allocated among Member countries during the first year 
but were included in the Organization's regular budget in the second year. The Executive Board 

and the Ad Hoc Committee had taken into account the need to expand the Organization's programmes 

and the budgetary implications of that expansion. They realized that the programme carried 

out could not always be exactly as shown in the budget estimates - but also that supplementary 

expenditure did not always bring supplementary benefits. 

It had always been understood that, when the projects approved could not be implemented 

100 per cent., the Director -General had a recognized right to change and adjust the programme 

within the limits of the approved estimates. Naturally countries could always ask questions 

if that right was systematically exercised. He reminded the Committee that it was not the 

Director -General's intention to cancel the projects in question and that they would be resumed 

when circumstances permitted. 

In the light of those considerations, the Ad Hoc Committee of the Board had recommended 

that the Health Assembly should accept the Director -General's proposals for savings - both 

those with and those without programme implications - and should approve the draft resolution 

in paragraph 9 of its third report (document А22 /AFL /11). 
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Dr de CONINCK (Belgium) could not agree with the view expressed by the delegates of 
India, the Netherlands and Norway that the Organization's budget should not be revised. 

Many national governments carried out budget adjustments twice a year, and there was no 
reason why WHO should not do the same. It would obviously be too laborious and time - 
consuming to study the Director General's proposals item by item. He therefore supported 

the approval of the proposals en bloc. 

Professor TАTOCENKO (Union of Soviet Socialist Republics) thought that he had been 
expressing the view of more than one delegation in stating that the Director -General was 
entitled to change the programme approved by the Health Assembly, first, within the limits 
of the "green pages ", and, secondly, in the interests of a certain flexibility. But 
flexibility was one thing and the correct planning of programmes another - and the 
flexibility in question should not be allowed to exceed certain permissible limits. 

Dr GEHRIG (United States of America) said that his delegation supported the Director - 
General's proposals and the Ad Hoc Committee's recommendations. The Director -General had 
made a comprehensive review of the 1969 programme and budget estimates and had proposed the 
postponement of a few items. The proposals had been carefully examined bÿ the Ad Hoc 
Committee. 

Dr SULIANTI SAROSO (Indonesia) said that, despite the Director -General's assurance that 
his proposals would not affect Member countries, the proposals would affect her country. 
Early in 1969 Indonesia had been invited to take part in a smallpox research project. 
After buying the necessary material, selecting the personnel and making all preparations, 
Indonesia had been notified, without warning or explanation, that the project was to be 
postponed. She would like to know exactly what was meant by "later ". She would also like 
to know whether,if the Assembly did not approve the proposed savings, the funds could be 

found from some other source. 

Professor DOUBEK (Czechoslovakia) said that the proposals in Annex 2 were feasible, but 
would increase the administrative work at the expense of programme activities, whereas his 
delegation would prefer the contrary. With that reservation, he supported the proposals in 

document А22 /AFL /l1. 

Professor SENAULT (France) said that his delegation realized that the Director -General 
had had a very difficult task and that his proposals were the result of very careful 
consideration. He could see no advantage in a detailed examination by the Committee. It 

was clear that the proposed savings would affect only the more favoured countries and not 
the ones most needing WHO's help. The French delegation fully supported the Director - 
General's proposals. 

Dr EVANG (Norway) proposed that the Committee should advise the Committee on 
Administration, Finance and Legal Matters to accept the savings proposed in paragraph 1 of 
Annex 2 to document А22 /AFL /11, namely, those without programme implications, amounting 
to $ 198 474, but not to consider the savings with programme implications. 

Referring to the comments of the delegate of the United Kingdom, he said that he had 
never expressed the view that the Health Assembly could not alter the decisions of a 
previous Health Assembly, nor that the programme items approved by the Health Assembly 
could not be changed within the relevant year. Several principles were involved, of which 
he mentioned two. 
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First and most important, it was the first time a Health Assembly had been invited to 
examine and revise the programme accepted by another Health Assembly, not on the initiative 
of the Director -General asking for guidance, but at the instigation of the Executive Board 
and the Standing Committee on Administration and Finance, which were instruments of the 
Assembly itsel . The situation was entirely new in principle and involved an important 
precedent for thé future. 

In the second place, the main task of the Twenty-second Health Assembly was to decide 
on the 1970 programme and budget which had been recommended to governments well before the 
Assembly. If the Assembly now deleted items from the 1969 programme and budget, would it 
add the cost to the figure recommепдед for 1970? He wondered what meaning the 1970 figure 
had in the light of the new situation. 

He could not accept the suggestion of the delegate of Belgium that it was not necessary 
to vote on each item proposed for deletion: that would prevent the countries affected from 
expressing their views. Nor could he agree with the delegate of the United States of America 
that the 62 programme items proposed for deletion were merely "a few items ". 

Dr AKIN (United Republic of Tanzania) said that he supported the proposals in section 1 
of Annex 2. He could not, however, support the proposed savings with programme implications, 
which involved delays in programmes on communicable diseases, without knowing how they would 
affect the 1970 programme and budget. 

Dr AММUNDSEN (Denmark) endorsed the views of the delegates of Norway, India and the 
Netherlands. The proposed reductions in the programme would not be in the Organization's 
best interests. 

Dr ALAN (Turkey) said that the situation was unfortunate, but the Director -General 
would be the first to regret the proposals he had had to make, particularly in respect of a 
programme he had so strongly defended at the previous Assembly. He shared the views of the 
delegate of Belgium. His delegation supported the Director -General's proposals and the 
Ad Hoc Committee's recommendations. 

Dr SIDERIUS (Netherlands) asked if the Director -General could state whether the programmes 
listed in Annex 2 could be implemented if the funds were available, or whether they would 
in any case have to be postponed for other than financial reasons. He also asked if he was 
right in thinking that the Director- General had made the proposals solely at the request of 
the Executive Board. 

Dr TOTTIE (Sweden) endorsed the comments of the delegate of Denmark. 

Dr DURAISWAMI (India) supported the proposal of the delegate of Norway. The Director- 
General's proposals might be good housekeeping, but were they prudent? 

Dr GEHRIG (United States of America), referring to the comment by the delegate of Norway 
on his earlier statement, said that only about ten or eleven items would be completely 
postponed; in the other cases there would be a partial reduction of existing activities. 

Dr KOSTRZEWSKI (Poland) said that national health ministers never obtained all the fund's 
they asked for. Every year the Health Assembly accepted the Director- General's proposed 
programme and budget in the belief that it would be implemented - and it was difficult to 
persuade governments to accept budget increases; but every year some of the items were not 
implemented. Surely, therefore, new requirements could be met from the funds available from 
unimplemented items. He supported all the proposals in Annex 2. 
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Dr AL -AWADI (Kuwait) asked if there had already been reductions in the programmes listed 
in Annex 2, section 2. He also asked whether rejection of the proposals would mean increased 
assessments for Member States. That should be avoided, and although it was difficult to 
accept the proposed savings, some sacrifices would have to be made. 

Dr URATA (Japan) said that the proposed reduction of US$ 10 000 in the provision for 
fellowships in the Western Pacific (page 4 of Annex 2) related to his country. Although the 
amount was not small, Japan was willing to accept it in the interests of all Member States 
and would support the Director -General's proposals. 

Dr FALETOESE (Western Samoa) appreciated the position of the delegates of Norway, France 
and the Netherlands. He did not support the proposals in section 2 of Annex 2. The 
reductions would seriously affect the developing countries, which were most in need of WHO's 
assistance; they would increase future needs for research and training programmes; they 
would add to the problems of the countries affected, namely the developing countries; and 

the postponement of programmes already approved was contrary to WHO's principles. 

Dr FERREIRA (Brazil) supported the Director- General's proposals. 

The DIRECTOR- GENERAL said that he fully appreciated the Committee's difficulty in 
reaching a decision. The real difficulty was that the problem was directly related to the 
1970 programme and budget proposals, as was clear from operative paragraph 2 of resolution 
EB43.R16, which he read out. What was, in fact, being discussed was how to finance the 1969 
programme and budget and, at the same time, obtain enough casual income to finance part of the 
1970 programme and budget. He could have waited until the end of 1969 before making his 
proposals, but had thought that, in order to secure a little more casual income, he would 
have to review the 1969 programme and budget estimates and make proposals that would entail 
certain postponements. It was certainly not a matter of deletions: otherwise his proposals 
had not been understood. The proposed savings for 1969 represented no more than a delay in 
the programmes in question to make it possible to continue the same activities in 1970. 

In reply to the delegate of Indonesia, he said he hoped that the word "later" meant 1970. 
If not, it would be wrong to adopt the proposals he had made at the request of the Executive 
Board. 

With regard to the question raised by the delegates of Venezuela and other countries, as 

to whether the activities concerned could still be carried out if the proposed reductions 
were not approved, it was difficult to reply because although some of them could be implemented, 
they were part of a general research programme. In the case of a few projects, the allocations 
could certainly be used in the current year: for example, $12 500 for exchange of research 
workers and $ 20 000 for research training (both on page 3 of Annex 2). In the case of a 
series of activities on page 4, however, the funds could probably not be spent in 1969 
because of the delay caused by the freezing of the funds in question. Part of the funds 
could be used for the projects on the filarial diseases research team, the leprosy /BCG trial 
team, and the cancer control advisory team, but not all, because six months of the year had 
already passed. 

He was not worried about a delay of four, five or six months. What really concerned him 
was that a discussion was starting that would react on the proposed programme and budget 
estimates for 1970. Nothing that he had proposed as an economy in 1969 at the request of 

the Executive Board could be used as an argument to reduce the level of the 1970 budget, 

and he was concerned lest the level of the 1970 budget was the real issue behind the present 
discussion. 

He did not agree with the delegate of Poland but would answer him in the plenary meeting. 
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Dr VENEDIKTOV, Chairman of the Executive Board, said that the Director- General had 
made his proposals for postponing certain activities on the express recommendation of 
the Executive Board; he was to be commended on the care he had taken to disrupt the pro- 
gramme as little as possible. 

There had been considerable discussion and divergence of opinion in the Board, and 
its decision was a compromise. The Board had based its position on the fact that it was 
an organ of the Health Assembly, that it acted in the name of the Assembly and therefore 
had to implement its policy in the most appropriate way. 

The CHAIRMAN, summing up, said that two attitudes had emerged from the discussion. 
One, held by the USSR and other delegates, was that the Committee should recommend the 
proposals in document A22 /АFL /11 to the Committee on Administration, Finance and Legal 
Matters. The other, held by the Norwegian and other delegates, was that the savings and 
programme adjustments proposed in paragraphs 4.4, 4.5 and 4.6 were not acceptable. In 
accordance with Rule 66 of the Rules of Procedure he proposed to put the two views to the 
vote. 

Dr EVANG (Norway), in reply to comments by Dr AL -AWADI (Kuwait) and the CHAIRMAN, 
proposed that the Committee should adopt a resolution on the following lines: 

"The Committee on Programme and Budget, after having considered document A22 /АFL /11, 

advises the Committee on Administration, Finance and Legal Matters to delete, as 

far as savings in the 1969 budget are concerned, all the items indicated in Annex 2 

of that document under the headings . ." 

The CHAIRMAN invited the Committee to vote on the proposal of the delegate of Norway. 

Decision: The proposal was rejected by 56 votes to 28, with 6 abstentions. 

The CHAIRMAN invited the Committee to vote on the proposal to recommend to the Committee 

on Administration, Finance and Legal Matters the proposals in document А22 /АFL /11. 

Decision: The proposal was adopted by 70 votes to 15, with 9 abstentions. 

2. QUALITY CONTROL OF DRUGS: Item 2.5 of the Agenda (Resolution WНА21.37; Document 

А22 /P &B /12) (continued) 

Dr DOUBEK (Czechoslovakia) congratulated the Director- General on his report (document 

А22 /P &B /12) and on the extent and quality of the expert work which it included. His 

delegation would like to recommend that the certification scheme and the section dealing 

with "Good Practices in the Manufacture and Quality Control of Drugs" be adopted as 

recommendations under Article 23 of the Constitution. The certification scheme should 

meet the needs of importing countries for protection against drugs of sub -standard quality 

and would, if enforced by Member States, make the responsible health authorities more 

efficient in the protection of public health in that field. 

A problem that must be considered in relation to specifications of quality for drugs was th 

diversity of national pharmacopoeias. Some unification of standards had been achieved inter- 

nationally in the European and Northern pharmacopoeias and in the Compendium Medicamentorum of 

the Socialist States, however the International Pharmacopoeia, issued by WHO and designed 

basically for countries that did not possess a pharmacopoeia of their own, should be augmented 

by supplements giving specifications of durgs which were usually not contained in national 

pharmacopoeias and formulating regulations to be applied to the control and manufacture of 

various drugs. 
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The control of drugs presented a considerable problem. In countries with large 
control laboratories many thousands of drugs could be dealt with every year, but in other 
countries control capacity was entirely consumed by the numbers of new drugs registered. 
Control of drugs based on a single sample of each did not protect the patient adequately 
since there could be subsequent deterioration of the product from various causes. One 
solution to the difficulty could be the limitation in numbers of registered drugs; where 
that was not practicable, automated control or larger control laboratories would seem to be 
the only feasible alternatives. 

Professor MONDET (Argentina) said that the quality control of drugs was extremely 
important to all countries whether importers, exporters or both. Hence he had read with 
great appreciation the report of the Director -General. In Argentina, a tax of 1 per cent. 
was levied on all laboratory products in order to provide funds for proper control. This 
practice was to be recommended, as also was the creation of control laboratories serving 
a group of countries. In addition it was desirable that drugs should be screened so that 
proliferation of drugs serving the same purposes should not occur. In Argentina the 
application of that principle had reduced the number of drugs from 40 000 to 18 000. With 
regard to drug advertising, he felt it was essential that physicians should receive in- 
struction regarding the qualities and defects of the drugs which they would be prescribing 
and that it should be the function of the state to control the quality of the drug 
supplies; in that way the physician would not be unduly swayed by advertising which bore no 
relation to the quality of the product. As regards quality control of drug manufacture, 
he said that it was essential that exporting countries should apply the same standards to 

products for export as to those for home consumption. 

Dr STRALAU (Federal Republic of Germany) said that the principles of quality control 
embodied in Appendix I of the excellent report of the Director- General were already legally 
enforceable in his country. The code of good practices in Appendix II, together with the 
certification scheme, should be the subject of a recommendation under Article 23 of the Con- 
stitution. 

Dr DURAISWAMI (India) said that the manufacture of drugs was governed in his country 
by a drugs and cosmetics act with provisions covering conditions and sites of manufacture, 
equipment, technical experience of personnel, the maintenance of records, standards and 
labelling. He strongly supported the certification scheme as a means of ensuring that 
exported drugs had been manufactured in conformity with the principles in Appendix II. 
Drug manufacture in India had increased about twenty -fold during the past two decades but 
progress was at present hampered by the lack of sophisticated equipment requiring foreign 
exchange. He hoped that such equipment might be acquired with the assistance of WHO in 
accordance with the recommendation made by the seminar on the quality control of drugs held 
in Bombay for the South -East Asia Region earlier in the current year. He would also like 
to suggest that the Indian Central Drugs Laboratory could be used for testing drugs on 
behalf of other countries in the region if additional personnel and equipment were made 
available through the assistance of WHO. 

Dr BOXALL (Australia) said that his country supported the code of good practices 
appearing in Appendix II. It would be desirable, however, to include an additional 
section dealing with the production of sterile drugs or parenterals, which was an inter- 
disciplinary field requiring knowledge of the techniques both of the microbiologist and 
of the pharmaceutical chemist. He believed that Australia would be able to meet all the 

requirements of the certification scheme proposed in Appendix III. His delegation would 

support the introduction of the code of good practices and the certification scheme as 

recommendations under Article 23 of the Constitution but would urge that provision be made 

for revision of the code after three years of implementation, and that at such time, 

consideration should be given to providing a special section dealing with the manufacture 
of sterile products. 
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Dr AММUNDSEN (Denmark) said that the report of the Director -General was a step forward 
in an important field. The principles of quality control outlined in. Appendix I were fully 
approved by experts in Denmark and were embodied in control policy. With regard to the code 
of good practices, there was a danger that the recommendations might be too detailed for 
implementation in the immediate future. She therefore agreed with the delegate of Australia 
on the need to provide for the code to be revised. She would however support the inclusion of 
all three annexes in a recommendation under Article 23 of the Constitution. 

Dr WEISS (Afghanistan) expressed his country's appreciation of the work of WHO over the 
past years and also of the present report, which dealt with a subject of vital concern. In 

a country of limited resources, where pharmaceutical science was not well developed, reliance 
had to be placed on imported drugs. If the standard of quality of those drugs was doubtful, 
it was necessary to set up a control laboratory requiring trained personnel and modern equip - 
ment, both of which were costly. Through the good offices of WHO and of France and the 
Federal Republic of Germany, fellowships had been provided for the training of personnel from 
Afghanistan but they would not cover the total requirements in manpower. That those problems 
were common to many countries of the Region had been made clear at the seminar on the quality 
control of drugs to which the delegate of India had referred. In countries that had to im- 
port their pharmaceutical products but were without control laboratories, it was difficult 
to determine the real qualities of drugs offered for registration, all too often by exporters 
unknown in their own countries. Although, therefore, a certification scheme would be valuable 
in controlling the quality of drugs in international commerce, the real need in the develop- 
ing countries was for the strengthening of their local laboratories for routine testing pur- 
poses and the establishment of a regional laboratory to carry out more complicated testing 
and the training of personnel. 

Dr EVANG (Norway) said that the application of the principles and practices recommended 
in Appendices I and II to drugs moving in international commerce would be a great advance. 
He hoped that it would soon be possible to make such application mandatory by embodying them 
in a regulation under Article 21 of the Constitution. Until such time as that was practicable, 
they should be the subject of a recommendation under Article 23 of the Constitution. As re- 

gards the certification scheme in Appendix II1, he suggested that it would be of greater in- 
terest to the importing countries to receive a copy of the permit issued for home consumption' 
of the drug in the exporting country rather than a notification that such a permit had been 
issued. 

Dr BROTHERSTON (United Kingdom of Great Britain and Northern Ireland) said that the re- 
port of the Director -General had clarified the issues in that complex and Important subject and 
had set out requirements which were both essential and feasible of achievement for pharmaceutics 
manufacture in international commerce. The prime responsibility for good practice must lie wit 

the manufacturer; national public health control must seek to ensure that the manufacturer 
followed the necessary procedures and international control must be oriented towards ensuring 
that exported drugs conformed to the standards set for domestic consumption. Consequently 
he would support the inclusion of the principles in Appendices I and II in a recommendation 

under Article 23 of the Constitution. A certification scheme such as that proposed in 

Appendix III should also be included, but he thought that first paragraph of the text under 

Section B would need to be clarified or amended. Certificates of quality for individual 

batches• would not be practicable in the case of all drugs because of the volume of production 

involved. In most cases certification as outlined in Section A would be sufficient. Where 

special control of a drug was desired, the wording in Section B should be amended to some- 

thing more explicit than "a given drug ". 

Dr BRZEZINSKI (Poland) said that the quality control of drugs had always been of great 

concern to his Government. The spervision of all aspects of drug production and marketing 

was the responsibility of the Ministry of Health and Social Welfare. Only drugs registered 

with the Ministry could be used in the country. New drugs submitted for registration were 

thoroughly tested at research institutes of the Ministry if their introduction seemed justifi- 

able. The final decision on whether a drug should be registered was taken by the Drug 

Commission, an advisory body to the Ministry. After registration of a drug, the producer 

was obliged to carry out quality testing on each lot produced. In the case of drugs such as 
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antibiotics, vitamins, sera and vaccine, additional testing at research institutes was re- 
quired. As a further check, drug samples were collected from each production unit every 
three months for random checks on quality. Each production laboratory was controlled by a 
pharmaceutical inspector annually and the laboratories of technical control were inspected 
by the Department of Pharmacy and by members of the research institute to ensure that they 
were capable of the required analytical work. All drugs, whether imported or home -produced, 
were also subject to control two or three times a year while in storage, distributing or 
marketing units. His delegation proposed that regulations under Article 21 of the Constitution 
be drawn up in line with the proposals in the report and be supplemented by a recommendation 
under Article 23 of the Constitution concerning requirements for good practices in the manu- 
facture and quality control of drugs. 

Dr ALAN (Turkey) expressed his satisfaction at the evident progress which had been made 
towards the control of pharmaceutical products. He was entirely in agreement with the proposal 
that the certification scheme and the "Requirements for Good Practices" should be embodied in 
a recommendation under Article 23 of the Constitution. In the course of previous discussions, 
delegates had referred to the cost of drugs and to the need for keeping records of drug pro- 
duction. He thought that further discussion could usefully be devoted to the prices of drugs. 
With regard to the length of time for which records of drug production should be kept he con- 
sidered that a period of ten years might be too long. The matter could perhaps be left to the 
discretion of the government concerned. 

3. SUPPLEMENTARY BUDGET ESTIMATES FOR 1969: Item 3.2 of the Agenda (Document А22 /P &B /16) 
(resumed) 

The CHAIRMAN said that the draft report of the Committee on Programme and Budget to the 
Committee on Administration, Finance and Legal matters had been prepared and would now be read. 

Dr BERNARD, Assistant Director- General, Secretary, said that there had not been time to 
circulate the draft report as a working document but, in view of the urgency of its submission 
to the Committee on Administration, Finance and Legal matters, the Committee might wish to dis- 
cuss the text after a verbal presentation. Should the Committee prefer to have a working docu- 
ment, one would be circulated before the following meeting. He then read the French text of 
the proposed draft report. 

Dr EVANG (Norway) said that, on a point of order, the Committee should have the text of . 

the draft report for its deliberations. 

After a short discussion, the SECRETARY said that since a point of order had been raised, 
the text of the draft report would be circulated before the next meeting. If the Committee 
was satisfied that the text reflected the results of its deliberations, the report could then 
be transmitted immediately to the Committee on Administration, Finance and Legal matters. 

The meeting rose at 5.40 p.m. 


