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1. FLUORIDATION AND DENTAL HEALTH: Item 2.7 of the Agenda (Resolutions WHА22.30 and 
EB53.R30; Document A28/10) 

Dr AKHMETELI (Director, Division of Non -communicable Diseases), introducing the item, 
said that fluoridation claimed much attention because of the effective means it provided 
for preventing a very widespread, time - consuming and destructive disease. It had last 
been discussed in the present forum by the Twenty -second World Health Assembly in 1969, at 

which time the fluoridation of community water supplies had been strongly supported, 
interest had been expressed in other methods of using fluorides, and research into the 
general problem of dental caries had been recommended. A number of countries had since 
fluoridated their water supplies, and the number of people covered in countries where 
fluoridation had already been introduced had increased. But greater activity was needed 
to prevent the development of a clear trend towards an increase in dental caries in many 
countries. 

At its fifty -third session, the Executive Board had requested the Director -General, 
in resolution EB53.R30, to develop a programme for the promotion of fluoridation of 
community water supplies and other approved methods for the prevention of dental caries. 

The Director -General's report (document A28/10) had been prepared in response to that 
request. The proposed programme integrated the three components of active promotion of 
preventive procedures against caries, collection and dissemination of relevant information, 
and coordination of research into further effective means of caries control. It reflected 
new developments and procedures evolved since 1969. The information available suggested 
that many of the new procedures were not being used as widely as they might be in Member 
States. 

The main justification for the proposed programme was that fluoridation provided a 

cheap and effective means of preventing a widespread disease that was increasing in 

populations in areas not adequately prepared to cope with the increase in the demand for 

services that would result. The tremendous efforts that would be required to train the 
dental and stomatological manpower needed to provide curative services was a matter of 
great concern. If there was no concerted action for prevention, the huge increase in 

national efforts required to develop manpower and curative services was likely to be 
intolerable. The plan proposed by the Director -General would facilitate the development 
of comprehensive measures according to the clear health strategy implicit in the benefit 
countries would derive by initiating caries prevention programmes. 

Dr BARMES (Chief, Dental Health) said that WHO records showed that 6 more countries 
had introduced fluoridation of water supplies since 1969, bringing the total population 
covered by controlled water fluoridation to an estimated 184 million - only about 4% of 
the world's population. It was not known for certain how many people were covered by 

other programmes of caries prevention but there were good reasons to believe that the 

world population increase was rapidly outstripping the increase in coverage of all caries 

prevention programmes, including fluoridation. At the same time significant increases 

were occurring, according to global studies in dental epidemiology, in the prevalence of 

caries in developing countries, many of which had once enjoyed almost complete freedom 
from caries. The deterioration in oral health status in such countries threatened a 

massive increase in the demand for curative services and the necessary manpower. 
The Director -General's report emphasized new developments in the use of fluorides 

for caries prevention that provided alternatives to water fluoridation, allowing a choice 

according to caries prevalence, social structure and health care system. Where 
fluoridation of water supplies was not possible there were now simple methods for individual 

application or use of fluorides that could be used in organized school systems and required 
supervision only by existing personnel, particularly schoolteachers and health auxiliaries. 

They were also quite inexpensive, although the cost /benefit ratio was generally less 

favourable than for water fluoridation. 
Careful planning in the countries was required to implement such alternatives, the 

most suitable methods varying with the country and with time, and sometimes even within 

a single country. It was particularly important to ensure that opportunities for 

preventive intervention were not missed, especially where caries incidence was beginning 

to rise, as it often did with progressive urbanization. 
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The situation was familiar. Effective and inexpensive procedures for prevention 
were available but were not being applied; meanwhile the need for expensive and less 
effective curative services continued to increase. A catalyst was clearly required, and 
it was believed that WHO could provide the information countries needed to assist them 
in reaching a decision, It would provide on request assistance to country planning 
groups in determining the best preventive programmes for specific situations in the country 
or community. The main elements of the proposed programme were to provide information 
on the effectiveness of scientifically tested systems for caries prevention over a wide 
range of conditions, together with promotion of and guidance on their application. In 

addition, those activities would have to be supported by and integrated with research to 
improve further the methods proposed aid refine knowledge on the prevention of dental 
caries. 

With the comprehensive programme proposed in the Director -General's report it would 
be possible to achieve major advances in the application of preventive measures, and it 

was hoped that the resulting increase in coverage would outstrip the increase in world 
population and reverse the very unfortunate trend towards higher levels of one of mankind's 
most prevalent diseases. 

Dr LEPPO (Finland) introduced the following draft resolution, proposed by the 

delegations of Argentina, Czechoslovakia, Denmark, Finland, German Democratic Republic, 

Iceland, New Zealand, Norway, Poland, Union of Soviet Socialist Republics, United Kingdom 

of Great Britain and Northern Ireland, United States of America, and Yugoslavia: 

The Twenty -eighth World Health Assembly, 
Having considered the Director -General's report, presented in accordance with 

resolution EB53.R30, on the promotion of the fluoridation of community water supplies 

and other approved methods for the prevention of dental caries and on the support of 

research on the etiology and prevention of dental caries; 

Agreeing upon the growing world -wide importance of the prevention of dental 

caries to changing nutritional patterns, especially the increased intake 

of refined carbohydrates; 
Noting that no nation can expect to solve problems of dental caries solely by 

the provision of curative dental services; 

Considering that sufficient information on the safety and effectiveness of the 

use of fluorides as a method to prevent dental caries has already been obtained; 

Noting that, while optimization of the fluoride content of water supplies 

remains the most effective known means of preventing dental caries, other systems 

of securing some of the benefits of fluoride protection in areas where the fluoride 

content of drinking water is insufficient, and fluoridation is not feasible have 

been developed and /or tested since the Twenty - second World Health Assembly; 

Bearing in mind that the World Health Organization assists Member States in the 

provision of safe water supplies, it is important that in these programmes dental 

health aspects should be considered; aid 

Noting that many Member States are not yet fully exploiting either water 

fluoridation or other fluoride systems in organized caries prevention programmes, 

1. THANKS the Director -General for his report; 

2. RECOMMENDS that the World Health Organization: 

(a) undertake the programme proposed by the Director -General; 

(b) promote approved methods for the prevention of dental caries especially by 

optimization of the fluoride content of water supplies; and 

(c) assist Member States in the planning and implementation of national caries 

prevention programmes. 

3. CALLS UPON Member States to consider as a matter of immediate importance the 

development of programmes for dental caries prevention within national health 

programmes; and 
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4. REQUESTS the, Director-General: 
(a) to endeavour to obtain financial support from budgetary and non- budgetary 
sources for this programme; and 
(b) to report periodically to the World Health Assembly on the progress of the 
programme, with particular reference to the effects on populations of programmes 
of dental caries prevention. 

The draft resolution was based on the premises that dental caries was a disease of 
increasing importance in industrialized and developing countries; that its etiology was 
well understood and methods of prevention, especially the fluoridation of water supplies, 
were known to be effective, safe and cheap; and that, in spite of the availability of 
excellent preventive methods, the usual response to a rapid increase in dental caries had 
been an expansion of curative services and a lower priority for prevention. 

Treatment of caries required demanding and time - consuming professional care for every 
affected tooth and used sophisticated equipment, entailing a heavy burden to health services. 
That was a model situation for assessment of alternative technologies; on the one hand 
treatment of affected individuals in a manner both capital - intensive and labour -intensive, 
and on the other prevention directed at the whole population and requiring a minimum of 
expenditure and manpower. The latter had not surprisingly been shown to have many cost/ 
benefit advantages, and the potential savings were enough to justify the statement in the 

Director -General's report that unless there were overriding technical reasons, no nation 
could continue to afford the luxury of not fluoridating every central water supply system 
containing less than the optimum concentrations of fluoride. It was rather surprising 
that the possibilities of prevention were not fully exploited in those circumstances. 

One reason for the slow progress had been the doubts expressed as to the possible 
health hazards of water fluoridation. The Director -General's report refuted those claims 
in the following terms: "Two decades of experience with the fluoridation of community 
water supplies has brought no indication of any physiological or pathological change other 
than a reduction in the caries attack rates of life -long users of the water ". Earlier 
WHO reports and resolutions on the fluoride question had been important steps in furthering 
the most effective public health practice in caries prevention. In Finland a recent 
decision had been greatly facilitated by the WHO documentation as well as by consultant 
services from the Regional Office for Europe. 

The sponsors of the draft resolution wished to underline the importance of the 
Director -General's new report and proposed programme and to emphasize the need to give high 
priority to caries prevention by the most cost -effective method available, which was the 
optimization of the fluoride content of water supplies. Many governments were hesitant, 
and guidelines from WHO were sorely needed. The many sponsors of the draft resolution 
reflected the broad support of public health experts and authorities. 

Dr VELIMIROVIC (Austria) welcomed the draft resolution, but suggested the deletion of 
the second half of operative paragraph 2(b), starting with the word "especially ". He 
considered that that would increase the flexibility of the draft resolution's application 
without detracting from its substance. It was felt that in most countries, particularly 
developing countries, the proposed measures might only benefit the populations of large 
cities and that if water supply fluoridation was introduced some supplementary method might 
be necessary. Also, the best level of fluoride ingestion was still unknown, as was 
recognized in the section of the Director -General's report on research. 

His delegation was concerned at the somewhat categorical tone of the statement in the 
report that Member States would be encouraged to formulate national plans for fluoridation 
of drinking water supplies and to implement them as soon as possible. A special commission 
and the Supreme Health Advisory Board in Austria had thoroughly examined the question and 
had decided not to recommend fluoridation of water supplies. Explaining that decision at 
some length, he invoked questions of medical ethics and the already high level of 
atmospheric and water pollution and food contamination by chemicals, many of which were 
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deemed indispensable but some of which could prove noxious in the long term, making it 

desirable to keep water pure and to preserve the basic right of the population to choose 

its own additives. The hope of a future without caries seemed justified, but a public 

deprived of participation in health education and better dietary habits conjured up 

nightmare visions of other possible additions to water supplies, such as vitamins, vaccines 

and contraceptive preparations. Science and technology should be at the service of public 

participation rather than of statutory health measures. His Government had decided to 

distribute fluoride tablets to pregnant women and schoolchildren as a free and voluntary 
alternative that was reaching 50% more children than would be reached with water treatment 
schemes. Milk fluoridation schemes were also being tested. 

His delegation was aware of the often very emotional opinions expressed on the subject, 

and hoped that further discussions in scientific bodies would help to clarify the conflict 

and lead to a solution for each country. 

Dr GREEN (International Dental Federation) said that the Federation had long been 

committed to the principle that prevention was preferable to repair and sought ways to 

facilitate the application of measures for the prevention and control of dental diseases. 

It therefore supported the programme proposed by the Director -General and the draft 

resolution introduced by the delegate of Finland, believing that the programme would be in 

the best interest of all Member States and should be pursued vigorously. The proposed 

programme called on the Federation to facilitate the flow of information to WHO and to 

provide technical assistance to Member States on request. It would be pleased to oblige 

within the limits of its ability. As evidence of its support for WHO's efforts, he 

quoted a passage from a resolution passed by its General Assembly in September 1974, in 

which it resolved that the Federation: 

"1. Commend the initiative of the World Health Organization's Executive Board 
(Resolution EB53.R30) on its recommendation to WHO Member States to intensify their 
efforts to introduce water fluoridation or, where not practicable, other methods of 
using fluorides for the prevention of dental caries; 
2. Endorse the request to the Director -General of WHO for the prevention of dental 
caries and for the promotion of fluoridation of community water supplies, as well as 
to continue support for research on the etiology of the disease;" 

The Federation recognized that there were situations in which water fluoridation was 
not feasible or not acceptable to communities or governments. The Director- General had 
dealt effectively with that problem in his report by outlining alternative methods of 
caries prevention that should meet the dental health needs of Member States in such 

circumstances. The approach outlined in the WHO proposed programmes was consistent with 
the Federation's policy. 

Dr КRAUSE (German Democratic Republic) said that fluoridation undoubtedly promised 
the greatest effect for large -scale and individual measures for caries prevention. As 

early as October 1959 his Government had introduced a mass campaign using water 
fluoridation and beginning in the capital city. Its phased introduction in the whole 
country became law in 1972, and in 1975 1.2 million inhabitants in 16 cities had 
fluoridated drinking water; by 1985 50% of the population would be covered. A reduction 
of caries by 50 -80% in the age -group 6 -10 years and an increase from 35% to 68% in the 
number of caries -free children of those ages (from 5% to 26% in the age -group 11 -15 years) 
had already been achieved in the affected areas. The fluoridation of drinking water had 
proved relatively cheap (0.10 -0.50 marks per capita per annum) and dental treatment costs 
had fallen markedly, while the structure and tasks of dental care services were changing 
significantly. 

The epidemiological investigation of water fluoridation showed impressively why it 

was necessary to focus primary preventive measures on children and adolescents. But 

water fluoridation would be only one - though the most important - link in the prophylactic 
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chain. For a long time there would be a large population that could not profit from 
fluoridation and, on the other hand, local causes of caries could not be influenced by 
fluorides although they had a strong effect on the resistance of teeth. Other methods 
must be used, such as the administration of fluoride tablets, local application of 
fluorides, health and dietary education, especially limitation of sugar consumption, and 
sealing of fissures in teeth. 

Research must be directed at the application of the most efficient methods as well 
as the translation of research findings into large -scale practice. WHO could usefully 
draw up recommendations not only for the fluoridation of drinking water but also for 
relevant legislation in the various Member States, taking into account national, economic 
and technical considerations. 

Professor REID (United Kingdom of Great Britain and Northern Ireland) expressed 
particular interest in the discussion in the Director -General's report of the cost /benefit 
equation of fluoridation. It was accepted that the balance was firmly in favour of 
fluoridation, although there might be high costs in the long term as a result of more 
people in middle and old age in some countries keeping their natural teeth. He would have 
preferred to see greater emphasis on the misery caused by dental caries, especially among 
the children who would be the main beneficiaries of fluoridation. He was sure all would 
agree that the optimization of the fluoride content of drinking water was the best approach 
in fluoridation, and endorsed the statement in paragraph 2.7.2 of the Director -General's 
report that the consideration of fluoridation of milk for public health caries prevention 
would be premature. 

The report might have given greater emphasis to the fact that fluoridation programmes 
were sometimes not implemented because of carefully planned opposition by a minority 
deploying arguments that were sometimes highly emotional against the public health measure 
in question, rather than because of indifference. That emphasized the importance of 
factual education for members of official and public bodies as well as the public, 
requiring great vigilance by health authorities and by WHO to ensure that new claims for 

and against fluoridation of water supplies were scientifically validated or invalidated. 
As a public health officer he had had the opportunity of seeing a hitherto naturally 

well - fluoridated water supply progressively decrease in fluoride content with the addition 
of water from sources containing much lower levels, and the resulting disappointing 
increase in dental caries amongst children in the area. That case made it clear that the 
only practical method of re- establishing the level of resistance was to add fluoride to 

the water supply in order to bring it to its optimum content. 
He hoped that, as well as disseminating scientific data on the fluoridation of water 

supplies, WHO would consider the specific worries and motivation of those who opposed it. 

He suspected that a deeper understanding of those factors might be the key to progress in 

implementing fluoridation programmes. 
He urged strong support for the draft resolution, and opposed the proposed amendment 

by the delegate of Austria. 

Professor GERIC (Yugoslavia) said that it was regrettable that appropriate measures 

as evidently successful as the fluoridation of drinking water were not more widely 

applied. His delegation strongly supported the draft resolution, of which it was a 

sponsor. 
In Yugoslavia the control of dental caries was being pursued on several fronts, and 

in Serbia very advanced legislation had been introduced, in accordance with which the 

regional authorities were to implement the water fluoridation programme in all towns with 

more than 20 000 inhabitants if drinking water had not the fluoride content recommended 

by WHO, which had assisted with the legislation coming into force. 

Dr HIDDLESTONE (New Zealand) noted that his delegation was a sponsor of the draft 

resolution introduced by the delegate of Finland. He opposed the amendment proposed by 

the Austrian delegate. 
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Dental caries had been a major public health problem for New Zealand since its early 
history, the prevalence of the disease being as high as anywhere in the world. Compre- 
hensive dental services for children and adolescents had been developed in an attempt to 

combat the problem. A school dental service for children from 2 1/2 to 13 1/2 years of 
age had started in the early 1920s and the organized service for those aged 13 1/2 to 

16 years in the mid- 1940s. By the 1950s the problem had been contained through carefully 
coordinated activities, including regular examination and prophylaxis, early diagnosis and 
treatment of incipient lesions, instruction of young people in dental care in the home, 
and education of parents in dietary measures. The more serious consequences of the disease 

had by then been largely eliminated, but the prevalence of the disease had been little reduced, - 
prevention being limited to a relatively small group of highly motivated individuals. The 

experience indicated that community cooperation had not been adequate and that effective 

prevention would require a public health measure applicable to large communities. 
The New Zealand Department of Health had then concentrated on systemic and topical 

administration of fluorides as the method of prevention that would increase resistance of 
tooth enamel to external attack, and interest in fluoridation had been promoted by the 
knowledge that natural levels of fluoride in New Zealand waters were almost invariably 
below 0.3 ppm. 

In 1954 a controlled study to measure the effectiveness of fluoridation had been 
started in Hastings, a town, with a population of 27 000. Surveys had been repeated 
every two years in the following decade, and again after 16 years. By 1964 the results 
had indicated that the caries rates in the deciduous teeth of children aged 5 and 6 years 
had been reduced by 50 %, and those affecting the permanent teeth of children aged 6 -12 

years by about 65 %. In 1970, evaluation of effects on older children after 16 years of 
continuous fluoridation indicated reductions in dental caries rates (in children aged 
13 -16 years) of about 50 %. Widespread use had subsequently been made of community water 
supply fluoridation, which now covered 1.5 million people in 35 large communities; 52% of 
the total population was now drinking water with an adjusted fluoride content of about 
1 ppm. That was about 63% of the population served by reticulated water supplies. The 
evidence that young people were entering adult life with much better dental health was 
abundant. 

Professor AZIM (Afghanistan), commending the Director -General's report (document 
А28/10), said that the dental caries problem was well -known in his country but no specific 
research or prevention activities had been possible to date. As a developing country, 
Afghanistan faced economic, technical, and sociological difficulties in applying fluoride 
programmes for caries prevention; even in certain developed parts of Europe resistance 
to drinking water fluoridation had been encountered, as indicated in section 2.5.1 of the 
report. 

In Afghanistan water supply systems needed to be extended before community water 
fluoridation could be considered. School water fluoridation could be highly advantageous 
but only if it were practicable. The distribution of fluoride tablets to infants, 
children, and adolescents up to 18 -20 years of age was extremely difficult although highly 
desirable; some positive results could be expected from school -based programmes. The 
fluoridation of milk, salt, and flour was also a difficult task requiring central distri- 
bution of those foodstuffs in their original packages. In Afghanistan, the administration 
of fluoride - containing vehicles was the most feasible approach; solutions, gels, and 
pastes were frequently applied under supervision in schools, as described in section 2.6.2 
of the report. 

His country would appreciate receiving WHO assistance in the form of fluoride - containing 
vehicles and educational material on nutrition and oral hygiene for the public and for the 

training of dental therapists, nurses, and other auxiliary personnel. 

Professor ТАТ0! (Poland) said that his delegation was a co- sponsor of the draft 
resolution before the Committee. In Poland fluorides had been used for protection against 
caries since 1967. By 1974, fluoridated drinking water was being used by approximately 
2 million Poles. Other forms of fluoride prophylaxis were also applied in kindergartens 
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and schools, such as the use of tablets and topical application of fluoride solutions. 
Investigations in Wrocaw on the efficacy of fluoride prophylaxis indicated that the 
incidence of caries among children and young people had decreased by 50 -60% on average 
after 5 years of water fluoridation. The percentage of extracted permanent teeth had 
also decreased from 24% to 15 %. In view of those results, the network of water fluori- 
dation stations would soon be developed to cover 11 million more people. 

In the light of Poland's experience, he could not accept the amendment proposed by 
the delegate of Austria. 

Dr KISELEV (Union of Soviet Socialist Republics) said that one of the most important 
points brought out in the Director -General's report was that the cost of fluoridation for 
the prevention of dental caries was much less than the cost of dental treatment. That 
was particularly important for developing countries, which were lacking in specialists and 
resources for dental care. 

The most rational and effective method of mass prophylaxis of dental caries was the 
fluoridation of water supplies. That method was extensively used in the Soviet Union, 
which had more than 15 years' experience with it. The studies carried out by Soviet 
scientists had proved that an optimal concentration of fluoride in drinking -water was 
effective and without harmful effects on the human organism. His country had also carried 
out extensive research on other methods of fluoridation, which were of interest to areas 
where fluoridation of water supplies was impossible. 

It was a pity that Soviet experience had not been taken into account in the preparation 
of the report. Also regrettable was the fact that since the adoption of resolution 
WHA22.ЗО only a few countries had introduced the fluoridation of water supplies. 

In the report fluoridation of water supplies was dealt with on the same plane as other 
prophylactic measures, most of which, however, were still in the experimental stage and 
were much less effective. Research on those measures should be supported; however, that 
should not divert attention from the basic recommendation of the Organization, which was 
that the fluoridation of water supplies should be introduced wherever possible, since it 
was the most effective means of preventing dental caries. 

Dr VASSILOPOULOS (Cyprus) fully supported the draft resolution. Dental caries, very 
prevalent in many developed countries, were also increasing in developing countries where 
the consumption of refined foods was becoming common. It was significant that cost /benefit 
analyses indicated that community water fluoridation could yield more than a thirty -fold 
saving. WHO should encourage Member States to formulate and implement their own national 
caries prevention programmes and should provide assistance on request. The International 
Dental Federation could also assist in locating qualified consultants. 

In Cyprus, the difficulty of fluoridating drinking water arose from the fact that 
almost every town and village had its own source of water. The difficulty was perhaps 
not as great in towns, where the water, although derived from more than one source, was 
collected in common reservoirs. It would be desirable for a WHO consultant to survey the 
situation and determine whether the establishment of fluoridation systems was feasible. 

Professor CAYOLLA da MOTTA (Portugal) congratulated the Director -General on his 
report and endorsed the provisions of the draft resolution. However, the information on 
Portugal contained ii' a document entitled "World Fluoridation Status - Appendix II and 
III" was not entirely accurate, perhaps because it had been provided by an unofficial 
source; he would welcome clarification on that point. The health authorities of the 
present Government were not indifferent to the fluoridation of drinking water, as was 
erroneously stated on page 2 of Appendix III, but were in principle favourable to it. 
The possibility of establishing local or regional water fluoridation. programmes was being 
studied in relation to the present fluoride content of drinking water and the incidence 
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and prevalence of dental caries, which were now being determined. Alternative prevention 
methods were also being considered. Those studies were carried out not only at the 
national level but also at the local level under the dental health departments of the 
health centres that now covered the country. 

Professor VANNUGLI (Italy) said that the points he had wanted to raise had already 
been covered by the delegate of Austria. He failed to understand why the subject of 
water fluoridation had such an emotional character, unlike any other public health problem. 
Those in favour of fluoridation, who were in the majority and were perhaps right, wondered 
why the approach was not accepted by everyone. There was no reason to seek profound and 
obscure motives for the opposition to water fluoridation; there was psychological, 
political, and sociological resistance to it simply because not everyone was convinced 
of its desirability. 

He was pleased to see that new terms were being used in connexion with fluoride 
prophylaxis. The reference to optimizing the fluoride content of water, and not simply 
fluoridating water, recognized that the original fluoride level had to be taken into consideration 
before anything was added. Other methods were also being discussed for the first time 
although he would have preferred the report to have considered those methods not simply 
as alternatives to water fluoridation. The opinion was widespread in his country that 
the administration to the entire population of an element extraneous to normal nutrition 
simply to meet the needs of part of the population was not in accordance with rational 
medical criteria. A balance had to be struck between the expected benefits and the cal- 
culated risk of administering considerable amounts of fluoride indiscriminately, even to 
old people. What about the nutritional status of the population and the fluoride content 
of other food being ingested? Perhaps the question was not as clear -cut as believed by 
the proponents of water fluoridation; further studies were still needed and alternative 
methods had to be used in cases, as in Italy for example, where the fluoride content of 
certain foods and waters was already high. He therefore supported the amendment proposed 
by the Austrian delegate. 

Mr OLAFSSON (Iceland) supported the draft resolution. As a result of the unusual 
situation in his country, where the water contained only 0.02 -0.05 ppm of fluoride and 
where more than 90% of schoolchildren had decayed teeth, Iceland had intensified its 
efforts to provide the necessary services; there was now one dentist per 1000 population. 
His country, which was spending considerable money on the prevention of self - induced 
disease resulting from smoking, drinking, overeating and driving, felt that water fluori- 
dation was the most effective approach to caries prevention, and was particularly desirable 
from the cost /benefit point of view. 

Professor PRAWIRANEGARA (Indonesia) said that his Government considered water 
fluoridation to be an ideal public health approach to the prevention of dental disease. 
He therefore welcomed the Director -General's report. Before water fluoridation could be 
implemented in Indonesia, however, feasibility studies were needed for the following 
reasons. First, only about 5% of the population was supplied with water from central 
water systems. Second, epidemiological surveys in his country had revealed that 90% of 
dental caries was found on occlusal surfaces, and it was known from research carried out 
in New Zealand and the Netherlands, among other countries, that fluoride afforded less 
protection against the fissure type of occlusal caries than against the attack of plain 
tooth surfaces. Feasibility studies would be conducted in some large cities during the 
period of Indonesia's second five -year national development plan. Programmes for the 
topical application of fluoride solutions (2% NaF or 10% SnF2) had been carried out in 
some urban areas in school dental programmes. Mouth rinsing programmes involving once - 
weekly use of 0.2% NaF solution by schoolchildren had been introduced in areas with 
limited staff and poor communication, and a self -application programme with 10% SnF2 paste 
would soon be launched in eight provinces. 
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Dr FLEURY (Switzerland) said that his country's long- standing interest in the subject 
under discussion was shown by its research on the role of fluoride in the prevention of 
dental caries and by its application of fluorides, for example in drinking water. Studies 
on the fluoridation of salt were currently in progress in two cantons. His delegation 
would therefore like to join the cosponsors of the draft resolution in its present 
unamended form. 

Dr TOURE (Senegal) supported the draft resolution. Although Africans had a 
reputation for having beautifully strong white teeth, there was increasing dental decay, 
especially in young people, due to the excessive consumption of sweets and dates. The 
Institute d'Odontologie in Dakar was particularly interested in caries prevention aid 
should be included among the WHO collaborating centres. 

The effects of excess fluoride, in addition to those of inadequate fluoride, deserved 
study. In some parts of Senegal with high water fluoride levels the people had 
discoloured and not very attractive teeth. 

Dr ROUHANI (Iran) welcomed the Director -General's report on a subject that deserved 
more attention by Member countries. He disagreed with the many speakers who felt that 
the amendment proposed by the Austrian delegate would weaken the draft resolution. In his 
opinion, the amendment merely gave more flexibility to Member States in deciding on the 
appropriate approach to caries prevention. It was also consistent with the fifth 
preambular paragraph of the draft resolution. 

Dr DENIS (Malaysia) said that his Government had accepted the fluoridation of water 
supplies as a public health measure aimed at reducing the incidence of dental caries, 
especially among the younger age groups. Its decision had been based on the 1970 -1971 
dental epidemiological survey of schoolchildren in West Malaysia, which had shown that 
89.9% of schoolchildren had one or more sites of dental caries and that 76.0% were using 
reticulated water supplies for drinking purposes, and on the favourable and conclusive 
results of the fluoridation pilot project carried out in the State of Johore in 1966 -1973, 
which had resulted in a substantial reduction in the incidence of dental caries in the 
permanent dentition of children in all ethnic groups. 

The first phase of the nationwide fluoridation project, involving approximately 
US$ 600 000 and covering about 4 million people, was to be completed in July 1975. The 
second phase had been budgeted for 1976 and, if approved, would cover another 2 million 
people. The increasing coverage by the fluoridation project expected with the expansion 
of reticulated water supplies would reduce the per capita cost of fluoridation. 

Dr SANCHEZ (Mexico) endorsed the Director -General's report although he would have 
preferred it to mention other preventive procedures considered valid by WHO. Serious 
difficulties were involved in the fluoridation of water in developing countries; the 
fluoride salts and equipment had to be imported, the people often derived their water 
supply from a variety of sources, and the population was dispersed and lived in small 
communities. Due attention should be given to health education in the prevention of 
dental caries, particularly to warn against excess consumption of refined carbohydrates, 
and to point out the possibilities of the topical application of fluorides. 

Dr JENNINGS (United States of America) said that his delegation was a sponsor of the 
draft resolution in its original form. He stressed that the programme outlined by the 
Director -General would facilitate the adoption of the best available technology to meet 
local needs for caries prevention and would promote the development and testing of 
alternative methods of caries control. Community water fluoridation, initiated in his 
country in 1945 after many years of epidemiological and laboratory research and now 
involving nearly 100 million people, had successfully reduced the incidence of dental 
caries at very low cost. It was proposed to bring the benefits of fluoridation to the 
remainder of the population served by community water supplies as soon as possible. 
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The proposed WHO programme recognized and encouraged the use of other preventive 
measures where community water fluoridation was not possible or desired. That new 
development was most welcome, especially in view of its proposed link to the programme 
of research on the etiology and prevention of dental caries. 

Dr JOYCE (Ireland) said that water fluoridation had been compulsory in his country 
since the Fluoridation of Water Supplies Act of 1960; of the 66 ./. of the population now 
supplied with piped water, 60% were receiving fluoridated water. When first introduced 
the Act had been challenged in the courts by an emotional minority but had been found to 
be in accordance with the Constitution. When he had been a medical student, another 
emotional minority had challenged the validity of smallpox vaccination, yet the Director - 
General had just a few days ago informed the Health Assembly that the world was in a 
position to eradicate smallpox altogether. Perhaps caries would also be eradicated some 
day as the result of water fluoridation and research. 

Dr LEPPO (Finland) could not accept the amendment proposed by the Austrian delegate 
to operative paragraph 2(b) of the draft resolution. That paragraph was a recommendation 
to the Organization itself and as such should be in line with the contents of the Director - 
General's report, which was based on sound scientific knowledge. The draft resolution 
in its unamended form could in no way threaten the sovereignty of Member States in 
deciding their own policy. In operative paragraph 3, which was addressed to Members, 
nothing was said about the specific techniques to be used by them, although the implication 
was that the text of the preambular paragraphs should be taken into consideration. 

Dr AKHMETELI (Director, Division of Non -Communicable Diseases) said that the delegates' 
remarks had been most informative and would be carefully studied during the elaboration of 
the WHO programme in the field of dental caries prevention. 

Replying to some general comments, he said that while dental caries was a severe 
problem excellent means of preventing it were now available; studies had been mentioned 
showing a reduction of 50% or more with water fluoridation. A preventive approach with 
such a high level of efficacy was exceptional. The time was therefore ripe to put to use 
all the knowledge already available. While research on other types of caries prevention 
should of course be carried out, the use of fluoridation, especially of water supplies, 
had been found to be the cheapest approach and the easiest to measure at the international 
level. WHO had the task, and indeed the unique opportunity, of measuring as objectively 
as possible the preventive effects of fluoride on dental caries; in addition to community 
water fluoridation, evaluation would be one of the major features of the WHO programme if 
it were approved by the Health Assembly. 

Dr BABIES (Chief, Dental Health) observed that the discussion had illustrated both the 
effectiveness of various approaches to fluoride use and the need to select the best 
approach, which was a complex task. It had also demonstrated the need for careful plans 
for caries prevention to be included in national health planning activities. 

The intention of the Director -General's report had been to present a balanced 
programme from which choices could be made by Member States, although so far water 
fluoridation was the most effective of the methods described and had been shown in many 
countries to be a safe procedure. From the delegates' comments it was clear that some 
would concentrate on water fluoridation, others on alternative methods, and many would 
develop a programme selectively using water fluoridation and alternatives. He agreed that 
research should be pursued, particularly on the feasibility of acceptance and organization 
of various approaches to caries prevention. In some populations, as had been indicated, 
there was also a need for defluoridation and for assessment of fluoride intake from food. 

He had carefully noted the requests for assistance from WHO, the suggestion to analyse 
the motives for resistance to water fluoridation by opposition groups, and the important 
suggestion to look into other preventive measures. 
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The delegate of Portugal had referred to inaccuracies in a text distributed to the 

Health Assembly. The text in question was an appendix to the basic fact sheets for a 

number of countries produced by the International Dental Federation and circulated for 

information purposes. Those sheets did not of course represent official WHO information. 

Dr VELIMIROVIC (Austria) thanked the delegates of Italy and Iran, who had evidently 
fully understood the meaning of his amendment, unlike other delegates who had appeared to 
consider it a challenge to fluoridation. However, that was not the issue; his 

Government had fully accepted fluoridation as such, but had rejected the fluoridation of 
drinking water supply systems. 

As the sponsors of the draft resolution were not prepared to accept his amendment, he 
would withdraw it. However, he considered the draft resolution to be discriminatory 
against rural populations. Even in developed countries in Europe a large proportion of 
the population was not served by communal water supplies. He wondered what the delegates 
taking part in the discussion would do with those parts of the population. 

He pointed out that the information in the appendix to the document distributed by the 
International Dental Federation was also incorrect in respect of his country, which had been 
wrongly placed in the category of countries supporting water fluoridation. 

Lastly, he remarked that WHO had explicit responsibility for preparing critical 
arguments on some technologies. However, the scientific method was aimed principally 
towards enlightenment, and not the assertion of claims and the influencing of decisions. 
He considered that there had been some influencing in the matter under discussion. 

The CHAIRMAN noted that the Austrian delegate had withdrawn his amendment and invited 
the Committee to approve the draft resolution in its original form. 

Decision: The draft resolution was approved. 

2. PROPHYLACTIC AND THERAPEUTIC SUBSTANCES: Item 2.8 of the Agenda (Resolutions WHA22.50, 
WHA25.61, paragraph 5, EB55.R21; Official Records No. 216, pages 24-26, paragraphs 
129 -140; Official Records No. 223, Part I, Documents A28/11 and A28/12) 

Dr TAYLOR (Representative of the Executive Board) said that the Executive Board, in 
the light of its review of the proposed programme budget at its fifty -fifth session, had 
decided to draw the special attention of the Health Assembly to the subject of prophylactic 
and therapeutic substances. The Board had considered the report of the Director -General, 
submitted in revised form to the Health Assembly in document A28/ll, which outlined the 
main drug problems and suggested new approaches in that programme area. 

Whereas the developed countries were faced with problems of overconsumption and misuse 
of drugs, in the developing countries essential drugs were not available in sufficient 
quantities, were too costly, and were sometimes of questionable quality. That 
unsatisfactory situation constituted an important constraint on the delivery of health care. 

The Board had expressed its conviction that the solution of those serious problems 
required the development of national drug policies linking drug research, production, and 
distribution along the lines proposed in document A28/ll. The need for the full support 
of Member States had also been recognized by the Board, as the question involved 
governmental responsibilities as well as the global social responsibility of the 
pharmaceutical industry in securing the availability, at reasonable cost, of the most 
essential drugs. 

The Board had agreed with the revised text of the "Good Practices in the Manufacture 
and Quality Control of Drugs " .and endorsed the need for the proposed "Certification Scheme 
on the Quality of Pharmaceutical Products Moving in International Commerce ". In resolution 
EB55.R21, the Board recommended to the Twenty- eighth World Health Assembly the adoption of 
the revised texts as submitted in the report of the Director -General (Document А28/12). 
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The Board had also considered a progress report by the Director -General on monitoring 

of adverse reactions to drugs and had recommended that the international system should 

be further developed in order to adapt it to national efforts to ensure the safest possible 

use of drugs. 

Dr FATTORUSSO (Director, Division of Prophylactic, Diagnostic, and Therapeutic 
Substances) said that document A28/11 was the outcome of the Executive Board's discussions, 

during which some members had raised serious problems concerning the use of drugs and the 
associated cost. The problems concerned the relationships between drug use and morbidity, 
the indiscriminate prescription of drugs, the abuse of antibiotics and other drugs, and 
the particular problems of the developing countries in ensuring that essential drugs were 
available, at the time they were needed, for those requiring them. 

He pointed out that the World Health Assembly, in its resolution WHA24.56, had 
expressed the conviction that matters relating to research, production and distribution of 
drugs, to the control of drug quality, safety and efficacy, and to the monitoring of 
adverse reactions should be looked upon as a whole. 

The Director -General considered that the activities of the Organization in relation 
to drugs should be reoriented and, as regards direct assistance to countries, that a 
global approach should be developed relating priorities in the matter of drugs to health 
priorities in general. That global approach was important for developing countries 
where the people did not have all the drugs they needed. It was necessary that countries 
should formulate their own national drug policies, setting their own priorities as regards 
research, production, control, and distribution of drugs. It was clear that those policies 
would differ in different countries, depending on many factors. Thus WHO could not propose 
a single model, but rather hoped to stimulate studies and to help countries, on request, 
to determine their own priorities. For countries that had difficulty in obtaining 
essential drugs it was also important that WHO should be able to give advice and information 
and be able to assist with the training of personnel responsible for drug control. 

Modern drugs were the result of much basic and applied research and of many complex 
technological processes. Those drugs had particular, indispensable characteristics and 
should meet strict conditions of quality, efficacity, and safety. Thus drug evaluation 
and drug monitoring systems had been elaborated in many developed countries. However, 
simplified monitoring methods were also needed that could be adapted for use in the 
developing countries. 

There was considerable export of drugs from developed to developing countries and the 
latter were concerned about the cost and quality of their imports. In that connexion he 
drew attention to document A28/12, which contained the revised texts of the "Good Practices 
in the Manufacture and Control of Drugs" and the "Certification Scheme on the Quality of 
Pharmaceutical Products Moving in International Commerce ", as prepared by the WHO Expert 
Committee on Specifications for Pharmaceutical Preparations on the basis of the comments of 
certain Member States on the texts approved by the Twenty- second World Health Assembly. 

He pointed out that the text of the Certification Scheme had taken into consideration 
the fact that the national legislation of certain Member States might lead them to formulate 
reservations which they could notify at the same time as they signified their participation. 
That text had been examined by the Executive Board which had recommended it for adoption 
by the World Health Assembly. 

Professor von MANGER- KOENIG (Federal Republic of Germany) said that the reports of the 
Director -General contained in documents A28/11 and A28/12 provided an excellent overall 
view of the problems related to prophylactic and therapeutic substances. He emphasized 
that, in order to be able to realize the right enshrined in the Constitution of the 
Organization to "the enjoyment of the highest attainable standard of health ", intensified 
efforts were needed to develop efficient pharmacotherapy in accordance with the health 
needs of the people. For that task partnership was required between all countries, 
developed and developing; between government bodies and between the representatives of 
medical science, the health professions, and the pharmaceutical industry; between WHO and 
its Member States; and between WHO and other international organizations, both governmental 
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and nongovernmental. All the parties concerned shared a common responsibility and should 
cooperate fairly, and all the partners must also abide by certain rules. That held true 
especially for the pharmaceutical industry, which should be guided not only by economic 
considerations but also by its responsibility to contribute to the development of society, 
although it was, of course, also entitled to the protection of the community and its organs. 

On behalf on 17 delegations,1 he introduced the following draft resolution concerning 
good practices in the manufacture and quality control of drugs and the certification scheme 
on the quality of pharmaceutical products moving in international commerce: 

The Twenty- eighth World Health Assembly, 
Recalling resolutions WHA22.50, WHA2З.45 and WHA25.61, 
Having noted resolution EВ55.R21, 
Having examined the report of the Director -General on prophylactic and 

therapeutic substances, 

1. ADOPTS the revised texts of the good practices in the manufacture and quality 
control of drugs and the certification scheme on the quality of pharmaceutical 
products moving in international commerce, as appended to the report; 

2. RECOMMENDS that Member States: 
(1) Apply the revised requirements for "Good Practices in the Manufacture and 

Quality Control of Drugs" as formulated in the report of the Director -General; 
(2) Participate in the revised "Certification Scheme on the Quality of 

Pharmaceutical Products moving in International Commerce" as formulated in the 

report of the Director -General; and 

З. REQUESTS the Director - General to report to a future World Health Assembly on the 

implementation of the above recommendations. 

He explained that the text with which the draft resolution dealt had been revised in 

the light of experience since 1969, the principles being unmodified but the requirements 

being clarified. 
He then introduced a second draft resolution2 concerning prophylactic aid therapeutic 

substances: 

The Twenty- eighth World Health Assembly, 
Having considered the report of the Director -General on prophylactic and 

therapeutic substances; 
Recognizing the importance of further development of international standards 

and requirements for prophylactic aid therapeutic substances, 

Convinced of the necessity of developing drug policies linking drug research, 

production and distribution with the real health needs, 

1. THANKS the Director- General for his comprehensive report; 

2. URGES governments and professional bodies to ensure that the health personnel 

and the public are adequately educated and kept informed as to the proper use of 

prophylactic and therapeutic substances, and 

1 The sponsoring delegations were those of France, Federal Republic of Germany, Greece, 

Iceland, Italy, Japan, Malaysia, Netherlands, Pakistan, Philippines, Poland, Romania, 

Singapore, Sri Lanka, Sweden, Switzerland, and the Union of Soviet Socialist Republics. 

2 
Sponsored by the delegations of Afghanistan, Canada, France, Federal Republic of 

Germany, Iceland, Indonesia, Italy, Japan, Malaysia, Netherlands, Pakistan, Philippines, 

Poland, Romania, Singapore, Sri Lanka, Sweden, and the Union of Soviet Socialist Republics. 
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3. REQUESTS the Director -General: 
(1) to continue to develop activities related to the establishment and revision 
of international standards, requirements and guidelines for prophylactic and 
therapeutic substances in consultation, as appropriate, with relevant governmental 
and nongovernmental organizations in official relations with WHO; 
(2) to develop means by which the Organization can be o.f greater direct assistance 
to Member States in: 

(a) the implementation of national programmes in research, regulatory 
control, management and monitoring of drugs and, in so doing, also in the 
formulation of national drug policies; 
(b) advising on the selection and procurement, at reasonable cost, of 
essential drugs of established quality corresponding to their national 
health needs; 
(c) the education and training of scientific and technical manpower for 
research, evaluation, control and management of prophylactic and therapeutic 
substances; 

(3) to study ways and means of optimizing inputs and outputs of the international 
system for drug monitoring so that it will be useful for both developed and • developing countries; 
(4) to disseminate to Member States evaluated information on drugs, and 
(5) to report on the above matters to the Executive Board and a future World 
Health Assembly. 

The preambular paragraphs of the draft resolution stressed two important objectives: 
the further development of internationally applicable quality standards and requirements 
with a view to improving safety in the international trade in medical drugs, and the 
necessity to orientate drug research, production, and distribution towards the real health 
needs and the priorities resulting therefrom. In the operative paragraphs stress was 
placed on training and on evaluative information on pharmacotherapy, which implied 
information on the safety and efficacy of drugs; that necessitated the participation of 
governments and the medical profession. 

The past efforts of WHO in establishing international quality standards and guidelines 
had been successful and should be continued since they were important both to developing 
and developed countries and to controlling agencies aid producers and since they were 
indispensable for international cooperation. However, the Organization should go further; 
it should assist individual Member States with their own research and quality control, and 
with the preparation of their own national drug programmes. By so doing, the Organization 
could contribute to the development of an international drug policy as part of an overall 
health policy. • WHO could also help indirectly with the procurement of essential drugs at reasonable 
cost, by clearly determining the criteria of selection and indicating all the factors that 
had to be taken into account. The Organization could also help with training of the 
necessary scientific and technical manpower. 

Paragraph 3(3) of the draft resolution was intended to give impetus to improvement of 
the international drug monitoring system as regards both the collection of information and 
the disclosure of adverse reactions to drugs. 

Dr GRAHAM (Australia) agreed that no new points of principle had been introduced in 

the revised text of the "Good Practices in the Manufacture and Quality Control of Drugs ". 
High quality pharmaceutical products must be insisted upon and his Government felt that, 
if the practices detailed in the document were adhered to, the risk of the production of 
substandard articles should be minimal. The principles outlined in the document already 
served as a basis for the Australian Code of Good Manufacturing Practice and all matters 
in the document had been incorporated in that code, which was under review to allow the 
incorporation of recent advances in the production of sterile goods and to clarify some 
sections in respect of quality control specifications and procedures. 
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Regarding the Certification Scheme on the Quality of Pharmaceutical Products Moving 

in International Commerce, it was noted that substantial changes had been made in the 

original text, which formed part of resolution WHA22.50. According to Part I of the 

revised version, health authorities in the exporting countries would issue, on the request 

of the importing country, a certificate stating whether the marketing of a given drug 

produced by a specified manufacturer was permitted in the country of manufacture and 

whether the producer was subject to inspection by the health authorities and complied with 

the stipulated manufacturing requirements. The Australian Department of Health was 

prepared to issue such certificates on request from an importing country and would carry 

out inspections to assess conformity with the standards contained in "Good Practices in 

the Manufacture and Quality Control of Drugs ". However, it was unlikely that the 

Australian Department of Health would issue certificates for individual batches of drugs 

unless specially requested. Normally that would be regarded as a function of the 

manufacturer. 
Part II referred to information that the exporting State should provide on request to 

the importing country. The Australian Government was willing to provide the information 

specified in paragraphs 1(a), 1(b), and 1(c) of that section, but thought that it might 

prove impracticable to supply the names and functions of the persons designated to sign 

certificates of individual batches of pharmaceuticals, as mentioned in 1(c). 

Fluctuations of staff within the industry and changes of position of personnel within 
a company would make the maintenance of up -to -date lists almost impossible. 

The notification of quality defects of a serious nature in manufactured 
pharmaceutical products, as required, would pose no problems for his Government; the 

Australian Department of Health had done that on previous occasions. 
With respect to Part III, the appropriate testing measures, manufacturing and quality 

control measures, authority to undertake inspections, and the employment of appropriately 
qualified and experienced inspectors were functions already carried out by the Australian 
Department of Health in cooperation with the departments of health of the various states. 
In addition, the Australian Government would, as far as possible, comply with the request 
that the international nonproprietory names of substances be used in the description of 
the composition of products referred to on the certificates. 

The Twenty -fifth World Health Assembly, in resolution WHA25.61, had requested the 
Director -General to undertake a study of the most feasible means of indicating, by 
a uniform system of marking, the limits of shelf -life of pharmaceutical products under the 
conditions of their storage as well as the date of manufacture and the batch number. 
Proposed legislation under the Therapeutic Goods Act of Australia would require all 
pharmaceutical biological products to be identified by a batch number and labelled to 
indicate conditions of storage. Such labelling would stipulate whether storage should be 
below -10 °C, below 3 °C, 25 °C or 30 °C. Products having no such temperature storage 
marking must have been shown to be stable at 40 °C. Most pharmaceuticals and all 
biological products would be required to carry an expiry date. These proposed labelling 
requirements were soon to be introduced into federal legislation in Australia. 

Professor MАТЕJIСЕК (Czechoslovakia) said that the constantly increasing number of 
pharmaceutical preparations made it essential to solve the problem of their 
standardization and quality. The first task was to establish a list of essential drugs 
needed by countries and the second was to ensure certification of the quality of imported 
drugs. 

In his country there were special provisions for evaluation of the effectiveness and 
safety of prophylactic and therapeutic substances and government organizations that 
evaluated new preparations and authorized their manufacture, registered locally 
manufactured and foreign drugs, and authorized replacement of preparations by new ones 
that were more effective. 

Czechoslovakia, which took part in the preparation of international specifications 
for the quality control of pharmaceutical preparations, supported WHO's efforts to promote 
good manufacturing practices and quality control of such products and to develop the 
monitoring of adverse reactions. 
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Dr VASSILOPOUTAS (Cyprus) proposed that, when the marketing of drugs was prohibited 

in the country of manufacture for reasons of safety or of lack of efficacy or potency, 

their export to developing countries should also be prohibited. Cyprus, with the 

assistance of WHO, had established a service for the quality control of imported drugs and 
that service had recently discovered that drugs imported from a developed country did not 

contain any of the appropriate active material or were grossly subpotent. He proposed 

that similar restrictions should apply to the sending of samples to developing countries. 

Professor TATON (Poland) said that expenditure on prophylactic and therapeutic 
substances was continually increasing in parallel with the continually increasing number 
of products used and the increasing complexity of their appropriate use. Governments had 
a responsibility to ensure effective and safe use of essential drugs. That required 
better training and more developed drug monitoring and related research. In that context 
the comprehensive approach, encompassing quality control, safety, and efficacy of drugs, 
as presented in the Proposed Programme Budget for 1976 and 1977 and in documents A28/ll and 
A28/12 had the full support of the Polish delegation. 

The current WHO activities concerning exchange of information on new drugs, their 
effectiveness, safety, and adverse effects should be continued. Advice should be given, 
especially to developing countries, concerning the availability and distribution of 
essential drugs, and high priority should be given to international studies on the 
consumption of drugs and the economic aspects of their use. Monitoring of side -effects 
should be further developed and thought should be given to the scientific elaboration of 
the wealth of information on side - effects already available to the WHO International Drug 
Monitoring Centre. 

The institutes and the university clinical departments involved in drug research in 
Poland would be pleased to contribute to the development of the important elements of 
WHO's programme in that area. 

The meeting rose at 5.25 p.m. 


