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ÍNOEXEQI 

In compliance with Regulation 10.6 of the Regulations for Expert 

Advisory Panels and Committees,^ the Director-General submits this report 

on five meetings of expert committees whose reports^ have been prepared 

in English and French since the sixty-sixth session of the Executive 

Board. 

The five meetings of expert committees and their reports are reviewed hereunder, in the 

following order: 

FAO/WHO Expert Committee 

1. EVALUATION OF CERTAIN FOOD ADDITIVES 

Twenty-third and twenty-fourth reports of the Joint 

on Food Additives 

2. WHO EXPERT COMMITTEE ON DIABETES MELLITUS 

Second report 

3 . PROBLEMS RELATED TO ALCOHOL CONSUMPTION 
Report of a WHO Expert Committee 

4 . WHO EXPERT СШМ1ТТЕЕ ON SPECIFICATIONS FOR PHARMACEUTICAL PREPARATIONS 

Twenty-seventh report 

1. EVALUATION OF CERTAIN FOOD ADDITIVES 

Twenty-third report of the Joint FAp/wHO Expert Committee on Food Additives 

Geneva， 2-11 April 1979
3 

Twenty-fourth report of the Joint FAp/wHO Expert Committee on Food Additives 

Rome, 24 March-2 April 1 9 8 ^ 

1 • 1 Background information 

The twenty-third and twenty-fourth sessions of the Joint FA0/wH0 Expert Committee on 

Food Additives were convened as a result of the recommendation of the first Joint FAO/WHO 

Conference on Food Additives held in Geneva, Switzerland, in 1955.
5

 This joint FAO/WHO 

activity was initiated with the object of making systematic evaluations of food additives and 
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food contaminants and to provide advice to Member States of FAO and WHO on the control of the 

chemicals concerned and on related health aspects. The Conference expressed the hope that 

such advice would help to render the legislation of countries more uniform with regard to the 

control of food additives to ensure safety and to facilitate international trade in food. 

1.2 The reports 

Following the same presentation as previous reports, each report contains a section on 

general considerations, a section on comments on specific food additives, and a section on 

recommendations for further work. 

Regarding the section on general considerations, the twenty-third report examines 

certain principles governing the toxicological evaluation of structurally related compounds 

and additives whose chemical structure closely resembles that of any known toxic or 

carcinogenic compound. It draws attention to the importance of the interactions that may 

result from the simultaneous absorption of food additives or contaminants and drugs, and 

examines recent studies showing in rats the occurrence of lymphoma due to nitrates. It 

discusses in detail safety aspects of solvents used in food processing and the type of data 

required to assess their safety. 

The twenty-fourth report deals briefly with the approach followed by the Committee in 

evaluating food additives claimed to be free from cariogenic activity; the need, under 

certain circumstances, for impurities or transformation products of food additives to b e 

tested separately; special problems posed by the toxicological evaluation of modified food 

ingredients; and the nutritional significance of reactions between additives and normal food 

components. Particular attention is given to the implications of temporary acceptance of 

food additives: the time limits proposed by the Conmiittee to complete further investigations 

on some food additives are those which, in its opinion, would create no hazard to public 

h e a l t h . However, the Committee expressed the view that FAO and WHO should convey clearly 

to governments and other interested parties that the temporary acceptance of additives is 

m a d e on the understanding that the recommendations for further work required will be 

actively pursued. 

Of special interest is the assessment made by the Committee of the potential health 

hazards posed by the use of hydrogen peroxide in the light of recent studies suggesting that 

this substance has carcinogenic potential. Hydrogen peroxide is utilized for milk 

preservation when technical and/or economic reasons do not allow the adoption of cooling 

facilities for maintaining the quality of the raw m i l k . While the Committee did not express 

a view on the outcomes of these recent studies in the absence of confirmatory results, it 

reiterated the position of the seventeenth report (1973) of the Expert Committee^ that hydrogen 

peroxide may be used only where better methods of milk preservation are not available. 

Regarding the sections of the reports containing comments on specific food additives, two 

observations can be made. The first relates to the number of chemical compounds examined by 

the Committee (91 in the twenty-third report and 96 in the twenty-fourth). The Committee's 

workload has substantially increased over the years, reflecting the rise in requests by 

Member States for evaluations of the public health impact of chemical compounds used or 

proposed for use in food. 

The second observation is related to the number of substances for which the available 

toxicological and specification data were found sufficient by the Committee to allow the 

establishment of an acceptable daily intake for man (ADI) (50 in the twenty-third report; 

22 in the twenty-fourth report). This raises the problem facing government regulatory 

agencies, namely, that the introduction of intentional and unintentional food additives into 

the world food supply is proceeding much faster than the development of data to determine the 

safety level of these substances. This problem necessitates closer international 

collaboration and intensification of work at the level of the organizations sponsoring this 

international programme. 
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1•3 The recommendations 

(a) The recommendations made in the twenty-third report reflect the Committee's 

concern at the large number of food additives requiring evaluation or re-evaluation and 

the need to establish priorities for toxicological testing and evaluation. The report 

recommends that the Expert Committee should continue to meet at least annually until 

such time as a quicker procedure for data collection and evaluation has been developed, 

and that FAO and WHO should establish an inventory of compounds that have not so far 

been fully evaluated and classify them in terns of their potential hazard to health on 

the basis of toxicological knowledge and extent of use. 

In line with this recommendation WHO, in collaboration with FAO, is developing a 

computerized list of food additives requiring evaluation or re-evaluation which will 

be made available to both the Member States and the Expert Committee. 

(b) In noting that the Codex Alimentarius Commission, the principal organ of the 

Joint FA0/wH0 Food Standards Programme, has the function of drawing up international 

food standards to protect the health of the consumer and facilitate international trade 

in food, the report recommends that the Expert Committee should continue to evaluate 

food additives and contaminants that are proposed for inclusion in the Codex standards, 

thus providing the necessary scientific basis for the work of the Codex Commission. 

This recommendation was transmitted to the Codex Coramittee on Food Additives at its 

thirteenth s e s s i o n ) 

(c) Several other recommendations were made at the twenty-third and twenty-fourth 
sessions with regard to the importance of timely publication of the reports of the 
Expert Committee's meetings, on testing procedures for food additives, and the 
implications of recent developments in the assessment of chemical carcinogenesis. 

1.4 Implications for the Organization's programme 

(a) The problems posed to public health and international trade by the presence of 

chemicals in food are at present handled by the Joint FAO/WHO Expert Committee on Food 

Additives (JECFA) and the Joint FA0/wH0 Meeting on Pesticide Residues (JMPR), together 

with two subsidiary bodies of the Joint FA0/wH0 Codex Alimentarius Commission, the Codex 

Committee on Food Additives (CCFA) and the Codex Committee on Pesticide Residues (CCPR). 

The working relationships between the two expert groups (JECFA and JMPR) and the 

two Codex committees (CCFA and CCPR) made up of government representatives, are such that 

the systems JECFA/CCFA and JMPK/CCPR are now internationally recognized and widely 

accepted. The efforts of these two systems in establishing agreed international 

regulations that affect health and economic concerns of many countries and that are 

applicable in widely differing national regulatory environments represent an important 

milestone in the history of international regulatory efforts. It has been recognized 

by WHO, following the strong recommendations of the Expert Committee, CCFA and CCPR, that 

further sessions of JECFA and JMPR are required to deal with some of the outstanding and 

additional items accorded high priority by States belonging to the Codex Alimentarius 

Commission. 

(b) The need for national food safety programmes is increasingly felt. A major long-

term task is to promote the application of the findings and recommendations of JECFA and 

JMPR to food safety programmes in Member States. 

1 Report of the thirteenth session of the Codex Committee on Food Additives, The Hague, 

September 1979 (ALINDRM 79/l2A). 
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(с) The Organization will need to continue its active collaboration in the Codex 

Alimentarius Commission and its subsidiary bodies, including the Codex regional 

committees, with the aim of further promoting national action in the field of food 

safety. 

1.5 Comments 

(a) It is proposed that both JECFA and JMPR should meet during the biennium 1982-1983. 

At the same time, it is important to see chemicals in food and their effect on health 

in relation to chemicals present in air and water to establish a figure for the total 

body burden; this will be accomplished within the international programme on chemical 

safety. 

(b) The dissemination of the findings of JECFA and JMPR calls for the development of 

an overall policy and principles concerning the application of these findings. 

Consideration of these will be one of the subjects considered by an expert committee 

(all groups of experts) on food safety planned for the biennium 1982-1983. This 

committee will review new developments and provide information and recommendations in 

respect to national food safety programmes, their planning, and their implementation. 

(c) The continuing participation of the Organization in the Codex Alimentarius 

Commission is budgeted for in the biennium 1982-1983 under project FSP-001. 

There is already a trend in the Codex Alimentarius to place increasing emphasis 

on the broad aspects of food safety, including food control at the national level; 

this has been facilitated by the creation of Codex regional coordinating committees for 

Africa, Asia, Europe and Latin America. As part of the public health commitment, the 

Organization will promote the Codex regional committees and make contributions on such 

matters as national food legislation, establishment of food control programmes, the 

training of manpower, and consumer education. 

2. WHO EXPERT COMMITTEE ON DIABETES MELLITUS 

Second report 丄 

Geneva, 25 September-1 October 1979 

2•1 Background information 

The purpose of the meeting was: (a) to review the knowledge accumulated over the past 
15 years concerning diabetes mellitus, in view of the advances in understanding this disease 
and its control since the previous WHO Expert Committee on Diabetes Mellitus met in 1964;^ 
and (b) to recommend ways in which the disease can best be prevented and controlled at the 
community level, taking into consideration the individual needs and existing facilities of 
Member States. 

2.2 The report 

The report contains updated information on the major known facts about diabetes, with 

particular emphasis on disease prevention and on patient care and its present deficiencies, 

special attention being paid to the needs of the developing world. Criteria for the 

diagnosis of diabetes and its classification are proposed, and it is emphasized that the 

further improvement of both diagnostic criteria and classification is essential. Special 

attention is paid to the role of education for the patient, the family, the community and 

health personnel in the overall context of diabetes control in the community. A tentativa 

strategy to cope with diabetes problems in both developing and industrialized countries is 

1
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proposed, taking into consideration both immediate and long-term needs in fundamental and 

operational research, the solution of social and psychological problems in diabetes, health 

care organization, and overall health promotive activities in the community. 

2•3 The recommendations 

In summary, the following are the main recommendations of the Expert Coiranittee: 

(a) Health care for the diabetic should be incorporated into community-based health 

care systems, with appropriate additional facilities available at all levels of care. 

(b) The adequate and continued availability of insulin must be assured to diabetics 

everywhere by national guarantee. 

(c) International standardization should be increased and directed towards: diagnostic 

tests for diabetes and revised criteria for diagnosis; a more rational classification of 

diabetes; identification, labelling, types, and strengths of insulin; and learning 

aids and materials for global use. 

(d) The concept of primary prevention should be vigorously explored, with particular 

attention to high-risk people and to environmental factors including undernutrition and 

overnutrition. 

(e) Intensive efforts should be made to improve the quality of diabetic care and 

metabolic control. 

(f) Traditional methods of treatment of diabetes should be further investigated. 

(g) WHO should make every effort to promote the implementation of these recommendations. 

2.4 Implications for the Organization's programme 

This report serves as a basis for WHO'S activities in promoting and supporting the 

development of comprehensive diabetes mellitus community control programmes by countries at 

different levels of socioeconomic development. 

2.5 Comments 

The recommendations of the report, which are largely inspired by public health needs, 

provide guidelines on how patients themselves, the family and the community are involved in 

a comprehensive long-term struggle against chronic disorder, and emphasize the responsibility 

of all members of the community for their own and the community's health. In reorienting 

national health programmes towards achieving WHO
1

 s principal goal of health for all by the 

year 2000, diabetes mellitus, being a heterogenic disease, might serve as a model in 

developing a more comprehensive approach and mobilizing the community for the prevention and 

control of a number of chronic diseases. 

3 . PROBLEMS RELATED TO ALCOHOL CONSUMPTION 

Report of a WHO Expert Committee 

Geneva， 20-26 November 19791 

3.1 Background information 

International evidence has revealed a rapid growth in the production of alcoholic 

beverages, their increasingly wide distribution, and the more general availability of money 

to buy them. As a result, alcohol consumption has risen steadily over the last 20 years. 

1
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This trend has been matched by an alarming increase in many indices of alcohol-related h a r m , 

such as deaths from liver cirrhosis, hospital admissions for alcoholism, alcohol-related 

traffic accidents, and absenteeism or work inefficiency related to heavy alcohol consumption. 

Delegates of numerous countries at the Thirty-second World Health Assembly in 1979 

confirmed that alcohol problems now rank among the world
1

 s major public health concerns. 

In some areas these problems constitute a grave impediment to socioeconomic development. Two 

recent Health Assembly resolutions have called for closer consideration of alcohol-related 

problems and means of reducing them. 1 

The main purpose of convening the Expert Committee on Problems related to Alcohol 

Consumption was to consider what can be done about alcohol problems on a broad scale : how 

far they can be prevented ； a n d , where preventive measures have failed, how far alcohol 

problems can be managed so that they cause less damage to the individual and the community• 

3。2 The report 

A review of the changing situation concerning alcohol problems - based partly on the 

findings of recent WHO projects - led the Committee to conclude that even the most effective 

treatment programmes for alcohol dependence cannot constitute an adequate response and that 

the major focus of efforts to reduce alcohol problems must be on primary prevention. The 

two main approaches are defined as (i) limiting the availability of alcoholic beverages and 

(ii) reducing the demand. The first includes setting limits on the production and marketing 

of alcoholic beverages, regulating their cost, and imposing restrictions on purchase and use. 

The second entails the provision of information on undesirable consequences of alcohol 

consumption, of education about norms and values restraining socially irresponsible behaviour, 

and of opportunities for alternative leisure activities. The Committee considered that both 

approaches should be pursued jointly. 

With respect to the management of the most harmful consequences of alcohol consumption, 

the Committee realized that it could only deal with a selected number of problems. Special 

attention is given in the report to three major issues: the treatment of heavy drinkers, 

including those who have become dependent on alcohol； the management of the repercussions on 

the family ； and the management of alcohol problems in the work situation. 

In the subsequent sections of the report, consideration is given to the implications of 

the earlier findings for the development of policies and programmes concerning alcohol 

p r o b l e m s , and for international action, 

3,3 Recommendations 

In summary, the following are the main recommendations of the Expert Committee: 

(a) Prevention of alcohol problems should be given high priority, further investment 

in treatment being concentrated on developing inexpensive and cost-effective services. 

(b) Governments should take immediate steps to prevent any further increases in consump-

tion of alcoholic beverages and should begin to reduce per capita consumption by reducing 

the availability of alcoholic beverages and by taking educational and other measures to 

reduce demand. 

(c) Governments should develop effective programmes of education and information about 

a l c o h o l , and should simultaneously review their policies with respect to the advertising 

of alcoholic beverages in order to make them consistent with educational efforts to 

reduce demand. 

(d) Governments should review the nature and extent of alcohol-related problems in their 

p o p u l a t i o n , the resources already available for reducing their prevalence and impact, and 

the possible constraints to be met in establishing new policies ； establish coordinating 

1
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mechanisms to implement preventive and management policies and programmes and to ensure 

a continuing review of the situation; and implement these programmes within the frame-

work of general health and national development, utilizing existing structures where 

feasible. 

(e) Governments should develop and collect statistical and other information on the 

production, trade in, and consumption of alcoholic beverages and on consequent problems； 

WHO should take further initiatives in establishing international criteria for such 

information and in arranging for its collation. 

(f) WHO, ILO, and other relevant bodies should consider what initiatives could be taken 

in connexion with prevention and management of alcohol problems within the occupational 

milieu. 

(g) Special efforts should urgently be made to promote consideration of the particular 

danger of massive increases in alcohol problems in situations of rapid social and economic 

change• 

(h) Both national health authorities and WHO, in collaboration with other international 

organizations, should give close attention to existing and future trade policies and 

agreements potentially affecting the availability of alcoholic beverages, including 

tax-free sales. 

(i) Finally, in view of the international implications of alcohol-related problems and 

the potential contribution of a variety of international governmental and nongovernmental 

organizations to their solution, the Committee recommends the establishment of a 

mechanism to ensure collaboration between these bodies in the implementation of the 

above recommendations• The Committee considers that WHO is the most suitable organiza-

tion to initiate the development of such a mechanism. 

3.4 Implications for the Organization's programme 

One of the implications for WHO is clearly spelt out in the last-mentioned recommendation. 

Practical proposals are outlined in section 7.2 of the report, on the role of WHO, They 

include: WHO
1

 s support to activities concerning alcohol-related problems in countries
 1 

health programmes ； collaboration in the,development of a network of centres and collaborators 

for research and training in alcohol problems； and the preparation of reviews, recommendations 

and guidelines on specific aspects of alcohol problems, which also entails collaborative 

research. 

3.5 Comments 

The Expert Committee's findings and proposals will 

resolution ША32.40, which urges the development of the 

related problems. 

be valuable in following up 
Organization's programme on alcohol-

4. WHO EXPERT COMMITTEE ON SPECIFICATIONS FOR PHARMACEUTICAL PREPARATIONS 

Twenty-seventh report 丄 
Geneva， 26 November - 1 December 1979 

4。1 Background information 

International guidelines related to various elements of quality assurance of pharma-

ceuticals are periodically recommended by WHO for use by governmental authorities and drug 

manufacturers• Such recommendations are based on technical reviews carried out by the 

Expert Committee on Specifications for Pharmaceutical Preparations• In recent years the 
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Committee has placed emphasis on approaches that are relevant for developing countries which 

have not yet established comprehensive systems of drug quality assurance. 

4.2 The report 

The report gives an overall review of drug quality control systems. It describes the 

drug supply process in which a pharmaceutical raw material is acquired, converted into a 

finished product, and made available to the health services and individual patients. This 

process involves a number of steps and for each of them the report describes the surveillance 

procedures required to ensure that the user receives a product of satisfactory quality. In 

respect of pre-marketing quality assessment the report describes three procedures, designated 

as notification, authorization and registration, which it indicates may be gradually evolved 

through discrete phases, depending on the resources at the disposal of the health administra-

tion of the country• Furthermore, the processes of drug quality surveillance during marketing 

are described, including quality surveillance of imported drugs• 

The report also discusses the test methodology for various types of solid oral dosage 

forms (tablets and capsules), including a number of new approaches to test their strength 

(contents) and performance. It presents quality criteria and test methodology for tablets, 

including enteric-coated tablets； hard and soft gelatin capsules； and slow-release, solid 

dosage forms. 

The report further describes progress in the establishment of simplified tests for 

essential drugs (basic tests)； discusses the revision of the International Pharmacopoeia, 

including the future publication of volumes 2 arid 3 of the third edition, which will contain 

monographs for pharmaceutical active materials selected from the WHO list of essential drugs 1 

(volume 1 appeared in 1979 )； and reviews the establishment of new international chemical 

reference substances and of their replacement batches• 

4.3 The recommendations 

The Committee recommended that the work on basic tests for pharmaceuticals be further 

developed in the following directions: provision of simplified procedures to confirm the 

identity of pharmaceutical substances through test-tube reactions and observation of melting 

behaviour； establishment of simple tests for the absence of gross degradation in pharma-

ceutical substances； and provision of basic tests for the verification of the identity of 

the active substance in single-ingredient dosage forms such as tablets and capsules. 

The Committee also recommended that a review of general guidelines for the establishment, 
maintenance and distribution of chemical reference substances for pharmaceuticals be carried 
out, especially in view of proposals to establish regional collections of such reference 
substances correlated with the International Chemical Reference Substances for pharmaceuticals. 
Recommendations were further given on the revision of international quality specifications for 
pharmaceutical dosage forms. 

4.4 Implications for the Organization
1

 s programme 

Specific directives for the provision and publication of basic tests for pharmaceuticals 
contained in the report will be used by laboratories and experts collaborating in the 
programme. 

Initial steps have already been taken for the preparation of the revised guidelines 
on the establishment, maintenance and distribution of chemical reference substances for 
pharmaceuticals with the involvement of members of the Expert Advisory Panel on the 
International Pharmacopoeia and Pharmaceutical Preparations, 

1 
WHO Technical Report Series, No. 615, 1977 , and No. 641, 1979. 

2 
The International Pharmacopoeia. Third edition. Volume 1： General methods of 

analysis, Geneva, WHO, 1979. 
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4.5 Comments 

The Expert Committee has developed important international recommendations for the 

quality assurance of solid oral dosage forms (tablets and capsules)• It also prepared a 

comprehensive review on quality assurance in pharmaceutical supply systems that w i l l be of 

considerable value to national programmes for the regulatory control of drugs being newly 

established or expanded by developing countries. 

The Committee has also given specific directives for the Organization's programme in 

the area of drug q u a l i t y , stressing the need for the utilization of technologies appropriate 

for developing countries• 


