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The Director -General has the honour to refer to section 97 of the thirteenth 

report of the Committee on International Quarantine1 concerning a proposed amendment 

to Appendix 4 of the Regulations (Form of the International Certificate of Vaccination 

or Revaccination against Smallpox), and to submit to the Eighteenth World Health 

Assembly for its consideration: 

(a) The results of the inquiry made by C.L.29.1964 at the request of the 

Seventeenth Health Assembly (resolution WHА17.42) (Annex A).2 

(b) Information on smallpox vaccine trials (Annex в).3 

1 Document WHO /IQ/145 annexed to document А18 /Р &В/5. 

2 Annexed herewith and previously submitted to the Committee on International 
Quarantine as documents IQ /WP /5.65 and Add.l. 

Annexed herewith and previously submitted to the Committee on International 
Quarantine as document IQ /WP/9.65. 
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ANNEX A 

PROPOSED AMENDMENT TO APPENDIX 4 

OF THE INTERNATIONAL SANITARY REGULATIONS 

(Results of the inquiry made by Circular Letter 29 of 28 July 1964) 

In its twelfth report1 the Committee on International Quarantine proposed certain 

amendments to the "International Certificate of Vaccination or Revaccination against 

Smallpox" (Appendix 4 of the International Sanitary Regulations) after considering 

the relevant parts of the first report of the Expert Committee on Smallpox.2 

The Seventeenth World Health Assembly decided to defer consideration of these 

proposed amendments and requested the Director -General to obtain the views of States 

and report to the Eighteenth World Health Assembly (resolution WHA17.42). The views 

of States were requested by Circular Letter 29 of 28 July 1964. Attached to the 

Circular Letter were extracts from the twelfth report of the Committee on International 

Quarantine and a specimen copy of the proposed Appendix 4 of the International Sanitary 

Regulations together with extracts from documents All /Р&В /Мin /13 and 14 containing a 

summary of discussion on this subject at the Seventeenth World Health Assembly.3 

The matter is referred to the Committee on International Quarantine for its 

consideration and recommendations. • The table on pages 3 -5 is an attempt to tabulate the replies of States to 

C.L.29.1964; it is followed by quotations from the body of replies received. 

Off. Reo. Wld 11th Org., 155, 46, section 77. 

2 
Wld 11th Org. techn. Rep. Ser., 283. 

3 Off. Rec. Wld 11th org., 136. 
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1. It will be noted that of the 69 States replying, 31 are in favour of the proposed 

am ndment, 23 arе not in favour, six have no соыnents, and nine give a reply which is 

equivocal or not easily classifiab e. 

2. It will be nooted-that a number of States point out that the principal factors in 

international spread of smallpox ±е ̀ 
{1) the use of non- potent or low potency vaccine; 

(2) faulty technique; and '(3) forged certificates, They conclude that the proposed 

amendments woull do little to remedy these fundamental factors. 

З. A considerable number of States say that a larger number of forged certificates 

would be : issued, great difficulties for travellers would result, the amended form is 

too complicated, even for physicians, and would be administratively impracticable 

ii-. A number of States suggest that smallpox vaccination for international travel 

should be performed only by a limited number of physicians in each country, but at 

the same time most of them point out that this would raise difficulties with the 

medical profession even within their owe. country. 

5 A number of States urge that steps should be. taken to ensure that only fully potent 

•,Т seine is used and some suggest that the origin and batch number should be recorded as 

for the yellow -fever vaccination certificate. 

б., The International Air Transport Association (TATA) has advised the Organisation 

as follows: 

t?'е have noted with apprehension the efforts which have been made in recent 
years to have introduced certain amendments to the Regulations, We refer of 
course to proposals for changes in relation to revaccination against smallрex_ 

The proposed changes envisage r !ad±n.g of inoculation nd possible repeat 

inoculation or alternately plural inoculation, either of which would obviously 
create difficulties for travellers. 

The proposed changes would also be a serious matter for airline crew members 
who are required to be revaccinated regularly. Reading inoculation would create 
problems for the airlines in working out crew duty rosters. The plural 

inoculation procedure, it is understood, could produce a, severe reactin this 

would be particularly undesirable in the case of airline crew members. 

You may take it therefore that the Member airlines of IATA are extremely 
interested in the ISR remaining unchanged in this .respeët ,�t. 
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RESULTS OF INQUIRY ON .PROPOSED. AMENDMENT _ТO_. APPENDIX__.4 

OF THE INTERNATIONAL SANITARY REGULATIONS 

(c.. L. 29.196К ) 

State 

In favour of 

proposed 
amendment 

Not 
in 

favour 

No 
comments 

Equivocal 
answer 

Algeria 

Argentina 

Australia 

Austria 

Belgium 

Cambodia 

Cameroon 

Canada 

Ceylon 

Chile 

China (Taiwan) 

Colombia 

x 
no objection) 

x 

x 

x 

x 

х 

x 

x 

x 

x 

x 

x 

Congo, Democratic 
Republic 

Cyprus 

Czechoslovakia 

Dahomey 

Denmark 

El Salvador 

Ethiopia 

Finland 

France 

x 

x 

x 

x 

x 

x 

x 

x 

x 

Germany, Federal 
Republic 

Greece 

Hungary 

x 

x 

x 
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State 
In favour of 
proposed 
amendment 

Not 
" in 

favour 

No 
comments 

Equivocal 
answer 

India 

Indonesia 

Ireland.. 

Ivory Coast 

Israel 

Jamaica 

Japan 

Kenya 

Korea, 
Republic of 

Kuwait 

Laos 

Lebanon 

Libya 

Luxembourg 

Madagascar 

Malaysia 

Mali 

Mauritania 

Mauritius 

Mexico 

Netherlands 

New Zealand 

Niger 

Norway 

Philippines 

Poland 

Qatar 

Romania 

x 

x 
no objection) 

x 

x 

x 

x 

x 

x 

x 

x 

x 

x 

x 

_._...... 

x 

x 

x 

x 

x 

1 

x 

x 

x 

x 

x 

x 

_ -.. 

x 

x 

x 

____. 

x 
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State 
In favour of 

proposed 
amendment 

Not . 

in 

favour 

No 
comments 

Equivocal 
answer 

Sierra Leone 

Southern Rhodesia 

Spain 

Sweden 

Switzerland 

Syria 

Tanzania, United 
Republic of 

Thailand 

Togo 

Union of Soviet 
Socialist 
Republics 

United Arab 
Republic 

United Kingdom 

United States 
of America 

Upper Volta 

Western Somo a 

Yugoslavia 

Zambia 

TOTAL: 

x 

x 

x 

x 

x 

x 

x 

x 

x 

x 

x 

x 

x 

x 

x 

x 

x 

31 23 6 9 
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No replÿ'has been rece'ivéd (by 8'Februarÿ) from the followirig'54"Statess 

Afghanistan, Alban:i.a, Bolivia, Brazil, Bulgaria, Burma, Burundi, Byelorussian SSR, 

Central African.Republic,_Chad, Congo (Brazzaville), Costa.Rica,....Cuba, Dominican 

Republic, Ecuador, Gabon,, Gambia, Ghana, Guatemala, Guinea, Haiti, Honduras, Iceland; 

Iran, Iraq, Italy, Jordan, Liberia, Malawi, Monaco, Mongolian People's Republic, 

Morocco, Nepal, Nicarag'.ua, Nigeria, Pakistan, Panama, Paraguay, Peru, Portugal, 

Rwanda, Saudi Arabia, Senegal, Somalia, Sudan, Trinidad and Tobago, Tunisia, Turkey, 

Uganda, Ukrainian SSR, Uruguay, Venezuela, Republic of Viet Nam, Yemen. • 

• 
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EXTRACTS FROM REPLIES OF GO eм MENTS TO C.L.29 of 28 JULY 1964 

Algeria. ". . . It must be stressed that the modest medical and paramedical 

structuration of many countries throughout the world is in itself a major obstacle to 

this Resolution. It is necessary to consider the difficulty of reconciling the 

interest attached to the principles in question and the practical obstacles with which 

some travellers in a considerable number of countries may meet, Nevertheless, while 

making reservations in regard to the proposal, I would draw your attention to certain 

suggestions which, while they would not provide any absolute guarantee, would seem 

liable to bring about a marked improvement in this field. In particular, attention 

is drawn to the following possibilities: 

(1) institution of official vaccination centres at which medical officers would 

carry out these vaccinations; 

(2) authentification within 48 hours of revaccination; 

(3) obligation on the part of medical practitioners to enter the batch number 

of the vaccine used on the certificate; 

(4) frequent control of the potency of vaccines; 

(5) application of the measures proposed in the amendment to persons proceeding 

from infected local areas only. 

It should also be clearly stated - and it is here .a question of confidence, an 

essential element - that international vaccination certificates engage the responsibility 

of health authorities, Si thаt it will, be for them to decide upon the appropriate 

measures to be applied within their territory 

Argentina. " The procedure recommended by the Expert Committee is considered 

as complicated and in practice difficult to apply, particularly in view of its 

administrative implications. Nevertheless, the amendment is considered to be of 

value and applicable in infected local areas where the respective health authorities 

should be responsible for the proposed control of revaccination of persons leaving 

such areas, It is therefore suggested that the amendment put forward by the Expert 

Committee on Smallpox be adopted with respect to persons from infected local areas. 
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It is pointed out that in Argentina all vaccinations and revaccinations of this 

type are performed solely by health personnel attached to this Ministry." 

Australia. ". . . Whilst in principle I agree that all other revaccinations should 

be inspected, past experience in Australia would indicate that if not inspected on the 

second or third day reactions could be missed if inspection were left to the sixth 

day. Also the practical administrative difficulties in this recommendation are 

realized. 

I am concerned at the complexity of the design and form of the proposed 

certificate as our experience reveals there is an increasing number of certificates 

incorrectly completed. I would therefore support any move to implify the form and 

design of the certificate." 

Austria. ". . . We fear that the regulation that there should be no control of the 

result of a revaccination if two inoculations are given at the same time will widely 

diminish the success of the new method. The method foreseen for the few exceptional 

cases in which travellers, being not in possession of a valid certificate, have to 

start an immediate travel, will not be limited to these few cases in practice. The 

system of giving two inoculations at the same time has not yet proved to have the same 

results as the normal one with vaccination, control and revaccination. Besides, no 

solution would be reached for persons having had no vaccination within the last five 

years and being forced to start an unforeseen travel immediately. 

May I propose to prove whether a system could be found ensuring control of the 

results and, if necessary, revaccination even for those exceptional cases mentioned 

above. It could for example be done like this: In case of revaccination, the 

certificate should be valid from that time on, but the validity should be limited to 

eight days. If a successful reading can be made between the sixth and the eighth 

day or if revaccination is made, the validity shall extend, for a period of three 

years. This system would mean that each traveller would be interested in getting 

vaccination as soon as possible so that the result could be certified before starting 

travel, thus giving him a three years valid certificate. In exceptional cases 

confirmation of the successful vaccination or - if necessary - revaccination could 

be given abroad. I quite agree governmental control of the issue of international 
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certificates to be necessary. In Austria, public health authorities are chargcei 

with the authorization of these certificates. The demand to charge public health 

authorities exclusively with the vaccinations would raise a lot of difficulties in 

Austria and probably in many other countries, which could not be. overcome." 

Belgium. ". . . We have to admit - . . that the proposed method is more complicated 

and somewhat difficult to apply when vaccination is performed by general practitioners 

who are not very familiar with the Regulations. We are therefore inclined to agree 

with the remarks to the effect that when vaccination is administered for the purpose • cf obtaining an international certificate, it should be performed by specially . 

qualified services. In so far as our ccunry.is concerned, such a stipulation would 

not present any major difficulty since about 90 per cent, of anti- smallpox vaccinations 

for the purposes of international travel аrç carried out by medical organizations and 

institutes or by the hospitals; in these circumstances, there would be no difficulty 

in keeping a watch on the application of the methods for which the adoption of the 

amendments would call.' 

Cambodia. ". . . The Royal Government of Cambodia has no objection to the proposed 

amendments to Appendix 4 of the International Sanitary Regulations (International 

Certificate of Vaccination or Revaccination against Smallpox)." 

Cameroon. " . . The Federal Republic of Cameroon supports the proposed amendments 

to Appendix 4 of the International Sanitary Regulations (International Certificate 

of Vaccination or Revaccination against Smallpox) recommended in the twelfth rсpolt 

of the Committee on International Quагantinе'' 

Canada. ". . . Canada would support the recommendations of the Committee in regard 

to changes in the certificate for primary vaccination, but considerable concern is 

felt regarding the practical results cf changing the certificate of revaccination as 

recommended by the Committee. While the proposal is, no doubt a sound one on 

scientific grounds, it is our view that the resulting administrative problems, including 

the practical consequences, would outweigh this consideration. 
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When travellers neglect or refuse vaccination, the most we can do is require 

surveillance. This could develop into a more acceptable alternative to the traveller 

than that of obtaining a certificate of revaccination if the latter procedure becomes 

too complicated, or too time -consuming. Surveillance is unsatisfactory in a country 

the size of Canada with many sparsely populated areas. 

While it is true that an individual, to whom an International Certificate of 

Vaccination or Revaccination against Smallpox is issued, has the right to expect the 

certificate to guarantee maximum security from the dangers of smallpox infection, 

none the less the more complicated routine proposed for securing a revaccination 

certificate would increase inconvenience to travellers, and thus could increase the 

prevalence of spurious certificates and persons traveling without certificates. 

At the present time we enjoy a large measure of co- operation from the public in 

accepting the principle of vaccination and the international certificate. This 

situation has only developed slow]y through a gradual process of informing the 

travelling public. Those who have been vaccinated previously can now be revaccinated 

and immediately obtain a valid certificate. The adoption of a more cumbersome routine 

which involves an element of delay might well prove an obstacle tó public co- operation. 

With our present vaccination requirements applying to travellers from most 

countries, we enjoy a broad coverage. This protection might most effectively be 

enhanced by the achievement of a higher percentage of successful revaccinations 

through improved Vaccines and techniques. It is our view, therefore, that greater 

emphasis should be placed on the implementation of those recommendations of the World 

Health Organization which relate to improved quality of smallpox vaccine and the 

technique of its administration." 

Ceylon. ". . . The recommendations of the Committee on International Quarantine on 

the proposed amendments to Appendix 4 of the International Sanitary Regulations would 

appear to be more effective in the importation of smallpox in international traffic. 

The vaccine that is produced and used in Ceylon is of high potency. However, it is 

agreed that freeze -dried vaccine would be beneficially utilized for secondary 

vaccination." 
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Chile. ". . . 

1. Although the p-:'ороsed changes seem more or .less logical in the light of 

the observed results of revaccination, We:fear that they would entail considerable 

administrative difficulty since., as a-. rule, passengers ask for vaccination at the 

last moment before departure. 

2. We feel that the amendments it is proposed to introduce into the anti - 

smallpox vaccination certificate may lead to confusion and be of - little practical 

value. 

�. It is evident that the only certain way of preventing the introduction 

of smallpox into countries by means of international travellers is to eradicate the 

disease, to use high potency vaccines and to apply adequate techniques. 

4. We venture to suggest that any restriction or amendment it is desired to 

introduce should be applied only to countries where endemic smallpox is present and 

that persons from such countries only should be obliged to produce a certificate 

issued not more than 30 days before commencement of a journey, after reading of the 

primary vaccination and reva.ccination." 

China (Tа -wan). ", . I wish to inform you that we have no comments to make on 

the proposed amendments." 

. Colombia. ". ,fie as•ociate ourselves with the reservation made by some of the 

participants in the Seventeenth World Health Assembly to the effect that double anti- 

smallpox vaccination. performed simultaneously would not appear likely to produce 

better immunity than that obtained with a single inoculation of vaccine of adequate 

potency admini .tered by an efficient technique. 

We agree that it is necessary to determine the results of anti -smallpox 

inoculation in revaccinated persons by taking a reading on the sixth to the eighth 

day after inoculation This amendment to the International Certificate of Vaccination 

meets with our entire approval in spite of any difficulties it may entail for 

international travellers, 
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The other measures implied by the amendment are clear and easily understood: 

continuous effort on the part of governments to produce more potent vaccines, and 

adoption by governments of the necessary steps to ensure that anti- smallpox vaccination 

is applied to international travellers, and controlled, by the health authorities." 

Democratic Republic of the Congo. ". . . The Democratic Republic of the Congo has 

no comment to make on the proposed amendments. The proposed new International 

Certificate of Vaccination or Revaccination is adapted to the rules established in 

the Democratic Republic of the Congo." 

Cyprus. "I agree with the proposed amendments . . . Although it is realized that 

the proposed amendments are likely to cause difficulties for certain categories of 

travellers, yet it may be argued that it would not be too great a price to pay for 

the benefit of international health and particularly for the prevention of the 

importation of smallpox in the ever increasing international air traffic." 

Czechoslovakia. " . . The competent Czechoslovakian authorities are of the opinion 

that the proposed amendments, prepared by the Committee on International Quarantine, 

constitute a considerable improvement on the present method of vaccinating or 

revaccinating against smallpox during international journeys, and that it is 

therefore possible to agree with the Committee's conclusions." 

Dahomey. ". The Government of Dahomey has no comment to make on the amendments 

it is proposed to introduce into Appendix 4 of the International Sanitary Regulations. 

Dahomey uses international vaccination certificates in accordance with Annex B of 

the Circular Letter." 

Denmark. ". . . The Danish Health Authorities being fully aware of the desirability 

of ensuring the best possible status of immunity against smallpox in international 

travellers especially those coming from or visiting areas where smallpox is present 

want to support the effort to prevent the spread of smallpox infection to areas where 

it has been eradicated. 

While there is no great technical problem involved in primary smallpox vaccination 

the problems connected with satisafactory revaccinations are not so easily solved 

even when good potent vaccines are available. 
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It is our experience from thousands of revaccinations of travellers performed 

at the Statens Seruminstitut by a limited number of vaccinators, all with special 

training and experience in infectious pathology and biology, that it is in practice 

impossible to secure fully that all international travellers are really satisfactorily 

protected against smallpox. 

This is primarily due to the fact that urgent travel very often does not allow 

sufficient time for the necessary repetitions of.revaccinations which are in fact 

highly desirable. 

When to this is added the rather controversial or at least a little tricky ' 

question of the reading of the results of revaccinations it is the opinion of our 

health authorities that it is questionable if a change in the international certificate . 

of smallpox vaccination as proposed by the Expert Committee on Smallpox, 1964, and 

endorsed by the Committee on Quarantine is going to have the desired effect of 

making revaccination of international travellers satisfactory. 

We are rather inclined to support the remarks of the United States Surgeon - 

General, Dr. Terry, that the recommendations would 'institute a questionable, clumsy 

and confusing procedure which would be administratively unworkable . 

We feel that the most effective revaccinations might be achieved by limiting 

the number of persons authorized to perform vaccination of international travellers 

and issue international 'smallpox 'vaccination certificates so that they were more 

experienced and had abetter and more thorough understanding of the problems involved 

than is often fóund'in the medical'prbfession. 

We are however fully aware that a recommendation of this kind would be met 

with the strongest opposition from many national medical societies and that this 

would be the case in our country too. 

We feel however that a modification of the recommendations concerning the 

certificate for revaccinations aiming at establishing a standard practice of two 

inoculations for revaccinations would be desirable, thus only leaving the one 

inoculation technique (for revaccinations) for those special cases where the 
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physician had a real reason to expect a rather severe reaction to the revaccination. 

We should thus recommend to put the two -inoculation technique first and the. one- 

inoculation technique second and change the footnotes accordingly. 

This would not constitute any great change from the present certificate, not 

necessitate the substitution of 'old' certificates, e.g. with valid yellow -fever 

vaccinations and other valuable information on previous immunizations, not cause too 

much administrative trouble, but call attention to the desirability of reading and 

repeating whenever possible all revaccinations which do not give a satisfactory 

response, major reaction, to the first attempt and always when using a minimum 

technique with one inoculation." 

El Salvador. ". . This subject was studied by the Epidemiology Division of the 

General Health Administration which came to the conclusion that the aim should be to 

give better protection to travellers and to populations, particularly in view of the 

recent outbreaks- of smallpox in countries from which it had been eradicated for many 

years. The proposed amendments are to the effect that the vaccination certificate 

shall be valid for three years commencing from: (a) eight days after inoculation of 

the vaccine for the first time, on condition that it has taken; (b) in ease of 

revaccination, six to eight days after administration of the vaccine, if it has taken - 

otherwise a second vaccination to be performed with issue of immediately valid 

certificate. The certificate of revaccination is also to be considered as valid from 

the day on which a person who has been successfully vaccinated for the first time, or 

successfully revaccinated during the last five years, receives two simultaneous 

inoculations of anti -smallpox vaccine (two to three centimetres between each site, in 

the arm). This method seems to us to be dangerous because in certain circumstances 

while the persons vaccinated might not be protected in any way, the local and general 

reaction could be very intense and harmful. In conclusion, this Ministry is in 

agreement with the proposed amendments but not with the method indicated above and 

consequently it suggests the deletion of this indication in the final text, for the 

reasons given." . 
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Ethiopia. ". . . The principal factors for the spread of smallpox through inter - 

national travel are, in our view: 

(1) the use of non -potent or low potency vaccines; 

(2) faulty techniques and /or negligence in the administration of vaccination; 

(3) forged certificates. 

These three factors will hardly diminish or disappear through the adoption of 

the proposed amendments. 

Two vaccinations with the same non -potent or of low potency vaccines, or 

administered improperly, will hardly make any difference. Furthermore, the six 

days' postponement for the reading will only result in the antedating of the 'first 

vaccination' by those who already have shown themselves to be unscrupulous and 

irresponsible. 

The better way of coping with the problem may be: 

(1) Better control of the potency of the vaccine. The information on the 

source of the vaccine and the batch number, as now required for the yellow -fever 

vaccines, may be applied. Every government ought to exercise strict control 

on the vaccines even for,the vaccination of the local population. Such control 

will not be a burden on or involve delay for the traveller. 

(2) Proper vaccination techniques may be recommended as sine qua non in the 

Regulations. 

(3) International smallpox vaccinations should, like yellow -fever vaccinations, 

be performed only by governmental institutions and 'approved vaccination centres'." 

Finland. ". . . The Finnish Health Authorities are in favour of the proposed 

amendment as a necessary and effective measure for increased protection against 

importation of smallpox through international traffic." 

France. ". . . I have pleasure in informing you that I have no comment to make on 

the proposed amendments you were good enough to transmit to me." 
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Federal Republic of Germany. "In order to avoid any misunderstanding, on the part 

• of the travellers, concerning the period of validity of the International Certificate 

of Vaccination or Revaccination against Smallpo, I would like to suggest that the 

remarks below the actual certificate be sub- divided as follows: 

'The validity.of this certificate shall extend for a period of three years. 

The period of validity shall bеgin� 

;(1) in the event of a primary vaccination, on the eighth day after the 

inoculation of vaccine resulting in a successful primary vaccination; 

(2) in the event of revaccination, 

.(a) on the date a` major reaction is recorded (read not earlier than 

on the sixth day after inoculation of vaccine); or 

(b) in the absence of a major reaction on the date of a second 

inoculation, if made within thirty days after the first examination; or 

(С) on the date of two inoculations at the same time, when the 

vaccinator is satisfied that a revaccination or a successful primary 

vaccination has been perrformed within the previous five years. 

A major reaction after revaccination is one which shows a vesicular or pustular 

lesion or an area of definite palpable induration or congestion surrounding a 

central lesion, which may be scab or ulcer, on examination at least six days 

after. revaccination.'. 

Greece. ", • . I have to inform you that we have no comment to make on the 

proposed amendments." 

Hungary. "The new recommended draft about vaccination against smallpox - according 

to our opinion - is much better than the earlier one. We agree that countries 

where smallpox vaccines are manufactured should ensure the potency of the vaccines 

and should lay stress upon the fact that international vaccination certificates can 

be issued only by medical personnel entrusted by their government and performing the 

vaccination with such a skilled method that a maximum result is ensured. 
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Due to experience in past years we would recommend having more stringent 

regulations concerning revaccination. • It has been proved that a third vaccination 

following two unsuccessful vaccinations made at different places produces a major 

reaction in 30 per cent. of the cases. It seems therefore reasonable after an 

unsuccessful revaccination to give a third vaccination (at two different places) 

if the person in going to or comes from a smallpox endemic area, but the issue of 

the international certificate should not depend on the success of this third 

vaccination.:' 

India. п • . . Thé Government of India agrees to the proposed amendments to 

Appendix 4 of the International Sanitary Regulations, relating to the International 

Certificate of Vaccination or Revaccination against Smallpox." 

Indonesia. ". . . The Indonesian Government is willing to accept the definitions. 

contained in the Twelfth Report of the Committee on International Quarantine. 

About the proposed amendment to the International Certificate of Vaccination 

against Smallpox, the Indonesian Government is of the opinion: 

1. That the most important things in this case are: 

(1) the use of the most potent vaccine; 

(2) the proper execution of the technique of vaccination; 

(3) the strict control of the issue of the international vaccination 

certificate. 

2. The vaccination technique in Indonesia for vaccination and revaccination is the 

two -inoculation method, consisting of giving, at the same time, two parallel scratches, 

each two centimetres long and with a distance of at least two centimetres. The 

result is excellent. 

3. The proposal about the completion of the certificate in case of revaccination 

is complicated for the person concerned and also causes much delay. 

Based on the above- mentioned reasons: 
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1, The Indonesian Government is willing to accept the proposals in relation to 

'pr iзΡmary vaccination, namely 'The validity of this certificate shall extend for a 

period of three years .beg..гпд ng.eight days after the inoculation of vaccine resulting 

in a successful primary vaccination.... 

2, The Indonesian Government is objecting against the proposed amendment concerning 

the procedure of' revacc .nati.on 

З. The `Indonesian Government proposes the following wording in case of revaccination: 

fIn the event of revaccination the validity shall extend for a period of three years 

beginning on the date of two i_ncculations at the same time . 

Ireland. ". This country has no objection to the proposed amendments. ":.. 

Israel. "We shall confine ourselves to proposals referring to the checking of 

vaccination reaction in persons not vaccinated or revaccinated within the previous 

five years, as all other proposals are fully acceptable to us. 

Whilst agreeing on the usefulness of the proposed procedure, we feel that the 

discomfort caused to travellers may by far outweigh the benefit derived, should it 

be applied- indiscriminately. Most negatively affected would be travellers who.' are 

required today to produce vaccination certificates although coming from countries 

free from smallpox. As the risk of an international transfer of smallpox in those 

circumstances is minimal, an aggravating of certificate requirements seems to be not 

justified in their case, .. 

We suggest therefore that the recommended procedure be applied only to 

travellers from countries with infected local areas. True, this will mean a multi- 

plication of sorts of certificates, but as the new provisions are a compromise - as 

rightly defined by the Соmmittee = our proposal will constitute only one step further 

1n. it. 

Sëcondly, since it is generally accepted that the risk of international 

transfer of smallpox infection could best be reduced by a proper administration of 

an active.: vaccine, steps should be taken to ensure their use. This could be 

better achieved if -the vaccinations had to be actually made by a limited number of 

official agencies only, such as Regional Health Offices, instead of being only 

authenticated by them, A similar procedure is already used in yellow -fever vaccination. 
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Ivory Coast. "I agree with all the amendments to Annex 4 of the ISR proposed by the 

Committee on International Quarantine. I must nevertheless make certain reservations 

in regard to the possiblity of obtaining immediately valid documents after revaccination 

since this could result in an avalanche of certificates which would make perennial 

a situation which it is desired to remedy. The Government of the Republic of the 

Ivory Coast therefore recommends that the delivery of immediately valid documents 

be subject to the production of reliable supporting documents." 

• Jamaica. ". . . I am happy to state that mÿ Government supports the recommendations 

of the Expert Committee." 

Japan. ". . . In principle we agree to the amendments to Appendix 4 of the 

International Sanitary Regulations (vaccination certificate for smallpox). However, 

we wish to submit the following comments. 

1. The proposed amendments are considered to be appropriate since the amended 

certificate would be much better in ensuring prevention of international transmission 

of smallpox and reducing the risk of forgery of vaccination certificates by intensifying 

the procedure for handling of the vaccination certificate as recommended. 

.. .......... 

While on the other hand, we feel that consideration should be given on possible 

administrative difficulties and inconvenience such as the occurrence of delay of 

international travel when we apply the recommended procedure of reading of vaccination 

result particularly for those passengers who are required to make a rapid departure 

due to urgent business or for those crew who have only a short stay at the ports. 

2. We do not think that there is enough scientific evidence in the point that 

the two simultaneous insertions would be better than the one -insertion method used at 

present, and therefore we feel that more convincing results of research should be 

obtained in this respect as soon as possible. 

3. We feel it is essential for WHO to arrange for a system under which it 

could exercise constant watch in ensuring potency of smallpox vaccines which will be 

used by different countries. 

4. We think there should be an ample period set aside before the proposed 

amendments may be put into force in order that the vaccinators, health authorities 

and other parties concerned may be fully familiarized with the new procedure." 
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Kenya. ". . . I am in agreement with the proposed amendments to Appendix 4 of the 

International Sanitary Regulations." 

Republic of Korea. "Regarding your C.L.29.1964 concerning amendments. Appendix 4 ISR 

on smallpox Korean. Government agrees to the proposed amendments." 

Kuwait. ". . . We wish to confirm that we approve the proposed amendments." 

Laos. ". . = The Royal Government has no comment to make on the proposed amendments 

to Appendix 4 of the Internation al Sanitary Regulations. " 

Lebanon. ". . . I`am entirely in agreement with the recommendations ' of the Committee . 
on International Quarantine to the effect that international certificates of vaccínatioэ 

and revaccination against smallpox should be issued under the responsibility of 

competent health-administrations so that these latter may ensure that sufficiently 

potent vaccines (especially the freeze -dried type), on which the success of vaccination 

depends, are used. 

As to the method of giving two inoculations when reaction to the first is 

. negative, this would be difficult to apply in practice since in my view it would cause 

great delays in international travel if travellers were held up for a second inocula- 

tion in order to obtain a hypothetical better reaction. This question should there- 

fore be studied more thoroughly by a competent Expert Committee before any final 

decision is taken so that any agreement concerning an amendment may be unanimous. '+... 

Lib,ya,: ". The Libyan Competent Authorities have decided to accept these 

amendments and they have no comments on them." 

Luxembourg. ", . The value of the International Certificate of Vaccination 

against Smallpox is a matter of concern to this health administration, and -any measure 

such as recording the results of revaccinations, which would aim at ensuring its 

reliability would be most welcome." 

P'Iadagascar. ". The new drafting of the International Certificate of Vaccination 

or Revaccination against Smallpox has my approval." 

I 
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Malaysia. ". . . I have studied the proposed amendments very closely and consider 

that in view of the administrative difficulties and technical problems that would 

arise, particularly with regard to those proposals involving the second inoculation 

and multiple inoculations if accepted, it will be impractical for these proposed 

amendments to be effectively carried out. 

Much is being done in many countries to improve the potency of smallpox vaccine. 

Health authorities in this country are aware of their responsibilities as regards • travellers proceeding on international voyages and are ensuring that vaccination 
certificates for international travel are properly completed and that the travellers 

are actually vaccinated. The smallpox vaccine produced and used in this country is 

tested by the Institute for Medical Research, Kuala Lumpur. The vaccination 

certificates are signed and stamped by a responsible medical officer or health office 

in the service of the Government or Municipality. 

I consider that the present Appendix 4 (International Certificate of Vaccination 

or Revaccination against Smallpox) of the International Sanitary Regulations could be 

improved slightly by amending the certificate to read as follows: 

'The validity of this certificate shall extend for a period of 3 years, 

beginning 8 days after the inoculation of vaccine resulting in a successful 

primary vaccination or, in the event of a revaccination, on the date of 

that revaccination.'" 

Mali. ". . . In my view, since the vaccinal virus, like the smallpox virus itself, 

makes an aggressive attack on the human organism, cases of smallpox can only, 

practically speaking, be introduced by revaccinated persons if the revaccination has 

been effected with an inactive vaccine, or if the administration technique has been 

defective, or if the certificate issued was obtained as a favour. 

Furthermore, the proposed Regulation is relatively complicated, liable to be 

carelessly read and badly applied by over -worked practitioners - which would lead to 

errors and even be dangerous. Moreover, I do not feel that compulsory notification 

by the physician of the result of revaccination would reduce the risk of 'favour' 

certificates but on the contrary, apart from deliberate connivance, when pressure is 

brought to bear by a client who is anxious to finish as quickly as possible with this 
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formality, or who is on the point of departure, or when the physician himself is 

anxious to deal quickly with a matter of no interest, he will not hesitate - wit1 a 

clear conscience even if he is not complying with the Regulations - to give the 

required certificate. On the other hand; he will be disinclined to apply double 

inoculation, which is by no means without risk to persons with no immunity. In 

practice, therefore, it would often be still the present Regulations which would be 

applied under cover of certificates not strictly reflecting the true situation. 

I am therefore not in favour of the proposed amendment since in my view it would 

cause new complications and confusion without providing any certain and absolute 

advantage. I would, however, suggest that another amendment be proposed stipulating 

that anti- smallpox vaccinations, unlike those for yellow- fever, must be carried out 

by duly qualified bodies or at least by physicians recognized for their special 

competence and with official obligations. Appropriate measures should also be 

adopted to ensure strict control of the potency of vaccines on the market." 

Mauritania. ". . . In the Islamic Republic of Mauritania, a vast country whose 

population is to a very large extent nomadic, it is almost impossible to subject 

persons undergoing anti -smallpox vaccination to several examinations. It would 

therefore be technically and materially impossible for the Public Health Service, 

in connexion with revaccination, to give a second inoculation if the first did not 

take. 

The principal effort should be concentrated upon ensuring that the institutes 

supply an active freeze -dried vaccine. If this condition were fulfilled, it would 

ipso facto eliminate the need to give two separate inoculations. If it is impossible 

in a short time to obtain an active vaccine, the only practical method of revaccination 

in our territory would seem to be double inoculation at the time of vaccination - with 

reservations as to the pathological accidents which would always be possible, and as 

to the biological proof of greater immunity being conferred. 

In this case, the International Certificate of Vaccination could be amended and 

carry the indication: 'two inoculation'." 
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Mauritius being a country where smallpox is non- existent since a 

long time ago and where successful primary vaccination is compulsory before .a child is 

six months old, we consider that the proposed amendments will go a long way under 

present circumstances towards the protection of population from the dangers of imported 

smallpox. The recommendations will more than likely increase smallpox immunity 

among travellers. 

The new proposals may cause some inconvenience and delay to the traveller, but 

they undoubtedly represent an improvement on the existing procedure." 

Mexico. ". . . We are anxious about the existence of smallpox in many countries of 

the world and especially in those of the American Continent and, in our view, 

eradication of the disease is the only absolute solution of the problem since, for as 

long as it exists in some countries, there will always be the danger of its reintro- 

duction into lands from which it has for a long time been eradicated. 

In regard to the shortcomings in the application of the rules for the Inter- 

national Certificate of Vaccination, as, for example the use of low potency vaccines 

or of deficient administration techniques, or the issue of vaccination certificates 

by non -official medical practitioners, we believe these difficulties can 'be overcome 

by practical measures which will not cause the loss of time and the inconvenience to 

travellers which triple inoculation would involve. 

The technique of the single inoculation as applied in Mexico has made it possible 

to obtain a satisfactory level of collective and individual immunity - as proved 

respectively by the achievement of smallpox eradication in our national territory, 

and by the fact that among the health workers who vaccinated the inhabitants of 

endemo -epidemic zones and the nursing staff who were responsible for the assembly of 

patients - all workers who were vaccinated by the above -mentioned single inoculation 

method - there was not a single case of smallpox, in spite of direct contact with 

patients over the many years during which the disease was present in this country. 

In regard to revaccination reactions, the accelerated reaction is accepted as 

a sign of partial immunity, which is reactivated by the vaccine and has a duration 

of three years; on the other hand, there is considerable discussion as to whether 
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immediate or immune reaction is or is not to be considered as an indication of 

definite immunity, In this latter case - on the assumption that thé reaction is 

the result of vaccination with an active lymph by an adequate technique - the immunity 

will be of variable duration; consequently, International - Certificates of Vaccination 

issued to persons with this type of reaction will be valid in general for one year, 

whereas Certificates issued to persons with the accelerated rèaction are valid for 

three years,. 

Our experience in the campaign for the eradication of smallpox in Mexico, 

together with the vaccination programmes by means of which we have kept the country 

free of the disease for the past 12 years, leads ús to the conclusion that the 

following points are basic for the control of the disease: 

(1) Vaccination should be by a single inoculation with a highly potent, 

freeze -dried or glycerinated lymph, the degree of potency to be tested in the 

laboratory and in the field, 

(2) International Certificates of Vaccination should be issued under the 

direct and exclusive responsibility of specially appointed health authorities. 

(3) Joint international action should be taken for the eradication of the 

disease in countries where it still persists -" 

Netherlands. "1. As a result of the proposed amendment the vaccination 

requirements will not easily be understood by non -experts. I can imagine that 

vaccination physicians may encounter severe difficulties with the interpretation of 

the proposed text of Appendix 4. Of course, if the proposed amendments were adopted 

an explanatory note could be sent to the relative physicians, but even then it will 

be difficult. 

2. Apart from the wording, the following observations seem pertinent as to the effect 

of the amendments: quite acceptable modification of the text relative to the 

validity of a certificate for a primary vaccination excepted, the proposed amendments 

amount to the following: 
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(i) A person vaccinated more than five years ago has to see the physician for 

a reading of his revaccination. In case of a major reaction the validity of the 

certificate begins on the day of the reading (at least six days after 

revaccination). If no major reaction is found the physician will administer a 

repeat- vaccination. In such case the validity of the certificate will take 

effect on the day of this repeat -vaccination, if administered within 30 days of 

the first revaccination. 

(ii) When a person was vaccinated within the previous five years his certificate 

becomes valid on the day of the revaccination, provided the vaccinating 

physician gives two scarifications simultaneously. 

This five -year period is a novum and is nowhere motivated. The advantage of 

administering two scarifications is also problematic. All in all, this regulation 

bears the marks of a compromise. In itself this is not very serious and can hardly 

be avoided since a compromise is proper to international regulations and specially 

so to the present case in which the interests of health care and those of international 

traffic à priori clash: I have hesitations to this compromise because it is too 

complicated. In order to simplify matters, I submit the following suggestions: 

(a) If a person holding a valid certificate of vaccination against smallpox is 

revaccinated within the fixed time of validity (three years), no control will be 

required and everything remains unchanged. 

(b) If a person is not in possession of a valid certificate, whether he 

possesses no certificate at all or its time of validity has expired, his 

revaccination will have to be checked and the validity of his certificate will 

take effect after such checking as mentioned above, under 1. The three -year 

period has gradually been accepted generally and it seems useful to stick to it, 

unless strong arguments in support of another fixed time can be advanced. Since 

I do not know of any good arguments for a period of five years, I prefer three 

years. 
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Such a regulation will also promote revaccination within three years and, 

consequently, will be to the benefit of immunity. Moreover, it is in line with the 

recommendations of the first Report of the Expert Committee on Smallpox to have groups 

at special risk inoculated at least once within three years. 

I am not in favour of a recommendation in regard to vaccination techniques. 

They are partly superfluous (as in this country) and partly they would militate 

against techniques which are also acceptable such as the multiple pressure methods. 

It cannot be denied that the proposed amendments to Appendix 4 may result in 

somewhat better insight in the state of immunity of travellers, but it is an open 

question whether this somewhat better insight justifies a heavier burden on passenger 

traffic. 

As you will have observed from the above, we are not quite convinced of the 

desirability of accepting the proposed amendments. In fact, we would prefer an 

alternative proposal that would enhance the simplification of the implementation of 

the relevant International Sanitary Regulation." 

New Zealand. "Although there may seem to be a need for making the International 

Certificate of Vaccination or Revaccination against Smallpox a more reliable 

indication of the traveller's immunity, the matter must be considered in all its 

manifold aspects, as the suggested amendment might well fail to achieve its 

intended purpose. 

When the International Sanitary Regulations were drawn up in 1951 the members 

of the committee concerned made it their aim to facilitate international travel as 

much as possible, and to reduce the restrictions then in force to the greatest extent 

• compatible with a reasonable measure of safety against the introduction of any of the 

quarantinable diseases. Absolute security against the introduction of a disease is 

incompatible with reasonable freedom for international travellers and for their 

transporters. One of the measures taken towards the latter end was a relaxation 

concerning the vaccination certificate then in existence. The requirement for 

examination after revaccination was removed, and the certificate became valid from 

the date of such revaccination. 
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The introduction of smallpox on a number of occasions in recent years into 

smallpox -free countries has led to the suggestion that the requirements for certificates 

of revaccination should if practicable be improved. At first sight such proposals 

may appear reasonable, but they must be carefully examined as in practice they may 

have an effect contrary to what is intended. 

The reasons why some certificates of revaccination suggest a degree of immunity 

that does not in fact exist would seem to be one or more of the following: 

. (1) the use of non -potent. (dead) vaccine; 

(2) the use of low potency vaccine relative to partial residual immunity; 

(з) the giving of bogus certificates. 

It is, therefore, necessary to compromise between what is scientifically sound 

and what is practical and desired by the traveller who in particular should, if 

possible, be able to get a certificate without waiting. 

(1) The present procedure of revaccination allows •a single insertion which is not 

read. 

(2) The Smallpox Committee in its report'ás drafted (1964) recomménded: 

(a) revaccination with three sites and not read, in the case of a person who 

10 has evidence of a successful primary vaccination. This procedure would increase 

the chance of take without delaying the traveller or 

(b) revaccination at one site. This to be read at six to eight days and if 

a major reaction, a certificate of success is given. If equivocal or doubtful, 

a revaccination is repeated with three sites and not read (within one month). 

In the second procedure the elderly person who may not have been revaccinated 

for many years, and is not in a hurry, is spared the possibility of three primary 

type takes if procedure (a) is fбllowed in all cases. 

(З) The procedure recommended to the General Assembly (apparently the recommendation 

of the Quarantine Committee) in 1964 was for revaccination procedure (a), revaccinate 

on one site, read at six to eight days if equivocal repeat and preferably more than 

one inoculation should be made. If two inoculations were used a second reading, 

though desirable, was not essential'. 
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Under procedure (b) the recommendation was: In the case of those known to be 

vaccinated or revaccinated within the previous five years, it would be technically 

acceptable to give three inoculations of a potent vaccine at the same time.. This 

procedure must, however, be reserved for those who present evidence that they have 

had: 

(i) a successful primary vaccination; or 

(ii) a successful revaccination; or 

(iii) a revaccination, the result of which is not recorded as successful. 

Persons in this last category, however, may have a severe reaction from the 

three inoculations if the previous revaccination failed to raise the immunity. 

Although the differences in the recommendations for procedure (3)(a) are slight 

and allow a little more latitude to the operator, the recommendations for procedure 

(3)(b) are much more restrictive in being only applicable to persons who have been 

successfully vaccinated or revaccinated within five years. All otrier persons would 

have to wait six to eight days to get a revaccination certificate. The basis of the 

'evidence that they have had' a successful revaccination is not stated but one could 

not accept the present revaccination certificate as it does not record the result and 

revaccination frequently leaves no certain scar. . 

The giving of bogus certificates would almost certainly increase under the 

proposed new requirements. Many businessmen and others have to travel at short 

notice, and the inevitable extra delay of several days would certainly result in a 

greater demand for a pseudo -certificate. In some countries there will always be 

people willing to oblige. 

It would seem very doubtful whether the proposed amendment to the vaccination 

certificate would achieve its purpose. 

Regard is further taken of the first report of the WHO Expert Committee on 

Smallpox (Technical Report Series No. 283), wherein some recognition is made (if not 

in so many words) in the last paragraph on page 29 of the English text of those who 

travel regularly and for whom delays would be burdensome. A technically acceptable 

alternative as there described for revaccination would be three insertions of vaccine 

at one time without being read. 
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The procedure outlined under (2) above would significantly reduce the possibility 

of travellers without immunity, without impeding international travel, and would be 

capable of practical interpretation by doctors in all parts of the world. 

Accordingly, we would favour an alteration in the form and procedure of revaccina- 

tion to provide alternative forms of revaccination (a) with reading (b) without reading, 

as demonstrated in the attached proposal for revision of the International Certificate. 

Instructions re completion of certificate 

Anу consequential alteration tithe instructions depends entirely on a decision 

on revaccination procedure. At present the instructions, in both English and French, 

are treated as part of the International Certificate and must be included thereon. 

As these are for the guidance of the medical practitioner performing the 

vaccination, there appears to be no need for the instruction to be other than in his 

language, providing it is an accurate translation of the instruction as shown in 

Appendix 4, International Sanitary Regulations. 

The certificate itself would continue toi be in both English and French, which is 

available to the officer of the health authority demanding production of the certificate 

Further, with an amendment to the revaccination portion of the certificate, and 

the likelihood of further lengthy instructions, the time has come when, providing the 

instruction is printed along with the certificate, it should be permissible to use 

another portion of the document if this is more convenient. 

In summarizing, it is considered that the instruction should be permitted to be 

printed anywhere convenient on the certificate and in one language only. 

Advice to doctors 

It is clearly impossible to summarize on' such certificate: all the advice which 

should be emphasized to the vaccinator. . 

For these reasons, health administrators should be encouraged to produce appropriate 

instructions (or advice) to supplement the instruction on the certificate. An example 

is given in H -Q.1 prepared for medical practitioners, a copy of which is enclosed. 

Paragraph 8.1.2 deals with revaccinatión (under-the present International Sanitary 

Regulations). 



= INTERNATIONAL CERTIFICATE OF VACCINATION OR REVACCINATION AGAINST SMALLPDX 

Primary vaccination entries to conform with Appendix 4 of the International Sanitary Regulations but 

substitute the following for revaccination: 

Revaccination technique (A) 

(a) (a) performed single site 

effectuee 

(a) 

(b) read as successful (6th -8th day) 

prise 

(b) (b) 

(c) repeat revaccination (2 sites) within 

one month 

(c) (c) 

Revaccination technique (B) 

(a) (a) performed three sites 

effectuee 

(a) 

- 

Procedure (A) is recommended particularly when primary vaccination or revaccination has not been done 

for many years. Success is limited to the presence of a typical Jennerian vesicle after primary 

vaccination or presence of vesicular or pustular lesion or an area of definite palpable induration or 

congestion surrounding a central lesion which may be a scab or ulcer on examination six to eight days 

after revaccination. The validity of this certificate shall extend for a period of three years begin- 

ning eight days after the date of a successful primary vaccination. After revaccination, on the date 

it is read as successful or repeated if single site technique (A) has been used; where multiple site 

technique (B) has been used on the date of that revaccination. 
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,-... ._: , :. EY�TRACT гнoM . _: 

"IlNMUNIZATION 2NFORMATION FQR INTERNATIONAL TRAVELи 
. 

� : 

�ОсцмЕNТ N0: H-Q.1 
. : 

8,1.2. RÉiTACCÏNATION 

When revaccination is requested only a. definite visible scar should be accepted as 

evidence of. successful:.primary vaccination. If a scar cannot.be'fond, is too; 

indefinite for - certainty or cannot be distinguished from a BCG scar,. then it should 

be discounted and the procedure-- fо primary_ vaccination followed. Where a person is' • travelling to,.or through a low -risk area a.- ,single insertion is given as for.primary =. 

vaccination. 
. 
If the interval, since primary vaccination or the last revaccination 

is short, an allergic,. reaction may follow with erythema,. -a small papule and- slight' 

itching within 24+ to.,48 hours, fading rapidly so that on the-' eighth day little or- 

noth g can be seen. If the. residual immunity is less, a,definit.e'-ves:icle may- 

develop by the fourth or fifth day, smaller and more superficial than with a primary: 

vaccination and.drying.up by the eighth day... if the residual immunity is:sl'ight or 

absent; a: primary, type.- vesicle. little different from a- primary vaccination will ocсur 

with maximum effect about. -the -ninth: or tenth. day sometimes severe local or 

general reaction. A scar will result but it is usually more superficial than that 

of a primary vaccination. Although common in persons vaccinated 20 years or more 

before, this type-of reaction sometimes ocëurs a short time after a successful primary 

vaccination and it is not uncommon in persons who have had a number of revaccination 

attempts at three•- yearly intervals presumably without immunity response. 

The lack. of means of differentiating the -early allergic response which can also 

be obtained, with killed vaccine from a similar reaction, where virus growth has. 

occurred and immunity stimulated, has .led _-WHO to allow revacсination. to be certified 

without reading the result. The traveller's safety, however, d.epends.on his previous 

immunity and conscientious and effective performance of revaccination by his doctor. 

The revaccination certificate can be given straight away, which is of great value to 

the traveller in a hurry. 
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A person who is going to stay in India, Pakistan, Burma and East and West African 

countries where smallpox is a considerable risk requires something more than a valid 

certificate. If the person has to leave immediately, revaccination should be done 

with three minimal inlItertions about two inches apart. This will reduce the chance of 

failure. If there is time, and the person has been vaccinated or revaccinated within 

three to five years, revaccination should be done with three insertions as before and 

the result should be read at-'the eighth dray when one or more may be seen to have 

taken. . 
If the interval since the last vaccination or revaccination is longer and 

time is available, then a single revaccination can be done and read on the eighth 

day and, if it is negative, a further three -insertion revaccination is done. This 

may be considered unnecessary but it does avoid the middle -aged or elderly obese 

person from having three primary- type takes from a revaccination.. It cannot be 

over -emphasized that if a person is going to live or work in a high -risk area then 

one should not be afraid of doing too many revaccinations rather than too few. If 

they are done in this order, the person can he spared unnecessary discomfort. The 

procedure is not followed with all revaccinations, simply because compromise is 

necessary in the case of persons travelling in areas of negligible risk. It is 

always advisable, however, to warn the traveller that close contact in a high -risk 

area warrants further revaccination even if the certificate is still valid." 

Niger. ". . . 

(1) Considering the serious risk of international transmission of smallpox 

by international travellers; 

(2) Considering the danger constituted by the presence of smallpox in the 

Republic of Niger which is an endemic zone with considerable traffic; 

(3) Considering that there is a need to protect the whole of our population 

permanently against cases which may be imported; 

(4) Considering that it is absolutely necessary to ensure effective control 

of the vaccines used and of the validity of the anti -smallpox vaccination 

certificates; 
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(5) Considering that we are also anxious to find and adopt all procedures 

liable to increase protection against smallpox and to confer maximum protection 

upon our people, 

We approve without reservation the recommendations contained in the Twelfth 

Report of the Committee on International Quarantine, 

We accept without reservation the amendments proposed by the said Committee to 

Annex 4 of the International Sanitary Regulations concerning vaccination and revacci- 

nation against smallpox in accordance with the indications given in Section 77 of the 

Twelfth Report of the Committee on International Quarantine, 

We agree in principle to the reading of the results of vaccination between the 

sixth and eighth days - particularly since this has been the practice in Niger since 

1963, since when 1 006 869 anti- smallpox vaccinations have been performed, with 

88 per cent. success, 

We also accept the principle of two simultaneous vaccinations at 2 -3 cm distance 

in case of doubtful reactions, 

Finally, we are in complete agreement with Dr Aldea (Romania) on the subject of 

the clause to prevent persons from an infected local area leaving the country until 

the competent authority (Administration of the "Great Endemics" Service, Pasteur 

Institute, Hospital Laboratory) has decided that the vaccination has been effective, 

that is to say, that it has produced a major reaction." 

Norway. ". . . In my opinion, countries free of smallpox have their best protection 

against this disease through a high coverage of the native population by a well - 

established potent vaccine. The quarantine regulations are of secondary importance 

for these countries, and of rather limited value. 

On this background I feel that the proposed amendments to the Regulations on 

revaccination are far too complicated and will be administratively impracticable when 

we consider the steadily increasing international traffic. 

I should prefer that the wording with regard to revaccination is left 

unchanged . . ." 
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Philippines. ". . . 

(a). The Bureau of Quarantine is in complete accord with the definitions 

contained in the First Report of the Expert Committee on Smallpox. 

(b) With reference to the recommendations regarding the validity of a 

smallpox vaccination certificate proposed by the Committee on International_ 

Quarantine in its Twelfth Report, this Office believed that adoption of the 

recommendation stipulated in paragraph A will cause impediments to the 

facilitation of international travel. In view of this, it is respectfully 

recommended that this Government should propose a reservation to the effect 

that the recommendation contained in paragraph B should be adopted instead. 

The aforesaid paragraph B is quoted as follows: 

'On the date of two inoculations at the same time when the vaccinator 

is satisfied that a revaccination or a successful primary vaccination 

has been performed within the previous five years.'" 

Poland. "In the course of cornbatin;_ the epidemic,I considerable difficulties 

were encountered owing to the fact that no information about the effect of revaccï -- 

nations was given in the international certificates of vaccination. Therefore, I 

propose to take., into consideration the possibility, of making obligatory both the 

control of revaccination effects and the relevant entries in the international ce�ti -• 

ficates of vaccination. This was recommended by the Polish delegation during 

discussions in the Programme and Budget Committee at the Seventeenth World Health 

Assembly." 

(Extract from Annual Report. Reply to C.L. gave no comments,) 

Qatar. ". . As regards the amendments proposed in the section of revaccination 

I agree with the comments submitted by Dr Terry (United States of America) and 

Dr Darai (Iran). 

The subjebt as a whole needs further study before coming to a final decision," 

1 
Epidemic of smallpox in Poland, Nay-August. l96. 



А18 /P &в /б 
page 35 

Annex A 

Romania. ". . . With regard to revaccination, we favour the procedure indicated 

under (a) and the elimination of the alternative :iгnder (b)." 

Sierra Leone. "._. . The Ministry óf Неаlth, supports the proposed amendments." 

Southern Rhodesian ". The'Góvernment is in favour of the proposed amendments 

in the form presented in the Twelfth Report of the Committee on International.. 

Quarantine." 

Spain. 

"А. General remarks' 

1, In making certain vaccinations compulsory (aттong other prophylactic measures), 

and in particular anti- smallpox vaccination, the only aim of the International 

Sanitary Regulations is to protect the health of countries which are free from small- 

pox and to prevent them from becoming infected while at the same time bearing in mind 

that the measures applied must not unduly interfere with. international traffic which 

is becoming more and more intense. . 

2. In view of the fact that the above -mentioned International Sanitary Regulations 

came into effect in 1951, it is obvious that the Quarantine Service and the World 

Health Organization itself have, through the reports of the Committee on International 

Quarantine, acquired sufficient experience to make them aware. of the important gaps 

I/ in the system established, and of the technical and administrative factors which help 

to produce the said gaps. Incur view, the experience in question is not reflected 

in the documents referred to above.; 

В' Examination of thé factors responsible for the present,. situation and of the 
applicable measures 

In the interests of brevity, and because detailed examination of the factors 

determining the present situation is. felt tó be unnecessary since they are well known, 

we will confine ourselves to, mentioning' the measures which could be adopted or, at 

least, considered. For the sake. of:cla.rity, these measures are grouped as follows. 
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B,l Technical measures 

1.1 Quality of vaccine. The technique of preparing the vaccine should be studied 

(dermovaccine, neurovaccine, egg vaccine, etc.), and the method considered to be the 

best should be recommended; the conditions to be fulfilled in laboratories producing 

vaccine should also be fixed. 

1.2 Conservation. From this point of view also, a choice should be made between 

glycerinated, dried and freeze -dried lymphs. 

1.3 Technique for administration of the vaccine. The usual scarification method 

is known to have considerable disadvantages from the point of view of the technique 

itself and also because the vaccinal lymph can easily be rubbed off by clothing if 

the precaution of waiting a few minutes is not taken. Moreoüer, this is sometimes 

done deliberately by persons who do not wish to be vaccinated, who fear the reaction, 

etc. 

None of these disadvantages - which are important in practice (in mass vacci- 

nation or vaccination of large communities) -- will be mitigated by multiple scarifi- 

cation. 

It has been proposed that two simultaneous inoculations at 2 -3 cm distance be 

applied. There are those who believe that additional inoculations will increase the 

probability of strengthened immunity. 

On the contrary, many experts are convinced (on the basis of study of cases in 

which serious vaccinal reactions have occurred) that simultaneous inoculations 

considerably increase the risk of such serious reactions without providing any 

guarantee of strengthened immunity. 

` In these circumstances, the Expert Committee should study the question very 

carefully, but not on the basis of a resolution such as that proposed. The problem 

is a genuinely technical one which can only be approached from the technical angle. 

What is needed is an attempt to find a technique (pressure, intradermal, subcutaneous 

injection, etc.) which would make it possible to abandon the scarification method. 
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1.4 Vaccination control. While it is sometimes difficult to get the public to 

accept vaccination, far greater difficulty is experienced in persuading people to 

return far control of the results. 

This aspect of the question cannot be ignored, particularly in view of the close 

relationship between public health and social medicine. To ignore this difficulty 

would be merely to increase the number of "favour" certificates. 

As already mentioned, we are confronted with a technical problem which cannot be 

solved by administrative methods; if the technical difficulty could be overcome 

(procedure mentioned above or some other), control would be unnecessary. Until this 

is achieved, it is obvious that, without any modification of the vaccination 

certificate or of the ISR, WHO is entitled to remind health administrations': 

(a) that a vaccination certificate is not a document to the effect that 

vaccination has been administered but to the effect that the holder has been 

effectively vaccinated, that is, immunized, against smallpox; . 

(b) that, therefore, any health administration which issues such a certificate 

is responsible for ensuring that immunization has been achieved; 

(c) that, consequently, it is forthe national health administration to take 

the necessary steps (internal measures we might say) and adopt the necessary 

. administrative procedures to avoid the issuing of certificates which do not 

meet with what is undoubtedly the ISR requirement. 

B.2 Administrative measures 

2.1 Issue of certificates. Our criteria are as follows: 

(a) health administrations must be responsible; 

(b) certificates can be issued only by medical officers attached to such 

administrtions; 

(c) there is only one official form of certificate, and it corresponds 

exactly to that published in the International Sanitary Regulations; 
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(d) air lines, travel agencies, shipping companies, etc. are not, authorized 

to use certificates prepared by them; 

(e) health services in ports and at land and air frontiers must withdraw any 
.0 

certificate which does not meet the conditions mentioned and apply to their 

holders the appropriate quarantine measures. 

2.2 Epidemiological notification 

(a) The..ISR is an adequate instrument and it is sufficient to ensure compliance 

with the Regulations; 

(b) if notification were made direct by the health authorities in cerrtain 

ports And airports, it would mean that the WHO Quarantine Service would receive 

a great deal of mistaken information (which it would be difficult to check later) 

as well as double and often triple notifications which would create confusion 

and impose a great deal of unnecessary and bureaucratic.work. -upon central health 

administrations in the various countries. 

B.3 Mixed measures.. Here we refer to measures which cover technical and admini- 

strative aspects or which aim at solving a technical problem by administrative means 

and vice versa, The first must be rejected because they create confusion, and the 

second because they are inoperative. 

3.1 The Committee's proposal may.certainly be termed a 'mixed measure' in the 

second sense and its ineffectiveness (in relation to the aim to be achieved), is 

evident: 

(a) because it will not improve the potency of anti -smallpox vaccines in use 

if they are not already adequate; and 

(b) because if inactive or insufficiently active vaccines are being used, it 

cannot be admitted that multiplication of inoculations will increase the number 

of effectively immunized persons. 
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C. Conclusions 

From the foregoing it is to be concluded that the 'proposed changes will not 

improve the present situation but, on the contrary, merely increase administrative 

procedures and even complicate them still further by augmenting the number of 'favour' 

certificates. 

Although in our view this is already sufficient reason foг rejecting the 

proposal, we would nevertheless add the following: 

(a) The changes. referred to are contrary to the spirit,'. of the International 

Sanitary Regulations and would increase interference with international:.:traffic., 

(b) They are 'also contrary to the modern concept of health organization "which 

must rely less and less on a system of water -tight compartments formed by 

politi,gál frontiers which have little or nothing to do with epidemiological' . 

realities and lay more and more emphasis upon achieving an adequa;te'degree 

of immunity in the population and the environmental conditions (sanitation, 

absence of vectors, etc.) which are a guarantee against the. transmission.of 

quarantinable diseases and communicable diseases in general. . 

In : short, the continual intensification of inter-country relations, 

whatever the distances separating the various countries, makes it' imperative 

even if there were no other reason - for public health authorities to, be, 

inspired by a spirit of international solidarity. 

For all these reasons we are against any change in the model of the International 

Certificate of Vaccination in use to -day until the other methods referred to have been 

tried, that is: 

(i) the adoption of adequate administrative measures to ensure strict 

compliance with the ISR; 

(ii) studies for the purpose of improving smallpox vaccination techniques 

(production, conservation and administration)." 
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Sweden.. "The Swedish Committee on International Health Relations would like to refer 

to the statement made by the Swedish delegation at the Seventeenth World Health 

Assembly. 

The Committee requested the National Bacteriological Laboratory to give their 

opinion on the proposed amendment and the laboratory gave the following reply. 

The appropriate regulations should be:. 

(1) compulsory reading and recording of the result of revaccination; 

(2) performance of two or if possible three simultaneous vaccinations of individuals 

not reacting six days after a revaccination in the case they were earlier successfully 

primary or revaccinated within the last five years; 

(3) reading and recording of the vaccination of repeated vaccinations of individuals 

not successfully primary or revaccinated within the last five years." 

Switzerland. ". . . The Committee has admitted the principle of the control of 

revaccination and repetition of revaccination when the result is negative. This is 

an improvement which has our full approval. in the other hand, it seems to us that 

the essential value of the improvement would be lost if the proposal for double 

inoculation were adopted." 

Syria. "We suggest the following for revaccinations: 

(a) In cases of revaccinations after the lapse of three years' period, the 

validity of the certificate will commence from the day on which the result 

has been found: positive. But if the result is negative, revaccination is 

repeated for a second time at eight days' interval from the first revaccination, 

and the vaccination certificate is considered valid from the date of this second 

revaccination and for a period of three years, regardless to the fact that the 

result is positive or negative. 

(b) As regards simultaneous double vaccinations, we are of opinion that 

this is unnecessary. 
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The issue of international vaccination certificates in the Syrian Arab Republic 

is effected by the Ministry of Health. When a person obtains a certificate from a 

doctor, this certificate is kept by the responsible department in the Ministry of 

Health, and the person concerned is provided with an international certificate after 

confirmation of the vaccination. Vaccination may be repeated by the department 

concerned when there is a doubt as to the veracity of the certificate." 

United Republic of Tanzania. . ". . . As the possibility in this country of 

falsification of the certificate in question is very very remote, if not completely 

non -existent, the proposed amendment would appear to be unnecessary as far as this 

Government is concerned." 

Thailand. 

rt We agree to the general views of the United States of America delegation. 

2. We would like to suggest that every country ought to use dried smallpox vaccine 

for all passengers. WHO should provide its assistance for any country where the 

dried smallpcx vaccine is not available for such purpose. Moreover, attempts should 

be made so that the dried smallpox vaccine production will be at lower cost. 

З. The international certificate will be issued only by the national health authority. 

4. According to the United States of America delegations's proposal, we agree 

that the validity of the International Certificate of Vaccination or Revaccination 

against Sтаllрох shall extend for a period of three years beginning eight days after 

the inoculation resulting in a successful primary vaccination or, in the event of 

a revaccination, on the date of that revaccination." 

Togo. "... . It would not be desirable to change the Regulations immediately; 

instead, Member States should be asked to improve the manufacture of vaccines, 

qualitative control of vaccines and vaccination techniques, and to ensure that 

certificates are reliable. The reason for not making any change is that there would 

thus be no interference with international travel without some definite assurance of 

real progress in the world effort towards eradication of smallpox. However, basic 

and operational research should be organised for the elucidation of the points 

which are still obscure in our knowledge of smallpox and its prevention." 
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Union of Soviet Socialist Republics. ". . . The proposals of the Expert Committee 

on International Quarantine, particularly in regard to the establishment of new 

forms of International Certificate of Revaccination against Smallpox, are correct 

and meet the requirements of smallpox prevention on international journeys. 

We wish to make the following comments: 

(1) In order to ensure that the correct inoculation technique is used, 

vaccination should be carried out in each country by a restricted number 

of people who have been specially trained in smallpox vaccination. 

(2) Dried vaccine of high potency should be used. 

The batch of vaccine selected should give a 90 -100 per cent, take rate 

in primarily vaccinated children. 

(3) Not less than two inoculations should be given at one and the same 

time. 

(4) The results of the, inoculation should be read: 

(a) on the 6th to the 8th day, in the case of primary vaccination; 

(b) on the 6th day, in the case of revaccination. 

(5) Vaccination shall be considered successful if, on the 6th to the 8th day, 

a typical Jennerian vesicle has developed. 

Revaccination shall be considered as successful if, on the 6th day, 

a vesicle or pustule, or an area of infiltration discernible by palpation, 

or hyperaemia surrounding the scab or ulcer is found (major reaction). 

If the major reaction is absent the inoculation should be repeated on 

the 6th day. 

(6) The certificate shall be considered valid for three years: 

(a) in the case of revaccination, from the day of registration of the 

major reaction or, if there is no major reaction, from the day of 

registration of a successful repeat inoculation; 
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(b) in the case of primary vaccination from l4 days after the 

vaccination, taking into account the fact that antibodies begin 

to be found in the blood Only after 10 days have elapsed since 

the inoculation; 

(c) in the case of persons successfully vaccinated or revaccinated 

in the course of the previous three years and with documentary proof 

of that fact, from the moment of the carrying out of the two inoculations. 

(7) An article should be introduced into the International Sanitary Regulations 

obliging health authorities to permit departure from infected areas on the 6th day 

when a successful vaccination or revaccination is recorded." 

United Arab Republic. "We wish to convey to you the approval of this Ministry 

to the proposed amendment, provided that revaccination in respect of the United Arab 

Republic would be performed by two scarifications without one reading." 

United Kingdom. "The Government is in favour of thè amendments • , proposed by 

the Committee on International Quarantine . . .. These amendments would lead 

to increased smallpox immunity amongst travellers and would make the international 

certificate better evidence of ravaccination than the certificate at present in 

use." 

United States of America. 

"(1) Prevention of Smallpox Importations 

The premise for changing present international vaccination requirements is 

predicated upon the belief that, with the changes fewer importations of smallpox 

into non -endemic areas would occur. However, since no data pertaining to the 

circumstances of past introductions have been compiled by WHO, a definitive appraisal 

of the causes for failures in the present system of certification is not possible. 
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Intедѕјvе search through published and unpüblished document4"reveals that since 

1950i, there have 'been :'З& identifiable importation8 into ad-stet/a EUrope, North America, 

Australia ,and Hew Zealand,; if the з8 importations, over half were recorded by the 

United Kingdom. (13) and Germany (7). The area of origih 'of the smallpox was 

identified as South-East Asia for 21 of the 29 for which information was available. 

Little information, however, is available as to the vaccination status of the imported 

cases. Of 20 cases for which some information is available, 19 claimed vaccination 

within the preceding three years. However, data are not available as to the probablei 

potency or source of the vaccine used, the character of the cutaneous response, or, 

in mist instances, whether the vaccination represented primary vaccination (for which 

no change in vaócihation certification is proposed). In a number of the importation 

incidents, it was stated by authorities that they believedostenslay.:Azild 

certificates ma have been fraudulently issued; in other instances; it wa believed 

that impotent vaccine may have been used. ноwеvёг, almost гiоёоnfијmјngёvјdёnсе 

can be adduced from available records. 

-.,Itwould appear self-evident that if бhаеѕ are tб:ъёdе'in smallPóx 

certification requirements to reduce the frequency of importations, the changes should 

be directed sPecificaIly to correct the weaknesses in the preSeht system under which 

the importations occurred. There is presently no available evidence which wiuLd 

indicate that a change in the present system of vaccination certification,would 

serve to correct these deficiencies. 

• 

(2) Rationale for Appraisal of Cutaneous Reaction in Revaccinees 

It should be noted that, under current regulations validation of the vaccination 

certificates for primary vaccinees requires an assessment of the succeSS,of the 

procedure through appraisal of the cutaneous response. . The proposed change . n 

requirements would extend this requirement to include reyaoci.nated јn.vidua1s. 
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The cutaneous response :.following_revaccination may range from a mininial to nil 

reaction among highly immune individuals, to one which resembles a primary response 

in individuals whose immunity has waned. It has been demonstrated, however, that 

insertion of virus, inactivated by heat, can invoke, a response characterized by 

erythema and occasionally papular formation which may persist, for several days. 

During the first few days after vaccination, the response invoked by inactivated. 

vaccine and by live, potent vaccine may be identical. Persistence of erythema at 

the sixth day, however, is reasonably definitive evidence of active infection, i.e. 

virus replication. 

There is little question that appraisal of the response to vaccination at day 

six to eight is a sound procedure as a 'quality control' measure in medical practice. 

Undoubtedly, this should be encouraged as good medical practice. To make this 

mandatory as part of the quarantine regulations with the necessarily imposed time 

barriers to travel, etc., is, however, questionable. It is doubtful that it would 

provide solutions to what are believed by many to be the principal causes for past 

failures to prevent importations, specifically, usage of impotent vaccine and the 

issuance of fraudulent certificates. It may be anticipated that, in the former 

instance, the same physician who employed impotent vaccine in vaccination would 

evaluate the responses; observing the absence of a major reaction, he would, unless 

. particularly conscientious, reapply the same impotent vaccine, at the same time 

validating the certificate. 

In summary, the proposed change clearly errs on the side of caution at the cost 

of imposing an additional barrier to international travel. It could be expected 

to do little or nothing to correct the problem of fraudulent certificates and the 

use of impotent vaccines. Further this revaccination practice would militate against 

the voluntary effective vaccination procedures so widely used in certain countries. 
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(3) • Relative Efficacy of One as Opposed to Two Insertions of Vaccine 

For those vaccinated during the preceding five years, it has been proposed that 

the certificate become valid on the date that two vaccine insertions are made. Under 

the revised schema, this alternative plan would permit prompt validation of the 

certificate and would not require the frequent international traveller to visit his 

physician on two occasions each time that he wished to renew his certificate. 

Two insertions presumably would more certainly guarantee the success of the 

procedure. The five year limitation was proposed on the grounds that reactions to 

a double insertion of vaccine among those vaccinated more than five years before, 

would be unduly frequent and severe. 

Double insertion results in the implantation of twice as many virus particles 

at two sites. With vaccine of low potency such an increase might be of some 

significance in a few individuals. However, vaccines failing to meet international' 

standards often contain several logs less of virus than the standard preparations, 

in other words 1100 to 110 000 the number of virus particles found in properly 

constituted vaccines. To focus attention on the procedure of double insertion as 

a significant element in vaccination success seems to be a misplacement of emphasis. 

In studies of 300 volunteers, conducted by the Communicable Disease Center 

of the United States Public Health Service, revaccination was carried out on two 

groups. One received single insertions of dry vaccine of titer 1 x 108, the other 

two simultaneous insertions. Over 90 per cent. of the 300 developed major reactions 

by WHO criteria. There was no difference in frequency among those vaccinated less 

than 10 years before as opposed to those vaccinated more than 10 years previously. 

Antibody studies show that each of the two groups had titers greater than 1:102- in 

90 per cent, or more of the cases. (See the Annex to this document for a more 

complete presentation of these studies.) 

In summary, these studies provide good evidence that when a potent vaccine is 

used, there is no advantage to be gained from multiple insertions. 
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BEC OMNIENDATIONS 

1. The present requirements for revaccination certification for international 

travel should be retained unchanged. 

2. The government of each country should take the necessary steps to insure that 

the International Certificate of Vaccination or Revaccination against Smallpox provides 

assurance that live potent vaccine has been inserted into the skin of the bearer of 

such certificate at the time and place specified. 

з. Since the occurrence of smallpox importations is of great concern, in the 

application of the International Sanitary Regulations, the World Health Organization 

should request full details of each imported case from both the infected and the 

infecting countries. 

4. WHO should re- emphasize the importance of smallpox vaccination with proper 

technique and potent vaccine; Member States of WHO should be encouraged to produce 

and use lyophilized vaccine; full advantage should be taken of the WHO services for 

periodic testing of all vaccines. 

5. Countries fearing the introduction of smallpox should join with the World Health 

Organization in more aggressive action in its co- ordinated global eradication, thus 

eliminating the endemic foci from which reinfections come. 

Annex 

SINGTR VERSUS DOUBTR VACCINATION AGAINST SMALLPDX 

Purpose: (1) To determine whether two simultaneous insertions of vaccinia virus 

will produce a higher rate of 'major' takes on revaccination than a 

single insertion. 

(2) To further correlate the clinical results of vaccination with 

serological response. 

(з) To determine whether or not, the 'equivocal' response to revaccination 

is accompanied by a serological rise in titer to neutralizing antibodies 

against vaccinia. 
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Methods: (1) Adult male prisoners, aged 18 to 51, volunteered for vaccination. 

All were screened to eliminate those with: 

(a) Skin disease 

(b) Steroid therapy 

(с) A vaccination within the past 12 months 

(d) No previous vaccination scar 

(2) Volunteers were asked for the date of their last vaccination, 

their age, and race (Table 1). 

(3) The volunteers were matched for interval since last vaccination 

in years, and race, and assigned to two groups, those to be singly and 

those to be doubly vaccinated (Table 1). 

(4+) Consent forms were signed by all volunteers. 

(5) All vaccinations were done by a single vaccinator (DM) using a 

separate sterile needle for each patient, employing 50 pressures for 

each vaccination. Freeze -dried calf lymph smallpox vaccine was used 

(Wyeth Dryvax) after reconstitution on the spot. All vaccinations were 

done within two hours of vaccine reconstitution. The residual vaccine 

was frozen for later titration (by HW). 

(6) Sera were obtained from all.. volunteers immediately before vaccination. . 
For various reasons, nine of the 350 sera were either not obtained, 

lost, or unusable. 

(7) Photographs of the vaccinations were done immediately after 

vaccination. 

(8) All vaccinations were done on the same arm as the previous vaccination 

scar. Vaccinations were done approximately 5 cm from the previous scar, 

and double vaccinations were done approximately 5 cm from each other and 

equidistant from the old scar. 
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(9) Two criteria were followed in reading all vaccinations: 

WHO Criteria: 

'A successful revaccination`'is one which, on examination one 

week (six to eight days) later, shows a vesicular or pustular lesion 

or an area of definite palpable induration or congestion surrounding 

a central lesion, which may be a scab or ulcer. These reactions 

should be termed "major reactions ". All others should be termed. 

"equivocal reactions ".' 

CDC Smallpox Unit Criteria: 

The quantitative measurement shown by previous studies in this 

Unit .. ti ëgrrelate... best, with unequivocal...rises in neutralizing antibody. 

A reaction is equivocal if it does not consist of at least 100''йi2 of 

erythema surrounding a central lesion (scab, vesicle or pustule). 

(10) All vaccinations were read by WHO criteria on day four and day seven 

with photographs obtained simultaneously. The area of erythema and the 

area óf _v esiculation.( papulat ion).were.....me.sured... 
. 
Tbr.e.e observers..divided 

the readings, but each vaccination which was felt to be possibly equivocal 

rather than major was observed by all three observers, and agreement reached 

as to classification (Tables 2, 3, 4 and 5). 

(11) '- Photographs were obtaзnëd on day 1k. 

(12) A. s edne....'seruпΡi sample was obtained on day 28 from all patients to 

determine titer rises for neutralizing antibodies. Twenty sera were 

unobtainable, making a total of 29 volunteers without serological study. 

(13) Patients were closely observed for complications of vaccination, 

and there were none. 

(14) All l0 patients with no major reaction by WHO criteria were 

revaccinated on day. 28 and read after an additional. seven days. All again 

" displayed equiVCC l: reactions 

(15) The neutralizing antibody titers to vaccinia, far an arbitrary 

sample of approximately 15 per cent. of the sera are shown (Table 6). 
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TABLE 1. VOLUNЕRЅ DIVIDED INTO TWO STUDY GROUPS 
BY RACE AND INTERVAL . к0N РREVÎOUS VACCINATION 

Interval since 
Last Vaccination 

Single Vaccination Double Vaccination 

Negroes Whites Total Negroes Whites Total 

1 -6 years 5 22 27 5 22 27 

7 -10 years 6 31 37 7 28 35 

10 -20 years 29 23 52 29 29 58 

20 or greater 15 9 24 19 11 30 

Unknown 21 0 21 23 0 23 

Total 76 85 161 83 90 173 

TABLE 2. NEGROES 

Single Vaccination Double Vaccination 

WHO 
Criteria 

CDC Smallpox 
Unit 

Criteria 
Total Interval 

WHO Criteria 
CDC Smallpox Unit 

Criteria 

Equivocal Equivocal 
Both 

Equivocal 
One 

Equivocal 
Both 

Equivocal 
One 

Equivocal 

1 

0 

1 

1 

2 

2 

0 

1 

2 

2 

5 

6 

29 
1 

15! 

21 

i-6 years 

6-lo years 

10 -20 years 

20 years plus 

Unknown 

5 

7 

29 

19 

23 

2 

0 

3 

0 

0 

1 

2 

6 

3 

5 

1 

0 

5 

0 

1 

0 

3 

6 

3 

8 

5 7 76 Total result 83 5 17 7 20 
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TABLE 3. WHITES 

Single Vaccination - Double Vaccination . 

WHO 
CDC Smallpox 

CDC Smallpox Unit 
Criteria 

Unit WHO Criteria 
Criteria 

Criteria Total Interval 

Equivocal Equivocal 
Both One Both One 

Equivocal Equivocal Equivocal Equivocal 

0 0 22 1 -6 years 22 1 1 2 1 

1 2 31 7 -10 years 28 1 0 2 1 

0 ô 23 10 -20 years 29 0 1 0 1 

0 0 9 20 years plus 11 0 1 0 1 

0 0 0 Unknown 0 0 0 0 0 

1 2 85 Total result 90 2 3 4' 4 

TABLE 4. TOTAL (WHITE PLUS NEGRO) 

Single Vaccination Double Vaccination 

WHO 
Criteria 

CDC Smallpox 
Unit. 

Criteria 
Total Interval 

WHO Criteria 
CDC Smallpox Unit 

Criteria 

Equivocal Equivocal 
Both 

Equivocal 
One 

Equivocal 
Both 

Equivocal 
One 

Equivocal 

1 2 27 1 -6 years 27 2 

1 2 37 7-10 years 35 1 2 2 4 

52 10 -20 years 58 7 

1 24 20 years plus 30 k k 

2 2 21 Unknown 23 5 8 

б 161 Total result 173 7 -20 - 11 24 
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TABLE 5 

Total in Class Number 

(Both) 

Equivocal 

(Both) 
Equivocal Rate 

per 100 

WHO CDC /SP Unit WHO CDC /SP Unit 

Whites - single vaccination 85 1 2 1.2.. 2.3 

Whites - double vaccination 90 2 4 2.2 4.4 

Whites - Total 175 3 6 1.7 3.4 

Negroes - single vaccination 76 5 7 6.6 9.2 

Negroes - double vaccination 83 5 7 6.0 8.4 

Negroes - Total 159 10 14 6.3 8.8 

<10 year interval - single 64 2 4 3.1 6.2 

<10 year interval - double 62 4 5 6.5 8.1 

<10 year interval - Total 126 6 9 4.8 7.1 

>10 year interval - single 76 2 3 2.6 3.9 

>l0 year interval - double 88 3 5 3.4 5.7 

>10 year interval - Total 164 5 8 3.0 4.9 

Total - single 161 6 9 3.7 5.6 

Total - double 173 7 11 4.0 6.4 

Total 334 13 20 3.9 6.0 

Rate of equivocals is not significantly different between the single 

and double groups of any class or total, nor is it significantly different 
between intervals <10 years and >10 years. Each white group is signifi- 
cantly different from the corresponding negro group at the .05 level. 

The Chi -square for total negro versus total whites, using CDC Smallpox 
Unit criteria, is 5.06. 
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TABLE 6. SERОLOGICAL RESULTS 
SINGLE VERSUS DOUBLE INSERTION OF VACCINIA 

Single Insertion Double Insertion 

Number Percent Number Percent 

Number of patients run 30 35 

Four -fold rise* 18 60 21 бо 

Pre - vaccination titre >1024 4 13 5 14 

Pre -vaccination titre >256 5 17 7 20 

Four -fold rise plus those with 
27 90 33 94 post -vaccination titre >1024 

** 
No serological taken 3 10 2 6 

* 
The second sera were drawn 30 days after vaccination. 

-** 
Titres in these five patients were as follows: 

Single Insertions Double Insertions 

151 to 209 

162 to 501 
8 to 7 

256 to 490 
256 to 457 

Note: The titres observed are quite high, and titration was therefore 
stopped at a dilution of 11024. For this reason there is a group 
of patients who certainly have adequate protection against smallpox, 
but for whom it cannot be said that they had a four -fold rise in 
titre because their initial titres were greater than 1/256." 
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Upper Volta, _..... ". . . I have pleasure in approving the proposals made by the Committee 

on International Quarantine concerning the amendments -to the International Certificate 

of Vaccination against smallpox. The new provisions, in fact, constitute a step 

forward and appear to represent the best compromise obtainable at the present time." 

Western Samoa. The Western Samoаn authorities have given careful consideration 

to the proposed amendments and fully support them:,'.. 

Yugoslavia. "We have no objection to the amendments proposed as a whole and should 

like to let you know that in our opinion the adoption of the amendments would make 

another step forward in the efforts made in the control of smallpox in the world." 

Zambia. 

"1. The definitions 77, of the twelfth report of the Committee on-International 

Quarantine describe 'variola minor' (synonym -alastrin). 

I am extremely unhappy at the proposal that variola minor be recognized as a 

disease entity. The experience...of many years in smallpox endemic areas, shows that 

such a description is fallacious and not without its dangers. 

(a) The individual practit,ionervor even the health administration can be lulled 

into a sense of false security. Minor smallpox becomes synonymous with a minor 

outbreak. One has seen variola minor so called in the proper circumstances, 

become increasingly virulent and the. case fatality rate rapidly rises. 

(b) The presence of a second possible diagnosis, makes variola minor or 

alastrin, a diagnostic refuge for the inexperienced. The disease then becomes 

either 'chickenpox that looks like smallpox' or 'smallpox that looks like 

chickenpox'. 

If only one diagnosis is permissible, the inexperienced practitioner is 

either going to be doubly cautious in doubtful cases or will call on expert 

diagnostic advice. 

We fully accept the remainder of the definitions. 
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2. In respect of the proposals regarding the reading of results, we are in full 

agreement with the reading and recording o.f major reaction as defined after the 

sixth day, and with the ácceptanee of the validity of the certificate in respect of 

re- vaccination. 

We agree that the proposal to give two inoculations at the same time if re- 

vaccination or successful primary vaccination has been performed in the past five 

years, which proposal would allow a valid certificate to be issued, is a compromise 

only, and in the presence of faulty technique in particular, is not likely to give 

extra safeguards. Probably however, and on this advice would be needed, in the case 

of low potency vaccine the chances of successful reaction are enhanced. • That being 

so, we support. the proposals as offering some further protection. 

We agree with the reading and recording of primary reactions. 

We agree with the proposals to limit the number of persons who may vaccinate 

on behalf of government. This is strictly controlled in this country. 

None of these measures, of course, will guard against fraudulent certification. 

Surely fraudulent certification by a doctor is subject to disciplinary action by his 

governing body? 

We would have no objection if such were suspected or detected in the case of a 

traveller from another country to informing the health administration of that country 

and giving the necessary documentation to investigate. 

As a final point, we do not believe that re- vaccination at two sites at the same 

time will cause undue reaction if in the case of re- vaccination." 
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РROРOSED AMENDMENT TO APPENDIX 4 
OF THE INTERNATIONAL SANITARY REGULATIONS 

EXTRACTS FROM REPLIES OF GOVERNMENTS TO C�Li29 of 28 JULY 1964 

Since 8 February 1965, the following replies have been received: 

Malawi. ". . The views of this Ministry on the proposed amendments to 

Appendix 4 of the International Sanitary Regulations: International Certificate 

of Vaccination or Revaccination against Smallpox (resolution WEA17.42) are in 

agreement with the draft resolution proposed." 

Pakistan. "Reference your 0.L.29 concerning possible amendment smallpox vaccination 

certificate for consideration quarantine committee stop Pakistan Government agree 

to the recommendations of international quarantine committee." 

• 
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SMALLPDX VACCINE _TRIALS 

In May 1964 the Seventeenth World Health Assembly adopted resolution WHA17.42 

deferring consideration of the amendments proposed by the Committee.on International 

Quarantine to Appendix 4 of the International Sanitary Regulations (International 

Certificate of Vaccination or Revaccination against Smallpox). 

In order to find out to what extent the changes proposed to be introduced in the 

procedure of revaccination of international travellers would increase the number of 

positive "takes ", plans were prepared for vaccination studies to be undertaken in 

different parts of the world. These consisted in comparative trials on the success 

rate of repeat revaccinations carried out one week after an unsuccessful attempt at 

revaccination and on the success rate of the second of two insertions of vaccine made 

in the same arm at the same time when the first insertion is negative. These 

comparative trials were to be carried out using both freeze -dried vaccine and liquid 

lymph vaccine. 

Particulars with details of both types of trials are presented on pages 3 to 8. 

Public health officers especially concerned with the smallpox problems in 

different countries were asked to participate in these trials. 

Results have now been received from India, the United States of America and the 

Medical Services of the United Nations in Geneva. These results have been analysed 

by the Health Statistics Division and are summarized in Tables 1 and 2. 

Results of Trial I 

The success rate of the first revaccination was greater than 80 per cent, with the 

freeze -dried vaccine whilst the rate with the liquid vaccine was always lower. The 

repeat revaccination of those with unsuccessful results at the first attempt 

contributed to an increase of 1 -6 per cent, in the over -all success rate (Table 1). 
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Results of Trial II 

The success rate from the first insertion alone ranged from 58.5 per cent. to 

91.2 per cent, when freeze -dried vaccine was used and from 1,0 per cent. to 61.5 

per cent, when the liquid lymph vaccine was used. 

The contribution of the second insertion to the over -all success rate (i.e. where 

the first insertion gave equivocal reactions and the second major reactions) ranged 

from 4.7 per cent. to 13.0 per cent, in the., case of the freeze -dried vaccine and 

from 0.5 per cent. to 12.5 per cent.. when the liquid lymph vaccine was used. The 

proportion of subjects that gave equivocal reactions to both insertions ranged from 

-l-.l per cent, to 30.5 per cent. for the freeze -dried and from 26.0 per cent. to 

98.5 per cent, for the lymph vaccines (Table 2). 

These results-show the advantage of using freeze -dried vaccine. The percentage 

of takes is higher - with the only exception of one vaccinator - when using this type 

of vaccine. These results also indicate that in general a higher percentage of takes 

is obtained with one insertion of freeze -dried vaccine than with two insertions of 

lymph vaccine either simultaneously or a week apart. 
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WHO SMALLPDX VACCINE STUDIES 

ТRIAL I 

The success rate of repeat revaccinations 
carried out one week after an unsuccessful 

attempt at revaccination ... 

A - USING FREEZE-DRIED VACCINE 

1. The object is to get information on how often in revaccinated persons an insertion 

of vaccine will lead to a major reaction - a successful take - when made one week 

after an insertion which has given a negative or equivocal result. 

2. The trial should be made in not less than 200 adults who have been vaccinated or 

revaccinated five or more years earlier. A record card should be completed for each 

vaccinated person. 

3. The same batch of a potent freeze -dried vaccine (5 107 or more pock - forming . 

units after application in the CAM of chick embryos) should be used during the whole 

duration of the trial. 

. 4. The vaccine should be stored at approximately +5 °C during the trial. 

5. The same vaccinator should make all the inoculations during the trial. 

6. Once reconstituted according to the instructions provided by the producer, the 

vaccine should be discarded after three hours at room temperature or after eight 

hours if kept in the refrigerator. 

7. The vaccination site should be wiped clean.wit1' soapy water and allowed to dry 

before vaccination. . 

8. The multiple pressure method or the single short (6 mm? scratch should be used 

for vaccination. 
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9. Insertions should be made preferably on the outer side of the upper left arm over 

the insertion of the deltoid muscle or behind the mid line. The upper right arm can 

be used when there are reasons for not using the left arm. 

10. Vaccinated persons should return in one week for reading of the vaccination 

reactions. These should be recorded according to the recommendations of the Expert 

Committee on Smallpox as either a "major reaction'- " or an "equivocal reaction ". The 

Committee defined these terms as follows: 

"A successful revaccination is one which, on examination one week (6 to 8 days) 

later, shows a vesicular or pustular lesion, or an area of definite palpable 

induration and congestion surrounding a central lesion which may be scab or 

ulcer. These reactions should be termed major reactions; all others should 

be termed equivocal reactions." 

The vaccination reactions should be recorded on the individual cards. 

11. If an equivocal reaction is obtained a new insertion should be made using the 

same method on the same arm. This new inoculation should also be recorded in the 

individual card. 

12., The vaccinated person should return in one week and the vaccination reaction to 

the second inoculation should be read and recorded following the same criteria as for 

the previous inoculation. 

13. When at least 200 individuals have been vaccinated the results should be 

tabulated and a copy of these results and of the individual cards sent to the Virus 

unit, Geneva. 

E - USING LIQUID VACCINE 

A similar study, again comprising at least 200 persons should be carried out with 

a potent liquid vaccine. Liquid vaccine should be stored at -10oC (freezing 

department of the refrigerator) during the trial. . 



SERIAL NUMBER: 

NAME: 

WHO SMALLPDX VACCINE STUDIES 

TRIAL I 

RECORD CARD 

AGE IN YEARS: ADDRESS: 

YEAR OF PREVIOUS VACCINATION 

DATE OF REVACCINATION: NUMBER OF VACCINE BATCH: 

METHOD OF VACCINATION: SITE OF VACCINATION: 

DATE OF READING THE REACTION: MAJOR REACTION 

EQUIVOCAL REACTION 

DATE OF SECOND INSERTION: 

DATE OF READING SECOND INSERTION: MAJOR REACTION 

EQUIVOCAL REACTION ј ј 

OВЅERVAT I ONS : 

ni 
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WHO SMALLPDX VACCINE STUDIES 

TRIAL II 

The success rate of the second of two insertions of 

vaccine made on the same arm at the same time when 

the first insertion is negative 

A - USING FREEZE -DRIED VACCINE 

1. The object is to determine how often a second insertion of vaccine made on the 

same arm immediately after a first insertion will give a successful take when the first 

insertion is negative. 

2. The trial should be made in not less than 200 adults who have been vaccinated or 

revaccinated five or more years earlier. A record card should be completed for each 

vaccinated person. 

З. The same batch of a potent freeze -dried vaccine (5 x'107 or more pock -forming 

units after application in the CAM of chick embryos) should be used during the whole 

duration of the trial. 

4. The vaccine should be stored at approximately +5 °C during the trial. 

5. The same vaccinator should make all the inoculations during the trial. 

6. Once reconstituted according to the instructions provided by the producer, 

the vaccine should be discarded after three hours at room temperature or after eight 

hours if kept in the refrigerator. 

7. The vaccination site should be wiped clean with soapy water and allowed to dry 

before vaccination. 

8. The multiple pressure method or the single short (6 mm) scratch should be used 

for vaccination. 
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9. Two insertions should be made not less than 2 -1/2 cm apart, one above the other, 

preferably in the outer side of the upper left arm over the insertion of the deltoid 

muscle, or behind the mid line. The upper right arm can be used when there are 

reasons for not using the left arm. The higher insertion should be made first and 

recorded as first insertion; the lower insertion should be made second and recorded 

as such. 

10. Vaccinated persons should return in one week for reading of the vaccination 

reactions. These should be recorded according to the recommendations of the Expert 

Committee on Smallpox as either a "major reaction" or an "equivocal reaction ". The 

Committee defined these terms as follows: 

"A successful revaccination is one which, on examination one week (6 to 8 days) 

later, shows a vesicular or pustular lesion, or an area of definite palpable 

induration and congestion surrounding a central lesion which may be scab or 

ulcer. These reactions should be termed major reactions; all others should 

be termed equivocal reactions." 

The vaccination reactions of each insertion should be recorded in the individual 

cards. 

11. When at least 200 individuals have been vaccinated the results should be 

tabulated and a copy of these results and of the individual cards sent to the Virus 

unit, Geneva. 

В USING LIQUID VАCCINЁ 

A similar study, again comprising at least 200 persons should be carried out with 

a potent liquid vaccine. Liquid vaccine should be stored at -10°C (freezing department 

of the refrigerator) during the trial. 
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WHO SMALLPDX VACCINE STUDIES 

TRIAL II 

RECORD CARD 

SERIAL NUMBER: 

NAME: AGE IN YEARS: ADDRESS: 

YEAR OF PREVIOUS VACCINATION: 

DATE OF REVACCINATION: NUMBER OF VACCINE BATCH: 

METHOD OF VACCINATION: SITE OF VACCINATION: 

DATE OF READING THE REACTION: 

RESULT FIRST (UPPER) INSERTION: MAJOR REACTION 

EQUIVOCAL REACTION 

RESULT SECOND (LOWER) INSERTION: MAJOR REACTION 

EQUIVOCAL REACTION 

OBSERVATIONS: 
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TABLE 1. SU1` Ё4АRY RESцLTS OF TRIAL I CARRIED OUT IN INDIA (BE FEAT VА.CCINAТIONS ) 

- -- -_ 

Vaccine 

' 

Investigator 
(1) 

Number 
vaccinated 

(2) 

Number with 
major 
reaction 

(3) 

Number wјt s 
equivocal 
reaction 

(repeat 
vaccination) 

(4) 

Number with 
major re- 
action among 

1 () 3 

(5) 1 

Number with 
equivocal 
reaction 

among ()) 

(6) 

Success rate (о) 

m - t��l number 
with major 
reaction 
(2) + (4) 

(2)/(1) (4)/(1) (6)/(1) (4)/(3) 

Dr P. K. Topa 
Vaccinator KS 54 42 12 3 9 45 77.8 5.6 83.3 25.0 
Vaccinator JS 139 132 7 0 7 132 95.0 0.0 95.0 0.0 
Vaccinator РКТ a 

14 10 4 0 k 10 (1.4 0.0 71.4 0.0 
Freeze- - 

dried All vaccinators 207 184 23 3 20 187 88.9 1.4 90.3 13.0 

(Lister Dr A. S. Ahuja 202 170 32 11 21 181 84.2 5•) 89.6 k. 2+ 

Institute) 
Dr G. C. Dey 200 18k 16 3 13 187 92.0 1.5 93.5 18.8 

Dr N. P. Kackeria 200 174 26 2v 12 1k 186 87.0 6.0 93.0 46.2 6.2 

Dr P. K. Topa 
Vaccinator KS 51 26 25 1 24 27 51.0 2.0 52.9 4.0 
Vaccinator JS 146 128 18 2 16 130 87.7 1.4 89.0 11.1 
Vaccinator PKT 18 13 5 1 4 14 72.2 5.6 77.8 20.0 

All vaccinators 215 167 48 4 44 171 77.7 1.9 79.5 8.3 
Liquid 

1 --- 
lymph Dr A. S. Ahuja 215 118 

I 97 9 88 127 5`x.9 4.2 59.1 9.3 

Dr G. C. Dey 200 60 140 2 138 62 30.0 1.0 31.0 1:4 
Liquid 

. *- 

lymph Dr N. P. Kackeria 200 191 9 1 8 192 95.5 0.5 96.0 1.1 
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(DOUBLE INSEr:^т10NS) 

Vaccine Investigator 
(1) 

Nutbe!° 

vaccinated 

(2) 

Major 
reaction 
to both. 

1st insertion: 
major 

2nd insertion: 
equivocal 

1st insertion: 
equivocal 

2nd insertion: 
major 

One major 
one equi- 
vocal 

(3) 
+ 

(�) 

r 
Equivocal 
reaction 
to both 

Success rate (?�) 

1st insertion 
(2) + (3)/(1) 

1st insertion 
equivocal 

2nd insertion 
major /1 

Equivocal 
to both 
insertions 

6j 1 

Freeze- Dr P. K. Тога 212 122 10 24 3k 56 62.3 11.3 26.4 
dried Dr A. S. Ahuja 205 93 29 23 52 58 60.1 11.3 28.6 
(Lister Dr G. C. Dey 200 106 16 17 )3 61 61.0 8.5 30.5 
Institute) Dr N. P. Kackeria 200 87 30 22 52 61 58.5 11.0 30.5 

Freeze - 
d:r:ied 

(dr3vax 
Dr J. D. Millar 170 142 13 8 21 7 91.2 4.7 4.1 

Wyeth 

Freeze - 
dried Dr J. F. DuJ_aс 46 20 9 6 15 11 63.0 1).0 23.9 
(Berna). - 
total freeze -dried 1 051 570 107 100 207 254 65.6 9.8 24.6 

Dr P. K. Topa 226 115 17 23. 40 71 58.4 10.2. 31.4 
Liquid • Dr A. S. Ahuja 208 40 14 19 33 135 26.0 9.1 64.9 
lymph Dr G. C. Dey 200 2 - 1 1 197 1.0 0.5 98.5 

Dr N. P. Kackeria 200 95 28 2.5 53 52 61.5 12.5 26.0 

Total liquid lymph 8э - -1- 252 59 68 127 455. 37.0 8.3 54.7 


