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This  paper descri bes the i n i t ial layi ng down of a t rial  of BeG 

vaccine as a prophylactic for leprosy. Si nce t he i nt roduct ion of 
BCG for tuberculosis ,  leprologists have d i scussed its possible value 
for leprosy. M uch i nd i rect work has been undertaken on th i s  
q uest ion ,  but the d i rect approach has largely been i gnored . I t  i s  
clear t hat the  answer can  on ly be  supplied i n  the  following manner: 

I. By hav ing a stat ic ,  relat ively isolated populat ion with a h igh 
i ncidence of leprosy. 

2 .  The populat ion  should be exami ned cli n ically for leprosy and 
then tuberculin tested . 

. 

3 .  The negat ive tubercul i n  reactors should be · randomised into  
two  groups and  one  given BeG whi le the  other i s  left a s  a 
control. 

4. There should be a constant i ntake of new born ch i ld ren one 
half of whom should receive BCG and the other half again 
left as a control .  

5 .  The populati on  should then be examined at i n tervals and t he 
i ncidence of leprosy recorded i n  each group. 

6. The durat ion of the t ria l  would depend on the s ize of t he 
populat ion and the i ncidence of leprosy but a period of 5-10 
years would be necessary. 

The i n it ia t ion of such a t ria l  i s  described i n .  th is paper. 

Location 
The populati o n  chosen for the t rial was that  of an is land cal led 

Pulau Ketam wruch l ies i n  the  Klang Straits off the  west coast of the 
Federation  of Malaya (see map) .  The i sland i s  a t idal mangrove 
swamp measuring  some 4 m i les by 2 m i les ( 3 . 2  by 6.4 km. ) .  The 
populat ion of 7 ,369 ( 1 957 census) i s  ent i rely Chinese consisting  
principally of Teochew, Hokkien and  H ylam .  The  on ly occupat ion  
i s  fish ing .  As the i s land i s  ent i rely t ida l  mangrove all the  houses are 
on s t i lt s  wi th  the major i ty concentrated i n to  3 towns.  The houses are 
crowded together and each house is overcrowded. Sanitary arrange­
ments are simply holes i n  t he floor w i th  the hope that the t ide will be 
high enough i n  the course of a few days to undertake the flusrung.  
No long standing  records of the  communi ty  could be obtained but it 
i s  believed that i t  has existed for at l east 100 years. The population  
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is stat ic .  On the whole, the  communi ty is wel l off as the fish ing is 
good and fish fetch h igh prices i n  M alaya. The diet  of t he popula­
t ion  is exce l lent  w i th  a h igh i ntake of protei n .  

There were a number o f  exist i ng  con tacts w i t h  t h e  island t h rough 
patien ts  w i th  leprosy who had come from the is land to Sungei  Bu loh 
Sett lement for t reatment .  The large number of pat ients  from the 
is land suggested that i t  m ight  be suitable as a place for a BCG tr ia l . 
A meet ing was arranged wi th the Commit tee which was respons ib le 
for the ' i nternal affa i rs' of the i s land .  I t  was expla ined that  after 
cli n ical exami nat ion a vaccine would be given to  a certa i n  number of 
the populat ion which would hel p t o  protect agai nst  tuberculosis  and 
that i t  might be of value in prevent i ng  leprosy. I t was s t ressed t hat 
persons found sufferi ng from leprosy would no t  be compulsori ly 
isolated ( as laid down by the  exist ing an t iquated law i n  M alaya). 
They would be offered the choice of out -pat ient  t reat ment on t he 
island or of going to  t he Set t lement for i n -pat ient t reat men t .  

Close contact w i t h  t he  populat ion began w i t h  the  post i ng of  an  
ass istant male n urse and  h i s  fami ly to  t he  i s land .  Both the nurse and 
h i s  wife had been cured of leprosy and had origi na l ly come from the 
is land. A small  d ispensary was establ i shed where the n urse could 
t reat minor  a i lments and ga i n  the confidence of the people. It must 
be remembered t hat western medic ine i s  s t i l l  someth i ng  new to  many 
Ch inese and t hat the i r  tradi t ional remedies are s t i ll bel ieved by many 
to be t he more effect ive .  As  i t  is  t he practice i n  Ma laya to keep 
people who have had leprosy on  sulphone main tenance t reatment  
for l i fe, the male nurse a lso carries g out the follow-up treat ment of 
pat ients who have been d i schar ed to  the island from the Sett lement .  

Methods of 
All 

Survey 

houses on the i s land had prev iously been numbered from 
1 upwards for purposes of taxat ion .  These numbers are clearly 
shown on a plate above the door of each house . There was also 
ava i lable a map of the- i s land (Scale I chai n/ I i nch, i .e . ,  approx . 
20 metres/2 .S  cm. )  showi ng each house by number. Thi  s map had 
been produced by tbe Survey Department · of M alaya 1 0  years 
previously .  The male nurse first of all checked aU t he house n umbers, 
erased from the map houses wh ich had fal le n  down and added houses 
which had been bui l t  i n  t he preceding  1 0  years. 

Al l  ch i ldren from 0- 1 2  years had b ir th cert ificates and those over 
1 2  years had ident i ty  cards with a photograph.  These were of great 
assista

It 
nce dur ing the survey. 
was decided to  start in t he town of Pulau Ketam where the 

densi ty  of populat ion  was greatest and to restr ict the t ria l  to  t he age 
group of 0-25 years. Propaganda posters were placed at st rateg ic 
points  in the town and the male nurse v is i ted houses systematical ly 
i n  a gi ven area and recorded the names, ages and sex of all those i n  
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each house who were i n  t he age group to be invest igated . N ot ice 
was given to groups of 250 persons-the max imum number of 
persons who could be dea l t  wi th  i n  one day-to  present  themsel ves 
at a centra l  place at a g iven t i me. Exami nat ions were cond ucted in  
such varied places as  a c inema and Ch i nese temple .  

The team wh ich undertook the project was as fol l ows : 
(a) Two medical officers. 
(b) A n u rs ing sister .  
(c) A secretary. 
(d) The ass istant male nu rse. 
(e) A tech n ician .  
(I) An orderly. 
As no su i table acco mmodat ion was available on the island for 

t he team,  a launch was obtai ned on which t hey could l ive. Owi ng to 
ot her work on hand, the work of t he survey cou ld not be undertaken 
fuU-t ime but  in blocks of four  days a l located as fol lows : 

Day I. Examine  and t ubercu l in  test 250 people. 
Day 2 .  Examine and tubercu l i n  test a further 250 people.  
Day 3 .  Read the t ubercu l in from Day 1 and adm inister BCG to 

the relevant group .  
Day 4. Read the  tubercu l i n  from Day 2 and ad min ister BCG to 

the relevant group .  
This  meant t hat the great major i ty of t ubercu l i n  react ions were 

read at 48 hours .  The allocation of d ut ies on Days I and 2 was as 
fol l ows: 

(a) The orderly ushered the populat ion i n ,  one fami ly  at a t ime. 
(b) The assistant male n u rse checked the detai ls of the fami ly 

against  h i s  records and acted as the i n terpreter for the 
secretary. 

(c) The secretary recorded names ( Ch i nese usua l ly  have more 
than one set of names),. sex,  date of birth,  address and father's 
name. She i nsisted on see ing every birth cert ificate or ident i ty 
card . 

(d) One. medical officer wi th t h e  n ursi ng sister exami ned as much 
of the  sk in surface of each person as was permi tted . Some 
d ifficu l ty  was encountered among t he older females. He  also 
ex .amjned for nerve en largement ,  m uscle wast i ng  and con­
t ractu res of fingers . Records were made of any lesions found .  
I f  t he person had leprosy, or was  suspected of having i t ,  the  
pat ient  was  examined i n  detai l l a ter  by h imself. Leprosy i s  
m uch  feared by the  Ch inese and carries a s t igma which can 
never be overcome by an i nd iv idual  and t herefore al l  poss ib le 
cases of leprosy had to  be deal t  w i th  confident ial ly .  

(e) The second medical officer t ubercu l i n  tested each pat ient  011 

the flexor surface of t he forearm.  
(I) The techn ic ian supervised the  syri nges, etc. 



148 LEPROSY REVIEW 

On days 3 and 4 each i nd iv idual  was again carefu l ly  checked 
with h i s  birth cert ificate or ident i ty card . One medical officer then 
read the t ubercu l i n  react ions and the other vacci nated those who 
had to be given BCG .  

The Tuberculin Test 

(a) Tuberculin employed: The tubercu l i n  employed throughout 
was that prepared at the State Seru m  I ns t i tu te i n  Copenhagen .  This  
was sent to  M alaya i n  concent rated form and d i l uted at the I nst i t ute 
for Medical Research in Kuala Lumpur .  The bulk of t ubercu l i n  
employed was R T  22 i n  doses of 5 T U s  i n  0.1 mt. Subseq uent ly 
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Histogram No.1 shows the percentage freq uency d istribution of the differences 
in reaction between 5 T.V·s of RT 22 and I T.V. of RT 23. (Reaction to 5 T.V. 
RT 22 minus reaction to 1 T.V. RT 23.)  
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TABLE 2 

The Tuberculin Reactions of the Population of 0-25 Years 

Tuberculin Reactions in mms. 
Age Croup Number 

in Years in Croup 0-4 5 6 7 8 9 5-9 1 0- 1 4  
-

0-5 1 442 1 378 (95 . 5  %) 23 8 3 3 3 40 (2.8  %) 1 3  (0.9 %) 

6-1 0 1 064 755 (7 1  %) 93 56 3 1  25 1 6  22 1 (20.7%) 59 (5 .6%) 

1 1 - 1 5  642 297 (46.3 %) 80 57 35 1 9  2 1  2 1 2  (33 %) 88 (1 3 . 7%) 

1 6-20 332 84 (25 . 3%) 37  40 25 1 8  20 1 40 (42.2 %) 7 1  (2 1 .4%) 

2 1 -25 1 69 32 (1 8 .9%) 1 7  1 2  1 4  1 0  1 0  6 3  (37 .3  %) 44 (26 .0%) 

1 5- 1 9  

3 (0.2 %) 

1 5  ( 1 .4 %) 

1 5  (2 . 3  %) 

1 4  (4 .2 %) 

1 7  (1 0. 1 %) 

20 and over 

8 (0.6%) 

1 4  ( 1 . 3 %) 

30 (4. 7%) 

23 (6 .9%) 

1 3  (7 . 7 %) 

-
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however, the supply of th is  was d iscont in ued and RT 23 was em­
ployed i n  equ ivalent s t rength which was I TV i n  0. 1 m \ .  (C i rcular 
from Statens Serum rnst i tu t ,  Denmark,  J u ne, 1 958). To ensure that 
these two tubercu l ins  were identical in the doses employed , a group 
of 226 persons on the  i s land were tested s imultaneously with t he 
two t ubercul i n s  on opposite arms.  H istogram No .  I gives the 
percentage frequenc

I 
y distribut ion of the  d ifferences between the 

two tuberculins .  unit  of RT 23 gave a h igher read ing than 5 un its  
of RT 22. (Mean d ifference 0.68 1 ;  

I ). 
standard error  of t he mean 

d ifference 0. 1 63;  t = 4. 1 8 ·; P < 0.00 This d ifference is of interest 
as t he true equ ivalent of 5 u n its of RT 22 is  0.7 un i t  of RT 23 .  
H owever, from the  practical point  of view the two  t uberculi ns in  
t he doses employed are  very s imi lar .  

(b) 
I 
The i nject ions were given on the flexor su rface of the forearm 

with a m \ .  all glass t ubercu l i n  syringe and a No. 26 g. x 7 . 5  m m .  
plat i n u m  

(c) 
need le.  

The reaction was read at 48 hours i n  the majori ty of cases 
but  a n umber were read at 72 hours .  The reading was done wi th 
calipers which were read against  a mm. scale  on a ruler .  The maxi­
m u m  d iameter of indurat ion was read . 

Eligibility for BeG Vaccination 

The standard of e l ig ib i li ty for vaccinat ion was t hat laid down by 
the World H ealth Organisat ion ( W H OjTBCj l nt . j38 . 1 957), which is 
that those persons with a react ion  of 9 mms .  or less to 5 TV or RT 22 
t ubercul in should be given BCG.  

Randomisation procedure for giving BeG 
The 
I .  

following procedure was fol lowed: 
Those el ig ib le for BCG vaccinat ion born i n  an odd year up  to, 
and i ncl uding 1 957,  were given BCG whi le  those born i n  an 
even year were not  vaccinated . 

2. Those elig ible for BCG vaccinat ion  born i n  1 958 and sub­
sequent ly i n  an  odd month were given BCG whi le  those born 
i n  an even month were not  vaccinated . 

BeG Vaccine 

The vaccine employed was t he freeze-dried vaccine manufactured 
by M essrs . G laxo Ltd . ,  and the majority were vaccinated with batch 
n umbers 1 48 and 1 46.  It was admin i stered by the same type of syringes 
and need les used for t uberculi n  but the two groups of syri nges and 
needles were kept separate. The vaccine was give n  i ntradermally 
about the i nsert ion  of the del toid muscle .  When t he vaccine was 
received from t he distr ibutors it was kept in a refr igerator ; when 
required for use it was transported in a large thermos jar with ice. 
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When a group of pat ients was assembled for vaccinat ion an ampoule  
was removed from the t hermos jar ,  reconst i t uted , and used im medi­
ately. 

Record Keeping 

Adequate detai led and accurate records were absol ute ly essent ia l  
to  the  tr ial . The secretary employed was a Li brarian wi th  considerable 
knowledge of detai led record keep ing and cross i ndexing.  Records 
were i n i t ia l ly entered i nto ledgers and subseq uent ly the i nformat ion 
was t ransferred to  punch cards .  Adeq uate space for fol low up  records 
was left i n  the ledgers and on the punch cards .  

Results 

I. The Leprosy Survey 

I n  the 0-25 years group  a total  of 3 , 720 persons were exami ned 
cl i n ical ly for leprosy. A total of 7 1  cases of leprosy was recorded as 
fol lows : 

(a) N umber of new cases fou nd i n  t he popu lat ion 1 6  
(b) N u mber of pat ients on the  i s land d i scharged from 

Su ngei Bu loh Sett lement 25 
(c) Nu mber of pat ients from t he is land at present i n  

t he Set t lement 30 
This  gives an i ncidence of leprosy of 1 9  per t housand . 
The age d is t r ibut ion of t he persons w i th  leprosy is given I n  

Table I .  
TABLE  I 

The age d is tr ibut ion of leprosy i n  the 0-25 years age group 

Age in years 
0-5 
6- 1 0  

1 1 - 1 5  
1 6-20 
2 1 -25 

Number in group 
1 442 
1 072 
665 
358 
1 83 

Leprosy patients 
Number Percentage 

o 0 
8 0 .7  

23 3 . 5  
26 7 . 3  
1 4  7 . 7  

O f  t h e  7 1  cases o f  leprosy, 49 (69 % )  were lepromatous or atypical 
and 22 (3 1 %) were t ubercu loid . 57 (80 %) of the pat ients  were male 
and 1 4  ( 20 %) were female .  The i ncidence in  males was 57/ 1 793, 
i .e . ,  32 per thousand and in females 1 4/ 1 927, i .e . ,  7 per t housand.  

2 .  Tuberculin Reactions 

The n u mber of persons wi thout  c l in ical s igns of leprosy who 
were given t uberc u li n  was 3 ,649 . Deta i l s  of t he t u bercu l in  react ions  
are  given i n  Table  2 .  Four h undred and twenty-seven persons were 
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Histogram No. 2 showing 
the size of H.C.G .  lesions 
2 - 1 5 weeks arter vaccina­
t ion with H.C .G.  Batch No.  
1 48 (num ber in sample 
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posi t ive (i nd urat ion of 1 0  mms.  and over) . The remain ing  3 ,222 who 
were e l igible for vaccination were randomized as described previous ly 
and J ,648 received BCG leaving 1 , 574 as con t ro ls .  

3 .  Response to BeG Vaccination 

N o  untoward react ions to BCG vaccinat ion were observed or 
reported . I t  was not iced t hat a n u mber of persons applied some 
'Ch inese medici ne' to the  vacc inat ion lesions in  spite of our  requests 
to leave t hem uncovered . 

Random sam ples were taken of school ch i ldren 2- 1 5  weeks after 
vaccination with Batch No. 1 48 and 1 8-27 weeks after vaccination 
wit h  Batch No. 1 46 .  The s izes of the  lesions  prod uced by the  BCG 
were measured and these are shown i n  h i stograms 2 and 3 .  The mean 
diameter of the vaccine lesions prod uced by Batch No .  1 48 was 
9.4 mm .  and by Batch No .  1 46 7 . 2  mm.  f n  Bri tai n the figure obtained 
wi th  freeze dried BCG was 8 .4  m m .  at 5-7 weeks and 7 .9  at JO- 1 7  
weeks .  ( Prel im inary Report to  t he  M edical Research Counci l ,  1 958). 
These ch i ldren were retested a t  the same t ime with t ubercu l i n  and 
the t ubercu l in  convers ions are given in Table 3 .  The convers ion rates 

TABLE 3 
The convers ion rates for BCG Vaccine Batch Nos .  1 48 and 1 46 

BeG Batch 
No. 1 48 

Number  i n  sample 1 1 0 
Number absen t  on retest 0 
Nos.  converted to 1 0  mm.  

or  more 
Mean diameter of these 

react ions 

Original  reaction less  
than 5 mm. 

No .  absen t  on  retest 
No. converted to 

5 mm .  or  more 
Mean d iameter of these 

react ions  

27 (25 %) 

JO.9 mm .  

78 (7 1 %)  
o 

62 (79 %) 

7.2 m m .  
* to  3 T U  

BeG Batch British Freeze 
No. 1 46 Dried trials 

74 
5 

28 (4 1 %) 

1 3 . 7  mm .  

5J (69 %) 
2 

( 1 958) 

1 772 

1 772 
o 

3 1  (63 %) * 1 602 (90 %) 

1 0. 1  mm .  1 0. 7  mm .  

Viable counts X 1 06/ml .  
Ex-works 
Ex-Malaya 

Batch No. 1 48 
3 . 8  

Batch No. 1 46 
9.0 
1 . 1 /2 . 7  0.03 
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to  1 0  mm.  and over were 25 % and 4 1  % respect ively for Batch N os .  
1 48 and 1 46.  Com parable figures were not  avai lable from other 
t r ia l s  as the  standard of e l ig ibi l i ty for vacci nat ion employed was 
t hat on ly recent ly  i n t roduced by t he World Heal t h  Organ isat ion .  
The  convers ion rates to 5 mm .  or over were 79  % and 63 % compared 
to 90 % in the Br i t i sh  Freeze Dried Trials in 1 958 .  An obvious cause 
of t h i s lower convers ion rate could have been a d rop in the  v iable 
counts i n  the vacc ine employed . Therefore samples of the  batches 
employed were sent in refr igerated contai ners by air to London 
where t he viable counts  were performed .  The resu l ts  of t hese are 
given i n  Table 3 al.ong wi th  ex-works counts  for the  same batches. 
There had been a considerable fal l  i n  the viable counts  part icular ly 
i n  Batch No. 1 48 .  f t  i s  considered l i kely that th is was respons ible 
for t he lowered convers ion rates obta i ned . 1t seems most un l i kely 
t hat the fal l  could have occurred after t he vacc ine was rece ived at  
Su ngei Buloh Set t lement as the  mater ia l  was kept refrigerated 
t h ro ughout .  It appears however, that  the damage may wel l  have 
been done in the transport of the vacc ine between the agents i n  
S ingapore and t h e  consu mer when there was a fa i l ure t o  mainta i n 
the vacc ine at the recom mended temperatu re .  

Discussion 

The i n i t ia t ion of the  t r ia l  had i t s  minor  d ifficu l t ies but on the 
whole the is land proved to  be an idea l  place for the  project . The 
ease of ident i ficat ion  of houses and persons was an advantage which 
would be d ifficul t  to  find  elsewhere. 

The inc idence of leprosy found in  the 0-25 years age group,  
namely 1 9  per thousand, was lower t han  expected . The reason for 
th i s  is that  many pat ients i n  Sunge i  Buloh Settlement  who had 
stated that t hey had come from Pu lau  Ketam had in fact come fro m  
r ndonesia a n d  had been smuggled t h rough the  i s land to Malaya for 
t reatment .  The h igh reputat ion of S ungei Buloh Sett lemen t  was 
respons ible for t h i s  des i re for t reatment in Malaya .  

Whi le  an attempt was made to  see everyone up  to  the age of 25 
years, i t  i s  known t hat a n u mber of persons were not seen .  This  
appl ied part icu larly to  the o lder groups.  In the case of males, they 
often spen t long periods at sea,  and the  females were shy of being  
examined .  From census figures avai lable from other parts of  Malaya 
i t  seems that approxi mately 80 % of t he populat ion from 0-25 years 
were seen .  It i s  now known that a n umber of cases of leprosy did 
not come forward . Certai n ly a number of ex-pat ients  from the 
Set t lement d id not present  themselves. 

The pattern of age i ncidence of leprosy on the is land i s  d ifferen t  
from t hat found i n  Africa. As th i s  was  the fi rst leprosy s urvey 
undertaken in Ma laya no other figures are avai lable from t here for 
comparison .  f n  Gambia (Mc Fadzean and McCourt ,  1 955)  20 % of 
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Histogram No.4 showing the tu bercu l in  reactions in the age group 6-J 5 years. 

t he cases of leprosy are found up to the  age of 10 years whi le  i n  the  
presen t  su rvey on ly  I I  % occurred before the  age of 10. 

The i ncidence of the  type of l eprosy a lso d iffers from tha t  fo und 
in Africa. In Ma laya 69 % of the  cases are lepromatous or atypical 
while in Gambia,  for example, 70 % of the cases were t u bercu lo id .  
On t he is land the  i ncidence in  males  was s ign i fican t ly  h i gher than  
t hat found i n  females, wni le  i n  Gambia there was  no d ifference i n  
sex i ncidence.  

To com pare t he i ncidence of t ubercu l i n  sensi t iv i ty  on the  is land 
wi th  t hat found  e lsewhere i t  i s  necessary to  take a rest ricted age 
group such as shown i n  h is togram No . 4. 38 % of the  ch i ldren from 
6- 1 5  years reacted to 5 TUs of RT 22 t u bercu l i n  wi th  5 mm.  or more. 
This i s  a s im j lar react ion rate to  that recorded in other parts of the 
t ropics ( W HO Docu ment EB 24/5,  M ay, 1959-Review of BeG 
Vaccination Programmes-Prel i m i na ry reports by the  Di rector 
General ) .  

. 

The size of the  lesions prod uced by the  two batches of BCG and 
the subsequent react ions to  t ubercu l i n  unfort u nately cannot  be 
com pared d i rect ly  owing to  the d ifferent  t i mes after vacc ination of 
mak ing  the  observat ions .  The t ubercu l i n  convers ion rates wi th  bot h  
batches of vaccine were lower t han those obta ined i n  Br i ta in  (see 
Table 2) .  The explanat ion for t h i s  l ies a lmost certa i n l y  i n  t he  d rop i n  
the  viable counts  i n  the  vacc ines .  I t  is clear t hat ,  part icu lar ly i n  t h e  
t ropics, t he method o f  hand l i ng a n d  despatch ing  the  vacc ine mus t  
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receive greater supervis ion .  As a fu rther check viable cou nts  shou ld be 
made on samples of the batches of vacci ne sent back to  t h i s  country 

. from the  consu mer. The major  problem of t u bercu los is  now lies i n  
underdeveloped t ropical countries and i t  i s  to  b e  expected t hat BCG 
vacci nat ion wi l l  be widely undertaken i n  t ropical areas . U nless 
adequate precaut ions  are taken in superv is ing and check i ng the 
vacci ne, control schemes may well be jeopard ized . 

The Future of the Trial  

The data have been kind ly analysed by Dr. Ian Su ther land and 
i t  is  est imated t hat ,  a l lowing for losses, the number of cases i n  the 
unvacc inated group which can be expected over 10 years i s  30. This 
means t hat no benefit cou ld be c lai med from BeG vaccinat ion 
un less the apparent 

% 
degree of protec t ion was 50 % or more .  As a 

level of less t han 50 protection  is of l i t t l e  val ue or in terest th i s  part 
of t h e  t ria l  i s  certai n ly  wort h cont i n u i ng. 

The expected addi t ion  to  the n umber of cases by extending the  
i n take to  i ncl ude s uccessive generat ions  of new-borns i s  very sma l l  
and  t h i s  part of the  t r ial i s  not worth cont i nu i ng and has  been 
abandoned.  

I t  is  c lear  t hat the  i n t roduct ion of a nat ion-wide BCG vacci nat ion 
project i n  M alaya would,  for eth ical reasons,  a l most certa in ly  resu l t  
in  the abandon ment of the  t rial .  

Summary 

The i n i t ia t ion of a control led tr ia l  of BCG vaccine as a prophyl­
act ic for leprosy i s  described. The tr ia l  i s  bei ng  u ndertaken on  an 
is land off the  West Coast of M alaya. 3 ,720 persons  in the age group  
0-25 years were examined .  The  i ncidence of  leprosy found was 
19 per thousand with a s ign ificant ly  h igher i ncidence among males . 
3,649 persons with no cl i n i� 1  s igns of leprosy were t ubercu l in  
tested . Of t hese, 3,222 were e l ig ib le for vacci nat ion wi t h  BCG and by  
randomizat ion 1,648 were vacc inated and 1,574 left a s  cont rols .  
The  expected i ncidence of l eprosy i n  t he unvaccinated group over 
the next 10 years would be sufficient to  demonstrate a level of 
protect ion of the vaccine of 50 % or more. The expected i ncidence 
of leprosy in the new born i n take is too l ow to  give s ignificant 
resu l t s  and this part of the tr ia l  has been abandoned .  His i ntended 
t hat the  presen t  popu lat ion of 0-25 years be examined for leprosy 
at i ntervals for the next 10 years . 

The  convers ion rate after vacci nat ion  was lower than expected 
and th i s  was due a lmost certa in ly  to a fal l  i n  the  viable cou n t  of the  
vacc ine employed . I t  i s  clear that  much care must  be taken in  handl ing 
BCG vaccine especia l ly i n  t he  t ropics and i t  i s  suggested that  i n  
fu t u re t r i�l s  the  viable counts  of  t he  vaccine shou ld be  checked after 
i t  has reached the consumer. 
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