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Introduction: This pre-marketing immunization trial of 
the Institut Armand-Frappier Trivirix@ vaccine focussed 
on evaluating the serological response and the reactions 
to this product. The measles, mumps and rubella 
(MMR@II) vaccine currently in use in Canada was 
administered to a number of subjects during the same 
period to compare the immunogenicity and reactogenicity 
of the 2 vaccines. 

SUBJECTS AND METHODS 

Subjects: The study covered the period from September 
198~ to January 1986 and involved 476 children aged 11 to 
19 months. The children were in good health according to 
the health' unit staff and the Institut Armand-Frappier 
nurse. The nature of the trial was explained in a letter 
and a document sent to the parents, and any additional 
information was provided by the nurses as required. A 
consent form was signed by the parent or guardian of each 
child immunized. 

Vaccines:· Armand-Frappier Trivirix @ vaccine comes 
in lyophilized form with a sterile apyrogenic non-toxic 
diluent. It contains the following attenuated live virus 
strains: Schwarz strain (measles), Urabe AM9 strain 
(mumps) and RA 27 /3 strain (rubella). The highly 
attenuated measles and mumps viruses are produced in 
chick embryo cell cultures; those of rubella in human 
diploid cell cultures MRC-5 by Smith Kline-RIT s.a., 
Belgium. Each 0;5 mL dose of vaccine reconstituted with 
its diluent contains a minimum of 1000 tissue culture 
infective doses (TCID50) of the measles and rubella virus 
and 20 000 TCID50 of the IT)Umps virus, plus a maximum 
of 25 µg of neomycin B sulfate. Three batches were used, 
coded l, 2 and 3, respectively, on the flasks of lyophilized 
vaccine. 

Only one batch of Merck Sharp & Dahme Canada 
MMR@ II vaccine was used; these flasks of lyophilized 
vaccine were coded 4. Each vaccine was reconstituted 
immediately prior to use with the appropriate diluent and 
0.5 mL was administered subcutaneously in the outer 
portion of the upper arm. 

Study .Protocol: The children were recruited from 
immunization clinics of the Local Community Health 
Centres in Metropolitan Montreal in the fall of 1985. One 
of the 4 vaccines was administered randomly; the 
vaccines were identified only by the codes, 1, 2, 3 or 4. 
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Introduction: L'essai de pre-commercialisation du vaccin 
Trivirix@ de l'Institut Armand-Fr<!ppier visait a evaluer la 
reponse serologique et !es reactions provoquees par le 
produit. Pendant la meme periode, on a administre a un· 
certain nombre de sujets le v.accin antirougeoleux, antiourlien 
et antirubeoleux (MMR ® II) utilise au Canada, afin de 
comparer l'imrnunogenicite et la reactogenicite des 2 
vaccins. 

SUJETS ET METHODES 

Sujets: L'etude s'echelonnait de septembre 1985 a janvier 
1986 et portait sur 476 enfants de 11 a 19 mois. Selan le 
personnel des services de sante et l'infirmiere de l'InstitJt 
Armand-Frappier, il s'agissait d'enfants sains. La nature de 
l'essai etait expliquee dans ·une lettre et un document 
adresses aux par.ents; tout renseignement si.Jpplementaire 
etait fourni au besoin par les infirmieres. Une formule de 
consentement devait etre signee par le parent ou le tuteur de 
chaque enfant immunise. 

Vaccins: Le vaccin Trivirix @ de l'Institut Armand
Frappier est une preparation lyophilisee presentee avec un 
diluant sterile apyrogene et non toxique. II renferme !es 
souches suivantes de virus ·vivants attenues: la souche Schwarz 
(rougeole), la souche Urabe AM9 (oreit!ons), et la souche RA 
27 /3 (rubeole). Les virus rougeoleux et ourliens hautement 
attenues sont produits sur des cultures de cellules d'embryon 
de poulet et ceux de la rubeole, sur des cultures de cellules 
diplciides humaines MRC-5, par Smith Kline - RIT s.a., 
Belgique. Chaque dose de 0,5 mL de vaccin reconstitue avec 
son diluant contient au mains 1000 doses infectieuses de 
culture tissulaire (DICT50) de virus rougeoleux et rubeoleux 
et 20 000 DICT50 de virus ourlien, et au plus 25 µg de sulfate 
de neomycine 8. Trois lots de i/accin ant ete utilises et codes 
respectivement 1, 2 et 3, sur !es flacons de vaccin lyophitise. 

Un seul lot du vaccin MMR @ II de Merck Sharp & 
Dahme Canada a ete utilise, le code 4 ayant ete attribue aux 
flacons vises de vaccin lyophilise. Chaque vaccin a ete 
reconstitue avec le diluant approprie immediatement avant 
son utilisation et une dose de 0,5 mL, injectee par voie sous
cutanee a la face exterieure du bras. 

Protocole: Les enfants ant ete recrutes au cours de 
l'automne 1985, dans des cliniques de vaccination des centres 
locaux de services communautaires de la region metropoli
taine de Montreal. Un des 4 vaccins a ete administre de 
fagon aleatoire; taus n'etaient identifies que par le code 
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The child was monitored at home for 14 days by one or more 
nurses who had not been involved with the actual immuniza
tion and did not know what number of vaccine had been 
used. The various reacti ans were recorded. 

Antibody titration: The titres of measles, mumps and 
rubella antibodies were determined using the hemagglutina
tion inhibition technique (HI). The antibody titre was 
expressed as the last serum dilution inhibiting hemagglutina
tion. A 1:5 dilution was used to determined the measles 
antibody level, a 1:10 for mumps, and a 1:8 for rubella. Sera 
with no detectable antibodies at these dilution levels were 
considered negative and those with detectable antibodies at 
these dilutions or higher were considered positive. 

This titration was done with no reference to the number 
of the vaccine used; only the child's name and file number 
were recorded. These analyses were done on serum obtained 
immediately before immunization and 4 to 6 weeks after. 

Statistical analysis: In order to compare reactions and 
seroconversion rates, the X 2 or "Fisher ·exact test" was 
used, according to the number of subjects involved. 

numer1que 1, 2, 3 ou 4. Chaque vaccine a ete suivi a domicile 
pendant 14 jours par une ou plusieurs infirmieres n'ayant pas 
participe a.l'acte d'immunisation et ignorant, de ce fait, le numero 
du vaccin adm~nistre. On a releve Jes diverses reactions. 

Titrage des anticorps: Le ti tr age des anti corps antirougeoleux, 
antiourliens et antirubeoleux a ete pratique par inhibition de 
l'hemagglutination (IH). Le titre de l'anticorps correspondait a la 
derniere dilution serique inhiba.nt l'hemagglutination. Le niveau des 
anticorps a ete determine d'apres une dilution 1:5 pour la rougeole; 
1:10, pour !es oreillons; et 1:8, pour la rubeole. Les serums sans 
anticorps decelables a ces dilutions ant ete consideres comme 
negatifs; et ceux dans lesquels des anticorps etaient decelables a ces 
dilutions ou a des dilutions superieures, cornme positifs. 

Le titrage a ete pratique en !'absence de toute reference au 
numero du vaccin utilise, seuls le nom et le numero du dossier de 
l'enfant etant precises. Les analyses ont ete faites sur des serums 
preleves immediatement avant !'immunisation, et 4 a 6 semaines 
apres. 

Analyse statistique: Pour comparer !es reactions· et !es taux de 
seroconversion, on a applique le test du x 2, ou "exact test" de 
Fisher, selon le nombre de sujets vises. 

Results: A total of 476 children were immunized. The Resultats: Au total, 476 enfants ant ete vaccines. Le Tableau 1 
number of children observed and the average number of presente le nombre d'enfants observes et le nombre moyen de jours 
observation days is recorded in Table 1 for each vaccine d'observation pour chacun des vaccins administres. 
administered. 

Table 1. Clinical Trial of Trivirix ® : Observation of Vaccinees ·According to Vaccine Administered/ 
Tableau 1. Essai clinique qu Trivirix ® : Observation des vaccines selon le vaccin rei;u 

No. of 
Vaccine/ Vaccinees/ 
Vaccin ,Nombre 

de vaccines 

Trivirix@ (1) 129 

Trivirix@ (2) 117 

Trivirix@ (3) 110 

MMR@ 11 (4) 120 

Immunization is recommended at age 12 months; the 
children in the study ranged from 11 to 19 months, with 
86.7% at 12, 13 and 14 months of age •. Average age of those 
receiving the Trivirix ® vaccine (1, 2 or 3) was 13.1 
months; for the MMR ® II, 13.0. 

Table 2 shows the percentage of vaccinees experiencing 
r~actions during the 14-day observation period. Tempera
ture elevation was most marked at 8 to 10 days for all 
vaccines, with associated anorexia, especially on the 9th and 
10th days. The number of children suffering from tonsilitis 
and pharyngitis increased during the observation period, 
decreasing by the end. Parotid swelling occurred around the 
10th day. Skin rash, usually localized, started around the 
5th day and remained throughout the observation period. 
The phenomena observed seemed to be linked to immuniza
tion and there was no significant difference (p<0.05) 
between the different vaccines. The other frequent 
reactions such as cough, runny nose and cervical adenopathy 
presented no particular pattern. None of the children had a 
convulsion. Local reactions were minor, not exceeding 2 cm 
for erythema, 2 cm for induration, and 1.5 for edema. 

IN!o. of Average number 
Vaccinees of Observation 
Observed/ Days/ 
Nombre Nombre moyen 

de vaccines de jours 
observes cl' observation 

129 11. 67 

116 11.96 

108 11.96 

120 12.08 

L'age d'immunisation recommande est 12 mois. Les enfants 
se!ectionnes pour l'etude etaient ages de 11 a 19 mois, le groupe des 
12, 13 et 14 mois representant 86, 7% de !'ensemble. L'age moyen de 
ceux qui ant regu le vaccin Trivirix ® (1, 2 ou 3) etait de 13,1 mois; 
et celui des sujets vaccines avec MMR ® II, de 13,0 mois. 

Le Tableau 2 presente le pourcentage des vaccines ayant 
manifeste des reactions au cours des 14 jours d'observation. On a 
observe une elevation de temperature plus marquee du 3e au 10e 
jours pour taus !es vaccins, qui s'accompagnait d'anorexie - surtout 
les 9e et 1Qe jours. Le nombre d'enfants atteints d'amygdalite et de 
pharyngite s'est accru au cours de l'observation, pour decrottre a la 
fin de cette periode. Le gonflement des parotides est survenu vers 
le 1oe jour. Generalement localisee, !'eruption cutanee est apparue 
vers le Se jour et a persiste pendant toute la periode d'observation. 
Les manifestations observees semblaient Jiees a !'immunisation; 
aucun ecart significatif (p < fJ,05) n'a ete releve entre !es vaccins. 
Aucun modeie particulier ne ressortait des autres reactions 
frequentes - comme la toux, l'ecoulement nasal, et l'adenopathie 
cervicale. Aucun des enfants n'a ete victime de convulsions. Les 
reactions locales etaient mineures et ne depassaient pas 2 cm pour 
l'erytheme, 2 cm pour l'induration et 1,5 cm pour l'odeme. 
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Notifiable Diseases Summary (Concluded) - Sommaire des ~aladies a declaration obligatoire (fin) 

No. Disease 

No Ha I ad i e 

I. AIDS - SIDA 
2. Amoebiasis - Amibiase 
3. Botulism - Botul isme 
4. Bruce I iosis - Bruce I lose 
5. Campylobacteriosis -

Campylobacter iose 
6. Chickenpox - Varic"lle 
1. Cholera - Cholera 
8. Diphtheria - Diphterie 
9. Gierdiasis - Giardiase 

10. Gonococcal Infections -
Infections gonococci ques 111 

11. Gano Ophth neonat - Oph gono du 
nouveau-ne · 

12. Haemophilus influenzae B 
invasive 

I C0-9 

CJM-9 

006 
005. 1 

023 

052 
001 
032 

001. 1 

098 

098. 4 

13. Heoatit A -
14. Hepatit B -

010.0, 010. 1 
010.2, 010.3 

15. Hepatitis other -

16. 
11. 
18. 
19. 
20. 

21. 

22. 

23. 

24. 
25. 

26. 
21. 
28. 
29. 
30. 
31. 

32. 
33. 
34. 

35. 
36. 
31. 
38. 
39. 
40. 

Hepa ti te autres 121 
Legionel losis - LBgionel lose 
Leprosy - Lepre 
Ma I aria - Pa I ud i sme 
Meas I es - Rougeo I e 
Pneumococca I meningitis 

Men i ngi te a pneumocoques 131 
Other bact. meningitis -

Autres men ingi te bacter ienne 141 
Viral meningitis - Meningite 

Vi rale 151 
Hen ingococcal infect ions -

Infections a meningocoques 
Mumps - Orei I Ions 
Paratyphoid -

030 
084 
055 

320. 1 

036 
012 

Paratypho'lde 
Pertussis - Coque I uche 
Plague - Peste 

002. 1-002. 9 

Pol iomyel it is - Pol iomyel ite 
Rabi es - Rage 

033 
020 
045 
011 

Rube 11 a - Rubeo I e 056 
Con gen i ta I Hube I I a -

Rubeo I e con gen i ta I e 
Salmonel Iasis - Salmonellose 16) 
Shigel Iasis - Shi gel lose 

711. 0 
003 
004 

Syph i I is, Ear I y, Symptomatic -
Symptomatique, recent 

Other - Autres 
Tetanus - Tetanos 
Tri chi nos is - Tri chi nose 
Tuberculosis - Tuberculose 
Typhoid - Typho'lde 

091 
090, 092-091 

037 
124 

010-018 
002. 0 

060 Ye! low Fever - Fievre jaune 

Ontario 

Cur. Cum. Cum. 
86 85 

Cou. 

5 25 
16 188 181 

328 826 
- 3548 

256 190 755 

1197 3055 2981 

12 21 
20 49 48 
68 194 112 

69 173 123 

13 

2 4 11 
28 80 

3 3 1 
85 369 218 

24 69 74 

245 805 641 
23 113 61 

21 57 73· 
61 140 234 

84 
1 

Manitoba 

Cur. Cum. Cum. 

Cou. 

230 

23 
2 

280 

13 

12 
3 

19 

86 85 

700 666 

71 182 
6 32 

3 
892 

14 

14 

14 12 

12 

38 23 
13 82 

15 15 
5 8 

41 31 
1 

Saskatchewan 

Cur. Cum. Cum. 

Cou. 

11 
150 

15 

111 

3 
45 
3 

14 
38 

86 85 

22 
450 

8 

51 54 

365 401 

10 
102 351 
20 20 

22 

35 56 
94 22 

14 22 

111 Includes al I 098 categories except 098.4. - Comprend toutes les rubriques 098, sauf 098.4. 
(2) Includes 070.4 to 070.9 and unspecified. - Comprend 010.4 a 070.9 et sans precision. 
(3) Includes ancephal itis. - Comprend encephal ite. 

Alberta 

Cur. Cum. Cum. 

Cou. 

28 
1259 

10 

341 

10 
22 
21 

1 
13 

2 
18 

119 

56 
12 

20 
2 

86 85 

3 
24 28 

91 
1259 

256 266 

968 1201 

10 
69 100 
48 28 

10 

1 
3 5 

44 29 

10 

3 
43 

276 18 

160 143 
28 45 

20 
2 

British 
Co I umb i a 

Co lamb i e
Br i tann i que 

Cur. Cum. Cum. 
86 85 

Cou. 

4 11 
36 82 69 

11 126 

84 231 170 

258 197 1193 

1 3 
14 26 85 
18 54 51 

15 16 

2 6 2 
1691 3489 38 

13 

5 10 
34 

2 
15 

72 162 51 

1 3 
43 139 156 
8 20 31 

1 22 41 
11 28 27 

1 

38 12 51 

Yukon 

Cur. Cum. Cum. 
86 85 

Cou. 

11 38 52 

(41 All other categories except Haemophilus 320.0, Heningococcal 036 and Tuberculosis 013.0. - Toutes les autres rubriques sauf a Haemophilus 320.0, 
meningocoques 036 et tuberculose 013.0. 

(51 All categories except Measles 055, Poliomyelitis 045, Rubella 056, Yellow Fever 060. - Toutes les rubriques sauf rougeole 055, poliomyelite 045, 
rubeole 056, fievre jaune 060. 

(6) Excludes Typhoid 002.0 and Paratyphoid 002.1 to 002.9. - Sauf typho'lde 002.0 et paratypho'i'de 002.1 a 002.9. 

1!0TE: Cumulative totals for both years correspond to the same period of time. 
NOTA: Les totaux cumulatifs pour les deux annees sont comparatifs 8 la meme periode de temps. 

SYMBOLS: 

.. Not ava i I ab I e 
- Ho cases reported 

SOURCE: 

Vital Statistics and Health Status, 
Health Division, 
Statistics Canada, 
Ottawa. Canada. K 1A OTB 
telephone 1613) 991-1769 

SIGNES CONVEHTIONNELS: 

Hon disponible. 
- Aucun cas declare. 

Statistiqua de l'etat civil et de la sante, 
Division de la sante, 
Statistlque Canada, 
Ottawa, Canada. KIA OTB 
telephone (6131 991-1769 

This Table has been produced by the use of CANSJM. 
Ce tableau 8 ete produit avec le concours de CANSIM. 

Nor thV1est 
Territories 

Territoires du 
1lord-Ouest 

Cur. Cum. cum. 

Cou. 

45 

87 

86 85 

1 
10 

261 

10 

6 
3 

304 

12 
7 



No. Disease 

No Ha I adi e 

"=•STATISTICS CANADA STATISTIQUE CANADA=•• 

Notifiable Diseases Summary - Sommaire des maladies a declaration obligatoire 

New Cases Reported for the four Week Period Ending March 15, 1986. 
Nouveaux cas d8c I er es pour Is per i ode de quatre seraa i nes se term i nant I e 15 ners. 1986. 

I CD-9 

Cl M-9 

Canada 

Newfound I and 

Terre-Neuve 

Prince Edward 
ls I and 

i I e-du-Pr i nee 
Edouard 

Nova Scotia 

Nouvel le-Ecosse 

~~e\'1 Bruns\'lick 

Quebec 
Nouveau-Brunswick 

Cur. Cum. Cum. Cur. Cum. Cum. Cur. Cum. Cum. 
85 

Cur. Cum. Cum. Cur. Cum. Cum. Cur. Cum. Cum. 

1. AIDS - SIDA 
2. Amoeb i as is - Ami bi ase 
3. Botulism - Botul isme 
4. Bruce I losis - Bruce! lose 
5. Campy I obac t er i os is -

Campy I obacter i ose 
6. Chickenpox - Varicel le 
7. Cholera - Cholera 
8. Diphtheria - Diphterie 
9. Giardiasis - Giardiase 

006 
005. I 

023 

052 
001 
032 

007. 1 
10. Gonococcal Infections -

Infections gonococciques 111 
11. Geno Ophth neonat - Oph gono du 

nouveau-ne 

098 

098. 4 
12. Haemophilus influenzae B -

invasive 
13. Hepatit A 070. 0, 070. 1 

070.2, 070.3 14. Hepatit B 
15. Hepatitis other -

16. 
17. 
18. 
19. 
20. 

21. 

22. 

23. 

24. 
25. 

26. 
27. 
28. 
29. 
30. 
31. 

32. 
33. 
34. 

35. 
36. 
37. 
38. 
39. 
40. 

Hepat i te autres 121 
Legionel losis - Legionel lose 
Leprosy - Lepre 
Malaria - Paludisme 
Meas I es - Rougeo I e 
Pneumococca I meningitis -

Men i ngi te 8 pneumocoques 131 
Other bact. meningitis -

030 
084 
055 

320. 1 

Autres meningite bacteriennel4l 
Viral meningitis - meningite 

viral e (5) 
Heningococcal infections -

Infections a meningocoques 
Mumps - Orei I Jons 
Paratyphoid -

036 
072 

Paratyphoi'de OQ2.1-002.9 
Penuss is - Coque I uche 
Plague - Peste 
Pol lomyel it is ~ Pol iomyel ite 
Rabi es - Rage 
Ruba I I a - Rubeo I e 
Congenital Rubel le -

Rubeo le congeni tale 
Salmonellosis - Salmonellose(6) 
Shigel losis - Shi gel lose 
Syphi I is, Early, Symptomatic -

Symptomat i que, recent 
Other - Aut res 
Tetanus - TBtanos 
Trichinosis - Trichinose 
Tuberculosis - Tuberculose 
Typhoid - Typho'i'de 

090, 

Yellow fever - fievre jaune 

033 
020 
045 
071 
056 

771. 0 
003 
004 

091 
092~097 

037 
124 

010-018 
002. 0 

060 

Cou. 

10 
132 

458 
1656 

468 

2708 

30 
141 
137 

19 
6 
1 
3 

2351 

21 

15 
58 

6 
148 

245 

1 
495 

96 

60 
98 

2 
86 

4 

86 85 

46 
318 

1102 
5626 

1441 

7365 

60 
347 
402 

111 
10 
1 

12 
5367 

18 

33 

22 

36 
169 

6 
588 

572 

3 
1477 
296 

134 
245 

1 
2 

210 
7 

314 

1 
1334 

7732 

777 
350 

39 

3 
9 

221 

14 

26 

43 

43 

1 
304 

266 

1 
1196 
274 

146 
303 

250 
3 

Cou. 

2 
39 

28 

86 85 

7 
83 

18 

103 

10 

29 

106 

23 

86 
Cou. 

10 13 

11 

111 Includes al I 098 categories except 098.4. Comprend toutes Jes rubriques 098, sauf 098.4. 
121 Includes 070.4 to 070.9 and unspecified. - Comprend 070.4 a 070.9 et sans precision. 
131 Includes encephalitis. - Comprend encephal ite. 

13 

14 

Cou. 

12 
161 

71 

285 

28 

86 85 

25 
207 

18 

199 

746 

88 

38 

10 

22 

255 

10 

1 
34 
5 

Cou. 

27 

11 

86 85 

96 

12 

24 
I 

96 

13 

Cou. 

26 

265 

15 
20 

13 

12 

85 
9 

4 
21 

21 

141 All other categories except Haemophilus 320.0, Meningococcal 036 and Tuberculosis 013.0. - Toutes Jes autres rubriques sauf a Haemophilus 320.0, 
meningocoques 036 et tuberculose 013.0. 

(5) All categories except Measles 055, Poliomyelitis 045, Rubella 056, Yellow Fever 060. - Toutes Jes rubriques sauf rougeole 055, poliomyelite 045, 
rubeole 056, fievre jaune 060. 

(6) Excludes Typhoid 002.0 and Paratyphoid 002.1 to 002.9. - Saul typhoi'de 002.0 et paratyphoi'de 002.1 a 002.9. 

NOTE: Cumulative totals for both years correspond to the same period of time. 
NOTA: Les totaux cumulatifs pour les deux annees sont comparatifs a la meme periode de temps. 

SYMBOLS: 

. . Not avai I able 
- No cases reported 

SOURCE: 

Vital Statistics and Health Status, 
Health Division, 
Statistics Canada, 
Ottawa, Canada. K 1A OTB 
telephone 1613) 991-1769 

S!GNES CONVENT!ONNELS: 

Non dispon ible . 
- Aucun cas declare. 

Statistique de I 'etat civi I et de la sante, 
Division de la sante, 
Statistique Canada, 
Ottawa, Canada. KIA OT6 
telephone 16131 991-1769 

This Table has been produced by the use of CANS!M. 
Ce tableau 8 eta prodult avac le concours de CANSIM. 

86 85 

61 

770 

18 
68 

10 

15 

57 

31 

192 
24 

18 
68 

74 

46 

452 

4 
29 

11 

B 

12 

J8 

89 
9 

11 
28 

32 
1 



Table 2. Percentage of Vaccinees Experiencing Reactions During the 14-Day Observation Period/ 
Tableau 2. Pourcentage des vaccines observes qui ont presents des reactions au cours de 14 jours d'observation 

Temperature 38°C/ 
Temperature 38°C 
Temperature 39°C/ 
Temperature 39°C 

Generalized Skin Rash/ 
Eruption genera!isee 
Localized Skin Rash/ 
Eruption localisee 

Cough/Toux 
Runny Nose/Ecoulement nasal 
Tonsilitis/ Amygdalite 
Pharyngitis/Pharyngite 

Cervical Adenopathy/ 
Adenopathie cervicale 
Parotid Swelling/ 
Gonflement des parotides 

Anorexia/ Anorexie 
Diarrhea/Diarrhee 
Vomiti ng/Vomissement 

Conj uncti vi tis/Conjoncti vi te 

Irritabili t y/Irri tabili te 
Insomni a/Insomnie 

Erythema/Erytheme 
Induration/Induration 
Edema/Oedeme 

Trivirix ® (1) 

n = 129 

59.7 

9.3 

1. 6 

24.0 

38.8 
51. 9 
45.7 
34.l 

57.4 

18.6 

34.1 
10.l 
3.9 

4.7 

6.2 
4.7 

29.5 
7.0 
4.7 

Table 3 shows the number of children with sero
conversion for the 3 strains of attenuated virus of the 
Trivirix ® vaccine and the MMR ® II vaccine. 

Some immunized children were excluded because they 
had detectable antibodies at the time of immunization or 
because either a second blood sample could not be taken or 
the quantity of blood drawn was insufficient. 

Triviri~@ (2) Trivirix ® (3) MMR@ II 

n = 116 n = 108 n = 120 

57.8 55.6 60.8 

7.8 5.6 4.2 

1. 7 1.9 0.8 

22.4 22.2 21. 7 

45.7 40.7 50.0 
47.4 51. 9 58.3 
54.3 49.l 56.7 
34. 5 34.3 27.5 

47.4 46.3 43.3 

15.5 16.7 20.0 

45.7 37.0 41. 7 
18.l 13.0 12.5 
8.6 4.6 6.7 

6.9 2.8 4.2 

7.8 9.3 9.2 
10.3 6.5 4.2 

35.3 44.4 10.8 
12.9 15.7 5.8 
4.3 11.1 0.8 

Le Tableau 3 fait etat du nombre d'enfants ayant presents une 
seroconversion a l'egard des 3 souches de virus attenues du vaccin 
Trivirix ® et du vaccin MMR ® II. 

Certains des enfants immunises ant ete exclus soit parce qu'ils 
presentaient des anticorps decelables au moment de la vaccination, 
soit parce qu'un second prelevement sanguin n'a pu etre pratique ou 
que la quantite de sang recueillie etait insuffisante. 

Table 3. Seroconversion Rates in Children Without Pre-Existing Antibodies to Measles, Mumps and Rubella Vaccines/ 
Tableau 3. Pourcentage de seroconversion chez des enfants sans anticorps preexistants avec des vaccins 

contre la rougeole, les oreillons et la rubeole 

Measles/ Mumps/ Rubella/ 
Rougeole Oreillons Rubeole 

Vaccine/ 
%with %with %with 

serocon- serocon- serocon-Vaccin 
No. of children/ version/ No. of children/ version/ No. of children/ version/ 

Nombre denfants % avec Nombre d'enfants %avec Nombre d'enfants %avec 
serocon- serocon- serocon-
version version version 

Trivirix ® (1) 117 94.9 120 100.0 123 96. 7 

Trivirix ® (2) 113 96.5 111 100.0 112 99.l 

Trivirix ® (3) 99 93.9 99 100.0 101 97.0 - -- - -- - --

Trivirix ® (1), ( 2), (3) 329 95.1 330 100.0 336 97.6 

MMR@ II (4) 
lot H0538 116 91.4 115 100.0 117 99.l 
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Seroconversion rates were high for all viruses and all I 
vaccines in children lacking antibodies at the time of. 
immunization. For the 3 viruses there was no significant ., 
difference (p<0.05) in seroconversion, regardless of which 
vaccine was used. 

Comments: Several factors may contribute to the number 
of reactions observed. Certain reactions such as a 
temperature increase and loss of appetite which were 
common to all vaccines and occurred at approximately the 
same time suggests an association with the immunization, as 
do the tonsilitis and pharyngitis which increased and then 
declined over the 14 days of observation. These children 
were immunized in the fall, which is the season for upper 
respiratory infections with virtually constant coughs and 
runny noses. The age of the children at time of 
immunization is an important parameter. Without being 
asked, 11% of the parents pointed out that their child was 
teething and suggested this as an explanation for certain 
systemic reactions which they saw as usual in such cases. 
Local reactions were minor. 

This Tri virix CB) vaccine trial demonstrated that the 
percentage of children with seroconversion was very high 
for all 3 viruses in all groups studies: 93. 9% to 96.5% for 
the measles vaccine depending on the batch, 100% for 
mumps and 96. 7% to 99.l % for rubella. These results are 
comparable to those for MMR @ II. Only one batch of this 
vaccine was studied, so any possible variations between 
batches could not be shown with this product. Since nearly 
all of the children, with only a very few exceptions, were 
seronegati ve to the 3 viruses, the "booster effect" coud not 
be studied for any of the vaccines. 

Chez Jes enfants depourvus d'anticorps au moment de 
!'immunisation, Jes taux de seroconversion etaient sieves pour taus 
Jes virus et taus Jes vaccins. Sur le plan de la seroconversion, aucun 
ecart signiflcatif (p<:J,05) n'a ete observe entre Jes 3 virus, peu 
importe le vaccin administre. 

Commentaires: Le nombre de reactions observees peut dependre de 
plusieurs facteurs. Certaines reactions - comme !'elevation de 
temperature et l'anorexie - qui se sont manifestees a peu pres au 
meme moment pour taus Jes vaccins suggerent une association avec 
!'immunisation; ii en a ete de meme de l'arnygdalite et de la 
pharyngite dont !'incidence a su1v1, au cours des 14 jours 
d'observation, une courbe ascendante puis descendante. Les enfants 
ant ete immunises a l'automne, saison des infections des voies 
aeriennes superieures qui s'accompagnent d'une toux et d'un 
ecoulement nasal pratiquement constants. L'age des enfants au 
moment de la vaccination est un parametre important. Sans que la 
question leur soit posee, 11 % des parents ant invoque le fait que leur 
enfant perr;ait des dents pour expliquer certaines reactions 
systemiques qui leur paraissaient normales en pareil cas. Les 
reactions locales etaient mineures. 

L'essai du vaccin Trivirix © a revels un taux de 
seroconversion tres eleve pour !es 3 virus chez taus Jes groupes 
d'enfants studies, a savoir: 93, 9% a 96,5%, selon le lot, pour le 
vaccin antirougeoleux; 100%, pour le vaccin antiourlien; et 96, 7 a 
99,l %, pour le vaccin antirubeoleux. Ces resultats se cornparent a 
ceux du vaccin MMR @ II dont Jes ecarts eventuels entre lots ne 
peuvent toutefois etre presentes, un seul lot de cette preparation 
ayant ete etudie. Comrne pratiquement taus Jes enfants se sont 
reveles seronegatifs a l'egard des 3 virus, l'effet "booster" n'a pu 
etre etudie pour aucun des vaccins. 

SOURCE: B Lavergne, MD. L Prappier-Davignon, MD, SOURCE: Drs B Lavergne, L Frappier-Davignon, Centre de 
recherche en epidemiologie et medecine preventive, M 
Quevillon, PhD, C Hours, PhD, Section du contr6le de la 
qualite, Institut Armand-Frappier, Laval (Quebec.>. 

Epidemiology and Preventive Medicine 
Research Centre, M Quevillon PhD, C Hours, 
PhD, Quality Control Section, Institut Armand
Frappier, Laval (Queoec). 

Editorial Note: This product is now licensed for use in Note de la redaction: L'utilisation du produit est maintenant 
Canada. 
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