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Summary of suspected adverse reactions ta vaceines report on Yellow Cardas

rogistered during the perjod 19 _September 1985 to 10~Ja.n_|_:gz 1986

1. Suspected adverse Teactions to diphtheria, tetanus and pertuseis
vaocines (DPT) and to diphtheria, tetanus and pertussis vacoine piven
with oral poliovaccine (OPV)

Ninety suspected adverse reactions were Tegiotered during this period.

Adverse Reaction © Curzent Period Previous Period
Deatha : - ' - 7
Encephalitia - -
Convuleiona 6 | 11
Infantile spasng - L]
Myoclonus/twitching - -
Collapse - -
_4dpaphylactoid reaction - -
Fever . 18 14
Injection aite disorder 37 22
Scresming or abnormal crying | 12 12
Soresming and arthralgia - -
WVhite attacks L ] | -
Cyanoceis - L
Cersbral irritability w -
Rash L -
ingio-cedema and rash - -
Vomiting u -
Other reactione R 1 _8
;. &
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(a) Aboormal fever

ML who following a dose of Trivay developed (
Yy a aver, ihen screaming, drowsineas, irritability and
was off feeds for an extended gix day pericd. No svidence of
intercurrent infection was found.

(b) Cot deaths

(1) A wvho after a firet doas of
Trivax AD (Batch Number and oral poliavaceine on

wag found dead after imwunipation.
waa Imowvn to de alive exr vaccination., The
resulis of a poai-mortem are awaited,

who received a firat dose of
oliovaceine on

¥o initial adverse reaction
waa noted to the vacecine in partic s there were no screaming

attacks nor waa there any irritability. Cause of death -

Sudden Infant Death Syndrome, :

(e¢) Cermbral irritability

F 4n
o hours develop

Teduced appetite,
imsunisation Y
a alight cough

(4) Convulaions

after a third dome of DPT vaceine, within
neck stiffneas and crying followed by lethargy and
Brecovered aftar five days. Three weeks befors
had an upper respiratory tract infection and atill had
and soufflea at the time of vaceimation,

Six patients with convulaions or possible canvulsiona were reported.
Details are given in Mabls I, '

2. Suspscted adverase reaction to monovalsnt pexrtuseis vaccine

W rororts have been received. These comprises

1) Y 2 VN 1o aiter a firat dose of pertussis
vaccine became rostless and hypexactive for 12-14 houra. .

(11) W@ reporta of injection site reactions.,

3. Suspected adverse reactions to oral poliovaccine

W suspected adverae reactions were regiatered,

(1) 4 vho after a dose of OPV had an influenza~

like illness from which recovered in 24 hours followed 10 days latsr by

severe gtiffness of the neck laating two days. There was no photophobia.
was seen at that time by the general titioner but he felt that the

atery suggested posaible meningiss due to Eﬁ oral poliovaceine -had

received., The kad alsc besn imwunised againgt typhoid and cholera

at the pame time, '

w
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(1i) W A vaby who became irritadle, off Wcod and not NN
three days after a third dose of oral poliovaccine, These symptoms
yersisted for six dayw.

(111) VD A child who after a firast and second dose of oral
Policvaccine became aleepy for three daye and bad diarrhoea for
four-aix weeks. The third doge of (PV is to be given separstely
from the triple vaecine. !

(5%

4. Suspected adverse remctions to diphtheria/tetanus and diphtheria/tetanus

given with QPV

]:u;ﬁg this per‘iod 26 réporta wore registered. They are analysed in the following

able.
Adverse Reaction ' Primary Course Booater Total
Cot death - - -
Convulsions | ] - e
Injection site reaction L] 13 '
algic‘g_:%gg aite z-am:tion‘ - |
Fever ' - w :
Fash - - -
Vomiting . . -
Ixritability and pallor w L]
Othexr - w -

: To‘ita.la 8 9 “27

(a) Convulsif:;m .

Datails of- patienta twho had suspected convulaiona are given in Table II,

(b) Other

- A ho six to eight hours after a booster deose
of diphtheria/tetanus wzccine developed severe vomiting and collapse with
abdominal pain,
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5., Suapectad adverse reactions to tetanus vaccine

Seventy-two suspected adveraé reporta vere regiatered. These includes

(i) A zveport of 13 injection site resotions ococurr a school
following the use of fetamms vaccine (Batch Number . No other
adverse reaction repoxrts received by the CSM have been associated with
this batch. There was alasc a TepoTt of 29 adverse reactions associated
vith tetanus vaceine (Batch Number and 0PV (Batch Number

in two adjoining schoolas. Eight amongst 81 children in one school had
adverae reactioms; six had injection site reactions, one accompanied by
fever, one with lymphadenopathy and ome child had nausea and dizzinesa:
two had headaches. In the nearby achool, 21 of 82 children were suspected
of having adverse reactions. Fifteen childrem had injection alte reactions
vhich in four was acccmpanied by malaise apnd one by a rash, four had
influenza~like illnesses and two had upper respiristory infectiena.

The CSM had not received any other suspected adverse reactions reports
agaociated with this particular bateh,

(i1) q A vho on the day following an injection of
tetanus toxoid and doae of orsl poliovacoine developed diarrhoea with
streaks of blood which ended aome 11 days later. Om the 12th day after
ismunigation Jdeveloped arthralgia, and flitting joint ewelling redness
which vas treated with cortico-steroids. [JJJwss also receiving

Tegretol, Anafranil, Nardil and Tesazepam. '

6. Suspected adverse rmactions to measlss vaccines

Eighteen reports wers received during this peried.
(a) Reports of suspected convulsions aTe glven in Table IIT.

(b) The more importsnt reports are degcribed below:-

A vho after a dose of Rimevax (Batch Number
developed urticaria and an erythematous rash which appeared 30 minutes after
injectien and faded afier about twe hours with full recovery,

q A — who nine days after jmmunisation with
Mevilin developed a widespread macular rash, anorexin and fractioueanesa
which persisted for five days. A day before onset of these symptoms
wag found to have a right otitis media and wag given Penbritin eyrup

- 600mg daily for two days.,

A o two minutea after
raceiv. a doae of Rimevax (Batch Nuwber developed apaphylaxis from
which recovered when ragnacitation was undertaken. There was a history

of allergy t0 egza when taken by south.
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o - who received Rimevax (Batch Number
vaccine on 1de late evening of the following day j ﬁizzely.

Pyrexial and developed an erythematous Tash over the abdomen and back,
fever continued overnight deapite sponging and paracetamol, These clinical
features continued through the following day and-telperaturg Toge to
104°F (40°C) when measured rectally at about 3.00pm; this was adcompanied
by sirange jitters, not like those of pyrexia, but desoxribed by a
raediatric registrar as atdxic. The temperature cameunder contzrol

later that day. On the following dayh the rash cleared and the
involuntary movemente had ceased, General exaaination was normal

and the child wag well. :

7. Suspected adverse Teactions to rubella vaccine

-iepozts bave been received and registered:-

mo 10=15 minutes after receiving
Cendevax vaccine ocomplzined o feeling sick and faint, W bocans pale

and 86 was Vvery feebls. O.5ml of 1:1,000 adrepaline vaa given
intramuscularly, In view of continued complaintg of uneasiness, and
faintness Jlivas admitted to hespital where lood pressurs wag
noted to be 30/50, (Pme later discharged. .

(41) A report of atho 10 winutes after receiving a dose of
rubella vaccine in the left ars lost ccnsoicusness for 20 minuteas and

on recovery of comsgiouanege had a tranalent laft hemiparesia vhich
lasted half a day, had had a previons febrils fit when aged thrae
and an epimede of loss of coneciocusness more briefly after BCG vacoinatien.

8. Suspected adversme reaction to BCGC vaccine

-zepo:.-t has been Teceived of a macular cutaneous rash ¢n both arma.

9. Suspected adverze reactiona to influenza vaccines

Fourteen suspected adverse reactions were reglatered, Thease comprise:

(1) A report of a

i
¥

() U : W 10 four days after being immunised againat
influenza suddenly died in the street, W vao alss receiving
Warfrain, Neocnaclex K, Temazepam and Distalgeaic following a witral
valve replacement, mild congestive cardiac failure, insommia and pain
Tespectively. The patient wag parently perfectly well én the day of
immunisation but thig vaceination kad been poatponed two days -
previously because Wl vas then recovering frem a cold.

(i1i) A report of a sudden grand mal seiZure, nine hours after
immunigation against influensg in a vho had had no
seigures in the previous 19 months ) godium valproate treatwent
had been acmmenced.

(114) 4 report of a vho two to three mimtes after

being immunised againg venza loet cansciocusness and subgequently

bad twitehing around the ueuth, Over the nex’t two hours there vasg

Pericdic drows..iness and tvitching fellowed by full recovery. The

episode vas nef typical of a vasovesal attack, the patient had tachycardia,

There was no history of previoua fita, TIA's etc, Quite well befors isgonisation
No histoery of egy eIZy. .
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N
(iv) U A V1o on the same ddy that{vas vaqoinated
against influenza had a grand mal fit. .

(v) YR 2 tepert of o NN .o cne hour after receiving

immunigation against influenza developed an exascercation of WP =ild
chropic bronchitis with inoreasing pyrexia and dyepnoces and then a
cough and aputum which developed into a lobar pneumonia.

(vi) WP 2 report of a-vho after be immuniged
against influenza collapmed with right sided cheat pain., pulse was
feeble, waa cold and clammy with & blood pressure of 130/80. [
was ted to hoepital.

(vii) D reports of influenzal like illness. [ occurred about
two hours after immunisation and the Yjj#on the following day.

¢ (viii) WD 2 report of a_who four to five hours

’ after immunisation against influenza had a generalised flare-up of
oatecarthroasis which ended 73 hours later, also had an injection
alte reaction. g ' .

éix).\ of urticaria and viral upper respitatory infectien,
12 daye later) and ports of injaction site reactiom. ‘

#

10, Suspected adverse rTesctiona to monovalent typhoid vaccine
W roporta have been registered,

WD . W o oo tho sme day after
raceliving J, monovalent typhoid vaccine developed a severs

beadache, neck pain, pyrexia, lethargy and apparently was not able to
walk. ‘racovered the following day,

The other report was of an injection site reaction.

11. _Suoapected adverse reactiona to monovalent typhoid and chelera vacecires

withoor without the simultaneons administration of QFV

WU revorts have been regiatered, Thege comprises

(1) WP One to tvo hours after receiving mubcutaneous dosss of
typhold and cholera vaccines developed back and cheat pain followed

by a syncopal episode and the confusion during recovery. Subsequently
had a severe local reaction with swelling and redness. The patient
haa a higtory of mild allergy tut not to these breparations. No =dverse
reactions were reported in people vacoinated with domes of the same
containers of these vaccines,

(44) A mho four days after a second dose of
$ynhoi chalera 68 developed florid exythema multiforme but
remained well LS '

(111) VS Aqwm wvithin one hour of receiving a first
doge of cholera, typhoid and developed sevexe muscle pain, occipital
headache, bronchospasm and cyanosis. \Wrecovered after being treated with
iotravencus hydrocortiscone and diazepam,
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vho, one and a hzlf hours afier
receiving a dose of typhoid and cholers vaccinea had severe rigora
lasting about one WD temparature roge o 58°C. WP recovered
after 24 hourg, '

12, Suspected adverge toactions to cholsra, typhoid and tetanus vacgines

A'—y,ho 20 minutes after receiving cholera,
tyrnoid and tetanug Vaccine developed rigors and a temperature -
639.500) which ended some 12 hours later, Sixty minutes afier vaceination

13. Suspected adverse reactions %o cholaera vaceine

W rerorts bave been ruceived of injection site reactiong vhich were
followed by severe malaise,

14. Suspected adverse reactiong to_house duat mite degensgitigin nts
Nine reporta have Lean gz'ecei'nd,-of bronchospaam, ‘31‘ urticaria

and of bronchospasn and urticaria, -1‘ Purpura, of Injection gite
reaction a.nd-of anaphylaxig, :

15. Suapected édverae Teactiona to £rang _pollen vaccines
3 W

Nine reports have been received,

(1) 4 Teport of a fatal acute snaphylaxis following the
last of three injectians for hay fever (pollinex) referred to M Corener.
(i) A report of poasible attack of petit mal following

fixat mon ¥ maintenance doge or glavac=s.

W <riscics ocourred ina (8ix and 18 houra after
immunisation) of blanimesg, W,

(411) WD reports of injection mite xeactions, Wo: tronches asu, (D
of urticarie, Qi os pelpitations, dizziness and sweating and of
apnoea, rash, parathegiae and Pareais two houra after recalving a ninth
injection of an intial courge, Thg last patient Tecovered afar
Teceiving adrenaline following by Predmiselene,
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16. Suspected sdverse reaction to tuberculin PPD

A U t:rcc to four houra after an intradermal injection of

one in 10,000 tuberculin FFD, developed malaise, ancrexia, vomiting and

diarrhoes plus fsver. vag admitted to hospital, 1ill, dehydrated,

hypotensive and febrile. bad a deolayed skin reaction which

waa several centimeters in diameter some 72 houra later, which persisted for several
weeks but without necrosis. also had reversible remal failure and liver

damage. \Jkecovered after treatment with hydrocortisone and rehydration and

wa® subsequently with RIFINAH. The suspected tuberculous cervical

lymphadencpathy was later confirmed peaitive for tubercle bacculle.

17, Suspected adverse resactions to he atlitlis vaccine

Three reporta have been received. These compriges

R qwm four to five days after a second
dose of H=-B-Vax developed symptowa and migna of a right brachial neuritis
(econfirmed neuro-phyniological studies) which persisted for four to
 five waeks. guffared from a similar epimode of xight aided

‘brachial neuritis in {iJfor which no cause vas foupd. The

reporting physician did not think that the hepatitis B vaccine

vaw & causative factor for the present episode but it may have been 8
precipitating factor.

(ii) WP reportas of injection eite reactlions.
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Table 1

Convulsions or possible convulefons asscciated with DPT OFV_imsunisation

Interval Associated
Jollow fard  Aee dn q%mlalwnﬁo y Immmisation/ Fyrexia Additional Information
Number Ronthe = Convulsion reported
] » DPT & OFY 3-4 hours Yes Possible convulsion or rigor lasting 2-3 minutes.
{2) Adwitted to hospital. Full investigation sereen
. including LP pegative.
I w DFT (2) 40 hours Yes Fever for 48 hours with convulsion at 40th hour.
. Ho fite before or during the subsequent mesven montha.
I . DPT (3) Same day Yes Localised induration. Recovered. Ko evidence of
neurological damage
l W o (2) ? ? Under treatment for “cornesl clouding".
l . DPT + 7 hours Yes Fever, convulsions and left hemiplegia occurrsd
0PV (1) , ‘approximately 7 hours after imsunisation. Much
. improved following day when large local reaction
and rash on chest moted. Discharged next day
froem hoepital
. W e .wa Same day Yes Admitted to hospital for 72 hours. Recovered.
+ OFY(3
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Table IX Convulsions or possible convulsions asscciated with DT + OPY immunisation

Yellow Card
Famber Axe

-k

Yaccine

{Dose)

(1)

T + OPY

(2)

Interval

Hlnauh_.nwwwoum

Convuleion

2 days

10 deys

2 daye

Amgociated

prrexia

2

7

4

Additional Information

Iwo fits — admitted to hospital. Enown diatbetic on
_ Inpulin.

No permanent neurclogical demage,

The possibility of an allergic reaction suggested
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_Table III Convulsions associated with Measieps Issnmnisgtion (19.9.85% - 15.1.86.)

. L Iswunisation/ Associated
Yellow Card mm% Sex convuleion Duration pyrexia Additionel Information
Busber Honths interval reported
| - ' T days 2 minute Yes FNo previous febrile fits. Ko FH of febrile fits
o - ™ 7 days 2 mimutes  Yes Admitted to hoapital. .See Appendix. '
x 2 ’
] B @ vithin s ¥o Admitted to hospital. Discharged on enticen—
. houra ? vulants

I - B 5: bows 2 mimites Ope febrile convulsion prior to this which wae
right sided and focal. EEG ncrmal.
Since imsunisation InMay 1984 (without
imsunoglobulin) hes had oné further fit.
Fo seguelae (October 1985). Three triple
immunisetionsbefore firgt febrile fit.

l B 10 days - Yen Recovered




