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Department of Health (& [E{4E4)
Wellington House
133-155 Waterloo Road
LONDON
SE1 8UG
2009410 H1H
To : Immunisation Co-ordinators (TP —F ¢ r— & —)
Copy : SHA Immunisation Leads (SHA T-[5H4FE 335 5R)
HPU Immunisation Leads (HPU ¥~ [ 2FE 32385)
RDsPH
Gateway Number : 12699
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Professor David M Salisbury CB FRCP FRCPCH FFPH

Director of Immunisation
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Qm Department
of Health

Wellington House
133-155 Waterloo Road
LONDON

SE1 8UG

To: Immunisation Co-ordinators 1 October 2009

Copy: SHA Immunisation Leads
HPU Immunisation Leads
RDsPH

Gateway Number: 12699

Dear Colleague

HPV vaccine Batch AHPVAQ043BB

| am writing to provide a further update regarding the tragic death of the young girl from
Coventry who sadly died after receiving HPV vaccine.

I informed you yesterday that she had a rare and grave underlying medical condition
that was likely to have caused her death. At the opening of the inquest today, the
pathologist has confirmed that the young girl, Natalie Morton, died from a large
malignant tumour of unknown origin in the heart and lungs. There is no indication that
the HPV vaccine was a contributing factor to the death, which could have arisen at any
point. Further information will be available at www.coventrypct.nhs.uk.

We hope that this information will help reassure parents that the unfortunate death of
this young girl was not due to the vaccine. The vaccine has an excellent safety profile,
and the HPV vaccination programme has been a great success so far.

| strongly recommend that you continue with your HPV vaccination programme. If you
do not have adequate supplies of alternative batches, please contact Movianto and
order replacement vaccine and recommence your programme as soon as the vaccine
arrives. Colleagues in neighbouring PCTs may have some available stock to help in the
interim.

Thank you for all your continued efforts over this very difficult event.
Yours sincerely
/
Professor David M Salisbury CB FRCP FRCPCH FFPH
Director of Immunisation
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Appendix table 1: Individual listing of cases that included the SOC Cardiac disorders, cases reported in completed and ongoing
clinical trials with Cervarix (N= 45 reports from 41 subjects)

CaselD

Country
Of
Reporter

Age

Case
Outcome

Seriousness

Patient
Died

TimeTo
Onset
Since

Last Dose

MedDRA PTs

Suspect Vaccines/Drugs

Company comments for
fatal outcomes

A0752459A

Costa Rica

27 Years

Improved

Serious

22 Months

5 o MPECARE
Jiiobsd

F1 DL SRR
IR

MR

HENR

=R
El7 ey s
FH7 ey o
IR K] 2
I i 5

LR

a3

IR HH =R
KBRS PASHR 2
&S Tr PHEH N4 E
9 S MPELARAE

Blinded vaccine trial medication

A0794469A

Canada

27 Years

Resolved

Serious

4 Years

DEMEREER

Human papilloma type 16 + 18
vaccine, Clindamycin, Empracet

A0847203A

Costa Rica

28 Years

Fatal

Serious

4 Years

LN TS

Blinded vaccine trial medication

Subject died four years after
the 3rd dose of blinded
vaccine due to acute
myocardial infarction.
Background condition:
coronary atherosclerosis

B0377381A

Finland

18 Years

Resolved

Serious

91 Days

DR
[¥are
JRRIS

Human papilloma type 16 + 18
vaccine

B0383058A

Denmark

18 Years

Improved

Serious

24 Days

DS
[LSITMEEES
J¥are
IP-1J% IR
197

Human papilloma type 16 + 18
vaccine




CaselD |Country Age Case |Seriousness| Patient | TimeTo MedDRA PTs Suspect Vaccines/Drugs Company comments for
Of Outcome Died Onset fatal outcomes
Reporter Since
Last Dose
B0386174A |Australia |22 Years| Resolved | Serious N 40 Days |{[1ESE R Human papilloma type 16 + 18
ZITIE vaccine
PRI
TFEIMED E W
D
I8 IR
00
B0395287A |Brazil 18 Years | Resolved Serious N 100 Days |.0afif5 1 Hepatitis A vaccine
EZ V—+8
I8 IR
B0413166A |Belgium 19 Years | Resolved |  Serious N 5 Months [.0> % Hepatitis A vaccine
J¥a e
B0419578A |Denmark |15 Years | Resolved Serious N 12 Months| Q T #ERSEMERE Human papilloma type 16 + 18
LME IR vaccine
B0423538B [Canada 28 Years | Resolved Serious N 0Days |& b U ZR[RE Blinded vaccine trial medication,
FF7 4T X —f)s  |Adrenaline
2
B0424855A* |Finland 18 Years | Resolved Serious N 6 Months [.0» = #HED Human papilloma type 16 + 18
fR AR vaccine
B0424855B* [Finland 19 Years | Resolved | Serious N 2 Years | E=EMEAR Human papilloma type 16 + 18
vaccine
B0427469A |Poland 23 Years | Resolved |  Serious N 117 Days | _E = M4k Human papilloma type 16 + 18
Hfh vaccine
B0436106A |United 47 Years | Resolved | Serious N 4 Months | |- == 8k Blinded vaccine trial medication
States
B0443750A |Finland 19 Years | Resolved | Serious N |18 Months| [- == M4k Human papilloma type 16 + 18
vaccine
B0460067A |Mexico 38 Years| Fatal Serious Y 67 Days |CMior B Blinded vaccine trial medication [Subject died two months after
e the 3rd dose due to her
IN: s R background medical

condition of hepatopathy (for
30 years) and valvulopathy
(for 2 years).




CaselD |Country Age Case |Seriousness| Patient | TimeTo MedDRA PTs Suspect Vaccines/Drugs Company comments for
Of Outcome Died Onset fatal outcomes
Reporter Since
Last Dose
B0475434A |Finland 18 Years | Resolved | Serious N 4 Months | |- == 8k Hepatitis A vaccine
with
Sequelae
B0487432A |Brazil 21 Years | Resolved | Serious N 14 Months .0 E¥H #Eh Human papilloma type 16 + 18
FEIMED E W vaccine
B
oz
B0492502A |Spain 21 Years | Resolved | Serious N 15 Months | R #E ik Human papilloma type 16 + 18
with vaccine
Sequelae
B0505055A |Philippines | 31 Years| Fatal Serious Y |16 Months| &0 R 58 Blinded vaccine trial medication |Subject (alcoholic beverage
g drinker, smoker and
AR e methamphetamine user) died
gt 16 months_, after the 3rd dose
. of Cervarix due to
A cardiorespiratory arrest in
the context of acute
myocardial infarction
B0508014A |United 42 Years | Unresolve| Serious N 14 Months| %L =24 R—3 & Blinded vaccine trial medication
States d M= IR
D EMEBRR
TERR Y o S ENE R
RRIE
B0509253A |Philippines |57 Years | Resolved |  Serious N 15 Months | R 22 & B LMiE Blinded vaccine trial medication
J¥a e
3]
FEMED E W
SRR
M R
B0511825A* |United 44 Years | Resolved |  Serious N 64 Days | =Mk HPV Vaccine (Non-GSK),
States Hefh Vaccine (placebo)
B0511825A* |United 44 Years | Resolved |  Serious N | 7 Months | _Fs=ME#R HPV Vaccine (Non-GSK),
States Hefh Vaccine (placebo)




CaselD |Country Age Case |Seriousness| Patient | TimeTo MedDRA PTs Suspect Vaccines/Drugs Company comments for
Oof Outcome Died Onset fatal outcomes
Reporter Since
Last Dose
B0513417A |Finland 19 Years | Resolved |  Serious N 2 Years | FREXR Human papilloma type 16 + 18
ElEs vaccine
D
B0517289A |United 27 Years| Fatal Serious Y 2 Years |ftiZEREE M RUMAE Human papilloma type 16 + 18  [Subject died two years after
States MR A vaccine the 3rd dose of Cervarix due
A to cardiopulmonary failure in
. s the course of pneumococcal
L T :
A TN PRI sepsis
B0522459A |Mexico 44 Years | Resolved Serious N 18 Months |44 ik Blinded vaccine trial medication
I
BA &y
D
ZITE
I PR]
B0524523A |Mexico 35 Years | Resolved Serious N 20 Months | AR 22 & 3 UM iE Blinded vaccine trial medication
Jiizbra
I R
D
GI)
B0526163A |Brazil 26 Years | Resolved Serious N 3Years | 4L T e N—F Hepatitis A vaccine
¥ - RUA MEGRE
B0533720A* |United 34 Years | Resolved Serious N 11 Months | ;&2 ~7 4 SRR EERE Blinded vaccine trial medication
States IR
7
B0533720A*|United 34 Years | Resolved |  Serious N 7 Months | ST PESERAE BT Blinded vaccine trial medication
States IR
7
B0537957A |United 43 Years | Resolved Serious N 22 Months| 77 {445 IR NE S/ Blinded vaccine trial medication,
States Hfh Citalopram hydrobromide,
Clonazepam
B0537957A |United 43 Years | Resolved Serious N 3 Years |k Blinded vaccine trial medication,
States W& Citalopram hydrobromide,
Hotih Clonazepam
B0537957A |United 43 Years | Resolved Serious N 5 Years |Jf1HE5 Nk Blinded vaccine trial medication,
States W& Citalopram hydrobromide,

PN

Clonazepam




CaselD |Country Age Case |Seriousness| Patient | TimeTo MedDRA PTs Suspect Vaccines/Drugs Company comments for
Of Outcome Died Onset fatal outcomes
Reporter Since
Last Dose
B0546463A |Finland 20 Years| Fatal Serious Y 3 Years |24 Hepatitis A vaccine Subject died three years after
the 3rd dose of comparator
vaccine due to myocarditis
(severe flu one day before).
B0558708A |Finland 20 Years | Resolved Serious N 3 Years | HA4ER Human papilloma type 16 + 18
vaccine
B0561802A |Philippines |37 Years| Fatal Serious Y 4 Years |t 1k Hepatitis A vaccine Subject died four years after
the 1st dose of the
comparator vaccine due to
cardiorespiratory arrest
(sudden death)
B0562796A |United 25 Years | Resolved Serious N 3 Years | HA4ER Hepatitis A vaccine
States
B0563163A* |United 24 Years | Resolved | Serious N 3Years |77 4 7% —3 =3 |Human papilloma type 16 + 18
States V4 vaccine, Terbutaline, Adrenaline
BT
B0563163A* |United 24 Years | Resolved | Serious N Sameday |77 4 7 & —3 3 » |Human papilloma type 16 + 18
States V4 vaccine, Terbutaline, Adrenaline
]
B0564639A |Philippines |42 Years | Resolved Serious N 2 Years & Ifi)JE LR R Blinded vaccine trial medication
B0570895A [Philippines |36 Years| Resolved | Serious N 4 Days |XUE Sk Human papilloma type 16 + 18
R e vaccine
RRZ MR L
(LRI
B0587927A |Philippines |44 Years| Fatal Serious Y 3 Years |.[MififE ik Blinded vaccine trial medication |Cerebrovascular accident
secondary to hypertension 3
years after the 3rd dose of
blinded vaccine
B0648259A |Netherlands| 58 Years | Resolved Serious N 3 Years |JlME Blinded vaccine trial medication
BONREE (LI
R0008266A [China 24 Years | Resolved Serious N 57Days |T /LT « N—F% Y Blinded vaccine trial medication

Vo IRUA MEWRE

*Cases reported events with different time onsets.




Appendix table 2: Individual listing of cases that included the MedDRA PTs of interest under the SOC Cardiac disorders,
spontaneous cases reported following vaccination with Cervarix (N=16)

CaselD

Country
Of
Reporter

Age

Case
Outcome

Seriousness
criteria

Patient
Died

TimeTo
Onset Since
Last Dose

MedDRA PTs

Company comment s

B0549275A

Austria

15 Years

Resolved

Serious

N

6 Hours

LEREE
VU fEe e
PR

R IRAR T
B

\\\\\ (A

Syncope

B0554054A

United
Kingdom

12 Years

Fatal

Serious

21 Days

U > Y ER B MR
K

FEEN

Bk

T ARGE Y

eIk

& 1fn )£

RS 7 A JL A &G

Cardiac arrest in course of sepsis.

B0564770A

Italy

14 Years

Resolved

Not serious

0 Days

REMR
I
LRl
I K

Symptoms suggestive for allergic
reaction, treated with antihistamine

B0650554A

Netherlands

14 Years

Unknown

Serious

1 Days

B L~ VOIKT
BESuy s
KA

AH

F7 I —F

R IRAR T

M EAR T

Bt

Orthostatic dysregulation due to AV
block 1-2 degree




CaselD Country Age Case Seriousness | Patient TimeTo MedDRA PTs Company comment s
Of Outcome criteria Died Onset Since
Reporter Last Dose
B0672060A Korea, - Resolved Not serious N 0 Months | REER Medical history included unspecified
Republic of I [ heart problem. Events (NOS, not
R R e otherwise specified) were observed
within one month.

D0056582A Germany 13 Years | Resolved Serious N 17 Days EEIMED E W Subject suffered from hypotension and
A= received treatment with etilefrine. She
HIET had dizziness 3 rr_lonths before_the 1st
ST dpse;. All evaluatlpns resul_tgd in qormal
L L findings, except visual activity, mild
DR RS depression, etc. Events resolved and did
BB not reoccur after the 2nd and the 3rd
TEE) R dose.
TR
o >RG5y
SHE TN
N

D0057629B Germany 17 Years | Unknown | Not serious N Unknown | L& EE Unspecified circulatory problem.
4 SIE Circulatory collapse was reported after

the 2nd dose.

D0058342A Germany 15 Years | Unresolved Serious N 2 Hours L) Limited information, events were
== observed in the course of an unspecified
EEME D E viral infection.
B E
DI EREE
TSR AL ALBE
R
W
YA L RS

D0058440A Germany 15 Years | Resolved Serious N 1 Days FENE Unspecified circulatory problem after
GHE taking physical exercise together with
[EEEE 5 2 U headache, received treatment with
SR paracetamol.
DIERE

D0059287A Germany - Resolved Not serious N 1 Weeks DI EE Two occurrences of unspecified

circulatory problem after the 1st and the
2nd doses.




CaselD Country Age Case Seriousness | Patient TimeTo MedDRA PTs Company comment s
Of Outcome criteria Died Onset Since
Reporter Last Dose

D0067932A Germany 24 Years Resolved Not serious N 2 Hours A TN ERER Unspecified circulatory problems
BE v together with shivering, arthralgia, etc,
HE e events resolved. The subject received
N g e e treatment with paracetamol and
DL B ibuprofen.

D0068984A United 13 Years | Unknown | Not serious N 0 Days EEIMED E W Consumer report, unspecified circulatory

Kingdom G problem. Subject refused to provide

D= clarification.

D0069302A Germany | 28 Years | Unknown Serious N 4 Days FE_ERETuyy Four days after onset of weakness and
SENR tachycardia. ECG and Echography were
ST without findings. Long-term ECG showed
s no tachycardia, but AV block grade 11
N E'[L i twice (Wenckebach) without relevant
LR PR pause. No specific treatment was needed
ﬂ%%%ﬁ and the Wenckebach type of AV block
FEMEOE N was probably an incidental finding on
D ECG.
i
Lol
B IDRE
FEBA
= JHAE

D0070468A Germany 16 Years | Unresolved | Not serious N 0 Days R Unspecified circulatory problems. Events
FENME D E resolved.
L
W
9EF
EHIR
Dl B REE

B0736476A Japan l4Years Fatal Serious Y 2 Days ZRARTE, concer ned case from Japan
PLME 1R

I 4 I




CaselD

Country
Of
Reporter

Age

Case
Outcome

Seriousness
criteria

Patient
Died

TimeTo
Onset Since
Last Dose

MedDRA PTs

Company comment s

D0071440A

Germany

15 Years

Unresolved

Serious

40 Days

fRRENEREE
ik

PRk
FEED F W
s K
) E
BATREE
AR L
L= i)
I i 5
el
I
SRR
A/ —X A
TN
JE I E

Mitral valve prolapse is thought to be
inherited with increased expression of the
gene in female individuals.




—EEROEEERICRAEHMERTY, BTHHATSL, —

FIELDEIEWRTOEMOoE

2011 2 H

939V A=ZRI9514 Y R E1l

DAIRTYFEE

=YD X

(AW A DL
L VR 2 i v —~ T A NV AKERIF T T F L (AT 7YX U MaE k) )

L WA STEROZ L L BEUH L LFET,

L, BALEIRICOX E L CKBO SERABY . B LR L P T,

ST, cofE, HemJ{UYIR © [HEELOEE] #%ETHLE L0 TRESLEH L
B ET,

BB, BETHRSCEZEHA LA B TR R ECITEBETOAREZELETOT,
SHBOTHEMCELE LTI, AREEZ IS TS VET LS BBV L BT ET,

=
1. ELRETRE (0 EkED)
H H "B

EELEFNER oA NEICOWNT, XY EEMENENT D 09 < 7D &) ik

[—#BeRET] | L E L7z
EDMDEIRIE . -

[ VEn = -
ey | VY NEE] ZERLELE,

WSMBRRAIC OV TT — X 2 BT L LT,
. MR PARIC DV T T

[—EReRET - JB5R] é}  HPV-16/ )¢ "HPV- 18 LIS DR JFMEHPVIZ %63 2% A2 DU T
BFLLE LT,

m 7 HURICHET RO T8 LORE] 2XERBLTHWETOT, ZBRTFI,
Fim, T2 TRMLYE LIENEITERAE R — A= (http//www.glaxosmithkline.co.jp) TH ZEIZ/RILET,



2. METAB L HETEH
(1) TEELEAXNEE] OIF (H 145D

BT % (TR . BRLHssy) o ET Al
[EELDEFE]) [iEE LDFE]
QLEELEXRNES LEEREXRNEE

DU 7 F UoHEREES THEREZICERIC L D ORI
BOG 2 @ Do M E R ERR RS & L TR H 5D
NHZENDD, KK DB 2T 5729,
BR300 RRE IO D 2 8 U o
DRIEZBIET D EMBE LU,

DT 7 F oEEREZ I MAE REMRE R & LT
HoHbNDHZENHDDOT, HEMEBI0NFLE T
PREOWRBEABIET D ENLEE LU,

<HETEHR>

201042 HIC B AR SRR R OIS TRSh - A REMRNIS ) 2850 L, SR 300 FE R 13
FEZBET L ENEE LVEOEEREZITo CEE LN, TOH b EM « MR EMRSIGIZ
BT 2 BIEM N ERE S 4L, £ O PITITRIRR I LITHE, a7 DN T 2HOMENHV E L, %
SOIERNE, ZLEIZ L TWIZ/Z< 2 & TRICEF 1T A 6 EIE & OIERI T LT,

KA & DB 2 RET D7,

Ot « M8 BRI ] NRIC DV CREAICRCH L, BefiRe

LD 7 EORE CTHERER ORBEZBZE L TV eE< L) ERDIEEWMEZIT)IZLELEL

7"7-
—o

(2) TRIRIG] DIF (8 FkET)

BT & (THSH . BEHssy) i ET Al
[EELDFE] [EELDFE]
4.8 48RS
Q)ZFDDEIR I Q)FDDER IS
. 0.1~ |SEETHEH . . 0.1~ |$EETH
10%LAE | 1~10%kKH - ) 10%LLE | 1~10%%K:% - o)
0 | Iy BB (38°C y 3 0t | Ty FEE (38°C
Uk E 5 B 1)) O =
) . EX i) . EX
T Y SERRAS

H1) HERE XIS OISR TRED 53TV B EI G
WCOWTIIBEE R L Lz,

E1D) B OHLTHD N TWBRIESIZ DV T
BRI L,

<WETHEH>

EWSMZB W TRIBUSOMENER SN Z LIS &,

[ REE ] ZiBftWi=LE L,



(3) TERPRREAE] DIE (H F:tkil)

BT % (TR . &GETHR4Y) o ET Al
(& RAkAE] (5% RAkAE]
1LFBAZHER 1. FRh%hER
<BYVERRRUE> <BYVERERRIE>

(DH15~25 DM 18665 Bl kf5: & LT —HE 5 ML
HER(HPV-008 FRENIZIBWT, AL RRMHAYV :
RIEAL A BIFRD 7 F ) & i LT, T o £
SLEEAMIE B 7T T HPV-16 X HPV-18 (ZINT 5
CIN2H(CIN 7 L — K 2 DL E) T, AFIBET 4 Bl L
Tt MR 56 1511 (VE=92.9%(96.1%C1:79.9%., 98.3%. p

<0.0001, [@{f] Fisher EHEMEEMRIE)) | BN T fEHT

T CIN3HCIN 7' L— K 3 DL B EAAIRE T2 Hilicx L

THRIMEHET 10 f5] (VE=80.0%(96.1%CIL:0.3%, 98.1%,

p 0.0221, [l Fisher [E BRI E)) TEE)@ A NED]
WA BRAIERS BT, 7k, BT 7B S
ICHFRNCRE STV W2 ST, %ﬁt@#iﬁ@ﬁ

JFE HPV SRS ERALICHRI S iz, & DT DRZED

JFRINTH D ATRertEd e b W & | BIZ — B/ 7E

LCWARLL ZXBF 5 7= HPV BUHET LT Y X

LAEBEHA L, 207N Y XA E#EH URETAIC

i &7z HPV O K (R PCR ¥ #s TH ) & 407~ HPV

ORI EfET L, HPV-16/18 LA DR E I G B 5

LTW5 EEZ LD CIN2+ D 6 FICKRAIRE 3 ], xt

FERE 3 ). CIN3+ D 4 FICARAIRE 2 i, HPREE 2 $51)

RS Lo, 703 ) X A% OMBRFRZE IR 2

AMEEF2 IR LTz, 72, BRI T2 H5%)

PEEEI IR L, 2

x-2 HMBFRECHTIENME(TO La—)LICERL
tzah— REV/HPV BRI 7 LT Y X L)

()15~25 DN 18665 Bl % xtg: & Lz & iRk
R (HPV-008 RER)ICIWV T, HohHE % *HRHAV :
RiEb A BIFR D 7 F o) Lt L=, AT
(CIN2+ 725 23 151 3¢ A= ) B 45 o0 = B ET Al 1B B i 4 ©
HPV-16 XX HPV-18 IZHL[AF % CIN2HCIN 27 L— K
2 UL )&, ABIEET 2 BTkt LT, xPRRBENT 21 6T
BV, WEMICARRADIUERNE LN (VE=
90.4%(97.9%CI:53. 4%, 99.3%). p<0.0001,ii| Fisher

BEREREERE), 725, HflCld B SEmIcF i m
HEINTWRWRIE ST, Fiio 2@ ORERY HPV
DRI ST, 2 DT DIREDIRR TH %
AREES R bRV L | BIC—IFICFEE L T
EHRXBIT D720 HPV RHET VI XA ZHEAH L
oo ZOTNTY X L% URESAICHE S vz
HPV OB Y PCR W CHRL &7z HPV ORL % i
L. HPV-16/18 LA DBREE IR B G LT D
EFEZBND CIN2 O 3 BICARKIRE 2 6], xHFREE 1 41)
RO LTz, 73U RN % OMBRE IR S
ﬁ)‘jJ iﬂéf?‘% 2[R L?L—o 357‘;\ ﬁ‘f}um(h \—Xj"j‘éﬁfjj
PEERF-3ITR LT, P

R-2 MBABREICHTLAME@RD O FUoEEaR—
RED/HPV BRI 7 LT Y X L)

ED) UF a3l I a b a—/ /L HEiLL /-
WEREDOHI B, 1 BB Y7 FERE (05 AB)
WiEbiUAREME, o0 3 HAK U6 v A HIC
HPV DNA 723 D BRE I DUV THENT L
775

HPV-16/18 AHI %R HPV-16/18 AH %A —_—
(IR I (% SRR 2 A1
el | | e | e | e | O 00| RO g [ | e | e | o)
Fro | FEC| G| B | T | | k| | I |97.9%CD)
98.1 100
CIN2+ | 7344 | 1 | 7312 | S3 | ge7y 00 CIN2+ 7788 | 0 | 7838 | 20 (74.2. 100)
100 F1) ‘777“/&?@%: HPV B DO F T2 RAR T, i@
CIN3+ 7344\ 0 | B12] 8 (36.4.100) WREFME HPV ~ORGRE N 22NNz, i

iﬁf‘fmv THREFE (Y LCWaEEET
—WR e R A BRE R E LU 7 F o a5
Uiz, UZF % | |l LR L BRED 5 b,
1B YZF U8R (05 HB) ISHEBZORS
DA IE XTI BE FL % ¢ L HPV DNA k7 Mg Ht
IRIENE T &b o T B A R DV THEAT L 72,




R BT #® (TRRED : &GETHERY) e ET Al
£-3 BERRITVIIHT A (IO Fa—JLIc#E | R-3 HHERPETVICHTIAME@RD Y F UERED
WLf-ark—§K) R<— k)
HPV-16/18 e Py HPV-16/18 A P
W2 A S (% IR A I (Y
U e | | e | | ©84 U e [ | e | e | ©7
Frfoe i g 94.3 Frfoe i g 80.4
6 nHEsm | DL 2 | 122 388 4o 5 063)| || (60 Az | M| 38 | 0402 18 | (704,874
Frfoe s 91.4 e TR 75.9
(12w A | 1033 | 20 | 89841 227 o6t 950 || 12w Az | 2380 1|37 40 477,902

HE 1) FRUged 6 » HERITKES » Afficb7e< &
b 2 IR TRILD HPV B, 12 » H EF%idx
510 » AR 72 < &b 2 RIKTHRZLD HPV 23
it & E

WD) RGO 6 » HEFRIIKIE S » A< &
b2 IR TEAL O HPV 2551, 12 » H E i3k
K10 » HRiC D 72< &b 2 BiECRALD HPV 2
Bt & EFR

1 2) ABIBEORHGEY6 » A EFR)FID 5 B 29 Hil} Y
Froe (12 % A &%) D 11 B9 ENEEGR3 3 [B] B
DU 7 F EREE TRNCA b,

[EEZ 3]

2) Paavonen.J..et al. : Lancet, 374, 301-314 (2009)

3) The GlaxoSmithKline Vaccine HPV-007 Study Group :
Lancet, 374, 1975-1985 (2009)

[E= i)

1) Paavonen,J., et al. : Lancet, 369, 2161-2170 (2007)

2) The GlaxoSmithKline Vaccine HPV-007 Study Group :
Lancet, 374, 1975-1985 (2009)

<HKETEHR>

WA EEREER  (HPV-00835R) 1B\ T, HPV-16 & HPV-18%UIZ 54 25 A %12 W T E R RG

ERENTTD, BFERICESFTLE L,



B FT % (TR - IBRCES)

&% ET Hl

Z OO FEFENE HPV IR IK§ 5 FRe g % OSHEIR 2 x4 5 5% 51575:9& 4R

L7z, HPV-31, HPV-33 N HPV-45 I[ZEKT 5L 6 v HE WZxt LT

MR AEBEENED b (HPV-31, HPV-45:p<0.0001, HPV-33:p=0.0003\

WEIJ Fisher EHEfERME) . & 5IC HPV-31 . HPV-51 K N HPV-58 |2 K 4 % CIN2+

W U ORI R A B PR H vz (HPV-31:p<0.0001, HPV-51:p=0.0050.

HPV-58:p=0.0225. [#iffi] Fisher ELHEFERIRE) .

Fx-4 EREYE HPV (CERYT 2 FERERCHEBREICET 2F8HME (Jota—)L

[CEPLfzak—p) 2V

HPV # FRg 6 » HEF CIN2+
AHA PSRt BHIME (%) AHA xR BHIE (%)
A A (96.1%CI) A R (96.1%CI)
B | B i | Bk
HPV-16 23Tk DR
HPV-31 45 199 71.5 2 25 92.0
(68.3, 84.4) (66.0,99.2)
HPV-33 55 100 451 12 25 S1.9
(21.7.61.9) (-2.9.78.9)
HPV-35 55 43 -28.4 1 6 83.3
(-100.3,17.2) (-49.1. 99.7)
HPV-52 293 315 7.4 12 14 143
(-9.9.22.0) (-108.1, 65.4)
HPV-58 111 101 -10.3 6 17 64.5
(-48.0, 17.7) (1.5,89.2)
HPV-18 (23Tl
HPV-39 147 149 1.0 3 10 69.8
-26.7,22.7 (-24.2,95.2)
HPV-45 19 79 76.1 0 4 100 2
(59.1, 86.7) (-67.8. 100)
HPV-59 56 59 4.8 1 4 74.9
(-42.4,36.4) (-178.6. 99.6)
HPV-68 138 134 -3.1 5 11 54.4
(-33.4,20.3) (-49.8, 88.4)
Z Oftho> HPV Al
HPV-51 304 354 145 10 27 62.9
(-0.8,27.4) (18.0, 84.7)
HPV-56 182 174 -5.0 4 10 59.9
(-31.5,16.1) (-47.1,91.5)
HPV-66 168 178 57 4 10 60.0
(-18.4,24.9) (-46.7.91.6)

HED) 97F 3 EERL,. 00 HERO 6 » HHIZEEYS T 5 HPV DNA 2BEM%ED
BRI DWW CTRRNT LT,
E2) BRE SN RGBT 2B DOREES ki L 7=,

Z OfhoEIREME HPV 12

ERAL A

(5

<HETEHB>

WSS (HPV-0087R) 123U\ TH: B 7= BT A RIS BV T ARFI D 7 A )L ATIHPV-16%
ZBWTIX, ZOHPV-008
RBOFERICHESE | AANCEBIT Di#JEIE D FLHE DA E 3201048 H24 HIZAR SN TN ET,

H AR DR SCGEIZ S HPV-162 & N8 LIS O FAEHPVIZ %9~ 5 TRAZhRIZ DWW T BRIRBRE D

K ONSF LIA O A HPVIZ B LT%)T?‘:?‘@%D%#?%%%LE L7z F72. BRI

BIELELE,




B FT % (TR - SGTES) O ]
2.5 &R 2.5 &R
<BHERERAUE> <BYERERARE >

(2)HPV-001, HPV-007 M O} HPV-023 #BRIZI5\N T,
HPV-16 & TN HPV-18 (2% % GMT (% 1 [B1H 0%z
RN 7y HHICE—ZIZ#EL, LI 18 » HEM»
DX h—IZ#EL 844 (101 » H) F ThHERFS
ni=, £72 HPV-16 )} ' HPV-18 D\ "1 H  GMT
IEH R K D HUAMI D 10 5L EToh o7,

(3)15~55 WDz x5 & L7z iR B (HPV-014
HEOICIWT, RBRBAERE I MG PUAIZIECTH -
ToBEBRAE CIXAFRICBIfR 72 <. 1 [BIH OBERED S
18 » A H ® HPV-16 2 (" HPV-18 (Z%f9" % GMT %
HPV-001 K2 Y HPV-007 & D72 b —H D GMT
LA CHPHIC B o 720 26~55 B DAEHRDE TlE 15~
25 W OERBEIZ I GMT BNoREETliEdh -~ 72
23, 48 » H HOBUARMIEL, BRI X 5 Huisif
W~ ERF S LT,
ek, ARBRICB W THIMEDOFN X I ST
v \7‘0@1( N

(2)HPV-001 }2 T HPV-007 #ABRIZI\\ T, HPV-16 K&
OYHPV-18 12%14 5 GMT IZ 1 [BI B O NS 7 %
ABlCE—ZIZ#EL, IZE 18 » HELIZT 7 b
—|ZEEL 76 » H H £ CHERF &7z, £7-. HPV-16
KTOYHPV-18 DWW T4 h . GMT I HREGRIZ L 5
UM O 11 5L ETH -7,

(3)15~55 D&M Z x5 & LR HPV-014
AHEOIZB W T, REBRBALAIE I MIEPUARRMETH -
TR CITAFEIZBIMR 72 < 1 Bl H OBFEN D
18 » A H ® HPV-16 }x 0" HPV-18 (Z%}9 % GMT %
HPV-001 } O HPV-007 &k ~"Z b —#d> GMT
ERICHEPHICH 72, 2B, ARBRICBWTHR)
PEOFEMI L T X TuhZauy,

<WETHEH>

HEAMEIRRBRIC B W T, Fi R DR ENSE SN0, BREENEZ T LE Lz,
HPV-0235BR 2 351F 524 1 AR TOMATIZ LW, GMP (& FE8HURME) 1X 18.44F (1014 H) F

T) #EFFSNDOMRDEONE L,

(4) THIRWEDFER] DIE (H FckiT)

R ORT # (FANT . BRiE D)
[Enik L\ EDEE]
1.3E1Ew

(WFRIZEL T LEHRHERVHITHZ &

QERHEZEE T L2BICITRE IR OIA T RV T
L,

QRFHICTB W T, BAEHZNRIC A GO
B RRO NG ENH 5, T, MEOE
BIZEDHDOTIZRVWO T, FHICELZ 220N
N, Mo THFESE-b DL, SWENELL T
HEENNHHDOT, EHLTUIRE R,

o T &l
[Enik L\ ED;EE]
135188

PRAFFIZIRBWN T, BEEEIR I B RO/ e bR
YWNBEDOONDGER DD, Tk, mEOE{kIC
EDHHDTIEHRVDOT, HHIZELIZRVN, iR
S THFE S b DT, WEPELL TWaEEBEN
BHHOT, FHLTUIIRB 20,

<WETHEH>

YUV ORBNE LTI =Y v 7 ZOMM L] 2 WET U, EIEEREROREEZITNE L,
ZOFEMRITIEDUGETICHS S, BV EOEZEOHEIC b EMEATOEEFEZ B L £ L,
(=Y > 7 ZOERGIE] BERTARICOWTIE, IMIEZ ZZRES 0,




3. BRI ESERFH

201 14E5 H DA AEFESY L 0 T &




Y=JIUYDIRX smronsl 3

(1)
o)
(3

@ k

EEARENE] (PREEEZI 5 2 SELTHRNE)
wﬁﬁﬁmkwmfhm;*éﬁét 2D 5N BEEIC

BEZT-o TR an,

BHSNWRFEHEZEL TNEE
BELRAMEEBIININ D TWVWS Z ENHL N RE
ARIDRRICH L TBBERZRE L2 b2 HE
FRIZEBT2EDEN, FHEEETS 2 ENAHE
WIIRREICH B F

e - MRICEET BB LDEE

()

@
§®

L@

WVWA&UW@U%@WF&MM%%ktITéé
FESER T ONBHRED PHORTRESNT

2Y24%%
BRI R U T BHPVOHERR & RBEIC £ U

TWBHPVEEE DIRZE DET TR RISHE TER N, ¢
FEIOBEREIEMNRTFEFERZORDD &85 |
HDOTIEARW, AFEFICNA, TEEERZDZ |
BOHPVA DR, HRERIEICH LERT DI L0

HETHD,
AHN DT BIE RO R RIIHEL L Tz,

LRE - ARICRET SRELDER _
DT O F L EE EDEERIE |
VET DT OREEZTER, @F. 27AMUE Xk
OARTELT 7 F > OREfEEZT2EZ. @H. 6 HLL!
| LRREENTARZRET S & ’

(ZiE LDEE]

q

. EERIEEREOHIETOICKEL. IREEYTHE)
WREENUTICRET 2 LRO 5N 5T, K
WERCEREZBE L, DRI CEERES OHW 2 H
HIZTW, PH#EEOLEE. BIRIS. FRAECDON
THRg#zfT», AREEEICELLET, ERL
THMEIT S L,

) /R E S BEE [ 2B T 2 & [(AF AR

HIA® 5N BBZNNDH 5, ]

Q) DRgMmERER, BREEE FFRRR. MK

REEEFOEMREZEZFTDH

() PHEETHEMER 2 BUNIKHERDOA S NZE
@) BRIEEOTEDDH DE
) BERICHERAZDOZENREINTNLERNEHE

ICHERERBERRIEDE NN L H

(6) #Efw IR L TS AREME D B B A [T, %

2.
¢

1. BILRE OB OS]
EELRFNIE ‘
) AFNE, [FEMEEERN R OO Fh %
HEE| 2B R L CHAT 52 &,

Q) BEEEICONT, BENCKHITHZ, RERUZ

KWL, WLH) Lo THEREZHARD Z &,

(3) HBEMEE I L OREFIT, B Y HISE B/ ES)

VR, BRI R ERICED, £ BRSO/
FERICERL., BAORERIGCEFHDLE,
S5IZEE, KBEOREEREZELZHEITE. &
DOMICEMMDZEREZTHIOFEFICHS®S I &,

@) 70 F 2 EEER I HEERICERICE D 0RER

BEaOmEREMRERFE L TRMIS5DND
ZENDDH, RMICELEBE 2T D720, HER
3O RERESE SR ELL ETHEREE DIREZ
BT DI ENEEL W,

6) AEIZ) >PDF vy TROT T 2D v —ITIERR

:IA(7T/77\)7biaih’Cbsé T v 7 AR
SEDHBHERBEICBVWTIR, Y LIILFE— Jiﬁ?z’)\a?)
S5HNBHREENHB-DTHEETSH T

. HE%R

HAERGIRHICERETSZ L)

EAEE | WHRER - BEAE #F - RRET
REEHIHIE | AA 2 B L T O 45 RENFAOREG 22T TH
FUKEE DR 5NN | B HIRSEHREAE T L T
REMEATD B, B 1 ERI O R 1E5
NEVBETND

. BRI

EWNERRBRICBNT, AFIEEE 7 HRIOERFE
AFEICEE#HD B 2612610 > B, BT GEHEAL) DR E

20114F 2 AET ( | CETHEAT)

U7 ER DB K i iE, 60661 (99.0 %), Fb #R540/
(88.2%). fENE482(5(78.8%) TH o=, F/=. &FHMED
B UER ORI, 9K F535361 (57.7%) . 277
51 (45.3%), BEE2325 (37.9%). BIEIR CGEL, TRH:,
TR, I8 151461 (24.7%) . BRI 12461 (203%).
53501 (5.7%) ., FE344(5.6%). FHEFRB 1661 (2.6%) T
HoTz,
HAAERARBRICBWT, AFIEES 7 ARIERALE
HECE#HBO D DEFMD D B, FHET QR DEE
U 7=ER DB IR 1E 787081 H, #iE710341(90.3%) . ¥
7R3667451 (46.6%) . NEME3386%1(43.0%) TH o1z, 7z,
2HEORE L ZEROBIKINE. Y. BEHE. B5h
FER GEO, B, TR, BRES). FBE. B T8
il Hp 2 3 F 31282641 (35.9%) . 2341451 (29.7 %), 111143l
(14.1%). 5561 (7.1%). 43441 (5.5%). i, BIHiE.
= R B T73206] B F 3 312563651 (35.0 %), 9854
(13.5%), 22661 (3.1%) TH > 7z,
R D ERRERIZ RER D NREN S HEE T, 3ED
AF B 7Y a0 — )V MSFRAEEB I aho7z, £/
ZHEO FFEEERIIEEEROEMES BHERO Lk
HiAHenianhoiz, (GREEE
(1) EXGEIRRE
avyd., TF7 4 5F—ER GEERHE) !
2 av X TF T4 TF—RERZEDT LIV
F-RIE, MEFENRSSDND I ENHB DT,
?%ﬁﬁiéb:tﬁﬁ%éﬂ—ﬁ T, BRENEDSNLBE
WCILEY) B 21T &,
(2) ZDOHDEIRIEG

10% L E 1~10% K501~ 1 %Kik | SEEABGED

B W JEIE g% E 973
BRARE R L, FR |BEAS HIF SRR
GESTERAL) | IEAR

B B3 E R (GE
H oAb 20 WERE, L

U]
B B A&|Wi. BIEE
R T pEw ML o

%1 FE(38CLL U 2 NHEVE
T O ftb LEED).

RGBS

1) BFEHRE XIS DA TERD SN TWBRIRIKIC DWW TIIHEERA L
L7

YE2) M A AR & LT 5 5 B, 00T, MRS T XIS B
B OFERAFET B,
YE3) el + IR L E T RSB 2 > © 735 B

5. GlRENDIEE )
EEE TN T A R eI L TWRn,
6. ¥R, EiR. IRILBENDIEE

() EEIIEREL THBATEEM D & 5 iF AN DREREIL
IEORAS T R CIERIS 5 Z EMEE LW, [EIRF D
ICET 2FME R OZ 2T L THWARN, ]

Q BAFOEBICETLIEZEMITIHEIL TWARND
T, BARIETHEE LD RENGRMEZ LR
LEHWMINZBERICOAEETDZE, [T M
BWT, FIHPV-16Hi1E D 2 WIEPIHPV-18F A HLIT
FIZBITTDZEMgEIN TS, ]

7. INREADEE
105% AR D /NRITH T 2 H 3 R N2 HEIIHL L T
bsf;m(ﬁmﬁﬁﬁ#‘f;bs)o

m)%ﬁﬁ%
AENIFHAPER OAITHER L. B FEH IIERR
NESFHI LW &,

(2) BEfERy
AFNZOEF EIBE L-BEOREIRFTL T
BNDT, MOEFEIZEE LN &,

(3) BEHEERLL
BEEAMII TN I—IVTHEEFET 5, B, F—EE
ERALICRIE L CHET 5 Z &3l 5 Z &,

IS0V -AZRIS5(4Y HFAEHt
T151-8566 HREREEAXTFEH s E 4-6-15 GSKEIL
http://www.glaxosmithkline.co.jp



	【資料
	海外におけるサーバリックス接種後の死亡症例の概要について

	英国厚生省のステートメント
	HPV vaccine Batch AHPVA043BB




