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KEIZE TS 4@HPVT H F o OTHREKAEIC L K2 ETME (2006~2008)

O VAERSIZHRE SNT-4lIHPVI I F UERBERODESTERRELXELN L. 20066 A
~2008F 12 A £ TOMIZVAERSIZIRE S 1-12,424B Z AT L -,

O 10FEEHI-YDHMEMIIS3IET, TDOHLEELLDIEEADE6.2%EHHTLY
o KM EFHIRMAZEICDONWTEHREREMNZ N EQERINT-,

—r

No. (%)
| Serious |
Adverse  Nonserious qHPV Total, Reporting

AEF|2 Events Events AloneP No. Rate®
Syncope, syncope vasovagal g3 (b) 1803 (05) 1396 (74) 1806 8.2
| ocal reactiond 41 (2) 1700{(98) 1338 (¥7) 17441 7.5
Dizziness 96 (6) 1476(84) A MT (73) 1572 6.8
MNausea 118 (10) 1045 (90) 08 (78) 1164 5.0
Headache 150 (16} 87 (84) 688 (73) a37 4.1
Hypersensitivity reaction® 47 (6) 678 (94) 582 (80) 725 3.1
Urticana 22 (4) 530 (06) 501 (82) 612 2.6
Venous thromboembolic event 39 (69) 17 (31) bb (U8) b6 0.2
Autoimmune disorder 19 {37) 32 (63) 45 (88) 51 0.2
Guiliain-Barre syndrome 31 (74) 11 (26} 25 (60) 42 0.2
Anaphylaxis 8 (29) 20(71) 18 (B4) 28 0.1
Dieath 32 (100) 0 23 ({72 32 0.1
Transverse myelitis 10 (100) 0 10 {(100) 10 0.04
Pancreatitis a (100) 0 9 (100) g 0.04
Motor neuron disease 2 (100) 0 2 (100) Z 0.009

Hi# : Slade BA et al. JAMA. 2009; 302: 750-7.
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(2006~13)

AR

(NIS-Teen) DIEFBEERE—_AF Y U T(ZLNIX.
(20114F) ->53.8% (2012%F) tHEIEWNTH o1,

O Ff=. TEUEZAR ) UJIZENIEK, 4lIHPVI O FUIFRETHESZ EEZRLT

O 2006 BACIPIZHPVTI U F U Z#EE L TULVH A, National Immunization Survey-Teen

1TEILEDT Y F U EFEZREIL53.0%

TABLE 1. Estimated human papillomavirus (HPV) vaccine coverage among adolescent girls aged 13-17 years, by number of doses — National

Immunization Survey-Teen, United States, 2007-2012

Survey year®

2007 2008 2009 2010 20m 2012
Characteristic % (95% CI) % (95% ClI) % (95% CI) % (95% Cl) % (95% Cly % (95% CI)
=1 dose HPV vaccinet 251 (22.3-28.1) 372 (35.2-393)° 443 (424-461)% 4B7 (469-505)° 530 (514-547)° 538 (52.0-55.7)
=2 doses HPV vaccine 169 (14.6-19.6) 283 (264-303)5 358 (34.1-376)% 407 (389-425)° 4390 (423-456)° 434 (415-452) . .
>3 doses HPV vaccine 59 (4478) 179 (163-196)% 267 (252-283)° 320 (303-336)° 348 (332-364% 334 (317-352) FIGURE.Numberof seriousand nonseriousreports of adverse events
Unvaccinated girls with 208 (17.6-243) 308 (285-332)% 525 (50.1-55.0)5 670 (655-702)° 777 (757-796)° 840 (82.1-858)° after administration of quadrivalent human papillomavirus (HPV4)
21 missed opportunity for vaccine in females, by year — Vaccine Adverse Event Reporting
i S United States, June 2006-March 2013*
Potential coverage with 406 (37.3440) 565 (544.586)5 735 (71.9-75.1)5 835 (82.2.848)° 895 (885-005)° 026 (9170358 ~Ystem, United States, June IVIAEC
=1 dose of HPV vaccine if
no missed opportunity 7,000
6,000 O Nonserious reports (n = 19,523)
B Serious reports (n=1,671)
w 5,000
Organization System or review No. of doses evaluated Description Methods Findings g
cDC Vaccine Safety Datalink® 600,559 Large database used for Cohort design with weekly  No statistically significant % 4,000
active surveillance and sequential analyses of increase in risk for the e
research; safety electronic medical data® outcomes monitored = 3,000+
assessment of seven o]
prespecified health = 2,000
outcomes among female
HPV4 vaccine recipients 1,0004
at seven managed-care
organizations® 8
Merck Postmarketing 346,972 General study assessment Self-controlled risk interval ~ HPV4 vaccine associated -
commitment to FDAY of HPV4 vaccine after design, supplemented with syncope on the day 2006 0y 208 2005 A0 Jall 2912 204
routine administration at with medical record review  of vaccination and skin Year
two large managed-care infections** in the
organizations 2 weeks after vaccination; * Total number of reports (serious and nonserious) = 21,194. In the Vaccine
no other vaccine safety Adverse Event Reporting System, reports are classified as serious if the
signals detected - s e ey 7
submitter reports one or more of the following: hospitalization, prolongation
Merck Postmarketing 346,972 Assessment of 16 Retrospective cohortusing  No confirmed safety of an existing hospitalization, permanent disability, life-threatening illness,

commitment FDAT

prespecified autoimmune
conditions after routine
use of HPV4 vaccine at
two large managed-care
organizations

electronic medical data,
supplemented with
medical record review5$

signals for the outcomes
monitored

or death.

H 82 : Stokely S et al. MMWR Recomm Rep. 2014; 63: 591-595.
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(2006~14)

O National Immunization Survey-Teen (NIS-Teen) DIEFEERE=_F 1) VT (2L nIX. 1[H
LEDT U F#EEIE53.8% (20124F) >57.3% (20134F) ELHEIEWLTH o 1=,
EEZZITHEWCERE, MBORMOBELZWNVEDEEHNZEITF NS,

O Ff-. TeHE=ZR Y UJIZENIE, 4EHPVI O FUIFRETHAHAEERLT

AR

TABLE 1. Estimated human papillomavirus vaccination® coverage among adolescent boys and girls aged 13-17 years — National Immunization
Survey-Teen, United States, 2007-2013

Survey year’
2007 2008 2009 2010 2011 2012 2013

Sex/Doses 9%  [95%Clh) % a5 (959 Cl) % {959 Cl) 9%  (95%Cl) %  (95%ChH) % (95% CI)
Adolescent girls

=1 dose 251 (22.3-28.1) 372 (352-393)% 443 (424-46.1)% 487 (469-505)% 530 (514-547)% 538 (520-557) 573 (55.4-592)9
=2 dose 169 [(146-196) 283 (264-303)% 358 (341-376)5 407 (389-425)5 439 (423-456)° 434 (415-452) 477 (45.7-496)
>3 dose 59  (44-78) 179 (63-1960% 267 (252-28.3)% 320 (30.3-3360% 348 (332-364) 334 (317-352) 376 (357-39.6)
Adolescent boys

>1 dose — — — — — — 83 (74-9.3) 208 (194-224)5 346 (32.7-365)5
22 dose = = == = == = 3.8 (32-45) 127 (115-1400% 235 (21.8-25.3)%
>3 dose —; = — — = = 1.3 No-17) &R (5.9-7.8)5 139 [12.5-153)5

TABLE 2. Top five reasons for not vaccinating adolescents with human papillomavirus (HPV) vaccine®* — National Immunization Survey-Teen,

United States, 2013

Parents of girls Parents of boys
Reason B [95% CI) Reason B {95% CI)
Lack of knowledge 15.5 (13.0-18.5) Mot recommended 228 (20.6-25.0
Mot needed or necessary 147 {12.5-17.3} Not needed or necessary 179 (15.9-20.1)
Safety concern/Side effects 142 (11.8-16.8} Lack of knowledge 155 (13.7-17.6)
Not recommended 13.0 (10.8-15.5) Mot sexually active 77 (6.4-9.2)
Mot sexually active 11.3 (3:1-13.9) Safety concern/Side effects 69 (5.6-8.5)

Hi 88 : Stokely S et al. MMWR Recomm Rep. 2014; 63: 620-4




AY)I—TYTIOI—VIZEIT54@HPVT 7 F o DR LEFFE (2006~2010)

O RYUT—TUETIUR—VIZEITS, AfEHPVI O FUEBRODEELEHEEERD
JRIIZDWTEET 5=, 997,585 ADLE (10-175%) ZXREL-EBARAE
OF— FRFEEIT o=, 20065E108 ~2010F 12 B £ TIZ 4 fliHPV D U F U EEE =
1. 1S0OBLIRNICHREL-BERZEER, FIKMAEEICDOVTHENT L., FEREIEEIC
BITHEERERLELEER LT,

O 29&kENDH> L, N—Fzv bFE- LA/ —EK- 12ERKBDODIKFEIZCTIFUE
BEEDEENREINEA, KYFHLTHEFTOKER. BEERGWEEZoNT-,

Event Adjusted rate Adjusted rate > s Al —_ =N i
e e el R—F Ty ME - LA/ —fEK - 1 BEREICONT, EEOBYLBHAZD
_ S= ~ > —_ ~ —_ ~ S —_ —
Thyold FHAIC—EDOHERANZEHoNT . ChoDEICEENGN & ZTRE,
Grave's disease —p— 1.05 (0.69t0 1.61) s
Hashimota's thyroiditis —— 1,12 (0.82101.52) I_Ra‘"'a“d sdisease " .
Other hyperthyroidism —— 0.99 (0.63 to 1.55) 9
Hymothyroldisn _dl, 0.90 (0.71101.18) @ Dose1 ® Dose? M Dose3 < Event s (O
Gastrolntestinal o g Type 1 diabetes P
Coeliac disease i 1.11 (0.90 t0 1.36) ﬁ 3 = B '3 :
Crohn's disease — 0.85(0.62101.17) “ 10 E o 100 =
Ulcerative colitis ——] 0.71(0.49t0 1.03) e i: ¢ %
Pancreatitis —_—r— 1.19 (0.60t0 2.35) - 2 i og vk
Musculoskeletal/systemic 20 13 = ' = §°° 15:
Ankylosing spondylitis —_— 0.94 (0.44 t0 2.01) E. e i os r :,
Behcets syndrome —————=——— 3,37 (1.05 10 10,80) 30 i '-.‘: f &
Henoch-Schénlein's purpura ——— 0.89 (0.52t01.52) ;b il 20:
Juvenile arthritis —— 0.99 (0.7810 1.26) 40 == |: %
Myaositis — 1.07 (0.50t0 2,31) - g F .
Rheumatold arthritis —_— 1.01 (0.66t0 1.54) 3 Lo 25
Systemic lupus erythematosus —— 1.35 (0.69t0 2.67) 50 E, go AT E - .
Vasculitis, unspecified B — 1.55 (0.83 t0 2.88) . = i AT 5 30:
Haematological &0 ". j . - 4
Idiopathic thrombacytopenic purpura —T— 1.18 (0.6510 2.17) - : ] -5 = s
Dermatological 70 3 "?‘? B - 352 2
Erythema nodosum — 1.05 (0.63t0 1.73) - &&' ol s 370
Localised scleraderm —_— 1.04 (0.44t0 2.48) g‘i - Y
Psoriasis - 1.01 (0.80 10 1.28) 80 £  Delivsts syndrems
Vitiligo —— 1.13 (0.73101.74) § _-" s = ﬁ
Miscellaneous 90 = e = i ] Y2
Raynaud's disease —_— 1,67 (1.14 t0 2.44) f. E L o =
Type 1 diabetes e 1.29 (1.03 10 1.62) 9ok = 32
Neurological &
Bell’s palsy —— 1.02 (0.72t0 1.43)
Epilepsy —— 0.66 (0.54 t0 0.80) 55 - o‘lDG 00 e 2 oh
Narcolepsy —_— 0.71(0.29101.79)
Optical neuritis _ 0.67 (0.27 10 1.64) Days
Paralysis e 0.56 (0.35100.90)
= Hi#2 : Arheim-Dahlistrom L et al. BMJ. 2013 Oct 9; 347: f5906.

0.1 1 10



RECHTSH 2@HPVT U F > LR FEREFORE (2008-2011)

O HEIZEFTAHY—N) v XADLEMFEMZEITD =8, UK Yellow Card Scheme (5
FHEERBIRICHRE A TL) ITHRESN-EHEFEERBFOIRETH EEBRERK
)Y —FFT—R1)>2Y (CPRD) IZ& > THIHIN-BESRERTLLEST S L T,
H—\1) vy RIEERD X7 BMEEHEL 1=,

O H—N\1) v AEBRIZCBEMIZHRES SNE-EBHEFEERFOMRENIHEERZE
CRIEL-1=ELTH., HFADESRIERLE HEJ—'—’C%OT:O *71-. CPRDZ{EMH
Ltself-controlled case seriesfi# 4T (HPVD U FUEEREZAH L B DEMHIEFEIXREE

ZEIESNT=ERIZDONT, EER1ERZ) XV7HME. oM zZza > Fo—IL
t L'CJ:IS$§) [CE->TH 1 EBEERIERBOYRZ(FEML TGN T,

O '7'?'—/\') WO RERBEERERFEEREDO XA VEMEDORMIZIX. BEEENED N
o T=,

Yellow Card and media reported cases of fatigue syndromes.

Year Age group [years) Number of spontaneous Estimated number Estimated background rate
cases identified of girls receiving at per 100,000 girls per year
least one dose of estimated from the CPRD
Cervarix
Yellow Card From the UK media  Retrospectively
[Eports only identified {i.e. not
available for real
time analysis)
2008200 12-13 5o 2 5 320,414 312
17-18 1 0 | 210,808 G5
2009 2010 12-18 0 ] 3 1,005,773 474

* Mote that in 20082000 there were no cases reported in 14- 16 year olds,
" Three were also reported in the UK media

H 8 : Donegan K et al. Vaccine. 2013; 31: 4961-7.




FUI—HI28I1+3 4{EHPVT & F > L BIRMASERIE A Y R 9 OFHE (2006~2013)

O HPVI Y FUERBEBZOHBHIKMZREDN) RVICDODWTCEEET 5. ToX—oD2
EEZ2EERATLEHAINT, 20068108 ~2013F 7 AE TOHEMICDWWTEHMEi =
ntf-, MIFEZFRELE-EFIZENT, D9 F UEEBZRNLBUAODEDOE ) XU H
B, D9F BRI FoEEE2BLULEDOREIREZa rO—)LHEAfEIE L T,
)R e Z88f L 7=,

O TV F B LEFRIMEZEREDEEEIIRSNGEN DT,

Table. Quadrivalent Human Papillomavirus (HPV) Vaccine and Incidence Rate of Venous Thromboembolism

5396 Women aged 10-44 y experienced a Hrst
event of vencus thromboembaollsm betwean
Ociober 1, 2006, 2nd fuly 31, 2013, In Denmark

Type of Analysis

No. of Venous Crude
Thromboembolism Incidence  Adjusted Incidence Ratio
Cases? Rate® (95% CI)©

All cases

Postvaccination risk period of 1-42 d 29 0.126 0.77 (0.53-1.11)
1-14d 8 0.102 0.62 (0.31-1.26)
1021 Exclided 15-28d 8 0.103 0.63 (0.31-1.27)
446 ‘Were likaly to be pregnant during 20-42d 13 0.174 1.06 (0.61-1.83)
venous thromboembollsm Control period? 4346 0.159 1 [Reference]
418 Hﬂlj ITIH]I:I.I' EUFH!" ar |'_'||H'l!' I|F|'|t| HPV vaccine-exposed cases
nggE.rHl .q: wk p.”ur h] VRIS Postvaccination risk period of 1-42 d 29 0.126 0.79 (0.54-1.14)
H'II'IIIEI'IIII-I:IE'-I'EHIIIHS-I'I'I 1-144d 8 0.102 0.64 (0.32-1.29)
157 I_Ed 3 CanceT d nosis .HI,H."-H_ 1 j'p{llil-l' 15-28d 8 0.102 0.65 (0.32-1.30)
O RIS Wn%hﬂm 29—42 d 13 0.174 1.08 (0.62-1.88)
Control period® 860 0.149 1 [Reference]
Cases with at least 4 wk of anticoagulant use®
Postvaccination risk period of 1-42 d Uil 0.093 0.62 (0.34-1.14)
"'3?5 EESEE' ﬂf VENDUS wmmm Control pen‘od" 2200 0.159 1 [Reference]
were mcluded rp—
3486 Were not exposed to the giadrivalent T
human paplilomavirus {(HPV) vaccine Postvaccination risk period of 1-42 d 16 0.107 0.66 (0.40-1.09)"
during the study per| Control period® 902 0.145 1 [Reference]
889 Wore expased t0 the quadrivalent HPY 25-44
vaccine during the study period Postvaccination risk period of 1-42 d 13 0.162 1.00 (0.56-1.80)f
l Control period® 3444 0.163 1 [Reference]
Adjustment for oral contraceptive use®
4375 Cases were pligible for analysis Postvaccination risk period of 1-42 d 29 0.126 0.80 (0.55-1.16)
Control period® 4346 0.159 1 [Reference]

Hi# - Scheller NM et al. JAMA. 2014; 312: 187-8.
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AHPVD 7 F 2 L S RIEEILE, EDOMDPEMERBBEMERE ) X J Ol (2006~2013)

A{EHPVD O F UIEREZRDZRMEFILER UV ZDMOFPIRHERGEFEEREDY XY
[ZDWTEHli T 518, ROx—T 2 &T2UT—2 T, 20065E~2013F F THHAM
T3,983,824 AN (10-447%) ZRITOXR & l,’C\ fﬁ%’:ﬁ%:rl-\— MR T
T2tz URVHEBE LTIV FUEER2FEL, E—OHBRELT, DOFY
EEECEEERR. E-0DLEE LT, self-controlled case seriesf#T (HPVJ %
FURBEOAEMHAONTHY N DEFHY EZBSNT=EMIZCDONT, EER—
TEHEZ ) RV EE., o Za> bO—)LE L TLEE) 17071,

DO FOBEBOEEQOLREGEN. 7T— AV ) —XBHVWITNIZCEWVNTEII F U
FBICKDZHRMEEILERVMOREEEEDRIE") XA 7EMIFEH ShEM>T-,

aaaaaaaaaaaaaaaaaaa

de Incidence Crude I
Rate (95% CI), Rate (95% CI),
3983824 Girls and women aged 10 yto 44 y e __ i e e e T
||jﬂ|'!ﬂﬁEIj ]n DE”"‘EI‘H ar"j EWEd'E'n Main analysis 4308 19 532311 . 21.5: y 73 1193703 7 866—172 ; . 0.90 5
| A“:lgjsl)b“ge.y 1374 10 005 340 532
(12.91-14.35) (4.14-6.82) (0.58-1.02; ) 15

30-44 2834 9436971 30.03 1 27253 4036 128

1 | (28.95-31.16) (22.35-72.88) (0.71-2.33)
Analysis by count
: = F L = = = L v ; 774 158 G 7.3655) ; 1.02 3
5553 Excluded {prevalent multipie sclerosis) 3108 Excluded (history of other demyalinating | @0 e ’

EHS-EEEE] Analysis of different risk = = = s

w‘:ﬁ;’;‘d 4208° 195323118 21.54 47 595851 7.89 1.06
1 -l 180-364 oy 14 22495 (5‘9;21; - (0771E lldﬂ)
- - - - - -\ 365729 12 372 900 (3‘52:112‘51’ (“'505.'5;573

3978271 Included in multiple sclarpsis 3980716 |ncieded inother demyelinating 3 280,

- - - >729 41 565225 7.25 0.75
cohort analysis disease cohiort analysis - (3458 ©si10p
3189285 Notvaccinated 3191785 Mot vaccinated My - B 0%

TBB986 Vaccinated 7885931 Vaccmated T

102 (10. ) (5.82—299.0) (0.7 [!ZB)
| | phle ¢ 7= b i
4312 Cases with maltiple sclarosis included 3300 Cases with other demyelinating disaasa wst15.4e) gsoils  osilim

- - . ‘ - M e e Bl e o o ¢ Sweden 1785 1212984 = 1472 17 = 41949% 4.05 73
in self-controlled case series analysis included in seif-controlled case - (14051541) esres) @4t
3983 Not vaccinated series analysis i TS ST R
339 Vaccinated 25930 Not vaccinated ' o e LY T

370 Vacoinated 365-720 2% w2857 671 0L
(4.53-0.92) (0.61-1.37)
>729 56 565106 o o i o

tHi# . Scheller NM et al. JAMA. 2015 ; 313: 54 61.




X(kEHIZHETS
DOFoESRMBILE. TOMOPIBRMERBEERERE") XV QOFFEM (2008~2011)

O A4{fiIHPVI I FUEXIUHBVI I F UHEERDZSHRMEFILIE R UV Z DO PR s
RAFEERED) RJIZDWTEHET 5=, KET. 2008F~2011F F THEAME T
926N EZEERITOXR E L T, nested case-controlf =17 o 1=,

O RADEFIMNHEESN, O FO—)LZEL9EZ E L THENTEITo =,

O TIVFUMBELIFRODZHERMEELER UMD PIRAHZERIGIEREDFREIZBEIL
HMhot=, SOBKRMNDA T, DIV FUEBRIOBURDORIEREIS S Go1=h, 1
AONEHUGLERIE. D9FUN, LEREHEEDHHI-EFBITDWLNTEREKR DALY
KENSRENDBITEMRIESREENHIEETTEL TSN, DI9FUBEK
DEBOME(ZHN EETFLTILNS,

HPV vaccine
IEI fge <50y
All No. (%) of Cases/
CNS ADS No. (%) of Controls g:s s N"“- gé%l' ';*fc‘:msr’ﬁ
- = U 14d  232(L18-457) m[:'z{m};gg {t;n:;ﬂ —.—
30d  0.74(0.16-3.55) 2(22)/13(2.8) -B——— ——— ' ' |

(
30d  1.57(0D.96-2.58) 24(4.1)/74(2.5)
(

42d  1.08(0.34-3.46) 4(4.3)/17(3.7) M 42d  1.11(0.72-1.71) 30(5.1)/116 (4.0) _._
L
"
.
o

90d 1.07(0.44-2.59) 7(7.6)/30(6.5) —I—

: 90d  1.09(0.80-1.50) 65(11.1)/257(8.8)
180d 0.82(0.39-1.73) 11(12.0)/60(13.1) -E—

180d 1.03(0.79-1.33) 113(19.2)/467 (16.0)

ly 1.02 (0.55-1.89) 19(20.7)/97 (21.1) —.— 1y 1.05(0.85-1.30) 195 (33.2)/854 (29.2)
Iy 1.05(0.62-1.78) 36(39.1)/175(38.1) -.— 3y 1.07 (0.87-1.30) 301(51.2)/1362 (46.5)
o 2 4 & 8 o 2 4 6 8
OR (95% Cl1) DR{EI_S?’E. chy
of Developing CNS ADS of Developing CN5 ADS

tH# : Langer-Gould, A et al. JAMA Neurol. 2014 ; 71: 1506-1513.




KEIZH(F5 4MHPVT O F > L FFIRMICEIRIERAE ) XY OFHE (2008~2011)

O A{fiHPVTI U FUEEEROFIRMAZERERED ) X 7EMIZTDONT

BB % 1=

Vaccine Safety DatalinklZ& V), 4{fiHPVO UV F 747 < &+ 1 EEEFE L., 2008-20114F
DORIZHRE L -5#IkmizZEELEEIZ DLV Tself-controlled case seriesfZ 71 & T 21, 7
DF UEEMNGIOBETZUXVERE LT, R & EE L 1=,

O ¥EHE#%17BTOY RV Lb(F1.47 (0.47-4.64) . 1-60B TIX0.92 (0.54-1.57) THY. 1)

ATFEmMLTUWENS T,

L.

Potential cases %-26 years of age diagnosed with
incident VTE in the study period, 2008-2011
N=1,842

’

L%

vaccination during the study period, 2008-2011

Potential cases with at least one recorded HPV
N=313

Met Case Ad Did not meet Unable to
Definition dJUCi'J‘-::Wd case definition review
n=156 n= n=121 n=22

Exposure periods following HPV vaccination

1.7 days
Cases 1RR (95% CI)

1-14 days

1-25 davs

1-42 davs

1-60 davs

Cases 1RR (95% CI)

Cases 1RR (95% CI)

Cases  1RR (95% CT)

Cases  1RR (95% CT)

N

Nat 4 N
Confirmed VTE: n= 161 VTE VTE
n=5 =9 Unconfirmed VTE: n= 130
Confirmed DVT: n= E7
Eon: rme: Ei_ln; ?’SE i, Reasons for exclusion:
onfrme in=
Superficial thrombus only: n=28

Miscoded/ruled out diagnosis: n=72
Foll cw wp visit enly: n=24
Other adjudication decision: n=&

Orerall

Males

Females

Ages 9-18

Apges 19-26
Contraceptive Use
No Contraceptive Use
Surgery/Trauma

Wo Surgery/Trauma

3
]
3
1
2
1
2
o
3

147 (047-464)

1.51 (043-476)
1.20 (0.16-8.71)
1.66 (0.40-6.81)
0.86 (0.12-6.18)
244 (0.39-10.10)

215 (067-6.84)

4
4]
4
1
3
1
%
0
4

0.97 (0.36-2.65)

1.00 (037-2.71)
0.59 (0.08-4.2T)
1.25(0.39-3.99)
0.42 (0.06-3.04)
1.84(0.37-5.97)

1.43(0.52-3.92)

g
0
§
3
3
2
4
2
4

0.72(0.31-1.63)

0.73 (0.32-1.68)
0.89 (0.28-2.8T)
0.60 (0.19-1.92)
041 (0.10-1.69)
1.21 (0433 40)
0.79 (0.19-3.29)
0.68 (0.25-1.88)

10 0.80 (0.42.154)
0

10 0.87 (0.43-158)
1.01 (0.40-2.55)
0.66 (0.26-1.66)
0.85 (0.37-1.99)
0.78 (0.28-2.19)
0.78 (0.24-256)
0.81 (0.371.77)

S R T S L R

16 0.92 (0.54-1.57)

16 0.95 (0.55-1.62)

g 1.18 (0.55:2.52)
8 0.74 (0.35-1.58)
11 1.16 (0.60-2.23)
5 0.67 (0.26-1.72)
4 0.73 (0.26-2.05)

12 1.01 (D.54-1.29)
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H 82 : Naleway AL et al. Vaccine. 2016 ;34: 167-71.
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Table 1 Table 2
Description of the 101 episodes included in the SCCS analysis. Relative incidence of GBS in risk periods following any dose of HPV vaccine.
Factor Level Bivalent HPV Quadrivalent Total Analysis Risk Episodes RI* (95% C1)
(Cervarix ¥) HPV (Gardasil ) (N=101) (total episodes) period in the
(N = 86) (N =15) (days) risk period
seeatadmision. 11 0 0 0 Primary (101) 0-91 9 1.04 (0.47-2.28)
12 3 9 12 Alternative risk windows (101) 92-183 5 0.78 (0.27-2.21)
13 6 3 9 184-365 10 141 (061-3.22)
14 5 9 7 0-183 14 0.83 (041-1.69)
0-365 24 1.10 (057-2.14)
15 9 ! 10 Just confirmed cases (79) 0-91 9 1.26 (055-2.92)
16 9 0 9 Quadrivalent HPV (15) 0-91 4 1,61 (0.39-6.54)
17 17 0 LA Bivalent HPV (86) 0-91 5 0.84 (0.30-2.34)
18 21 0 21
19 16 0 16 2 Adjusted for age, period and season.
Diagnosis Confirmed 70 9 79
Probable 16 G 22
Doses of vaccine 1 7 ] 13
recorded in the 2 10 2 12
study period® 3 68 7 75

% The case with 2 episodes is only counted once for vaccine doses,

H B - Andrews N et al. Vaccine 2017; 35: 1729-1732.
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Table

3

Hazard ratios (HRs) and 95% confidence intervals (Cls) of CF5/ME® according to HPV vaccination among girls bom 1997-2002 eligible for HPV vaccination through the Norwegian
childhood immunisation programme in the period 2009-2014, N =176,453.

Two-year follow up period"” Entire follow-up period
HPV No of Person-years Crude HR Adjusted” HR No of Person-years Crude HR Adjusted” HR
vaccination cases at risk (95% CI) (95% C1) cases at risk (95% (1) (95% Cl)
No 45 107,114 1.0 (ref) 1.0 (ref) 117 156,475 1.0 (ref) 1.0 (ref)
Yes 94 178,893 0.94 (063-140) 0.96 (0.64-1.43) 290 346,717 0.85 (0.68-1.07) 0.86 (0.69-1.08)

* CFS/ME, Chronic fatigue syndrome/myalgic encephalomyelitis.
B CFS/ME cases diagnosed in the two-year period from September 1 in 7th grade (start of HPV vaccination) to September 1 in 9th grade.
¢ Adjusted for parental education level, country background, region of residence, and number of previous hospital contacts.

Cases per 100,000 person years

100

80

60+

& e K Hi 88 : Feiring B et al. Vaccine. 2017; 35: 4203-4212.




