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KEIZHTS4MEHPVT I F o OTHREREC L HREMEFME (2006~2008)
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~2008% 12 A £ TOEIZVAERSIZER & S 1-12,42405 Z= 24T L 1=,
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No. (%)
I Serious I
Adverse  Nonserious qHPV Total, Reporting

AEFI= Events Events Aloneb No. Rate®
Syncope, syncope vasovagal 83 (5) 1803 (05) 1396 (74) 1806 8.2
Local reactiond 41 (2) 1700(98) 1338 (77) 1744 7.5
Dizziness 96 (6) 1476 (94) 11&? (73) 1572 6.8
Mausea 119 (10) 1045(90) 08 (78) 1164 50
Headache 150 (16) 787 (84) 688 {73) 937 41
Hypersansitivity reaction® 47 (6) 678 (94) 582 (80) 725 3.9
Urticaria 22 (4) 590 (96} 501 (82) 612 26
Venous thromboembolic event 38 (69) 17 (31) 55 (UB) 56 0.2
Autoimmune disorder 18 (37) 32 (63) 45 (88) 51 0.2
Guillain-Barre syndrome a1 (74 11 (26} 25 (60) 42 0.2
Anaphylaxis 8(28) 20(71) 8 (64) 28 0.1
Death 32 (100} 0 23(72) 32 04
Transverse myelitis 10 (100) 0 10 (100) 10 0.04
Pancreatitis 9 (100} a 9 (100) g 0.04
Mator neuron disease 2 (100) 0 2{100) 2 0.002

Hi#8 : Slade BA et al. JAMA. 2009; 302: 750-7.

KEIZHIT5 4MEHPVD U F R (2007~12) &R2M4FM (MMWR) (2006~13)

O 2006FM BACIPIEHPVTI U F 2 & HEEE L TULVSHAY, National Immunization Survey-Teen
(NIS-Teen) DIFEFERE=—F2 ) UJIZENIE, 1BRLUEDT Y F U #EEERIL53.0%
(2011%F) >53.8% (2012%FF) &LHEIXWVTHoT=,

O Ff=. Z&2MEZR ) VJIZENIX, 4HPVI I FUIERETHDHEFRLT
W5,

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 2011 2012
Characteristic %  (95%CI) %  (95%C) % (95%CN) %  (95%CI) %  (95%CI) %  (95%CI)
=1 dose HPV vaccinet 251 (223-281) 372 (352-393)% 443 (424461 487 (469505 530 (514-547)° 538 (520-557)
=2 doses HPV vaccine 169 (14.6-19.6) 283 (264-303)° 358 (34.1-376)° 407 (389425 439 (423-456)° 434 (415-452) X 5
=3 doses HPV vaccine 50 (44-78) 170 (163-106)5 267 (252-283)% 320 (303-3365 348 (332-364°% 334 (317-352) FIGURE.Number of seriousand nonserious reports of adverse events
Unvaccinated girls with 208 (176-243) 308 (285-332)° 525 (50.1-550)° 679 (655-702)° 777 (757-796° 840 (821-858)° after administration of quadrivalent human papillomavirus (HPV4)
=1 missed opportunity for vaccine in females, by year — Vaccine Adverse Event Reporting
S g s United States, June 2006-March 2013*
Potential coverage with 406 (373-440) 565 (5445865 735 (719-75.1)° 835 (822-848)° 895 (885-905° o926 (017-035¢ oystem, United States, June —Marci
21 dose of HPV vaccine if
no missed opportunity 7,000
6,000 [ Nonserious reports (n = 19,523)
Bl Serious reports (n=1,671)
w5000
Organization System or review No. of doses evaluated Description Methods Findings
DC 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 =
research; safety electronic medical data® outcomes monitored © 3,000
assessment of seven o
prespecified health Z 2,000
outcomes among female
HPV4 vaccine recipients 1,000
atsaven managed -Ccare
OTQBNZRCIOHS
Merck Postmarketing 346972 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 290¢ 20060 2000 010" 2001 2002 2013
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
:“:;:‘:;:;((‘t:‘j safety Adverse Event Reporting System, reports are classified as serious if the
q submitter reports one or more of the following: hospitalization, prolongation
Merck Postmarketing 346972 Assessment of 16 Retrospective cohortusing  No confirmed safety of an existing hospitalization, permanent disability, life-threatening illness,
commitment FDA prespecified autoimmune electronic medical data, signals for the outcomes or death,
conditions after routine supplemented with monitored i

use of HPV4 vaccine at medical record review®%
two large managed-care
organizations

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

O National Immunization Survey-Teen (NIS-Teen) DIFEFEERE=-X ) U JICENn(EX. 1[H
LEDD Y FFEEIE53.8% (20124F) >57.3% (20134) &H&IXWLN\TH-o 1=,
BIEXZZITHRVERIE, MBORMOLELZNEDESHEF LN,

O Fiz. REME=ZFVTICENE, 4EHPVI I FUIEIRETHSZEERLT
W5,

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%Cl %  (95%CH % (95%Cl) % (95%Ch %  (95%Ch % (@5%Ch % (95%Cl)
Adolescent girls

=1 dose 251 (223-281) 372 (352-393)% 443 (424-46.1)5 487 (469-505)% 530 (514-547)% 538 (520-557) 573 (55.4-592)9
=2 dose 169 [(146-196) 283 (264-303)% 358 (341-37.6)5 407 (389-425° 439 (423-4561° 434 (415-452) 477 (45.7-496)°
>3 dose 50 (44-7.8) 179 (163-196)% 267 (252-283)% 320 (30.3-336)° 348 (332-364)°% 334 (317-352) 376 (357-39.6)°
Adolescent boys

=1dose — — — — — — — — 83 (7493 208 (194-224)5 345 (32.7-365)
=2 dose = = == == = = = — 1B (32-45) 127 (M5-14008 235 (21.8-253)
=3 dose — — — — — — — — 13 (o170 6B (59-78)5 139 (125-153)8

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 G (95% CI) Reason % {95% Cl)
Lack of knowledge 155 {13.0-185) Not 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 (13.7-17.8)
Not recommended 13.0 (10.8-15.5} Mot sexually active 17 (6.4-9.2)
Mot sexually active 113 (3:1-13.9) Safety concern/Side effects 69 (5.6-8.5)

H# : Stokely S et al. MMWR Recomm Rep. 2014; 63: 620-4

RARII—TU - TUOI—=VI2EHB4@EHPVTH F o OREMEFTFME (2006~2010)

O R T—TFUETUR—IIZBITS, 4HPVI O FUBERBRDEELAZTERD
JRIIZDNWTEHET 1=, 997,585 AN X (10-177%) ZXFRELI=-HBAMEE
OR— R EIT o 1=, 20065E108 ~2010F 128 £ TIZ4fliIHPVI & F U iEiE £ =
(+. 1S0BLINIZRE LI-BCREEE. FIRIMARAEIZDVLNTHEN L. JEEEEIC
BTHEEREELLEELT-,

O 29RENS b, R—FxyrF- LA/ —ER- 1BBERBEDIKEBIZVIFUE

BEDEENATRSIN=A, &Y

HMTMITORR, BERETNEEZ oM,

Vitiligo
Miscellaneous
Raynaud's disease
Type 1 diabetes
Neurological
Bell’s palsy
Epilepsy
Narcolepsy
Optical neuritis
Paralysis
Venous thromboembolism

0.1

Adjusted rate
ratio (95% C1)

A
ratio (95% CI)

1.05 (0,690 1.61)
1.12(0.82101.52)
0.99 (0.63t0 1.55)
0.90(0.711t01.14)

1.11 (0.90t0 1.36)
0.85 (0.62101.17)
0.71(0.49t01.03)
119 (0.60 10 2.35)

0.94 (0.44102.01)
3.37 (1.05 10 10.80)
0.89 (0.52t01.52)
0.99 (0.78 10 1.26)
1.07 0.50102.31)
1.01 (0,660 1.54)
1.35 (0690 2.67)
1.55 (0.83 10 2.88)

1.18(0.6502.17)

1.05(0.63t01.73)
1.04 (0.44 0 2.48)
1.01(0.80t0 1.28)
1.13(0.73101.74)

1.67 (11410 2.44)
1.29 (1.03t0 1.62)

1.02 (0.7210 1.43)
0.66 (0.54 10 0.80)
0.71(0.291t01.79)
0.67 (0.2710 1.64)
0.56 (0.3500.90)
0.86 (0.55101.36)

N—F vy MF- LA/ —ER - 1BBERBICONT, BEORHEZHBEED
FHIC—EOERANRHLNT. ShoDMICEEN RN & ERE,

@ Dosel B Dose2 M Dose3 < Event

Type 1diabetes
1

3
1 =
3 .
10 3
o
e
=
20 =
30 .rf,
5
40 E
;
i
50, i
60 =
70 T
baT
X
ol f
g -
90) f o
B -
5 .
29 .

- ! e
b &
——F
z . - e3§ .
%
< f
L.
A

Cases

Cases

v W N e

Raynaud's disease

Behcet’s syndrome
D >

o
100

200 °

300

400
Days

H ¥ . Arheim-Dahlstrom L et al. BMJ. 2013 Oct 9; 347: f5906.
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KEIZFH TS 2@HPVT 7 F 2 LgIERFEERBFORE (2008-2011)

O HEIZEIFTAH—N) v I RDREMFHIEZ 1T S 7= . UK Yellow Card Scheme (5%
HHEEREIRCEREVATL) IZHRESN-EMEFEEHEORSH LBERER
)H—FFT—4R1)> (CPRD) [Tk > THHINIE-EERERFLLETSHZ LT,
H—N) Y REERO X7 EMEFHEL -,

O H—N\J vy REBRICEEMICHRE SN-EMHEFERBORSHIIHEERLFE
KREBEL-1ELTH, HEDEERERLRREBETH T, F£/-. CPRDZFEH
L 7=self-controlled case seriesf##r (HPVD U F U iETERE %A L B DIEHIEFEREE
EEZWSNTERICOWNT, EER1E/RZ ) R VHE., thofiME o> tOo—iL
ELTHR) ICLX->TH 1HEEERIFHAOY X7 FEMLTWVEh o1,

C)?;N;v?ZE@&Eﬁﬁ%ﬁﬁﬁ@UZ?%M&@ﬁt@\@Eﬁﬁ%b%h
FINDT=,

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
reports only identified {i.e. not

available for real
time analysis)

20082009 12-13 B 2 5 320,414 312
17-18 1 o 1 210,808 69.5
20092010 12-18 ] o 3 1,005,773 474

7 Note that in 20082000 there were no cases reported in 14- 16 year ofds,
Y Three were also reported in the UK media

Hi 88 : Donegan K et al. Vaccine. 2013; 31: 4961-7.

TUR—VI26T5 4EHVT H 7> & SRR ERERLE ) X ¥ OFHE (2006~2013)

O HPVI Y FUEBEDEFEIRMREDN) RVIZDOWTCEHET 578, ToI—9 D%
EZERZHECRATLEZANT, 20068108 ~2013F 7 BE COEAMICDWNTEEHE S
N, MBEZRIELE-EEFICSWNVT, 79 FUEBRLBUNDELDE )R]
Bl. DO F BRI+ FUoEE#NALLEOBMZa Y FO— LB E L T,
1) R L% 5F4f L 1=,

O DU F R EFIRMEEREDEERFIRINGIH o1,

Table. Quadrivalent Human Papillomavirus (HPV) Vaccine and Incidence Rate of Venous Thromboembolism
5396 Women aged 10-44 y experienced 2 first E o
evemnt of venous thromboembaollsm betwean ) Thromboembotism Incidence  Adjusted Incidence Ratio
Dctober 1, 2006, and July 31, 2013, In Denmark ey b - e
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 Excluded 15-284 8 0.103 0.63 (031-1.27)
445 Wera likaly to be pregnant during 29-42d 13 0.174 1.06 (0.61-1.83)
vonous thromboemboilsm Control period® 4346 0.159 1 [Reference]
| 418 Had majm- surwy ar MW “mh HPV vaccine-exposed cases
wrgw _q: wk p”ur b] VEos Postvaccination risk period of 1-42 d 29 0.126 0.79 (0.54-1.14)
mmmhﬂm“ﬂ‘n 1-14d 8 0.102 0.64 (0.32-1.29)
157 I_Ed aCancer d nosis w'ﬂ."-n 1 :"p”']r 15-28d 8 0.103 0.65 (0.32-1.30)
0 eROuS H‘Irnﬁgbemhﬂlls‘l‘ﬂ 29-42d 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 1 0.093 0.62 (0.34-1.14)
4375 Cases ﬂf vanous wmm"ﬂﬂ Control period® 2200 0.159 1 [Reference]
wera Includad Ty
3486 Wero not expread to the geadrivalent T
human paplilomavaris {HPY) vaccine Postvaccination risk period of 1-42 d 16 0.107 0.66 (0.40-1.00)f
du"ng H.IE 5”—'"-11' M' Control period® 902 0.145 1 [Reference]
880 Were expaosed to 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)
l Control period® 3444 0.163 1 [Reference]
Adjustment for oral contraceptive use®
4375 Cases were eligible for analysls Postvaccination risk period of 1-42 d 29 0.126 0.80 (0.55-1.16)

Control period? 4346 0.159 1 [Reference]

Hi{#8 : Scheller NM et al. JAMA. 2014; 312: 187-8.
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AMBHPV D ) F 0 & S RMEEILE, TOMODREMERGRIMEERSB ) X ) Ol (2006~2013)

O AffiHPVD UV FUEBRODZREMBILER VD ZDMOFRHERRBERED) XY
[CDOWTEHET B1=. AV —TETUT—9 T, 20065 ~20135F F THHAMH
T3,983,824 ND%KE (10-44i%) ZWRTDXRREL T, #AMEIR—FARZ
Tofze WAOVEIME LTV FUEER2FEL, E—OHRELT, DI9FY
EIEE L IEETEETE. FEDHEE LT, self-controlled case seriesf#4T (HPVTJ &
?zﬁ&@ﬁmb%b#T%U#O§r%U& SERSNTEBIZ DT, EfE®R—
EHRZE ) XV 8. thoHMZa > bO—LE LTHE) #1To1=,

O DUFUERBODARDLLEMT. 7T—XI)—XBHVWTNIZEVWTELI I FUE
BICE D ERMBILERVCMOREEREDRAE ) XV EMIRDHonGEAh ST,

G | me Ee -
|
! ]
5553 Excluded (provalent multipie sclerosis) 3108 Excloded (history of other demyalinating
diseasa)
I _ !
l ‘accinated ?ss*HllVaccirabed
9 et 293 Noraccatd
370 Vaccinated

291
oensy

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

XKEIZHTS

D9 F 2 ESREFILE, EOMODEAIENIREREREAE ") R OFFH (2008~2011)

O 4ffiHPVI UV FUE L UHBVI U F U EBR O ZFH MW LER LT DO PRz
RIGEEHEED ) RV IZDOVWTEHET 51z, KET. 2008F~2011FF THOEARM T
9- 26D Z DR E E L T, nested case-controltfZE & 1T o 1=,

O RADEFNEESH, a2 FO—)LEL9EZE L THETEZTo1=,

O DU FUBELIFRDZRMEELER FthD bR R R SR B O FKAEICEEL
EM D=, SOERFMDA T, TV FUEBERIBLADKERIIS S Eof=m,
RAODEHNG ERIE, DOFUMN, EBEFEEDHH-EEFICDVTERKRIERDZL
KENSRENDBITEIMRSEDAREMENHLIEERELTULSA., TIVFUVBEKR
DEEODHEIFHNEEFTEHLTLNS,

HPV vaccine |I| ——

All No. (%) of Cases/

CNS ADS No. (%) of Controls »é:s = N"u‘."é?n?fc iﬁz{s

= o 2(2.2)/5(.1) : 14d 232118457 14(2.40)/29(10) ——

i, Gréiihiin 2L K — 30d  157(0.96-2.58) 24(4.1)/74 2.5) o

42d  1.08(0.34-3.46) 4(4.3)/17 (3.7) - i i) SEIEaD Ha

90d  1.07(0.44-2.59) 7(7.6)/30(6.5) - 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) i— 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) -E— 1y 1.05 (0.85-1.30) 195(33.2)/854 (29.2) 3

3y 1.05(0.62-1.78) 36(39.1)/175(38.1) -I— 3y  1.07(0.87-1.30) 301(51.2)/1362(46.5) =

’ i OR (9;% {u}} i . ’ 2 OR (9?5% 1y ’ .
of Developing CNS ADS of Developing CNS ADS

H 8 : Langer-Gould, A et al. JAMA Neurol. 2014 ; 71: 1506-1513.
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KEIZE TS 4M@HPVD 9 F > L RARIMAZEAZERE ') AU OFFE (2008~2011)

O 4ffiHPVTD U F U B Z OFIKRMREREFRED ) A VEBMIZDOWTEHET 5176,
Vaccine Safety DatalinklZ& Y. 4{fiHPVD UV F & A7a< & d 1 EEEE L. 2008-20114F
DFEZFSE U =53k MATZEAEFEE FIZ DLV Tself-controlled case seriesf&#r & 1T o=, 7
D FUEENLI60BFETZVRVHME LT, DM ELE LT,

O EfEZ17BTOY XY LIX1.47 (0.47-4.64) . 1-60H TI£0.92 (0.54-1.57) THY. U
A7FEMLTWWEMoT=,

Potential cases 8-26 years of age diagnosed with
incident VTE in the study period, 2008-2011

N=1,842
Exposure periods following HPV

JI 1.7 days 1-14 days. 1-28 days 142 days 1-60 davs
Potential cases with at least one recorded HPY Cases IRR(95%CD  Cases IRR(95%CI) Cases IRR(95% CI) Cases IRR(@5% CI) Cases 1RR (95% CT)
vaccination ““’"‘“‘Niz';‘;v period, 2008-2011 Overall 3 147 @ATASH 4 097036265 6 0T2QIL16) 10 080QAZ13H 16 082034137

Males 0 - 0 - 0 - 0 - ] -
| Females 3 1.51 (0.48-4.76) 4 100(037271) 6 0.73(032-168) 10 0.82(043-158) 16 095 (0.55-1.62)
Ages 9-18 1 120 (0.16-8.71) 1 0359 (008427 3 089(028-287) 35 1.01 (0.40-255) 8 118 (0.55-252)
i l \Il l Ages 1926 2 1esman6sy 3 1250039399 3 0600918 5 066026160 §  0TO3SL
Contraceptive Use 1 0.86 (0.12-6.18) 1 042(006-3.04) 2 041(0.10-169) 6 0.85 (0.37.199) 11 1.16 (0.60-223)
[ 3"‘;‘"“:::' ] [ Adjudicated ] [ ng:: P ] [ "'r"::’i:w‘c' ] No Contraceptive Use 2 244050101 3 184057507 4 121043340) 4 078(028219) 5 067026172
=156 n=14 n=121 =22 Suwgery Trawma o - o - 0TI 3 0TROM256 4 073026205
No Surgery/Trauma 3 2.15 (0.67-6.84) 4 143(052-392) 4 0.68(025-188) 7 081037137y 12 1.01 (0.54-1.89)

Confirmed VTE: n= 161
Unconfirmed VTE: n= 130

Confirmed DVT: n= 87
Confirmed PE: n=58
Confirmed DVT & PE: n= 16

Included in
analysis: n=156

Reasons for exclusion:

isit o
Other adjudication dec

Nat enrolled at
VTE onset or
vaccination

Excluded from

analysis: n=5.

Hi#8 . Naleway AL et al. Vaccine. 2016 ;34: 167-71.

RKEICEFBHPVND IV F U EXT Y - INUEBRBRE) XY OFEE (2008~2016)

O HEEIZBIFA. HIVI O FUHERBLELM (12-18%) B FEXS5 Y - /\LUIE
1% (GBS) MDHEIE') AV #FHET H71=6. 2008F 9 AM52016F 3 A £ T. fFbx
IEY— F#HEtHES)ZRE L=,

O HEEICHAMY, DL EBLTEHPVI I FUEEEL., GBSOZMEER F1-1E
SELMAIICETIEEDI01OIEY — FEHE LTz, EER I » BOMMRIEL >
TR (R 1£1.04 (95%Cl:0.47-2.28) THY. GBSOEHEMEFLITHELVS T
ETFoRIEHEMNDT=,

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 =B86) (N=15) (days) risk period
Age at admission 1 0 0 0 Primary (101) 0-91 9 1.04(047-2.28)
12 3 g 12 Alternative risk windows (101) 92-183 5 0.78 (027-2.21)
13 6 3 g 184-365 10 141 (061-3.22)
14 5 2 7 0-183 14 0.83 (041-1.69)
0-365 24 1.10(057-2.14)
15 2 1 10 Just confirmed cases (79) 0-91 9 1.26 (055-2.92)
1a 9 0 9 Quadrivalent HPV (15) 0-91 4 161 (039-6.54)
17 17 0 17 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 6 22
Doses of vaccine 1 7 6 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# . Andrews N et al. Vaccine 2017; 35: 1729-1732.
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J IV x—IZEBITHHPVT U F 2 LB F e I 3% / i Zoie 14 s 5 B 2 D 514

O HPVI U F U LIEMEFERE/MHEMMENERER (CFS/ME) DEEEMHET S1-
H, /I —D, FIaFILLPRAMIDEAT—42E, EELORX M) RUF
THIEEEL A MY ZEY) U SE T, 824,133 ADBEX (10-175%) DT—2 #EITL
1=

O /Iz—D2EFHERITOVSLZELCTHPVIIFUNRBEIN-ZIID6 DD H
£aR—FDEIRTIX, HPVI I F U EFFER DCFS / MED A7 D kxR IFERIN A
i)\OT:o

Hazard ratios (HRs) and 95% confidence intervals (Cls) of CFS/ME® according to HPV vaccination among girls bom 1997-2002 eligible for HPV vacdnation through the Norwegian
childheod 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% Cl) (95% C1) cases at risk (95% 1) (95% C1)
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 (0.63-1.40) 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

s Hi B : Feiring B et al. Vaccine. 2017; 35: 4203-4212.




