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Abstract

Three young women who developed premature ovarian insufficiency following quadrivalent human
papillomavirus (HPV) vaccination presented to a general practitioner in rural New South Wales, Australia.
The unrelated girls were aged 16, 16, and 18 years at diagnosis. Each had received HPV vaccinations
prior to the onset of ovarian decline. Vaccinations had been administered in different regions of the state
of New South Wales and the 3 girls lived in different towns in that state. Each had been prescribed the
oral contraceptive pill to treat menstrual cycle abnormalities prior to investigation and diagnosis. Vaccine
research does not present an ovary histology report of tested rats but does present a testicular histology
report. Enduring ovarian capacity and duration of function following vaccination is unresearched in
preclinical studies, clinical and postlicensure studies. Postmarketing surveillance does not accurately
represent diagnoses in adverse event notifications and can neither represent unnotified cases nor
compare incident statistics with vaccine course administration rates. The potential significance of a case
series of adolescents with idiopathic premature ovarian insufficiency following HPV vaccination
presenting to a general practice warrants further research. Preservation of reproductive health is a
primary concern in the recipient target group. Since this group includes all prepubertal and pubertal young
women, demonstration of ongoing, uncompromised safety for the ovary is urgently required. This matter
needs to be resolved for the purposes of population health and public vaccine confidence.

Conclusion

It is not known whether idiopathic POI developing progressively in young teens following HPV4 is related
to this vaccination. Case reports do not and cannot establish causation. It is known that safety research
before and after licensing has inadequate capacity to determine ovarian safety. Small numbers of young
persons represented in research, hormonal usage in older females’ studies, vaccine report card
limitations, omission of a true placebo, inconsistent rodent toxicity studies, limitations of SAEs recording,
subjective investigator decisions of likelihood and failure to record new conditions arising after month 7 as
vaccine-related have weakened safety research. Diagnosis of premature ovarian insufficiency and failure
is delayed in the general population and notified teenage amenorrhea is similarly underinvestigated in
VAERS documentation. This primary care issue reduces the effectiveness of postmarketing surveillance.
POF/POI notifications would be further compromised by OCP treatment of uninvestigated amenorrhea
and hormonal contraception levels in the general population. Analysis of adverse event reporting is
impeded by lack of background age-specific teen incidence figures. Long-term follow-up data after HPV
vaccination has not surveyed ovarian function, recorded, measured, or analyzed symptoms or signs of
dysfunction. Disparagement of adverse event reporting by licensing bodies’ instruction to health providers
that “there is no biologically plausible way in which HPV vaccine could cause infertility” lacks science and
compromises safety monitoring by undermining “reporting efficiency”g safety signaling and informed
consent. Public reassurance that “studies have not found ovarian failure to be associated with HPV
vaccination”® in the absence of sound research may be harmful to vaccine confidence. Edward Jenner,
considered the father of vaccines, was known to say “let’s not speculate, let's do the experiment.” Further
studies are required to make any claims of ovary complications. Principles of informed consent,
population health, and vaccine confidence require careful, rigorous and independent research to establish
ovarian safety following HPV vaccination.
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MpexpeBpeMeHHas HEAOCTAaTOYHOCTbL AUYHUKOB Y NOAPOCTKOB NOCNe BaKLMHaUuM oT BUpyca
nanunnomsbl YenoBeka. Cepus cnyyaeB, nonyyeHHas B o6Lwen MeaULMHCKOM NpaKTUKe.

Pe3tome K cTaTbe

Tpw Monoable XeHLWWHbI, Y KOTOPbIX pa3Bunack NpexaeBpeMeHHas He4oCTaTOYHOCTb ANYHUKOB Nocne
YeTblpexBaneHTHON NPUBMBKM OT BMPYca nanuniomsl Yenoseka (BMNY), 6binm nokasaHbl Bpady obLein
npakTukn B HoBoMm HOxxHoM Yanbce, ABcTpanus. HecBsisdaHHble Mexay cobon aesyLuku 6einm 16, 16 1 18
neT Ha MOMEHT NOCTaHOBKW AnarHosa. Kaxxgas nonyyuna BlMY BakuuHbl nepeq nosiBNeHneM OTKITOHEHWI
B paboTte sanyHukoB. BakunHauus Bbina npoBefeHa B pa3Hbix permoHax wraTta Hoebin FOxHbIM Yansc, 1
3TW 3 OEBYLLKN XUNKW B pasnuyHbIX ropoaax wrata. Kaxagon 6binm nponvcaHbl opanbHble KOHTpauenTuBbI
AN NeYeHus HapyLleHnsa MeHCTpyanbHOro Lykna ewe o obernenosaHua 1 guarHosa. NccnegosaHue
BakUWH He NpegocTaBrsieT OTHET O MMCTONOMU SUYHUKOB NPOTECTUPOBAHHbLIX KPbIC, HO NpeaocTaBnsaeT
OTYET 0 rucTonornm andek. OBapuarnbHbIf pe3eps U NPOAOIMKUTENBHOCTb (PYHKLMOHUPOBAHUSA Nocne
BaKLMHaLUM He ObINn M3y4eHbl B OKIUHUYECKMX, KITUMHUYECKUX U MOCTIINLIEH3MOHHbBIX UCCreoBaHUsX.
MocTMapKeTUHIOBbIN Hag30p NPU ONoBeLLEHMN O NOBOYHbIX 3ddpeKTax NpeacTaBnseT AnarHo3bl
HETOYHO U MOXET He NpedoCTaBnATb CKPbITbIE Criydaun, Kak U He cpaBHUBaTb CTaTUCTUKY UHLMAEHTOB C
YMCINOM NPEeLOCTaBMNEHHbIX KypCOB BaKLMH. MNoTeHLMansHo BbICOKas 3Ha4MMOCTb CEPUU CIiydaes C
NoApoCTKaMu € npexgeBpeMeHHON HeJOCTaTOMHOCTLIO AMYHMKOB nocne BINY sakumHaumm,
npegcTaBneHHble Bpady O6LLEeN NpakTukv, NoATBEPXAAeT HE0OX0AUMOCTb AanbHENLLNX UCCIIEA0BaHNNA.
3awuTta penpogyKTMBHOIO 300pOBbS - 3TO NepBOCTENEHHas Lenb AN npeacTasutenen JaHHON Lenesown
rpynnel. [ockonbKy aTa rpynna BkntovaeT Bcex gonybepTaTHbIX U NybepTaTHbIX MONOAbIX XEHLUMH, TO
AeMOHCTpauus 4onrocpoYHon, 6eCcKoMnpoMUCCHON 6e30MacHOCTU B OTHOLLEHUU SUYHUKOB OCTPO
HeobxoamnMa. OTa 3adaya AorkHa BbITh pelleHa paau 340poBbs HaceneHns n obLwecTBEHHOro JoBepus
K BaKLMHaM.

BbiBOoAbI N0 cTaTbe

HewnsBecTHO, cBA3aHa nu ¢ BakuuHaumen nanonatudeckas NHA (npexdespemeHHas
Hedocmamo4yHOCMb SUYHUKO8), NPOrpecCcnBHO pasBMBatoLLLasacs Y Monoabix nogpocTkos nocrne BM44
(npususka om 4 murioe supyca nanunioMbl Yeriogeka). 3asiBneHnsa 06 NHUMOEHTaxX He NOKa3bIBalT U He
MOTyT nokasaTb NPUYNHHO-CIEACTBEHHLIX CBSA3el. M3BecTHO, 4To nccrnenosaHus 6e3onacHoCTM 4o u
nocre nuueH3npoBaHusa (eakyuH om Bl14) nmenu HeagekBaTHbIM 06beM And Toro, YTobbl onpeaenuTb
©e3onacHoCTb 4N AnYHUKOB. Manble konmyecTBa MonoablxX AeBYLUEK, NPeACTaBNEHHbIX B
nccnepoBaHumM, UCMNONb30BaHME FOPMOHOB B UCCeA0BaHUAX Boree CTapLUnX KEHLLUMH, OrpaHn4eHus
KapToYeK BaKLMHHOM OTHYETHOCTU (KapmoyKU, KOmophkle 3arosiHAAuU nauyueHmku rnocre
8aKUUHUPOBaHUSs), OTCYTCTBME B UCTbITAHNAX HACTOsILLIErO Nrauebo, HeCOCToNATENbHLIE NCCNeaoBaHNS
TOKCMYHOCTU Ha rpbidyHax, orpaHnyeHuns B 3anucax ClrO (cepbesHbix noboyHbIx aghghekmos),
CYOBEKTUBHBIE peLLeHnsa uccneaoBartenst OTHOCUTENBHO BEPOATHOCTU U OTKa3a 3anucaTb HOBblE
COCTOSIHMS, MPOSIBUBLLMECS MO UCTEYEHUN 7 MECALEB NOCe BakLMHALMMK, KaK BaKLMH-aCCOLUNPOBaHHbIE
- BCe 370 ocrabuno ncecnegosanns 6esonacHoCTU. [uarHocTurka npexxgeBpeMeHHON HeAOCTaTOYHOCTH U
OTKa3a audHuKoB (Oasiee MNHA u MNO51) B oCHOBHOM nonynsumMn TpebyeT BpeMeHn, U No3TOMy
obHapyXeHHas aMeHopes y NoApPOCTKOB HegouccneqosaHa B gokyMeHTaummn CPIM3B (Cucmema
peaucmpauuu noboYHbIX aghghekmoes sakyuH). Ata npobnema NepBOCTENEHHON BXXHOCTMN YMEHbLIAET
3 eKTMBHOCTb NOCTMaPKETMHIOBOro Hagsopa. CoobuweHus o MOA/MHA MmoryT Tak e He nocTynaTtb U3-
3a fleyeHust HemccriegoBaHHoM ameHopen ¢ nomolbto OKT (opanbHble KOHTpaLenTMBHbIE TabneTkn) n
YPOBHSI TOPMOHaIbHOWM KOHTpaLenuuM B OCHOBHOM NonynsiLmMn. AHanmay coobLleHnii o criyydasix
No6OYHbIX peakumin MeLlaeT HegoCTaToOK MHAOPMAaLMKU O MPOUCLLECTBUAX C nogpocTkamu. [JaHHble
OONrocpoYHbIX HabnogeHun nocne BIMY BakunHaLmMm He BKMoYaoT HAGNOAeHUA 32 yHKLMeEN
SIMMHWUKOB, HET HU 3anncen, HM N3MEPEHUIA, HU aHanmn3a cUMnNTomoB AncyHkumn. MNpeHebperas
Cco0obLLEHMAMN 0 NOBOYHBLIX 3ddhekTax, NMULEHINPYIOLLME OpraHbl U3fanu UHCTPYKLMIO Ans paboTHMKOB
3[4paBOOXPaHEHNs, YTo "He cyLLecTByeT BMonormyeckoro MmexaHuama, 4toodel BIMY BakuuHa morna
BbI3BaTb Gecnnogune” - 3To HeHay4yHO U KOMMPOMETUPYET MOHUTOPUHI Ge30nacHOCTH, NoapbiBas
"apPEKTUBHOCTb OTYETHOCTK", CUTHANU3MPOBaHNe 0 6e30NacHOCTU U NPUHLMINBI MHCOPMUPOBAHHOIO
cornacus. YsepeHue obLecTsa, 4To "MccreqoBaHUs He OBHapPY>KUNKU CBA3N MeXay SUYHUKOBOW
HegocTaTovHOCThLIO U BIMY BakuuHaumen", npn oTCyTCTBUM pearnbHbIX UCCeoBaHW NogpbiBaeT
Josepue K BakuuHam. OaBapa [PkeHHep, cumTaloWmninca OTLOM BaKLMH, ckasan: "gasante He
npegnonaratb, JaBanTe aKCnepuMeHTupoBaTh". HyXXHbl HOBblE UCCNeaoBaHus, YTobbl cTano
BO3MOXHbIM caenatb 3asiBfieHNe 0 SSIMMHUKOBBIX OCITOXHEHUsIX. YTobbl nogaepXatb NpUHLMNbI
WHPOPMMPOBAHHOIO cornacus, 340poBbe HaceNeHnst 1 4oBepue K BakumMHaM, HEOBXOANMO TLLaTernbHoe,
TOYHOE M HE3aBMCUMOE UccreaoBaHMe No BbiBEHMO 6e3onacHOCTU AnyHKKoB npu BIMY BakuuHaumw.
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