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Siunc¢iama el. pastu 2021-11-11
Dél COVID-19 pandemijos uzkardymo priemoniy Lietuvoje
Atkreipiu JUsy démesj j Salyje vykdomy pandemijos uzkardymo priemoniy galima nepagrjstuma ir Zalg sveikatai.

Perzvelgus oficialius Europos vaisty agentiros COVID-19 skiepy vertinimo dokumentus, neiSvengiamai kyla abejo-
niy dél kai kuriy kovos su pandemija priemoniy Lietuvoje. PraSom padéti ieSkant atsakymy j Siuos klausimus:

Kokiais moksliniais duomenimis remiantis
- taikomas vadinamasis Galimybiy pasas?
- grindZiamas rizikos ir naudos santykis, skatinant skiepytis COVID-19 vakcinomis »Comirnaty«, »Spikevax«,

»Janssen« ir »Vaxzevria«? 3
- ir kokiais moksliniais kokybés kriterijais vadovaujantis nustatoma infekcija gyvybingu SARS-CoV-2 virusu? 10
- grindZiamas rizikos ir naudos santykis, taikant prievole dévéti apsaugine veido kauke? 12

1 Kokiais moksliniais duomenimis remiantis taikomas vadinamasis Galimybiy pasas?

Nuo 2021 m. rugséjo 13 d. Lietuvos Respublikos teritorijoje privalomam Galimybiy pasui suformuoti, be kity,
bdtini vieni i$ Siy duomeny: 1) COVID-19 ligos persirgimo diagnozé, 2) atlikto SARS-CoV-2 PGR tyrimo ar antige-
no testo rezultatas arba 3) vakcinacija nuo COVID-19 ligos vakcinomis »Comirnaty«, »Spikevax«, »Janssen« arba
»Vaxzevria«.

Galimybiy pasas esgs pagalbiné priemoné kovoje su pandemija ir suteikias teise j Svelnesnes pandemijos uzkardy-
mo priemones. Sio paso ar jam prilygstanciy dokumenty neturintys $alies gyventojai negali visavertiskai daly-
vauti vieSajame gyvenime ir tenkinti daugelio savo poreikiy.

IS oficialioje Europos vaisty agentiros interneto svetainéje viesai pateikiamy COVID-19 skiepy vertinimo dokumen-
ty matyti, kad Europos Sajungoje (ES) salyginai leidZiant prekiauti vakcinomis »Comirnaty«, »Spikevax«, »Jans-
sen« ir »Vaxzevria«, apsauga nuo vadinamosios »besimptomeés infekcijos« bei apsauga nuo viruso platinimo
buvo neinoma’:

»Comirnaty«: It is presently not known if the vaccine protects against asymptomatic infection, or its impact on viral transmission. C1, p. 97.
(...) [T]he available efficacy data are insufficient to make definite conclusion about the efficacy against asymptomatic infection {(...). C2, p.
32.

It is currently unknown to what extent vaccination provides protection against asymptomatic infection, and whether vaccination pre-
vents further transmission. C2, p. 75.

»Spikevax«: It is presently not known if the vaccine protects against asymptomatic infection, or its impact on viral transmission. S1, p. 110.

Protection against asymptomatic infection is currently unknown, however data will be generated during the on-going phase 3 trial on
antibodies against the nucleocapsid protein. In addition, the pivotal study was not designed to assess the effect of the vaccine against
transmission of SARS-CoV-2 from individuals experiencing asymptomatic infections after vaccination. The efficacy of the vaccine in pre-
venting SARS-CoV-2 shedding and transmission, in particular from individuals with asymptomatic infection, can only be evaluated post-
authorisation in epidemiological or specific clinical studies. S1, p. 146-147.

Available interim results are, however, limited and do not allow firm conclusions regarding prevention of asymptomatic infection. S2, p. 45.

! Remiantis Lietuvos Respublikos Vyriausybés 2020 m. vasario 26 d. nutarimo Nr. 152 »Dél Valstybés lygio ekstremaliosios situacijos paskelbi-
mo« aktualia redakcija (TAR, 2020-02-26, Nr. 4023).

z Saltinius ir jy santrumpy reikdmes 7r. po 1 lentele (p. 14).
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The impact on transmission is also currently unknown. S2, p. 83.

»lanssen«: The study does not plan for an evaluation effect on SARS-CoV-2 viral RNA load in asymptomatic cases. J1, p. 136.

The case definition of »asymptomatic or undetected SARS-COV-2« (...) is supported. (...) As routinely testing all asymptomatic partici-
pants using swab and PCR testing, despite preferable for a clearer understanding of the impact on asymptomatic infection, is logisti-
cally challenging, the applicant’s approach is deemed acceptable. However, this will only provide indirect indications about the effect
on the risk of infection. More robust estimation of the vaccine’s effect on carriage and shedding should be planned. J1, p. 137.

The preliminary data suggest no impact of vaccination on the SARS-CoV-2 viral load levels and duration in COVID-19 breakthrough ca-
ses. J1, p. 141.

Findings related to asymptomatic cases are preliminary (...). Preliminary data suggest no impact of vaccination on upper respiratory
tract viral load levels and duration of virus shedding in COVID-19 breakthrough cases, but this finding will need to be confirmed when
the whole data set will become available. J1, p. 200.

It would be desirable to confirm if this vaccine also has an effect on asymptomatic infection and viral transmission. These aspects
cannot be evaluated fully based on clinical trials data and will likely be further elucidated through effectiveness studies post-
authorisation. J1, p. 206.

»Vaxzevria«: No monitoring of shedding in vaccinated individuals is planned. V1, p. 49.

The applicant has been asked to pre-specify how waning of vaccine efficacy will be studied post-authorisation as follow-up time accu-
mulates (...). V1, p. 122.

Evidence of efficacy of AZD1222 against asymptomatic SARS-CoV-2 infection was not observed also due to the low number of cases re-
ported. V1, p. 123.

Efficacy against asymptomatic infection could not be demonstrated (...). Although the presence of viral RNA as collected via selfadmi-
nistered nasopharyngeal swabs may be evidence of infection, it does not provide any information of the infectivity of a person, i.e. his
or her ability to transmit the virus to other persons. Insight into the impact of AZD1222 on transmission is likely to come from effective-
ness studies conducted post-authorisation. V1, p. 166.

Additionally, no effect was observed on asymptomatic infections with SARS-CoV-2 due to the low number of cases. Whilst it would be
desirable to have insight into the potential impact of vaccination with AZD1222 on viral transmission, this cannot be concluded based
on clinical trials data and will likely be further elucidated through effectiveness studies post-authorisation. V1, p. 171.

Kai kurie moksliniai tyrimai tarsi patvirtina, kad vakcinacijos statusas viruso plitimo nestabdo®.

NeZinant COVID-19 vakciny jtakos »besimptomei infekcijai« ir SARS-CoV-2 viruso platinimui, darytina iSvada, kad
vakcinuoti asmenys, uzsikréte Siuo virusu, gali juo uzkrésti ir kitus. Taigi neskiepytus Zmones akivaizdziai diskri-
minuoja tik jiems taikoma prievolé tam tikrais atvejais atlikti SARS-CoV-2 PGR tyrimg ar antigeno testg bei tik
jiems galiojantis draudimas gauti tam tikras paslaugas ir vykdyti kai kurias veiklas.

Visa tai prieSina visuomene, griauna pasitikéjima politikais ir vykdoma sveikatos politika.

Atkreiptinas démesys j Galimybiy paso sglygy galima priestara, pvz., moksliskai nepagrjsta kontaktiniy paslaugy tei-
kimo reguliavima pagal tam tikrg parduotuviy plota. Be to, Siuo pasu netiesiogiai skatinant skiepytis ir taip tarsi
reklamuojant skiepus, galimai pazeidZziamas Lietuvos Respublikos Farmacijos jstatymas”.

Taikant Galimybiy pasg nepaisoma Europos Tarybos dokumenty. Europos Tarybos Parlamentiné Asambléja 2021 m.
sausio 27 d. rezoliucijoje Nr. 2361 »Skiepai nuo COVID-19 ligos: etiniai, teisiniai ir praktiniai aspektai« ES valsty-
bes nares, be kita ko, ragina informuoti pilieCius apie skiepijimosi savanoriskumg, nedaryti jiems politinio, so-
cialinio ar kitokio spaudimo skiepytis ir uztikrinti, kad negalintieji ar nenorintieji skiepytis nebity diskriminuojamisz

7. (...) The Assembly thus urges member States and the European Union to:

3 Plg. Subramanian S. V., Kumar A., »Increases in COVID-19 are unrelated to levels of vaccination across 68 countries and 2947 counties in the
United States«. European Journal of Epidemiology 2021, 2021-09-30, https://doi.org/10.1007/s10654-021-00808-7; Acharya C. B., »No Signifi-
cant Difference in Viral Load Between Vaccinated and Unvaccinated, Asymptomatic and Symptomatic Groups When Infected with SARS-CoV-2
Delta Variant«. medRxiv 2021-09-28, https://doi.org/10.1101/2021.09.28.21264262; Gazit S. et al., »Compa ring SARS-CoV-2 natural immunity
to vaccine-induced immunity: reinfections versus breakthrough infections«. medRxiv 2021-08-24, https://doi.org/10.110 1/2021.08.24.2126
2415; Riemersma K. K., »Shedding of Infectious SARS-CoV-2 Despite Vaccination«. medRxiv 2021-07-31, https://doi.org/10.1101/2021.07.31.2
1261387; Pnina S. et al., »Nosocomial outbreak caused by the SARS-CoV-2 Delta variant in a highly vaccinated population, Israel, July 2021 «.
EuroSurveillance 2021, 26:39, https://doi.org/10.2807/1560-7917.E5.2021.26.39.2100822; Hetemiki I. et al., »An outbreak caused by the
SARS-CoV-2 Delta variant (B.1.617.2) in a secondary care hospital in Finland, May 2021«. EuroSurveillance 2021, 26:30, https://doi.org/10.280
7/1560-7917.ES.2021.26.30.2100636; Brown C. M. et al., »Outbreak of SARS-CoV-2 Infections, Including CO VID-19 Vaccine Breakthrough In-
fections, Associated with Large Public Gatherings — Barnstable County, Massachusetts, July 2021«. Morbidity and Mortality Weekly Report
2021, 70, 1059-1062, http://dx.doi.org/10.15585/mmwr.mm7031e2.

4 Pagal Lietuvos Respublikos Farmacijos jstatymo (Zin., 2006-07-18, Nr. 78-3056) 49 straipsnio 4 dalj vaisty reklamuotojais gali bti fiziniai as-
menys, turintys atitinkamy mokslo Ziniy, leidZianciy tiksliai ir iSsamiai informuoti apie reklamuojamaq vaistinj preparatq (citaty paryskinimai
—autores), ir jstatymy nustatyta tvarka sudare darbo sutartis su vaistiniy preparaty registruotojais ir (ar) jy atstovais (...); Sio straipsnio 7 dalies
1 papunktyje numatoma, kad reklamuoti vaistinius preparatus neturi teisés valstybés bei savivaldybiy institucijos ir jose dirbantys asmenys.

> Council of Europe, Parliamentary Assembly, Resolution 2361 (2021), »Covid-19 vaccines: ethical, legal and practical considerations«, text
adopted by the Assembly on 27 January 2021 (5th Sitting), p. 3, https://pace.coe.int/en/files/29004/html.

Be to, 2021 m. spalio 20 d. Strasbire vykusioje spaudos konferencijoje »Pagrindiniy teisiy gynimas kovojant su piktnaudZiavimu skaitmeniniu
Zaliuoju sertifikatu« keturi Europos Parlamento nariai iSreiské susirlpinimg dél ES skaitmeninio COVID-19 paso ribojamy Zmogaus teisiy;
https://www.europarl.europa.eu/news/en/agenda/weekly-agenda/2021-42#agenda-day20211020 (jrasas darbotvarkéje), https://www.youtu
be.com/watch?v=_walPWEACsc (vaizdo jrasas); https://www.facebook.com/340832756541451/posts/915249002433154/ (spaudos pranesi-
mas deputato Cristiano Terheso socialinéje paskyroje).
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7.3 with respect to ensuring a high vaccine uptake:

7.3.1 ensure that citizens are informed that the vaccination is not mandatory and that no one is under political, social or other pressure
to be vaccinated if they do not wish to do so;

7.3.2 ensure that no one is discriminated against for not having been vaccinated, due to possible health risks or not wanting to be vac-
cinated.

Europos Tarybos Bioetikos komiteto 2021 m. geguzés 4 d. »Pareiskime dél Zmogaus teisiy aspekty, susijusiy su
yskiepy pasuc« ir panasiais dokumentais« atkreipiamas démesys, kad nemedicininiais tikslais naudojamas »vakci-
ny pasas«, stingant moksliniy Ziniy apie COVID-19 skiepy suteikiamg imunitetg ir galimybe riboti uzkrato pliti-
ma, kelia pilie¢iy diskriminavimo, suprieSinimo, privaciy duomeny saugumo bei Zmogaus teisiy paZeidimy pa-
vojy, gali maZinti pasitikéjima sveikatos politika ir vakcinomis®.

Galimybiy pasas galimai priestarauja Lietuvos Respublikos konstitucijai’ ir grubiai pazeidzia asmens duomeny ap-
sauga.

Galop taikant Galimybiy pasg nepagrjstai ribojama teisé kitaip saugotis nuo SARS-CoV-2 infekcijos ar skiepytis kokia
kita COVID-19 vakcina: Pasaulio sveikatos organizacijos duomenimis, i$ 324 Siuo metu kuriamy skiepy 194 yra
ikiklinikiniy tyrimy etape, o su 130 vakciny jau atliekami klinikiniai tyrimais.

2 Kokiais moksliniais duomenimis grindZiamas rizikos ir naudos santykis, skatinant skiepytis COVID-19
vakcinomis »Comirnaty«, »Spikevax«, »Janssen« ir »Vaxzevria«?

Galimybiy pasui batino ar prilygintino SARS-CoV-2 PGR tyrimo arba antigeno testo rezultatas dél trumpo galiojimo
laiko netiesiogiai vercia prie$ savo valig skiepytis Zmones, stokojancius €Sy mokamiems tyrimams ar testams.
Remiantis oficialiais COVID-19 skiepy vertinimo Europos Sgjungoje dokumentais, vakciny »Comirnaty«, »Spikevax«,
»Janssen« ir »Vaxzevria« registracija yra salyginé, t. y. vartoti Siuos preparatus leista stingant svarbiy medicini-
niy Ziniy apie juos, o iSsamius klinikinius tyrimus gamintojai pateiks veliau®. Cia aptariama informacija is Siy vak-
ciny vertinimo dokumenty kelia abejoniy dél sglyginés registracijos prielaidos, kad skiepy nauda esanti didesné
uz jy galima zala:

¢ Salyginai registruojant vakcinas, jy suteikiamos apsaugos mastas ir trukmé buvo nezinomi:

»Comirnaty«: [T]he vaccine is likely to prevent severe disease. However, a precise estimate of its protective effect is presently lacking.

C1, p. 96.

The duration of protection is not known. C1, p. 97.

(...) [TIhe available efficacy data are insufficient to make definite conclusion about the long-term efficacy/duration of protection con-

veyed by the vaccine (...). C2, p. 32.

The duration of protection is unknown in adolescents, as well as among adults. C2, p. 75.

»Spikevax«: The duration of protection is not known. S1, p. 110.

Although no data is currently available on the duration of the immune response or protection, it is to be expected that the level of pro-

tection over time is similar to the adult population. S2, p. 47.

It is also currently unknown how long protection will last in adolescents and adults {(...). S2, p. 83.

Long-term protection from disease remains unknown for the time being including for subjects of high-risk groups. S1, p. 100.

»lanssen«: The duration of protection is not known. J1, p. 143.

Duration of protection beyond 8 weeks is not known.(...) Whether antibody titers will persist over a longer period of time is not known.
Also, to date, no immunological correlate of protection has been established. (...) Whether efficacy is higher against severe cases com-
pared to all symptomatic cases is not confirmed yet, but there is a trend in that direction. J1, p. 199.

»Vaxzevria«: Duration of protection after the second dose. Duration of protection is at the moment unknown. V1, p. 122.

6 . . . ) . . ) . L
Council of Europe, Committee on Bioethics, »Statement on human rights considerations relevant to »vaccine pass< and similar documents,
May 4, 2021, p. 3-5, http://rm.coe.int/0900001680a259dd.

/ Zr. 1. Végélés 2021 m. rugséjo pranesimo »Privalomo vakcinavimo nuo Covid-19 teisétumas Lietuvos teiséje: Europos Zmogaus Teisiy Teismo
jzvalgos byloje »Vavricka ir kiti pries Cekijos Respublika<« vaizdo jrasa, https://sti.lt/advokatu-tarybos-pirmininkas-prof-dr-ignas-vegele-privalo
mo-vakcinavimo-nuo-covid-teisetumas-lietuvos-teiseje-europos-zmogaus-teisiu-teismo-izvalgos-byloje-vavricka-ir-kiti-pries-cekijos-respubli/,
ir kalba visuotiniame advokaty susirinkime: »Visa |. Végélés kalba apie skiepijima: jvertinkite patys«, Delfi.lt, 2021-08-23, https://www.15min.
It/naujiena/aktualu/nuomones/visa-i-vegeles-kalba-apie-skiepijima-ivertinkite-patys-18-1553550.

8 . ) ) ) ) ) .

World Health Organization, »COVID-19 vaccine tracker and landscape«, https://www.who.int/teams/blueprint/covid-19/covid-19-vaccine-
tracker-and-landscape; taip pat Zr. klinikinius tyrimus registruojancios tarptautinés iniciatyvos »COVID-19 open living evidence synthesis to in-
form decision« duomenis adresu https://covid-nma.com/dataviz/.

’ Siy vakciny aprasuose skelbiama: »This medicine received a conditional marketing authorisation. This was granted in the interest of public
health because the medicine addresses an unmet medical need and the benefit of immediate availability outweighs the risk from less compre-
hensive data than normally required«, https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty, Comirnaty - Authorisation de-
tails; https://www.ema.europa.eu/en/medicines/human/EPAR/spikevax, Spikevax (previously COVID-19 Vaccine Moderna) > Authorisation
details; https://www.ema.europa.eu/en/medicines/human/EPAR/covid-19-vaccine-janssen, COVID-19 Vaccine Janssen - Authorisation de-
tails; https://www.ema.europa.eu/en/medicines/human/EPAR/vaxzevria-previously-covid-19-vaccine-astrazeneca, Vaxzevria (previously CO
VID-19 Vaccine AstraZeneca) - Authorisation details.
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AZD122 provides protections against severe COVID-19, ICU and hospital admission, however no reliable efficacy estimate could be ob-

tained for the time being due to the low number of cases. (...) The duration of protection afforded by the vaccine is unknown as it is still

being determined by ongoing studies V1, p. 123.

Therefore, the duration of protection is unknown. However long-term vaccine efficacy data will become available from post-authorisa-

tion studies. V1, p. 166.

There is considerable uncertainty regarding the duration of protection due to the short median follow up of approximately 11 weeks

post second dose. V1, p. 171.

No reliable efficacy estimate could be established against severe COVID-19 or hospitalisation; however, it is likely that severe disease

will be prevented as a consequence of preventing symptomatic COVID-19. V1, p. 171.

Esama galimai neilgg ar nepakankama apsaugos trukme patvirtinanciy moksliniy tyrimqm.

¢ Ziniy apie skiepy apsaugos trukme stinga, nes klinikiniai
lutinés tam tikry klinikiniy tyrimy ataskaitos bus pateiktos dar véliau: pvz., »Comirnaty« skiepo ilgalaikio saugu-
mo tyrima, jskaitant anafilaksinio Soko rizika, nepageidaujamg reakcijg, kai patogenu uzsikréte paskiepytieji su-
serga sunkiau, poveikj nés¢iosioms, Zmonéms su sutrikusia imunine sistema bei sergantiems Iétinémis ligomis
ketinama baigti iki 2024 m. sausio 31 d.; »Spikevax« vakcinos ilgalaikio poveikio sutrikusio imuniteto pacientams
ir saveikos su kitomis vakcinomis tyrimy JAV tikimasi iki 2025 m. birZelio 30 d.; »Janssen« skiepo poveikis nés-
Ciosioms bus istirtas iki 2027 m. birZelio 30 d.; »Vaxzevria« vakcinos veiksmingumo senyviems Zmonémes ir ser-
gantiems létinémis ligomis galutinis tyrimas teiktinas iki 2024 m. kovo 31 d.”?

¢ Atkreiptinas démesys, kad ES registruojamy skiepy gamintojams neprivalu atlikti farmakokinetiniy tyrimuy, t.y.
istirti, kaip preparatas patenka j Zmogaus organizmg ir kaip $j veikia:

L . . .13
Pharmacokinetic studies are usually not required for vaccines.

Tad kuriant ir registruojant skiepus, uzuot iStyrus preparato cheminiy procesy Zzmogaus organizme visuma, papras-
tai tenkinamasi vien imuninio atsako j vakcing nustatymu:

In relation to vaccines, pharmacodynamic studies are essentially comprised of the immunogenicity studies that characterise the immu-
.14
ne response to the vaccine.

Tai ir pazymima viename is COVID-19 skiepy vaikams, paaugliams ir jaunuoliams (12-18 m.) tyrimy:

Overall, the analysed/reported efficacy endpoints only warrant consideration as supportive and for consistency (across studies, end-

point definitions and with immune response) but do not per se enable reliably estimating vaccine efficacy in adolescents. For that pur-

pose, primary reference is made to immunogenicity data {(...). S2, p. 45.

ES salyginai uzregistruoty COVID-19 vakciny vertinimo ataskaity teiginiai apie neatliktus farmakokinetinius tyri-
mus®® perda ivada, kad nezinoma ir (bent kol kas) nebus tiriama, kaip $ie skiepai pereina Zmogaus organizmo
biologines membranas, kokiuose organuose ir kaip pasiskirsto, kaip veikia chemines Iasteliy reakcijas, ar ir kaip
organizmas Siuos preparatus ar jy dalis jsisavina, kaupia, iSskiria ir t. t.

Anot Europos vaisty agentiros, farmakokinetiniai tyrimai gali bati reikalingi, kai sukuriamas naujas vakcinavimo bu-
das arba kai skiepuose esama naujy pagalbiniy medziagy ar priedy:

However, such studies might be applicable when new delivery systems are employed or when the vaccine contains novel adjuvants or

.. 16
excipients.

IS COVID-19 skiepy vertinimo ataskaity matyti, kad imta vakcinuoti stingant duomeny apie Siuos naujumo kriterijus
atitinkancius faktorius, t. y. virusiniy vektoriy skiepy »Janssen« ir »Vaxzevria« sudeétyje esanciy genetiskai mo-

difikuoty organizmy (GMO) ar matriciniy ribonukleoriigsciy (mRNR)17 poveikj Zmogaus sveikatai. Anksciau
MRNR pagrindu sukurti preparatai buvo bandomi gydant veikiau retas ar sunkias ligas, o placiai naudoti infekci-

10 Pvz., Chemaitelly H. et al., »Waning of BNT162b2 Vaccine Protection against SARS-CoV-2 Infection in Qatar«. The New England Journal of
Medicine 2021-10-06, https://www.nejm.org/doi/10.1056/NEJM0a2114114; Levin E. G., »Waning Immune Humoral Response to BNT162b2
COVID-19 Vaccine over 6 Months«. The New England Journal of Medicine 2021-10-06, https://www.nejm.org/doi/full/10.1056/NEJMoa21145
83?query= featured_home.

1 C1, p. 97, 114, 140; S1, p. 80, 110, 126, 131, 155; S3, p. 4, 18, 23; J1, p. 143, 179, 186, 209; V1, p. 73, 123, 141, 176.

12.€2, p. 71; 81, p. 139; 11, p. 190; V1, p. 176.

13

European Medicines Agency, Committee for Medicinal Products for Human Use, »Guideline on clinical evaluation of new vaccines«, EMEA/
CHMP/VWP/164653/2005, 2006-10-18, p. 5, https://www.ema.europa.eu/en/clinical-evaluation-new-vaccines.
14

Ten pat.

1 C1, p. 45 (dalinai tirtas poveikis rezusams ir grauzikams: p. 43-51); S1, p. 60 (dalinai tirtas poveikis zZiurkéms: p. 47-48, 52-53); J1, p. 66 (dali-
nai tirtas poveikis triusiams: p. 50-51); V1, p. 59 (dalinai tirtas poveikis peléms: p. 46-47, 52-23).

%513 i¥nasa.

17 €1, p. 89, 13, 140; S1, p. 9, 15-16, 21, 26; J1, p. 17, 19, 26-27, 53-54, 192-193; V1, p. 14-15, 18, 49, 59, 158.
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niy ligy profilaktikai pradéti tik per pandemijg skiepy »Comirnaty« ir »Spikevax« pavidalum. Tad farmakokineti-
niai tyrimai tarsi juo reikalingesni, mat naujy arba modifikuoty pagalbiniy medziagy ar priedy vakcinose esama:

The BNT162b2 finished product (...) is a sterile dispersion of RNA-containing lipid nanoparticles (LNPs) (...).The functional lipid excip-ients ALC-
0315 and ALC-0159, are classified as novel excipients. (...) Limited information regarding the novel excipients are provided. C1, p. 22-23.
ALC-0315 and ALC-0159 are novel excipients, not previously used in an approved finished product within EU. C1, p. 28.

Complete information is not provided for both the cationic lipid ALC-0315 and the PEGylated lipid ALC-0159. C1, p. 34.

(...) [I]t cannot be excluded the LNP composition contributes to the overall immunogenicity. C1, p. 42.

The finished product (...) contains an mRNA active substance {(...) that encodes for the pre-fusion stabilised spike glycoprotein of 2019-
novel Coronavirus (...) encapsulated into lipid nanoparticles (LNP) (...). The LNP are composed of four lipids which act as protectants
and carriers of the mRNA. These are: (...) (SM-102, a custom-manufactured, ionisable lipid), (...) (PEG2000-DMG) (...). As indicated
above, the finished product contains two novel excipients, namely SM-102 and PEG2000-DMG. S1, p. 21-22.

IS Siy medZiagy trumpalaikiy ikiklinikiniy tyrimy su gyvinais numanoma, kad jos turéty pasisalinti i$ organizmo ar
nekenkti, bet poveikis atskiriems organams, kuriuose jos buvo aptiktos, ilgiau netirtas, pvz.:

Following plasma clearance, the liver appears to be to major organ to which ALC-0315 and ALC-0159 distribute. (...) [I]t is difficult to

further contextualize the pharmacokinetic data and therefore to understand the safety of these molecules, beyond consideration of

dose. (...) Over 48 hours, distribution was mainly observed to liver, adrenal glands, spleen and ovaries, with maximum concentrations
observed at 8-48 hours post-dose. C1, p. 46-47.

The novel excipient ALC-0159 contains a potential acetamide™ moiety. (...) Since the amount of ALC-0159 excipient in the finished pro-
duct is low (...), its clearance is high and only two administrations of the product are recommended for humans, the genotoxicity risk is
expected to be very low. C1, p. 50.

(...) [T]he lipid displaying a persistent kinetic over time in liver is ALC-0315. (...) ALC-0315 has no known biology. (...) [T]he applicant
used an estimation of >95% elimination of ALC-0315 to represent the essential elimination from the body. (...) C1, p. 53.

With regards to the vaccine components, only the whole formulation (modified RNA in LNPs) were used, so there is no toxicological da-
ta on the LNP alone or its specific novel excipients. (...) The components of the vaccine formulation are lipids and RNA that are not ex-
pected to have genotoxic potential. C1, p. 55.

Low levels of mRNA could be detected in all examined tissues except the kidney. This included heart, lung, testis and also brain tissues,
indicating that the mRNA/LNP platform crossed the blood/brain barrier, although to very low levels (2-4% of the plasma level). Liver
distribution of mRNA-1647 is also evident in this study, consistent with the literature reports that liver is a common target organ of
LNPs. S1, p. 47.

Among the submitted rat toxicity studies, hepatic alterations (...) and corresponding changes in clinical chemistry (...) were frequently —
but not consistently — observed. It is possible that the inconsistent changes (...) are not a direct result of LNP-mRNA administration, but
rather secondary to the systemic inflammation observed following LNP-mRNA administration. S1, p. 53.

Be to, Sios pagalbinés medZiagos ar priedai neatitinka Europos farmakopéjos (European Pharmacopoeia, Ph. Eur.)®®
standarty, galiojanciy ir Lietuvos Respublikoje:

All excipients except the functional lipids ALC-0315 and ALC-0159 and the structural lipid DSPC comply with Ph. Eur. C1, p. 23.

All excipients except the lipid excipients SM-102, DSPC and PEG2000-DMG, (...) comply to Ph. Eur. grade. S1, p. 22.

Farmakokinetiniy tyrimy nereikalauta, nors vakcinos »Janssen« ir »Vaxzevria« sukurtos, kaip vektoriy naudojant
modifikuotg Simpanzés 26 tipo ar Simpanzés adenovirusg, i$ dalies kultivuotg Zmogaus embriono inksty ar tink-
lainés lgstelése®. Dabar dar nejmanoma numatyti, kokias ligas ar alergijas $ie GMO gali sukelti artimoje ar toli-
moje ateityje. Pvz., Zinoma, kad dalis poliomielito skiepy, kuriais vakcinuota JAV XX a. viduryje, buvo uztersta
bezdzionése aptinkamu virusu SV40, o $io s3saja su véZiniais susirgimais pastebeta palyginti neseniai’%. Netirta ir
galima (imuniné) reakcija j patj vektoriy:

18 Turint omeny tradiciskai ilgg vakciny kdrimo ir klinikiniy tyrimy eigg, mRNR pagrindu kuriami skiepai dar 2018 m. vertinti atsargiai, plg.:
However, recently published results from two clinical trials of mMRNA vaccines for infectious diseases were somewhat modest, leading to more
cautious expectations about the translation of preclinical success to the clinic. (...) Nucleoside-modified mRNA vaccines represent a new and
highly efficacious category of mRNA vaccines. Owing to the novelty of this immunization platform, our knowledge of efficacy is limited to the
results of four recent publications that demonstrated the potency of such vaccines in small and large animals. Pardi N. et al, »mRNA vaccines
— a new era in vaccinology«. Nature Reviews Drug Discovery 2018, 17:4, p. 267, 269, https://www.nature.com/articles/nrd.2017.243. Iki 2020
m. spalio JAV nebuvo uZregistruota né viena nukleortgsties pagrindu sukurta vakcina: Ho W. et al., »Next-generation vaccines: nanoparticle-
me-diated DNA and mRNA delivery«. Advanced Healthcare Materials 2021, 10, https://doi.org/10.1002/adhm.202001812.

19 - . . . . . -
Pasaulinés sveikatos organizacijos (PSO), Tarptautinés darbo organizacijos ir ES rlpesciu eksperty grupés sukurtoje Tarptautinéje cheminiy

medZiagy saugos duomeny kartotekoje acetamidai apibldinami kaip galimai kancerogeniski esant ilgalaikiam poveikiui: International Chemi-
cal Safety Cards - Acetamide, https://www.ilo.org/dyn/icsc/showcard.display?p_lang=en&p_card_id=0233&p_version=2.

20 .. . ) - . ) . .. . . .

Europos farmakopéja yra bendryjy nuostaty ir normatyviniy reikalavimy vaistiniy medziagy bei preparaty gamybos, kokybés ir kontrolés
metodams rinkinys, kurio reikalavimy laikomasi ir Lietuvoje: Lietuvos Respublikos jstatymas »Dél Konvencijos dél Europos farmakopéjos rengi-
mo, pataisytos pagal Konvencijos dél Europos farmakopéjos rengimo protokola, ratifikavimo« (Zin., 2004, Nr. 120-4427).

2111, p. 19, 23.

2 Plg. Vilchez R. A., Butel J. S., »Emergent human pathogen simian virus 40 and its role in cancer«. Clinical microbiology reviews 2004, 17:3,
495-508, https://doi.org/10.1128/CMR.17.3.495-508.2004.

5|17


https://www.nature.com/articles/nrd.2017.243
https://www.nature.com/articles/nrd.2017.243
https://doi.org/10.1002/adhm.202001812
https://doi.org/10.1002/adhm.202001812
https://www.ilo.org/dyn/icsc/showcard.display?p_lang=en&p_card_id=0233&p_version=2
https://www.e-tar.lt/portal/lt/legalAct/TAR.43834C7F8B8E
https://www.e-tar.lt/portal/lt/legalAct/TAR.43834C7F8B8E
https://journals.asm.org/doi/10.1128/CMR.17.3.495-508.2004

No assessment of a potential immune response toward the vector in itself was provided. J1, p. 55.

Atkreiptinas démesys, kad Europos Parlamentas 2020 m. vakciny su GMO gamintojams iSimties tvarka laikinai leido
pradéti klinikinius tyrimus ir Siy skiepy gamyba, neatlikus iki tol privalomu buvusio GMO rizikos aplinkai vertini-
mo?>.

¢ Vakcinos »Comirnaty«, »Spikevax«, »Janssen« ir »Vaxzevria« genetiSkai koduoja unikaly SARS-CoV-2 viruso
smaigalio baltyma. Tai yra svarbi sudétiné skiepy dalis. Kad sukelty imuninj atsaka, patekusios j organizma vak-
cinos iS esmés skatina viruso baltymo susidarymg Iagstelése. Spéta pastebéti, kad, susirgus COVID-19 liga, nedi-
deli kiekiai Sio baltymo gali lemti patologijg — Igsteliy susiliejimqu. Neatlikus farmakokinetiniy tyrimy, lieka ne-
aisku, kokia galima skiepy jtaka panasiems ar kitokiems reiskiniams, plg.:

Whether other cells than professional APCs [antigen presenting cells — aut. past.] may transiently express the vaccine derived spike pro-

tein and therefore (...), as compared to SARS-CoV-2 infected cells, also could potentially be targets for previously primed spike protein
reactive cytotoxic T cells, if present, is not known. C1, p. 51.

¢ Nezinomos ir kitos svarbios Siy vakciny savybés, galinéios lemti Zmogaus sveikatos bukle (Zr. 1 lentele p. 14): kan-
cerogeniskumas, t. y. véZiniy susirgimy tikimybézs; jtaka reprodukcinei Zmogaus sistemai, t.y. vaisingumui ir
néstumui, taip pat perdavimas per placentg ir su motinos pienuzs; genotoksiskumas, t. y. genetinés medziagos
pazeidimo ir pakeitimo tikimybe (poveikis paveldimumui)?’; dar neistirta vakciny saveika su kitais vaistiniais
preparatais ir skiepaiszs. Taip pat nepakanka Ziniy apie skiepy poveikj Zzmonéms su sutrikusia imunine sistema ir
jau persirgusiems COVID-19 liga, nes sutrikes imunitetas® > bei iki vakcinavimo nustatyta infekcija SARS-CoV-2
virusu®® — kaip ir nédtumas ar planai pastoti — daznai buvo vieni i§ kriterijy, draudZianéiy dalyvauti klinikiniame
tyrime. Taip pat neiStirtas numanomas netiesioginés vakcinacijos fenomenas, kai vektoriniais skiepais »Vaxzev-
ria« ir »Janssen« vakcinuoti Zmonés gali »perduoti« skiepg kitiems:

More robust estimation of the vaccine’s effect on carriage and shedding should be planned. The indirect effect of vaccination on un-

vaccinated persons, should be studied as well. J1, p. 137.

All potential hazards for both unintended recipients and the environment have been identified. Given the nature of the GMO {(...) it is

concluded that the overall risk for human health and the environment is negligible. (...) No monitoring of shedding in vaccinated indivi-

duals is planned. Equally, no monitoring of unintended recipients is considered necessary. V1, p. 49.

Pasitvirtinus Siam reiskiniui, nenumatyty nepageidaujamy reakcijy kilty ir nepaskiepytiems, ir vakcinuotiems kity
gamintojy skiepais, nes skiepy tarpusavio sgveika nebuvo tirta.

Visy COVID-19 vakciny vertinimo ataskaitose kaip reikSminga galima rizika nurodoma nepageidaujama reakcija, kai
susergama sunkesne ligos forma, nuo kurios skiepyta (vaccine-associated enhanced disease ir vaccine-
associated enhanced respiratory disease)>".

¢ Tiriant skiepus, vakcinuota mazdaug pusé tiriamujy, dalyvavusiy nejprastai greitai sukurty preparaty klinikiniuo-
se bandymuose. Vadinamajai kontrolinei grupei jskiepyta placebo, t. y. druskos tirpalo, o »Vaxzevria« tyrime —ir
meningokoky vakcinos®2. Dar maziau bata dalyviy, gavusiy dvi skiepy dozes ir stebéty bent du ménesius ar il-
giau. IS 2 lenteléje (p. 15, Zr. »Dalyviai«, Nr. 4) pateikty skaiciy akivaizdu, kad tokios maZos ir trumpai stebétos

23 European Parliament, »Parliament to allow COVID-19 vaccines to be developed more quickly«, 2020-07-10, https://www.europarl.europa.
eu/news/en/press-room/20200706IPR82731/parliament-to-allow-covid-19-vaccines-to-be-developed-more-quickly. Plg. Europos Parlamento
ir Tarybos direktyvg dél riboto genetiskai modifikuoty mikroorganizmy naudojimo: »Directive 2009/41/EC of the European Parliament and of
the Council of 6 May 2009 on the contained use of genetically modified microorganisms«, Official Journal of the European Union, 2009, 52, L
125, 75-97, https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=0J:L:2009:125:TOC.

2 Plg. Theuerkauf S. A. et al., »Quantitative assays reveal cell fusion at minimal levels of SARS-CoV-2 spike protein and fusion from without«.
iScience 2021, 24:3, https://doi.org/10.1016/].isci.2021.102170.

%3 €1, p. 56; S1, p. 50; J1, p. 52; V1, p. 48.

2 Tirti tik gyvinai; poveikis Zmonéms neZinomas: C1, p. 68, 115, C2, p. 64; C5, p. 68-69, 78, 82, 96; S1, p. 80-81, 117, 126-127, S2, p. 12-13; S3,
p. 21; )1, p. 89-90, 164, 180-181; V1, p. 125, 142-143, 168.

%7 €1, p. 50, 56; S1, p. 50; J1, p. 52; V1, p. 48.

28 C1, p. 41, 45, 110, 114-115, 134, C2, p. 61, 64; C5, p. 78, 83, 97; S1, p. 119, 125, 127, S2, p. 13, 74; J1, p. 50, 166, 171; V1, p. 137-138, 142-
143, 166. Lietuvoje to nepaisoma, sitlant skiepytis skirtingy gamintojy vakcinomis, Zr. informacijg Lietuvos Respublikos Vyriausybés interneto
svetainéje »Korona STOP«, https://koronastop.lrv.It > DUK - Vakcinacija nuo COVID-19.

29 C1, p. 68,77,C2, p. 64, 75; C5, p. 68, 78, 83, 96; S1, p. 15, 79, 106, 118, 125-128, 152, S2, p. 12, 85;J1, p. 90, 171; V1, p. 125, 142-143, 168.
0 C1, p. 68, 77, 84-85, 96; C5, p. 67-68; S1, p. 81, 147, S2, p. 64; J1, p. 101, 104, 138, 165; V1, p. 106, 125. Lietuvoje to nepaisoma, sitlant skie-

pytis persirgus COVID-19 liga, Zr. informacija Lietuvos Respublikos Vyriausybés interneto svetainéje »Korona STOP«, https://korona stop.Irv.It
- DUK - Vakcinacija nuo COVID-19.

3 C1, p. 115; C2, p. 64; C5, p. 78; S1, p. 127; J1, p. 180; V1, p. 142. Plg. tikimybe, kad mutacijas atpaZzjstantys antiklnai gali sustiprinti infekcija:
Yahi N. et al., »Infection-enhancing anti-SARS-CoV-2 antibodies recognize both the original Wuhan/D614G strain and Delta variants. A poten-
tial risk for mass vaccination?«. Journal of Infection 2021-08-09, https://doi.org/10.1016/j.jinf.2021.08.010.

32 C1, p. 59, 68, 91, C2, p. 10, 29; S1, p. 82, 102, 147, S2, p. 13, 41, 80; J1, p. 59, 61, 64, 133; V1, p. 57, 76, 78, 85, 114, 117, 124, 162-163, 167.
Skiepo »Vaxzevria« bandymuose tiriamiesiems profilaktiskai skirta paracetamolio: V1, p. 58, 71, 123.
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tiriamuyjy imtys neleidZia daryti galutiniy ir pagrjsty iSvady apie nepageidaujamas reakcijas j vakcinas, pasireis-
kiancias retai ar labai retai (pvz., vienam Zmogui is 5000, 10 000 ar daugiau asmeny) arba po skiepijimo praéjus
daugiau laiko (pvz., po 6-12 ménesiy ar 5-10 metq)as. Tai ir pazymima 12-15 mety vaikams bei paaugliams ir 16-
25 mety jaunuoliams skirty skiepy vertinimo ataskaitose:

The study is not large enough to determine whether there is rare adverse reaction with a higher frequency in adolescents compared to

what has been seen in trials and real-life use in an older population. C2, p. 63.

The study size did not allow detection of rare adverse events. S2, p. 87.

Abejotina, ar nikotino kenksmingumas Zmogaus organizmui bty nustatytas, vos kelis ménesius stebéjus tik keliy
$imty ar takstanciy rikanciyjy sveikata. Siuolaikinés medicinos istorija liudija, kad vaistinio preparato zala zmo-
gaus sveikatai neretai paaiskéja tik po keleriy mety ar net deSimtmeciy. Keli pavyzdZiai: XX a. 6 deSimtmetyje
nésciyjy vartoti ir klaidingai saugiais vadinti vaistai »Contergan« dél veikliosios medZiagos talidomido sukélé ka-
dikiy apsigimimus“, o per 2009 m. kiauliy gripo pandemijg naudota ir véliau i$ apyvartos iSimta vakcina
»Pandemrix« dalj paskiepyty vaiky ir jaunuoliy susargdino narkolepsija®.

ES lygmeniu atnaujinamg svarbig informacijg apie vaistiniy preparaty sauguma Europos vaisty agentira pranesa,
skelbdama vadinamuosius »tiesioginius pranesimus sveikatos prieZiiiros specialistams« (direct healthcare pro-
fessional communications). ES salyginai uzregistravus COVID-19 skiepus ir pradéjus vakcinuoti visuomene, jau
paskelbti 5 vakcinos »Vaxzevria«, 3 skiepo »Janssen« pranesimai ir po vieng vakciny »Comirnaty« bei »Spike-
vax« praneéimq%. Kintancio skiepy saugumo atnaujinimy esama ir daugiau”.

Taip pat jau yra sukaupta palyginti daug jtariamy nepageidaujamy reakcijy j skiepus »Comirnaty«, »Spikevax,
»Janssen« ir »Vaxzevria« atvejy Europos vaisty agentlros sistemoje »EudraVigilance« (zr. 3 lentele p. 15). Tu-
rint omeny Ziniasklaidos palaikoma nepalanky politiky pozitrj j Siy skiepy saugumo kritika ir nepriklausomy eks-
perty spéjamas sgsajas su sveikatos sutrikimais, tikétina, kad tikrasis nepageidaujamy reakcijy atvejy skaicius
oficialius duomenis virsija. Pazymétina, kad medicinos srities darbuotojai nepageidaujamas reakcijas pranesa re-
Ciau (vidurkis: 34,7 %) nei nemedikai.

¢ Atkreiptinas démesys, kad vakciny »Comirnaty«, »Spikevax«, »Janssen« ir »Vaxzevria« vertinimo ataskaitose ne-
pateikiama komercine paslaptimi laikoma informacija. Antai skiepo »Comirnaty« ataskaitoje uzjuodinti svarbiy
klinikiniy tyrimy su 12-15 mety vaikais ir paaugliais bei 16-25 mety jaunuoliais duomenys. Lieka neaisku, kiek ti-
riamuyjy vakcinos bei kontrolinéje grupéje ir dél kokiy priezasciy pasitrauké is bandymo po pirmo ar antro skie-
po, kiek Zmoniy nebuvo skiepyti antrg kartg arba kurioje grupéje ir kokiai daliai tiriamyjy pasireiské tam tikros
nepageidaujamos reakcijos, jskaitant pavojingas gyvybei®.

33 Laiske Zurnalui »The British Medical Journal« spéjama, kad infekcijas veiksmingai mazinantys skiepai ilgainiui gali neigiamai paveikti sveika-
t3. Remdamiesi Suomijoje atliktu tyrimu su daugiau nei 100 000 vaiky, kuriame tirtas skiepy nuo B tipo Haemophilus influenzae rysys su dia-
betu, autoriai daro prielaidg, jog diabeto kaip galimos neretos nepageidaujamos reakcijos j vakcing atvejai gali virsyti tikéting ilgalaikj B tipo
Haemophilus influenzae sukelto meningito komplikacijy sumazéjima. 18samiai tirtinas ir galimas skiepy rysys su sparciai auganciu kity létiniy
imuniniy ligy skai¢iumi: Classen J. B., Classen D. C., »Public should be told that vaccines may have long term adverse effects«. The British Me-
dical Journal 1999, 318 (7177), p. 193, https://www.bmj.com/content/318/7177/193.1.

# Botting J., »The History of Thalidomide«. Drug News Perspect 2002, 15: 9, 604-611, https://journals.prous.com/journals/servlet/xmlixsl/pk_
journals.xml_summary_pr?p_Journalld=3&p_Refld=840066&p_IsPs=N.

35 Narkolepsija (chroniSkas miego sutrikimas su Gmiais miego priepuoliais) pasireiské mazdaug 8 i$ 100 000 paskiepyty vaiky ir jaunuoliy iki 20
mety: European Medicines Agency, Pandemrix, Annex 1, »Summary of product characteristics«, atnaujinta 2016-06-10, p. 4, https://www.
ema.europa.eu/en/medicines/human/EPAR/pandemrix. Apie galimg narkolepsijos prieZastj zr. Ahmed S. S. et al., »Antibodies to influenza nu-
cleoprotein cross-react with human hypocretin receptor 2«. Science Translational Medicine 2015, 7:294, https://www.science.org/doi/10.112
6/scitranslmed.aab2354.

% European Medicines Agency, »Vaxzevria (previously COVID-19 Vaccine AstraZeneca): Risk of thrombocytopenia and coagulation disorders«,
2021-03-24; »Vaxzevria (previously COVID-19 Vaccine AstraZeneca): link between the vaccine and the occurrence of thrombosis in combina-
tion with thrombocytopenia«, 2021-04-13; »Vaxzevria/COVID-19 Vaccine AstraZeneca: Risk of thrombosis in combination with thrombocyto-
penia — Updated information«, 2021-06-02; »Vaxzevria (previously COVID-19 Vaccine AstraZeneca): contraindication in individuals with pre-
vious capillary leak syndrome«, 2021-06-23; »Vaxzevria (previously COVID-19 Vaccine Astra-Zeneca): risk of thrombocytopenia (including im-
mune thrombocytopenia) with or without associated bleeding«, 2021-10-13; »COVID-19 mRNA Vaccines Comirnaty and Spikevax: risk of myo-
carditis and pericarditis«, 2021-07-19; »COVID-19 Vaccine Janssen: link between the vaccine and the occurrence of thrombosis in combination
with thrombocytopenia«, 2021-04-26; »COVID-19 Vaccine Janssen: Contraindication in individuals with previous capillary leak syndrome and
update on thrombosis with thrombocytopenia syndrome«, 2021-07-19; »COVID-19 Vaccine Janssen: Risk for immune thrombocytopenia (ITP)
and venous thromboembolism (VTE)«, 2021-10-13. Prieiga internete adresu https://www.ema.europa.eu/en/human-regulatory/post-authori
sation/pharmacovigilance/direct-healthcare-professional-communications - DHPCs published by EMA.

% 13 viso tokiy dokumenty yra: »Comirnaty« - 10 (2021-01-28 — 2021-10-06), »Spikevax« - 9 (2021-02-05 — 2021-10-06), »Janssen« - 8 (2021-
04-14 — 2021-10-06), »Vaxzevria« - 9 (2021-03-29 — 2021-10-06); https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty, Comir-
naty - Safety updates; https://www.ema.europa.eu/en/medicines/human/EPAR/spikevax, Spikevax (previously COVID-19 Vaccine Moderna)
- Safety updates; https://www.ema.europa.eu/en/medicines/human/EPAR/covid-19-vaccine-janssen, COVID-19 Vaccine Janssen - Safety
updates; https://www.ema.europa.eu/en/medicines/human/EPAR/vaxzevria-previously-covid-19-vaccine-astrazeneca, Vaxzevria (previously
COVID-19 Vaccine AstraZeneca) - Safety updates.

38 02, p. 16-18, 20, 33, 35, 39, 41-61, 63.
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https://www.bmj.com/content/318/7177/193.1
https://journals.prous.com/journals/servlet/xmlxsl/pk_journals.xml_summary_pr?p_JournalId=3&p_RefId=840066&p_IsPs=N
https://www.ema.europa.eu/en/medicines/human/EPAR/pandemrix
https://www.science.org/doi/10.1126/scitranslmed.aab2354
https://www.science.org/doi/10.1126/scitranslmed.aab2354
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/pharmacovigilance/direct-healthcare-professional-communications
https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty
https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty
https://www.ema.europa.eu/en/medicines/human/EPAR/spikevax
https://www.ema.europa.eu/en/medicines/human/EPAR/covid-19-vaccine-janssen
https://www.ema.europa.eu/en/medicines/human/EPAR/vaxzevria-previously-covid-19-vaccine-astrazeneca

¢ COVID-19 vakcinos kurtos pirmapradzio viruso SARS-CoV-2 Wuhan-Hu-1 klinikinio izoliato pagrindu. Prasymai re-
gistruoti skiepus Europos vaisty agentlrai buvo pateikti 2020 m. pabaigoje (»Comirnaty« ir »Spikevax«) arba
2021 m. pradzZioje (»Janssen« ir »Vaxzevria«)39 po kelis ménesius uztrukusiy klinikiniy tyrimy, tad Zinios apie Siy
vakciny veiksminguma apsiriboja pirminiu SARS-CoV-2 virusu arba tik tomis jo mutacijomis, kurios vyravo ku-
riant vakcinas™, jei j tai buvo atsizvelgta.

Kaip rodo iniciatyvos GISAID™ pasaulio mastu kaupiami SARS-CoV-2 viruso genomo seky duomenys, Sis kinta nuo-
lat (Zr. 1 pav. ir 2 pav., p. 16): nuo pandemijos pradzios iki dabar pateiktos 5 050 626 genomo sekos, i jy 3882
iki 2021 m. lapkri¢io 9 d. — i$ ES. Keltinas klausimas, ar visuotinis vakcinavimas galéty prisidéti prie naujy, COVID-
19 skiepams atspariy viruso varianty kdrimosi bei plitimo ir taip maZzinti Siuo metu naudojamy vakciny veiks-
minguma. Pazymétina, kad jprastai didéja mutuojanciy virusy uzkreCiamumas, bet mazéja jy virulentiSkumas,
t. y. gebéjimas sukelti liga. Tai pastebéta ir tiriant SARS-CoV-2 virusa™. Tad svarstytina, ar jmanoma ir batina su-
kurti visuotinj imuniteta vakcinuojant nuo gana greitai kintan&io uzkrato (plg. gripa®), ypa¢ turint omeny galima
kryZminj imunitetg™.

¢ Apibendrinant darytina prielaida, kad sveiki Lietuvos gyventojai primygtinai skatinami ar netiesiogiai verciami
skiepytis iki galo neistirtais naujo pobldZio medicinos preparatais (su mRNR, GMO, nanodalelémis), kai tebe-
vyksta klinikiniai jy tyrimai, o visuomené neinformuojama ir neperspéjama apie galimus pavojus sveikatai. Taip
galimai pazeidziami Lietuvos Respublikos Konstitucija bei Farmacijos jstatymas ir medicinos etikos standartu lai-
koma Helsinkio deklaracija »Medicininiy tyrimy su zmogumi etiniai aspektai«®.

Taip pat neatsizvelgiama j individualias skiepy kontraindikacijas, abstrakciai teigiant, kad COVID-19 vakcinomis ne-
gali skiepytis asmenys, kuriems kada nors yra buve alerginiy ar anafilaksiniy alerginiy reakcijy vakcinos sudeda-
mosioms dalims*®, nors skiepy veikliosios medZiagos — tarp jy alergenu laikomas polietilenglikolis »Comirnaty« ir
»Spikevax« vakcinose — iki Siol nenaudotos preparatuose, skirtuose Zzmoniy ligy masiniam uzkardymui, tad aler-
ginés reakcijos j jas dar negali biiti Zinomos. Nepaisoma ir galimos skiepy jtakos sveikatg lemiantiems epigeneti-
niams®’ kitimams, o tai ypac svarbu vakcinuojant vaikus irjaunuolius48.

€1, p.8: 51, p. 9; 11, p. 11; V1, p. 7.

01, p. 13, 15; 51, p. 62, 77-78, 80, 110, 147; S2, p. 41; S3, p. 20; J1, p. 43, 86-88, 99, 128, 142, 201; V1, p. 59, 166.

a Valstybiy mastu ir privaciai remiama Pasauliné dalijimosi duomenimis apie influenzg iniciatyva GISAID (Global Initiative on Sharing All Influ-
enza Data) nuo 2008 m. teikia laisvg prieigg prie influenzos, o nuo 2020 — ir prie viruso SARS-CoV-2 genomo duomeny, taip skatindama keiti-
masi endeminiy ir pandeminiy virusy informacija tarp mokslininky. Iniciatyvos vaidmenj Zmonijos sveikatai 2017 m. susitikime palankiai jverti-
no vadinamosios DidZiojo dvideSimtuko grupés (G20) sveikatos apsaugos ministrai: Berlin Declaration of the G20 Health Ministers, »Together
Today for a Healthy Tomorrow, Berlin 2017, p. 3, https://www.bundesgesundheitsministerium.de/fileadmin/Dateien/3_Downloads/G/G20-
Gesundheitsministertreffen/G20_Health_Ministers_Declaration_engl.pdf.

2 Plg. Dos Santos W. G., »Impact of virus genetic variability and host immunity for the success of COVID-19 vaccines«. Biomedicine & Phar-
macotherapy 2021, 136, p. 10, https://doi.org/10.1016/j.biopha.2021.111272.

Jprastinis gripo vakcinos veiksmingumas siekia 40-60 proc. (...) Bina mety, kai jy veiksmingumas siekia vos 10 proc.: Caplinskas S., »Gripo vi-

rusy evoliucijos isStkiai«. Lietuvos gydytojo Zurnalas 2018, 1, p. 23. Lietuvoje nuo gripo paskiepyty asmeny skaicius didéja arba lieka stabilus,
bet susirgusiyjy gripu ir jy hospitalizacijos atvejy tarsi nemazéja: Uzkreciamujy ligy ir AIDS centras, »Sergamumo uzkreciamosiomis ligomis Lie-
tuvoje 2018 m. ap?zvalga«, 2019, p. 51, 53, http://www.ulac.It/It/sergamumo-uzkreciamosiomis-ligomis-apzvalgos. Beje, spéjamas mirStamu-
mo nuo SARS-CoV-2 viruso infekcijos rodiklis yra ~0,15-0,2 %. Zr. loannidis J. P. A., »Global perspective of COVID-19 epidemiology for a full-
cycle pandemic«. European Journal of Clinical Investigation 2020, 50, https://doi.org/10.1111/eci.13423; loannidis J. P. A., »Reconciling
estimates of global spread and infection fatality rates of COVID-19: An overview of systematic evaluations«. European Journal of Clinical Investi-
gation 2021, 51, https://doi.org/10.1111/eci.13 554.
“ Manoma, kad imunitetas persalimo ligas sukeliantiems koronavirusams gali sustiprinti organizmo atsaka j giminingo SARS-CoV-2 viruso in-
fekcija: Beretta A. et al., »ls Cross-Reactive Immunity Triggering COVID-19 Immunopathogenesis?« Frontiers in Immunology 2020, 11, p. 4-5,
https://www.frontiersin.org/article/10.3389/fimmu.2020.567710; plg. Doshi P., »Covid-19: Do many people have pre-existing immunity?« The
British Medical Journal 2020, 370, https://doi.org/10.1136/bmj.m3563; Qiang M. et al., »Neutralizing Antibodies to SARS-CoV-2 Selected from
a Human Antibody Library Constructed Decades Ago«. Advanced Science 2021, https://doi.org/10.1002/advs.202102181.

45 Pagal Lietuvos Respublikos Konstitucijos 21 straipsnj (Zin., 1992-11-30, Nr. 33-1014), su ymogumi, be jo Zinios ir laisvo sutikimo, negali biti
atliekami moksliniai ar medicinos bandymai. Pagal Lietuvos Respublikos Farmacijos jstatymo (Zin., 2006-07-18, Nr. 78-3056) 49 straipsnio 2 da-
lies punkta, vaistiniy preparaty reklama turi bati neklaidinanti ir objektyvi; pagal 50 straipsnio 4 dalj reklamuojant juos draudZiama nurodyti,
kad vartojant vaistinj preparatg néra nepageidaujamy reakcijy. Pasaulio gydytojy asociacijos Helsinkio deklaracijoje, be kita ko, nurodoma,
kad atliekant medicininius tyrimus su pacientais ar sveikais savanoriais pirmenybé turi biti teikiama Zmogaus sveikatos ir jo teisiy apsaugai bei
uztikrinimui, pats tiriamasis, pries laisva valia sutikdamas dalyvauti tyrime, turi gauti aiskig ir pakankama informacijg apie tyrimo pobidj, eiga ir
tikslg, o bandyma atlikti gali tik kvalifikuoti asmenys, pagrjstai manantys, kad tiriamuyjy sveikatai nebus pakenkta, nes medicininiy tyrimy nauda
privalo nusverti galimg Zalg. World Medical Association, »Declaration of Helsinki — Ethical Principles for Medical Research Involving Human
Subjects«, 1964 (atnaujinta 2013 m.), https://www.wma.net/policies-post/wma-declaration-of-helsinki-ethical-principles-for-medical-resear
ch-involving-human-subjects/.

46 " ) . e
https://koronastop.Irv.It = »Naujienos« = »COVID-19 vakcinos: kg turétume apie jas Zinoti?«

47 . . . . - s I I T . . .

Tokie aplinkos veiksniai, kurie, nekeisdami deoksiribonukleortgsties sekos, veikia geny raiska. Si rizika, be kity, aptariama Seneff S., Nigh G.
»Worse Than the Disease? Reviewing Some Possible Unintended Conseguences of the mRNA Vaccines Against COVID-19«. International Jour-
nal of Vaccine Theory, Practice, and Research 2021, 2:1, 38-79, https://ijvtpr.com/index.php/IJVTPR/article/view/23.
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https://www.bundesgesundheitsministerium.de/fileadmin/Dateien/3_Downloads/G/G20-Gesundheitsministertreffen/G20_Health_Ministers_Declaration_engl.pdf
https://www.bundesgesundheitsministerium.de/fileadmin/Dateien/3_Downloads/G/G20-Gesundheitsministertreffen/G20_Health_Ministers_Declaration_engl.pdf
https://www.sciencedirect.com/science/article/pii/S0753332221000573
https://www.emedicina.lt/lt/zurnalai/lietuvos_gydytojo_zurnalas/lietuvos_gydytojo_zurnalas_2018/1/gripo_virusu_evoliucijos_issukiai.html
http://www.ulac.lt/lt/sergamumo-uzkreciamosiomis-ligomis-apzvalgos
http://www.ulac.lt/lt/sergamumo-uzkreciamosiomis-ligomis-apzvalgos
https://doi.org/10.1111/eci.13423
https://doi.org/10.1111/eci.13423
https://doi.org/10.1111/eci.13554
https://doi.org/10.1111/eci.13554
https://www.frontiersin.org/article/10.3389/fimmu.2020.567710
https://doi.org/10.1136/bmj.m3563
https://onlinelibrary.wiley.com/doi/10.1002/advs.202102181
https://onlinelibrary.wiley.com/doi/10.1002/advs.202102181
https://e-seimas.lrs.lt/portal/legalAct/lt/TAD/TAIS.1890/asr
https://e-seimas.lrs.lt/portal/legalAct/lt/TAD/TAIS.280067/asr
https://www.wma.net/policies-post/wma-declaration-of-helsinki-ethical-principles-for-medical-research-involving-human-subjects/
https://www.wma.net/policies-post/wma-declaration-of-helsinki-ethical-principles-for-medical-research-involving-human-subjects/
https://koronastop.lrv.lt/lt/naujienos/covid-19-vakcinos-ka-turetume-apie-jas-zinoti
https://ijvtpr.com/index.php/IJVTPR/article/view/23

Be to, nuo kvépavimo taky ligos sukurtos COVID-19 vakcinos j organizmg patenka per raumenis, apeidamos nati-
ralias apsaugos nuo virusy klidtis — oda, burnos ir nosies gleivine. Jei Lietuvoje laikomasi Pasaulio sveikatos or-
ganizacijos (PSO) sitlymo leidZiant j raumenis medicininius preparatus nebetaikyti aspiracijos49 (t. y. patraukti
Svirksto stumoklj atgal, siekiant jsitikinti, kad nepradurta kraujagyslé), neatmestina galimybé, kad skiepijant vi-
ruso smaigalio baltymas patenka ir tiesiai j kraujg, kur betarpiskai pasireiskia jo toksiSkumas.

Zmogaus atsparuma uzkratams salygoja organizmo imuniné sistema. Virusas SARS-CoV-2 ypa¢ pavojingas chronis-
ky negalavimy turintiems asmenims, pvz., sergantiems Sirdies ir kraujagysliy ligomis, aukstu kraujospudziu, ve-
%iu, létinémis kvépavimo taky ir kitomis ligomis. Siy negalavimy ir jy keliamos rizikos daznai galima isvengti stip-
rinant imuniteta: sveikai maitinantis, uztektinai mankstinantis ir banant gryname ore, vengiant Zalingy jprociy,
valdant stresg ir palaikant socialinius rysius. Skiepai téra viena is ligy prevencijos priemoniy ir visada yra medici-
niné intervencija. Veikiau kitokios pandemijos uzkardymo priemonés buty efektyvesnés: pirmenybiné rizikos
grupiy apsauga, tinkami veikly higienos planai, klaidingai teigiamy tyrimy rezultaty ir faktinio viruso paplitimo
visuomenéje nustatymas, reprezentatyvis moksliniai tyrimai ir pan.

$iol nebuvo sukurta veiksmingy vakciny nuo kity koronavirusy (SARS ir MERS-CoV*®). Rimty abejoniy dél COVID-

19 skiepy kokybés ekspertai reiské dar juos kuriant™, véliau kritikuota, kad i ikiklinikiniy tyrimy su gyvanais ir

vertinant preparatus nepadarytos iSvados apie galimas grésmes Zmoniy sveikatai’?, o §j ménesj pranesta apie

netikslumus ir aplaiduma atliekant »Comirnaty« skiepo klinikinius tyrimus su smonemis>>. Manytina, kad rinkos
ekonomikos salygomis konkuruojancios privacios farmacijos kompanijos gali teikti pirmenybe ne gaminiy sau-
gumui, bet pelno siekiui®*, o Europos vaisty agentira salyginius leidimus prekiauti iki galo neistirtais medicini-

ki

8 Plg. Abi-Jaoude E. et al., »Covid-19 vaccines for children: hypothetical benefits to adults do not outweigh risks to children«. The Britisch Me-
dical Journal Opinion 2021-07-13, https://blogs.bmj.com/bmj/2021/07/13/covid-19-vaccines-for-children-hypothetical-benefits-to-adults-do-
not-outweigh-risks-to-children/. Svarbu, kad tik keli procentai teigiama (priestaringai vertinamo, zr. 3 klausimg) PGR testo atsakymg gavusiy
Zmoniy galimai platina virusa: Yang Q. et al., »Just 2% of SARS-CoV-2-positive individuals carry 90% of the virus circulating in communities«.
Proceedings of the National Academy of Sciences 2021, 118:21, https://doi.org/10.1073/pnas.2104547118.

49 Plg. Sepah Y. et al., »Aspiration in injections: should we continue or abandon the practice?« F1000Research 2014 (2017), 3:157, https://doi.
org/10.12688/f1000research.1113.3; Thomas M. C. et al., »Blood Aspiration During IM Injection«. Clinical Nursing Research 2015 (2016, 25:5),
549-559, https://doi.org/10.1177/1054773815575074.

20 SARS — Severe acute respiratory syndrome (sunkus Gminis respiracinis sindromas, pirma kartg nustatytas 2002 m.), MERS-CoV — Middle East
respiratory syndrome-related coronavirus (Artimyjy Ryty respiracinis sindromas, pirmg kartg nustatytas 2012 m.). Kuriant skiepus nuo SARS-
CoV perspéta dél plauciy imunopatologijos rizikos: Tseng C. T. et al., »Immunization with SARS Coronavirus Vaccines Leads to Pulmonary Im-
munopathology on Challenge with the SARS Virus«. PLOS ONE 2012, 7:4, https://doi.org/10.1371/journal.pone.0035421.

>t Pvz., Jiang S., »Don’t rush to deploy COVID-19 vaccines and drugs without sufficient safety guarantees«. Nature 2020, 579:321, https://doi.
org/10.1038/d41586-020-00751-9; Cardozo T., Veazey R., »Informed consent disclosure to vaccine trial subjects of risk of COVID-19 vaccines
worsening clinical disease«. International Journal of Clinical Practice 2020 (2021, 75:3), https://doi.org/10.1111/ijcp.13795; Doshi P., »Will
COVID-19 vaccines save lives? Current trials aren’t designed to tell us«. The British Medical Journal 2020, 371, https://doi.org/10.1136/bmj.m4037.

> Minétinos Sios: infarkto, insulto ir veny trombozés pavojy keliantis kraujo kreséjimas netrukus po vakcinacijos, Zalingas poveikis motery vai-
singumui bei Zindomiems kadikiams, létinis (kumuliatyvus) toksiskumas pakartotinai skiepijant, paaugliy Sirdies raumens uzdegimas, autoimu-
ninés ligos ir daug kity. Zr. Classen B., »US COVID-19 Vaccines Proven to Cause More Harm than Good Based on Pivotal Clinical Trial Data Ana-
lyzed Using the Proper Scientific Endpoint, >All Cause Severe Morbidity<«. Trends in Internal Medicine 2021, 1:1, 1-6, https://www.scivisionpu
b.com/journals/trends-in-internal-medicine-home; Palmer M., Bhakdi S., »The Pfizer mRNA vaccine: pharmacokinetics and toxicity«, 2021-07-
23, https://doctors4covidethics.org/wp-content/uploads/2021/07/Pfizer-pharmacokinetics-and-toxicity.pdf; Palmer M. et al., »Expert state-
ment regarding Comirnaty—COVID-19-mRNA-Vaccine for children«, 2021-07-03, https://doctors4covidethics.org/expert-evidence-regarding-
comirnaty-covid-19-mrna-vaccine-for-children/; Palmer M., Bhakdi S., »Expert statement regarding the use of Moderna COVID-19-mRNA-Vaccine
in children«, 2021-10-04, https://doctors4covidethics.org/expert-statement-regarding-the-use-of-moderna-covid-19-mrna-vaccine-in-children/.

>3 Jr. nuo COVID-19 paskiepyto Zurnalisto straipsnj: Thacker P. D., »Covid-19: Researcher blows the whistle on data integrity issues in Pfizer’s
vaccine trial«. The British Medical Journal 2021, 375, https://doi.org/10.1136/bmj.n2635.

> Praeityje kai kuriems COVID-19 vakciny gamintojams administracinése ir baudZziamosiose bylose buvo paskirtos piniginés baudos, pvz.: » Pfi-
zer« (The USA Department of Justice, »Justice Department Announces Largest Health Care Fraud Settlement in Its History: Pfizer to Pay $2.3
Billion for Fraudulent Marketing«, 2009-09-02, https://www.justice.gov/opa/pr/justice-department-announces-largest-health-care-fraud-set
tlement-its-history; The USA Department of Justice, »Pfizer H.C.P. Corp. Agrees to Pay $15 Million Penalty to Resolve Foreign Bribery Investiga-
tion: SEC and Companies Agree to Civil Disgorgement of $45 Million«, 2012-08-07, https://www.justice.gov/opa/pr/pfizer-hcp-corp-agrees-
pay-15-million-penalty-resolve-foreign-bribery-investigation), »Johnson & Johnson« (The USA Department of Justice, »Johnson & Johnson to
Pay More Than $2.2 Billion to Resolve Criminal and Civil Investigations: Allegations Include Off-label Marketing and Kickbacks to Doctors and
Pharmacists«, 2013-11-04, https://www.justice.gov/opa/pr/johnson-johnson-pay-more-22-billion-resolve-criminal-and-civil-investigations),
»AstraZeneca« (The USA Department of Justice, »Pharmaceutical Giant AstraZeneca to Pay $520 Million for Off-label Drug Marketing«, 2010-
04-27, https://www.justice.gov/opa/pr/pharmaceutical-giant-astrazeneca-pay-520-million-label-drug-marketing; Petersen, M., »AstraZeneca
Pleads Guilty In Cancer Medicine Scheme«. The New York Times 2003-06-21, https://www.nytimes.com/2003/06/21/business/astrazeneca-
pleads-guilty-in-cancer-medicine-scheme.html). Be to, 2016 m. iStyrus 11 gamintojy 44 vakciny sudétj (6 is jy — »Pfizer«), jose aptikta Zmogaus
organizmui toksiniy neorganinés kilmés medziagy: Gatti A., Montanari S., »New_quality-control investigations on vaccines: micro- and
nanocontamination«. International Journal of Vaccines and Vaccination 2017, 4:1, 1-13, https://medcraveonline.com/lJVV/new-quality-con
trol-investigations-on-vaccines-micro--and-nanocontamination.html.
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https://blogs.bmj.com/bmj/2021/07/13/covid-19-vaccines-for-children-hypothetical-benefits-to-adults-do-not-outweigh-risks-to-children/
https://www.pnas.org/content/118/21/e2104547118
https://f1000research.com/articles/3-157/v3
https://journals.sagepub.com/doi/pdf/10.1177/1054773815575074
https://journals.plos.org/plosone/article?id=10.1371/journal.pone.0035421
https://journals.plos.org/plosone/article?id=10.1371/journal.pone.0035421
https://www.nature.com/articles/d41586-020-00751-9
https://onlinelibrary.wiley.com/doi/10.1111/ijcp.13795
https://onlinelibrary.wiley.com/doi/10.1111/ijcp.13795
https://doi.org/10.1136/bmj.m4037
https://doi.org/10.1136/bmj.m4037
https://www.scivisionpub.com/journals/trends-in-internal-medicine-home
https://www.scivisionpub.com/journals/trends-in-internal-medicine-home
https://doctors4covidethics.org/wp-content/uploads/2021/07/Pfizer-pharmacokinetics-and-toxicity.pdf
https://doctors4covidethics.org/expert-evidence-regarding-comirnaty-covid-19-mrna-vaccine-for-children/
https://doctors4covidethics.org/expert-evidence-regarding-comirnaty-covid-19-mrna-vaccine-for-children/
https://doctors4covidethics.org/expert-statement-regarding-the-use-of-moderna-covid-19-mrna-vaccine-in-children/
https://doctors4covidethics.org/expert-statement-regarding-the-use-of-moderna-covid-19-mrna-vaccine-in-children/
https://www.bmj.com/content/375/bmj.n2635
https://www.bmj.com/content/375/bmj.n2635
https://www.justice.gov/opa/pr/justice-department-announces-largest-health-care-fraud-settlement-its-history
https://www.justice.gov/opa/pr/justice-department-announces-largest-health-care-fraud-settlement-its-history
https://www.justice.gov/opa/pr/pfizer-hcp-corp-agrees-pay-15-million-penalty-resolve-foreign-bribery-investigation
https://www.justice.gov/opa/pr/pfizer-hcp-corp-agrees-pay-15-million-penalty-resolve-foreign-bribery-investigation
https://www.justice.gov/opa/pr/johnson-johnson-pay-more-22-billion-resolve-criminal-and-civil-investigations
https://www.justice.gov/opa/pr/johnson-johnson-pay-more-22-billion-resolve-criminal-and-civil-investigations
https://www.justice.gov/opa/pr/johnson-johnson-pay-more-22-billion-resolve-criminal-and-civil-investigations
https://www.justice.gov/opa/pr/pharmaceutical-giant-astrazeneca-pay-520-million-label-drug-marketing
https://www.nytimes.com/2003/06/21/business/astrazeneca-pleads-guilty-in-cancer-medicine-scheme.html
https://www.nytimes.com/2003/06/21/business/astrazeneca-pleads-guilty-in-cancer-medicine-scheme.html
https://medcraveonline.com/IJVV/new-quality-control-investigations-on-vaccines-micro--and-nanocontamination.html
https://medcraveonline.com/IJVV/new-quality-control-investigations-on-vaccines-micro--and-nanocontamination.html

nias preparatais> suteiké galimai skatinama interesy konflikto: ji koordinuoja ES nacionaliniy institucijy moksli-
nius iSteklius, siekdama uztikrinti Zmonéms skirty ir veterinariniy vaisty vertinima ir stebéseng; jos veikla finan-
suojama i$ ES jmoky ir farmacijos kompanijy mokesciy uz leidimo prekiauti vaistais iSdavima ir prieZilra bei kitas
teikiamas paslaugasss. Vien pastarajj penkmetj Europos vaisty agentliros pajamos i§ medicininiy preparaty ver-
tinimo, leidimy prekiauti iSdavimo, stebésenos ir susijusios veiklos kasmet virsijo 85 proc. (zr. 3 pav., p. 17).

Kokiais moksliniais duomenimis remiantis ir kokiais moksliniais kokybés kriterijais vadovaujantis nu-
statoma infekcija gyvybingu SARS-CoV-2 virusu?

UZkardant pandemija, betarpiskai vadovaujamasi polimerazine grandinine reakcija (PGR*’) gristy testy rezultatais.
Veikiausiai vieng i$ pirmyjy metody SARS-CoV-2 virusui nustatyti pasitelkiant PGR dar 2020 m. pradZioje sukuré
Berlyno universitetiniy Charité kliniky (Vokietija) darbuotojai su kolegomis is kity Saliy. Autoriai nurodo, kad dia-
gnostikos metodika buvo sukurta neturint viruso izoliaty ar originaliy méginiy i$ pacienty ir remiantis glaudzia
genetine sgsaja su 2003 m. SARS-CoV virusu bei pasitelkiant sintetines nukleorgstis:

In the present case of 2019-nCoV, virus isolates or samples from infected patients have so far not become available to the internatio-

nal public health community. We report here on the establishment and validation of a diagnostic workflow for 2019-nCoV screening
and specific confirmation, designed in absence of available virus isolates or original patient specimens. Design and validation were

enabled by the close genetic relatedness to the 2003 SARS-CoV, and aided by the use of synthetic nucleic acid technology.58

Daugeliu PGR testy, regis, atpaZjstamas vien viruso E genas; Sis koduoja viruso apvalkalg ir yra bidingas ir kitiems
koronavirusams™. Taip pat svarbus vadinamasis testo CT Zymuo, t. y. nukleoriigsciy dauginimo ciklo rodiklis: di-
desnis nei 33 skaicius rodo, kad virusas veikiausiai yra negyvybingas ir jo kiekio paciento organizme nepakanka
uzkresti kitus®®®*. Per didelis cikly kiekis galimai prisideda ir prie klaidingai teigiamy testy rezultatqsz.

> Salia aptarty COVID-19 skiepy vertinimo trikumy minétina: 2021 m. spalj leista $virksti treciaja »Spikevax« doze silpnos imuninés sistemos
asmenims nuo 12 mety, nors i$ tyrime dalyvavusiy 120 pacienty nuo 18 mety, kuriy imuniné sistema nusilpusi po solidinio organo transplan-
tacijos, buvo paskiepyta tik 60 Zmoniy. Tad stinga duomeny apie sauguma tiek Zmonéms po organy persodinimo, tiek asmenims, kuriy imuni-
tetas sutrikes dé/ kity prieZasciy. Tyrimo ydy esama ir daugiau. Zr. S4, p. 5, 12-14, 18-19, 22-23.

2021 m. lapkritj leista skiepyti trecia »Comirnaty« doze labai sutrikusio imuniteto Zmones nuo 12 mety, nors vertinimui nebuvo pateiktas
tyrimo su 101 pacientu po solidinio organo transplantacijos protokolas ir vadovautasi vien pareiskéjo teiginiais apie sauguma bei prielaida, kad
tredia dozé saugi taip pat vaikams bei paaugliams. Zr. €3, p. 4, 9, 11 (puslapiai nenumeruoti).
Taip pat trecia »Comirnaty« doze leista skiepyti sveikus suaugusius, iSvadas darant i$ tyrimo, apimancio vos 306 asmenis, zr. C4.
% Mokestis uz leidimo prekiauti Zmonémes skirtais ir veterinariniais vaistais iSdavima ir priezilirg bei uz kitas Europos vaisty agentdros teikia-
mas paslaugas nustatomas pagal 1995 m. vasario 10 d. Tarybos reglamentg (EB) Nr. 297/95 dél mokes¢iy, mokeétiny Europos vaisty vertinimo
agentdrai, ir pagal 2014 m. geguzés 15 d. Europos Parlamento ir Tarybos reglamentg (ES) Nr. 658/2014 dél mokesciy, mokétiny Europos vaisty
agentlrai uz farmakologinio budrumo veiklos, susijusios su Zmonéms skirtais vaistais, vykdyma. Plg. kritikg Europos vaisty agentirg atitinkan-
¢ios JAV institucijos pusén: lacobucci G., »Covid-19: FDA set to grant full approval to Pfizer vaccine without public discussion of data«. The
British Medical Journal 2021, 374, http://dx.doi.org/10.1136/bmj.n2086.
> Polimeraziné grandininé reakcija yra dirbtinis deoksiribonukleorigsties (DNA) fragmenty dauginimo metodas, 1983 m. iSrastas amerikieciy
mokslininko Kary Banks Mullio, véliau apdovanoto Nobelio chemijos premija. Tam tikri DNA fragmentai dauginami kartojant temperatarinj cik-
13, kol gaunamas reikiamas jy kiekis. Prireikus pries tai atliekama realaus laiko atvirkstinés transkripcijos polimeraziné grandininé reakcija (RT-
PGR), siekiant genetine ribonukleortgsciy (RNR) informacija perrasyti j DNA.

8 Corman V. M. et al, »Detection of 2019 novel coronavirus (2019-nCoV) by real-time RT-PCR«. Eurosurveillance 2020, 25:3, p. 24, https://
doi.org/10.2807/1560-7917.ES.2020.25.3.2000045.
> Schiitz B., Passarge M., »SARS-CoV-2/COVID-19 Teil 3. SARS-CoV-2-Diagnostik: kritischer Ruckblick und Update fiir die bevorstehende Grip-
pesaison«. Fachinformation 2020, 08, p. 5, www.biovis-diagnostik.eu/de/.

60 Ten pat, p. 6.

o1 Plg.: These results demonstrate that infectivity (as defined by growth in cell culture) is significantly reduced when RT-PCR Ct values are
> 24. For every 1-unit increase in Ct, the odds ratio for infectivity decreased by 32 %. Bullard J. et al., »Predicting infectious SARS-CoV-2 from
diagnostic samples«. Clinical Infectious Diseases 2020-05-22, p. 8, https://doi.org/10.1093/cid/ciaa638. PGR testu kaip »auksiniu standartu«
verCia abejoti ir Stang A. et al., »The performance of the SARS-CoV-2 RT-PCR test as a tool for detecting SARS-CoV-2 infection in the
population«. Journal of Infection 2021, 83:2, 237-379, https://doi.org/10.1016/j.jinf.2021.05.022.

62 Teigiama, kad i$ pacienty bandiniy paimty virusy kultlros procentas yra atvirksciai proporcingas CT rodiklio dydziui (kai CT=25, uZzauginama
iki 70 % kultaros, kai CT=30 — tik 20 %). Jaafar R. et al., »Correlation Between 3790 Quantitative Polymerase Chain Reaction—Positives Samples
and Positive Cell Cultures, Including 1941 Severe Acute Respiratory Syndrome Coronavirus 2 Isolates«. Clinical Infectious Diseases 2020-09-28,
https://doi.org/10.1093/cid/ciaal491. Taip pat plg.: To quote Kary Mullis, »If you have to go more than 40 cycles to amplify a single-copy gene,
there is something wrong with your PCR«. Too many cycles can increase the amount and complexity of nonspecific background products.
Innis M. A. et al., »PCR Protocols: A Guide to Methods and Applications«, San Diego: Academic Press, 1990, p. 8-9. Be to, PGR testai galimai ne-
tinkami diagnostikai. Vieno rinkinio 2020 m. sausio 11 d. naudojimo instrukcijoje teigiama: Instructions for life science research use only. Not
tested for use in diagnostic procedures. Tib Molbiol, »Instructions For Use LightMix® Modular SARS and Wuhan CoV E-gene Cat.-No. 53-0776-
96«, p. 1, https://microbiologia-alicante.umh.es/files/2020/02/MDx_Wuhan-E-gene-Pl.pdf.
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https://www.bmj.com/content/374/bmj.n2086
https://www.eurosurveillance.org/content/10.2807/1560-7917.ES.2020.25.3.2000045
http://www.biovis-diagnostik.eu/de/
http://www.biovis-diagnostik.eu/de/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7314198/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7314198/
https://www.journalofinfection.com/article/S0163-4453(21)00265-6/fulltext
https://www.journalofinfection.com/article/S0163-4453(21)00265-6/fulltext
https://doi.org/10.1093/cid/ciaa1491
https://doi.org/10.1093/cid/ciaa1491
https://microbiologia-alicante.umh.es/files/2020/02/MDx_Wuhan-E-gene-PI.pdf
https://microbiologia-alicante.umh.es/files/2020/02/MDx_Wuhan-E-gene-PI.pdf

Lietuvoje naudojant PGR testus, grindziamus minétu laboratoriniu protokolu ir (ar) virsSijancius CT rodiklius®, gali-
mai aptinkami ir kiti koronavirusai bei kitokie virusai® ir galimai daroma jtaka klaidingai teigiamy rezultaty skai-
&iui®. Darytina prielaida, kad PGR testu, ypa¢ taikomu nesant klinikiniy simptomy, nustatomas daugintis, vysty-
tis ir infekuoti negalintis virusas, t. y. nepajégus susargdinti nei tariamai uzkréstojo, nei kito asmens.

Tad kova su pandemija grindZiant priestaringai vertinamo PGR testavimo rezultatais, pandemijos uzkardymo prie-
moniy pagrjstumas tampa abejotinas.

¢ Zurnalui »Eurosurveillance« 2020 m. sausio 21 d. jteiktas straipsnis su viruso laboratorinio nustatymo PGR bidu
apraéu53 buvo paskelbtas po dviejy dieny, tad dél tokio nebldingai trumpo laiko galimai nebuvo recenzuotas. Be
to, straipsnyje nenurodyti autoriy interesy konfliktai arba nurodyti ne visi®. 22 nepriklausomi mokslininkai
2020 m. lapkri¢io 27 d. paskelbé $ios metodikos kritinj komentara® ir dél joje rasty esminiy klaidy paskatino
straipsnj at3aukti®. Zurnalo redakcija patikino straipsnj buvus recenzuotasg, o dalykine metodikos kritikg, nepa-
teikusi moksliniy argumenty, nugincijo ir straipsnio neatsauke’.

¢ Atkreiptinas démesys, kad, gamintojai, tirdami COVID-19 vakciny veiksmingumg, infekcijag SARS-CoV-2 virusu nu-
statydavo taip pat pasitelkdami PGR testus’*.

¢ Lietuvos oficialios statistikos portalo ir interneto svetainés »Korona STOP« duomenys apie COVID-19 ligg ir mirtj
nuo jos aprépia ne tik asmenis, kuriy (portale klaidingai diagnostiniu vadinamo) PGR tyrimo ar antigeno testo at-
sakymas teigiamas, bet ir Zmones, kuriy medicininéje formoje jrasyti TLK ligos kodai U07.2, U07.1 ar kiti, netie-
siogiai nurodantys sirgus Sia liga arba kuriy medicininéje formoje kaip pagrindiné, tiesioginé, tarpiné mirties
prieZastis ar kita svarbi patologiné biklé nurodyta COVID-19 liga ir su ja susijusi informacija arba TLK ligos kodai
U07.1, U07.2, U07.3, U07.4, U07.5, taip pat Zmones, per pastargsias 28 dienas gavusius teigiamg SARS-CoV-2
tyrimo atsakyma ir mirusius ne dél iSoriniy mirties prieiaséiqn.

63 Nepriklausoma tarptautiné diagnostiné laboratorija »Foundation for Innovative New Diagnostics«, jvertinusi daugiau kaip 20 PGR testy, nu-
staté, kad daugelio jy CT rodikliai virsija 33. »FIND evaluation update: SARS-CoV-2 molecular diagnostics«, www.finddx.org/covid-19/sarscov2-
eval-molecular/?fbclid=lwAR3jhBllb4oCEeljZYPxWcUdwqlDupAtGn14bnhMEPP BZvZdLvI3xbiOxHO.

o4 Plg. 62 iSnasoje minéto PGR testo aprasyma: This assay will detect SARS and Wuhan 2019 CoV pneumonia virus as well as other bat-asso-
ciated SARS-related viruses (Sarbecovirus), p. 1. Prielaida, kad PGR testais aptinkami kiti virusai, liudyty faktas, jog PSO pasaulinéje gripo ste-
bésenos ir uzkardymo sistemoje »FluNet« nuo 15 kalendorinés 2020 m. savaités bemaZ nebuvo pranesama apie gripo virusus (zr. 4 pav., p.
17): »Global Influenza Surveillance and Response System«, www.who.int/toolkits/flunet; »Flu News Europe, https://flunewseurope.org/.

6 Klaidingai teigiamus PGR testy rezultatus gali lemti didelis jy jautrumas, plg.: The E Charité [...] assays were positive for all specimens, in-
cluding negative samples and negative controls (water). Etievant S. et al., »Performance Assessment of SARS-CoV-2 PCR Assays Developed by
WHO Referral Laboratories«. Journal of Clinical Medicine 2020, 9:6, p. 6, https://doi.org/10.3390/jcm9061871.

e Pirmoji straipsnio versija paskelbta www.nchi.nIm.nih.gov/pmc/articles/PMC6988269/pdf/eurosurv-25-3-5.pdf. Joje nurodyta, kad interesy
konflikty néra (p. 7), nors Siy galimai esama: 1) bendraautorius Christianas Drostenas taip pat yra ribotos atsakomybés bendrovés »Labor Ber-
lin — Charité Vivantes GmbH« virologijos skyriaus direktorius, bendraautorius Victoras M. Cormanas — to paties skyriaus specialiosios virusy
diagnostikos poskyriaus vedéjas (www.laborberlin.com/fach bereiche/virologie/); 2) bendraautoriai Christianas Drostenas ir Chantal Reusken
yra du i$ 16 zurnalo »Eurosurveillance«, kuriame straipsnis paskelbtas, redaktoriy (www.euro surveillance.org/board); 3) bendraautoriy Olfer-
to Landto ir Marco Kaiserio darbovieté iS pradziy nurodyta »Tib-Molbiol, Berlin« (p. 1), ir tik 2020 m. liepos 29 d. Marco Kaiserio darbovieté is-
taisyta, pateikiant teisinggjg — »GenExpress GmbH, Berlin« (straipsnio 4 iSnasa, p. 23), ir tik tada nurodytas interesy konfliktas: Olfert Landt is
CEO of Tib-Molbiol; Marco Kaiser is senior researcher at GenExpress and serves as scientific advisor for Tib-Molbiol“ (ten pat, p. 29); 4) Berlyne
jsikarusi firma »Tib-Molbiol« SARS-CoV-2 viruso testavimo rinkinius tiekia klientams i$ 60 saliy (Hoffmann K. P., »Berliner Firma produziert Co-
ronavirus-Tests fir die ganze Welt«. Der Tagesspiegel 2020-03-06, www.tagesspiegel.de/berlin/tib-molbiol-berliner-firma-produziert-coronavi
rus-tests-fuer-dieganze-welt/25602142.html); 5) bendroves »Labor Berlin — Charité Vivan-tes GmbH«, »TIB Molbiol Syntheselabor GmbH« ir
»GenExpress Gesellschaft fir Proteindesign mbH« (Siai vadovauja ir aptariamo straipsnio bendraautorius Olfertas Landtas) sieja rysiai tiekimo
ir paslaugy srityje (Zr. Berlyno Zemés parlamento atsakyma parlamentarui Marceliui Luthei »Antwort auf die Schriftliche Anfrage Nr. 18/25092
vom 28. September 2020 (iber Beziehungen des Landes zur GenExpress Gesellschaft fiir Proteindesigh mbH und TIB MOLBIOL Syntheselabor
GmbH, Eresburger StraRe 22-23 in 12103 Berlin«, 2020-10-14, p. 1-2, https://pardok.parlament-berlin.de/starweb/adis/citat/VT/18/SchrAnfr/
s18-25092.pdf); 6) galimai esg ar buve rysiy ir tarp »GenExpress Gesellschaft fir Proteindesign mbH« bei Roberto Kocho instituto, Vokietijos
federalinés valstybinés ligy kontrolés institucijos, tiesiogiai pavaldzios Salies federalinei sveikatos apsaugos ministerijai (Zr. Berlyno Zemés par-
lamento atsakymg parlamentarui Marceliui Luthei »Antwort auf die Schriftliche Anfrage Nr. 18/25306 vom 19. Oktober 2020 (ber Beziehun-
gen des Landes zur GenExpress Gesellschaft fiir Proteindesign mbH und TIB MOLBIOL Syntheselabor GmbH, Eresburger StraRe 22-23 in 12103
Berlin ll«, 2020-11-04, p. 1-2, https://pardok.parlament-berlin.de/starweb/adis/citat/VT/18/SchrAnfr/S18-25306.pdf.)

67 ) . .
Borger P. et al., »Review report Corman-Drosten et al. Eurosurveillance 2020«, 2020-11-27, https://cormandrostenreview.com/report/.

68 Borger P. et al., »Retraction request letter to Eurosurveillance editorial board«, 2020-11-28, https://cormandrostenreview.com/retraction-
request-letter-to-eurosurveillance-editorial-board/.

69 Anonymous, »Editorial note«. Eurosurveillance 2020, 25:48, https://www.eurosurveillance.org/content/10.2807/1560-7917.ES.2020.25.48.
2012031#html_fulltext.

70 Anonymous, »Response to retraction request and allegations of misconduct and scientific flaws«. Eurosurveillance 2021, 26:5, https://www.eurosur
veillance.org/content/10.2807/1560-7917.ES.2021.26.5.2102041.

7t C1,p.71;C2,p. 12;S1, p. 84-86; S2, p. 14-17;J1, p. 93-99; V1, p. 78-81 (Siame tyrime i$ viso naudota keliolika skirtingy testavimo budy).

Lietuvos oficialios statistikos portalo COVID-19 ligos rodikliy apibréZimai, https://osp.stat.gov.It/covid-19-rodikliu-apibrezimai, »Korona
STOP«, https://koronastop.lrv.lt/It/statistika-lietuvoje.
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https://pardok.parlament-berlin.de/starweb/adis/citat/VT/18/SchrAnfr/S18-25306.pdf
https://cormandrostenreview.com/report/
https://cormandrostenreview.com/retraction-request-letter-to-eurosurveillance-editorial-board/
https://www.eurosurveillance.org/content/10.2807/1560-7917.ES.2020.25.48.2012031#html_fulltext
https://www.eurosurveillance.org/content/10.2807/1560-7917.ES.2021.26.5.2102041
https://osp.stat.gov.lt/covid-19-rodikliu-apibrezimai
https://koronastop.lrv.lt/lt/statistika-lietuvoje
https://koronastop.lrv.lt/lt/statistika-lietuvoje

Kasmet atnaujinami PSO Tarptautinés statistinés ligy ir sveikatos sutrikimy klasifikacijos deSimtosios redakcijos
(TLK-10) Australijos modifikacija (TLK-10-AM), jai priklausanti Australijos medicininiy intervencijy klasifikacija
(ACHI) ir Australijos kodavimo standartai (ACS) nuo 1998 m. laikomi sveikatos priezilros paslaugy srities ligy ko-
dy standartu’®. TLK-10-AM Sisteminio ligy sgraso 22 skyrius apima specialiosios paskirties kodus U00-U49, skir-
tus laikinai Zyméti naujoms neaiskios kilmés ligoms ir nenumatytiems atvejams, bei U78-U88. Minétieji ligos ko-
dai $iame skyriuje apibadinami taip (kodai U07.1 ir U07.2 jvesti 2020 m. baland;’®):

U07.1 — COVID-19 liga, virusas nustatytas. Kodq naudoti, kai COVID-19 liga patvirtinama laboratoriniu tyrimu, neatsiZvelgiant j
simptomy ar poZymiy stiprumgq {(...).

U07.2 — COVID-19 liga, virusas nenustatytas. Kodg naudoti, kai COVID-19 liga diagnozuojama kliniskai ar epidemiologiskai, bet la-
boratoriniy tyrimy rezultatai yra negalutiniai arba neprieinami. COVID-19 liga, neklasifikuojama kitaip (...).

U07.3 — Buvusi asmeniui COVID-19 liga. Pastaba: Sis neprivalomas kodas naudojamas koduojant buvusiq patvirtintq ar tikéting
COVID-19 ligq, kuri turi jtakos asmens sveikatos biklei, taciau asmuo nebeserga COVID-19 liga. Sis kodas neturi biti naudojamas
pirminiam mirtingumui koduoti.

U07.4 — Biiklée po COVID-19 ligos. Pastaba: sis neprivalomas kodas rodo tam tikros ligos (biklés) prieZastinj rysj su buvusia (persir-

gta) COVID-19 liga. Sis kodas negali biiti naudojamas, jei asmuo dar serga COVID-19 liga.

U07.5 — Daugiasistemis uZdegiminis sindromas, susijes su COVID-19 liga (... ).75

Darytina prielaida, kad ypac kodais U07.1 ir U07.2 pazyméti susirgimai dél jvairiai interpretuotiny apibrézciy galimai
iSkreipia COVID-19 ligos ir mirciy statistikg, nes ligos simptomus galima supainioti su kai kuriy kity kvépavimo ta-
ky ligy poZymiais.

4 Kokiais moksliniais duomenimis grindZziamas rizikos ir naudos santykis, taikant prievole dévéti
apsaugine veido kauke?

Lietuvoje nuo 2021 m. spalio 1 d. uzdarose erdvése privaloma dévéti apsaugines veido kaukes. Tam tikry paslaugy
tiekéjai netgi jpareigojami neaptarnauti kaukés nedévinciy asmeny, be to, uz kaukiy nedéveéjimg taikomos pini-
ginés baudos’®. Sis reikalavimas turjs prisidéti prie pandemijos uzkardymo, nors iki 2020-yjy manyta, kad ne me-
dicinos srityje naudojamos medicininés kaukés nestabdo viruso plitimo:

Medicininiy kaukiy déevéjimas uZ ligoninés riby gripo sezono metu ar pandemijos metu néra veiksminga asmens apsaugos priemoné ir

nemaZina viruso perdavimo. Todél Europos ligy prevencijos ir kontrolés centras nerekomenduoja jy naudoti. Jeigu medicininés kaukés

naudojamos, jos turi biti tik dalis visy kity naudojamy asmens apsaugos priemoniy, kad bity isvengta infekcijos perdavimo.77

PerS§ama nuomoné, kad burng ir nosj dengianti kauké apsaugo nuo aerozoliy ir oro laseliy, kuriuose gali bUti viru-
sy, tac¢iau moksliniy jrodymy, kad kvépavimo taky ligy sukéléjy perdavimas vienareikSmiskai sumazéja, kai kau-
kes viedose vietose dévi sveiki’® zmones, besilaikantys saugaus tarpusavio atstumo, vis délto stinga79.

Medicininés veido kaukés skirtos sveikatos priezilros srities darbuotojams, siekiant apsaugoti pacienty zaizdas nuo
netycinio uztersimo, o dévintjjj — nuo paciento kiino skysciy laseliy. Jei apsauginiy veido kaukiy dévéjimas ne-
baty mediciniskai kontraindikuotinas ir kenksmingas, veikiausiai seniai bty tapes standartu, sveikiesiems sau-
gantis nuo visy kvépavimo taky ir kity uzkre¢iamy ligy®. Ver&iant zmones deéveti kauke, pirmenybé teikiama ta-

3 ICD-10, https://www.who.int/standards/classifications/classification-of-diseases.

I Zr. PSO tinklalapyje »Classifications« - »International Classification of Diseases (ICD)« - »List of Official ICD-10 Updates« - »COVID-19 up-
date for ICD-10«.

7 Valstybinés ligoniy kasos prie Sveikatos apsaugos ministerijos, »TLK-10-AM/ACHI/ACS elektroninis vadovas«, http://ebook.vlk.It/e.vadovas/
index.jsp.

Lietuvos Respublikos sveikatos apsaugos ministerija, »Kam ir kur privaloma dévéti apsaugines veido kaukes nuo spalio 1 d.«, 2010-10-01,
https://sam.Irv.It/It/naujienos/kam-ir-kur-privaloma-deveti-apsaugines-veido-kaukes-nuo-spalio-1-d.

77 Uzkreciamujy ligy ir AIDS centras, »Gripas — rekomendacijos gyventojams!!!«, 2010-04-06, http://www.ulac.lt/naujienos/pranesimai-spau
dai/gripas-rekomendacijos-gyventojams-.

Plg. metaanalizés teiginj apie virusy kiekj organizme iki pasireiskiant simptomams: Although modelling studies estimated potential viral load
peak before symptom onset, we did not identify any study that confirms pre-symptomatic viral load peak. Cevik M. et al., »SARS-CoV -2
SARS-CoV, and MERS-CoV viral load dynamics, duration of viral shedding, and infectiousness: a systematic review and meta-analysis«. THE
LANCET Microbe 2021, 2, p. 19, https://doi.org/10.1016/52666-5247(20)30172-5.

79 Plg. vieng i§ metaanalizés iSvady, kad medicinos jstaigose ir uz jy riby dévimos kaukés gripo ir kity kvépavimo taky ligy atvejy veikiausiai su-
mazina nezymiai arba nesumazina, lyginant su atvejais, kai kauké nedévima: Jefferson T. et al., »Physical interventions to interrupt or reduce
the spread of respiratory viruses (Review)«. Cochrane Database of Systematic Reviews 2020, 11, https://doi.org/10.1002/14651858.CD00620
7.pub5. Taip pat Bundgaard H. et al., »Effectiveness of Adding a Mask Recommendation to Other Public Health Measures to Prevent SARS-
CoV-2 Infection in Danish Mask Wearers: A Randomized Controlled Trial«. Annals of Internal Medicine 2021, 174: 3, 335-343, https://doi.org/1
0.7326/M20-6817; Xiao J. et al., »Nonpharmaceutical Measures for Pandemic Influenza in Nonhealthcare Settings — Personal Protective and
Environmental Measures«. Emerging Infectious Diseases 2020, 26:5, 967-975, https://dx.doi.org/10.3201/eid2605.190994.

80 Plg.: Face masks should not be worn by healthy individuals to protect themselves from acquiring respiratory infection because there is no
evidence to suggest that face masks worn by healthy individuals are effective in preventing people from becoming ill. (...) Because N95 respi-
rators require special fit testing, they are not recommended for use by the general public. Desai A. N., Mehrotra P., »Medical Masks«. JAMA
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https://www.cochranelibrary.com/cdsr/doi/10.1002/14651858.CD006207.pub5/full
https://www.cochranelibrary.com/cdsr/doi/10.1002/14651858.CD006207.pub5/full
https://www.acpjournals.org/doi/10.7326/M20-6817
https://www.acpjournals.org/doi/10.7326/M20-6817
https://wwwnc.cdc.gov/eid/article/26/5/19-0994_article
https://wwwnc.cdc.gov/eid/article/26/5/19-0994_article
https://jamanetwork.com/journals/jama/fullarticle/2762694

riamai kity asmeny apsaugai, o ne dévinciojo saugumui, nepaisoma tokiy pavojy Sio sveikatai, kaip priverstinis
kvépavimas iskvéptu anglies dvideginiu, galima hiperkapnija (padidéjes anglies dioksido kiekis kraujyje)®, nuo-
latinis kvépavimas #mogui ir aplinkai kenksmingais kaukés medziagos cheminiais junginiais®>, nuolatinis pasi-
prieSinimas kvépuojant ir rizika susirgti nuo sudrékusios kaukés medZiagoje besivystanciy bakterijy, virusy ir gry-
belio.

Tad veréiant déveti laukes, kai néra reglamentuotas sveikatai nekenksmingas jy dévejimas®, nesant rizikos preven-
cijos bei jrodymy, kad kaukés iSties stabdo SARS-CoV-2 viruso plitima84, Zala kauke dévincio Zmogaus sveikatai —
ypac brestancio organizmo raidai — galimai nusveria menama naudg tretiems asmenims. Be to, nuolat dévimos
kaukés veikia ir Zmoniy bendravima bei psichikas'r’: nuo pandemijos pradZios Sie tarsi verciami j aplinkinius Zia-
réti kaip j nuolatine infekcijos grésme.

Tikédamasi JUsy paramos ir pagalbos ieskant atsakymy j ripimus klausimus

Pagarbiai

Patient Page 2020, 323:15, https://jamanetwork.com/journals/jama/fullarticle/2762694. Taip pat zr. PSO rekomendacijg: [T]here is only limi-
ted and inconsistent scientific evidence to support the effectiveness of masking of healthy people in the community to prevent infection with
respiratory viruses, including SARS-CoV-2. WHO, »Mask use in the context of COVID-19: interim guidance«, 2020-12-10, p. 8, www.who.int/
publications/i/item/advice-on-the-use-of-masks-in-the-community-during-home-care-and-in-healthcare-settings-in-the-context-of-the-novel-
coronavirus-(2019-ncov)-outbreak.

&l Apie kvépavimo iskvéptu anglies dvideginiu Zalg Zr. disertacijg Butz U., »Riickatmung von Kohlendioxid bei Verwendung von Operationsmas-
ken als hygienischer Mundschutz an medizinischem Fachpersonal«, 2005, https://mediatum.ub.Tum.de/602557, kiti pavojai: Kisielinski K. et
al., »Is a Mask That Covers the Mouth and Nose Free from Undesirable Side Effects in Everyday Use and Free of Potential Hazards?« Interna-
tional Journal of Environmental Research and Public Health 2021, 18:8, https://doi.org/10.3390/ijerph18084344.

& Svonsio universiteto (Jungtiné Karalysté) mokslininkai vienkartinése kaukése aptiko kenksmingy cheminiy medzZiagy (Svino, stibio, kadmio,
vario), kurios i$ kaukiy issiskiria vandenyje, Zr. Sullivan G. L. et al., »An investigation into the leaching of micro and nano particles and chemical
pollutants from disposable face masks - linked to the COVID-19 pandemic«. Water Research 2021, 196, https://doi.org/10.1016/j.watres.2021
.117033. Plg. Aragaw T. A., »Surgical face masks as a potential source for microplastic pollution in the COVID-19 scenario«. Marine pollution
bulletin 2020, 159, https://doi.org/10.1016/j.marpolbul.2020.111517.

& Pvz., Vokietijos privalomasis draudimas nuo nelaimingy atsitikimy rekomenduoja kas 2 val. daryti 30 min. kaukés déveéjimo pertraukas, t.y.
kauke nusiimti. Dévéjimo ir pertrauky trukmé derintina atsizvelgiant j fizinj aktyvumg, oro temperatirg bei drégme ir Silumos spinduliuote.
(Deutsche Gesetzliche Unfallversicherung, »Fakten zu Mund-Nase-Bedeckungen«, 2020-11-10, www.dguv.de/de/mediencenter/pm/pressear
chiv/2020/quartal_4/details_4_411780.jspl.) Medicininémis kaukémis saugantis nuo SARS-CoV-2 viruso darbe, iy dévéjima sitloma riboti va-
dovaujantis ilgalaike patirtimi gristomis darbuotojy darbo saugos taisyklémis, medicinines kaukes prilyginant respiratoriams su ventiliu (Ko-
ordinierungskreis fr Biologische Arbeitsstoffe der DGUV, »Empfehlung zur Tragezeitbegrenzung fiir Mund-Nase-Bedeckungen (MNB) im Sinne
des SARS-CoV-2-Arbeitsschutzstandards und der SARS-CoV-2-Arbeitsschutzregel«, 2020-10-07, p. 1, www.dguv.de/medien/inhalt/praevention
/themen_a_z/biologisch/kobas/tragezeitbegrenzung_kobas_27_05_2020n1.pdf): kas 120 min. daryti 30 min. pertraukas, kaukés dévéjimo
trukme per pamaing apribojant 360 min. (120 min. x 3), o tokiy pamainy per savaite skaicius neturi virSyti penkiy (Deutsche Gesetzliche Un-
fallversicherung, »DGUV Regel 112-190: Benutzung von Atemschutzgeradten«, 2011, p. 148).

8 Per pandemija paskelbti moksliniai tyrimai, tarsi jrodantys kaukiy dévéjimo vieSoje erdvéje nauda, yra galimai politiniai, zr. Abbasi K.,
»COVID-19: politicisation, >corruptions, and suppression of science«. The British Medical Journal 2020, 371, https://doi.org/10.1136/bmj.m44
25; taip pat Brezis M., »Big pharma and health care: unsolvable conflict of interests between private enterprise and public health«. Israel Jour-
nal of Psychiatry and Related Sciences 2008, 45:2, 83-89, https://ijp.doctorsonly.co.il/2008/03/27796/; Doshi P., »The elusive definition of
pandemic influenza«. Bulletin of the World Health Organization 2011, 89:7, 532-538, https://doi.org/10.2471/BLT.11.086173.

8 Pvz.: Brakemeier E. L. et al., »Die COVID-19-Pandemie als Herausforderung fir die psychische Gesundheit«. Zeitschrift fiir Klinische Psycho-
logie und Psychotherapie 2020, 49, 1-31, https://doi.org/10.1026/1616-3443/a000574; Prousa D., »Studie zu psychischen und psychovegeta-
tiven Beschwerden mit den aktuellen Mund-Nasenschutz-Verordnungen«. PsychArchives 2020, http://dx.doi.org/10.23668/psycharchives.313 5.

13|17


https://www.who.int/publications/i/item/advice-on-the-use-of-masks-in-the-community-during-home-care-and-in-healthcare-settings-in-the-context-of-the-novel-coronavirus-(2019-ncov)-outbreak
https://mediatum.ub.tum.de/602557
https://mediatum.ub.tum.de/602557
https://www.mdpi.com/1660-4601/18/8/4344/htm
https://www.sciencedirect.com/science/article/abs/pii/S0043135421002311?via%3Dihub
https://www.sciencedirect.com/science/article/abs/pii/S0043135421002311?via%3Dihub
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7381927/
https://www.dguv.de/de/mediencenter/pm/pressearchiv/2020/quartal_4/details_4_411780.jsp
http://www.dguv.de/medien/inhalt/praevention/themen_a_z/biologisch/kobas/tragezeitbegrenzung_kobas_27_05_2020n1.pdf
http://www.dguv.de/medien/inhalt/praevention/themen_a_z/biologisch/kobas/tragezeitbegrenzung_kobas_27_05_2020n1.pdf
https://www.bmj.com/content/371/bmj.m4425
https://ijp.doctorsonly.co.il/2008/03/27796/
https://doi.org/10.2471/BLT.11.086173
https://doi.org/10.2471/BLT.11.086173
https://doi.org/10.1026/1616-3443/a000574
http://dx.doi.org/10.23668/psycharchives.3135
http://dx.doi.org/10.23668/psycharchives.3135

Oficialios Europos vaisty agentiiros interneto svetainés duomenys
1 lentelé. Vakciny nuo COVID-19 savybés

Comirnaty (BioNTech / Pfizer) Spikevax (Moderna) | Janssen (Janssen/Johnson & | Vaxzevria (AstraZeneca)
C1,C2,C3,C4,C5 S1, S2,S3, S4 Johnson) J1 V1

Statusas Salyginé registracija (stebésena tebevykdoma)
L i mRNR mRNR GMO GMO
Komponentas ir veikimo principas o . o . " . . .
matriciné vakcina matriciné vakcina vektoriné vakcina vektoriné vakcina
Apsaugos trukmeé nezinoma nezinoma nezinoma nezinoma
Apsauga nuo »besimptomeés infekcijos« ir viruso platinimo nezinoma nezinoma nezinoma nezinoma
Saveika su kitais vaistiniais preparatais ir vakcinomis netirta netirta netirta netirta
Farmakokinétinés savybeés:
preparato procesy organizme visuma: patekimas, netirta netirta netirta netirta
jsisavinimas, pasiskirstymas, apykaita, kaupimasis, isskyrimas ir kt.
GenotoksiSkumas: . . . .
" .. e " netirta netirta netirta netirta
genetinés medZiagos paZeidimas ar pakeitimas
Kancerogeniskumas, arba galimybé sukelti véZinius susirgimus netirta netirta netirta netirta
Poveikis reprodukcinei sistemai: néest i . . . .
- ) Jusrep rEmdl: nestumurir netirta netirta netirta netirta
vaisingumui, perdavimui per placentq, patekimui j motinos pieng
- . . . . e 55 labai riboti . )
LV N ERI SR BN GUOSERG TRIGEES S EGEN [abai riboti duomenys 55 netirta netirta
duomenys
Poveikis iki vakcinacij rsirgusiem VID-19 li . . . .
SIS ILYVELAGEE 8 ERAE S G DI EE, netirta netirta netirta netirta
t. y. infekuotiems SARS-CoV-2 virusu iki skiepijimo

Saltiniai:
C1 - EMA, CHMP, »Assessment report — Comirnaty«, EMA/707383/2020 Corr.lkl, No. EMEA/H/C/005735/0000, 2021-02-19, >COMIRNATY

C2 - EMA, CHMP, »Assessment report — Comirnaty« [Variation — H-C-5735-11-0030], EMA/CHMP/282047/2021 Rev.1, No. EMEA/H/C/005735/11/0030, 2021-07-22, COMIRNATY

C3 - EMA, CHMP, »Assessment report — Comirnaty« [Variation — H-C-5735-11-0062], EMA/472994/2021, No. EMEA/H/C/005735/11/0062, 2021-10-28, >COMIRNATY

C4 - EMA, CHMP, »Assessment report — Comirnaty«, [Variation — H-C-5735-11-0067], EMA/497785/2021, No. EMEA/H/C/005735/11/0067, 2021-10-28, >COMIRNATY

C5 — »Comirnaty (COVID-19 mRNA vaccine) risk management plan«, No. 2.3, 2021-09-24, ->COMIRNATY

S1-EMA, CHMP, »Assessment report — COVID-19 Vaccine Moderna«, EMA/15689/2021 Corr.1", No. EMEA/H/C/005791/0000, 2021-03-11, >SPIKEVAX

S2 — EMA, CHMP, »CHMP Spikevax — extension of indication variation assessment report«, EMA/439844/2021, No. EMEA/H/C/005791/11/0021, 2021-07-23, ->SPIKEVAX

S3 — EMA, CHMP, » Spikevax — CHMP assessment report on the annual renewal of the conditional marketing authorisation«, EMA/571969/2021, No. EMEA/H/C/005791/R/0025, 2021-09-16, ->SPIKEVAX

S4 - EMA, CHMP, »Spikevax — Assessment report« [Variation — H-C-5791-11-31], EMA/572648/2021, 2021-10-04, >SPIKEVAX

J1-EMA, CHMP, »Assessment report — COVID-19 Vaccine Janssen«, EMA/158424/2021, No. EMEA/H/C/005737/0000, 2021-03-11, https://www.ema.europa.eu/en/medicines/human/EPAR/covid-19-vaccine-janssen.
V1 — EMA, CHMP, »Assessment report — AstraZeneca«, EMA/94907/2021, No. EMEA/H/C/005675/0000, 2021-01-29, https://www.ema.europa.eu/en/medicines/human/EPAR/vaxzevria-previously-covid-19-vaccine-
astrazeneca.

EMA European Medicines Agency

CHMP Committee for Medicinal Products for Human Use

->COMIRNATY https.//www.ema.europa.eu/en/medicines/human/EPAR/comirnaty
>SPIKEVAX https.//www.ema.europa.eu/en/medicines/human/EPAR/spikevax
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https://www.ema.europa.eu/en/medicines/human/EPAR/spikevax
https://www.ema.europa.eu/en/medicines/human/EPAR/spikevax
https://www.ema.europa.eu/en/medicines/human/EPAR/covid-19-vaccine-janssen
https://www.ema.europa.eu/en/medicines/human/EPAR/vaxzevria-previously-covid-19-vaccine-astrazeneca

Comirnaty (BioNTech/Pfizer), Spikevax (Moderna), $1, S2 Janssen (Janssen/Johnson & Johnson), Vaxzevria (Astrazeneca), V1
C1, C2 (C5) J1
Salygine registracija AUAYT sl 2021-01-06 2021-03-11 2021-01-29
(pratesta 2021-10-14) (pratesta 2021-10-04)

pirminiai duomenys 2020-11-14  pirminiai duomenys 2020-11-21 pirminiai duomenys 2021-01-22  pirminiai duomenys 2020-11-04

=2 men. > 2 mén. 2 1->2 men. 22 men.
] netirta netirta netirta netirta

Vaikai 12-15 m.: 1131yg ir 1129, 12-18 m.: 2486y ir 1240,
ir paaugliai iki 2021-03-13 i§ VG 12-16 m.: 1838, 16-18 m.: 648

netirta netirta

218 m.: 21895, ir 218885
iS jy65-74 m.: 4259 ir 4302,¢
275m.: 809VG ir 732PG

216 m.: 21720y ir 21728p¢ 218 m.: 15185y ir 15166p¢
i$ jy 16-25 m.: 1867y ir 1903, 5y 265m.: 7520

218 m.: 12021y ir 1172446
is jy gavo 2 dozes: 8266y ir 8049,

Il fazé

DALYVIAI

12-15 m 660y ir 648y5 12-18 m.: 1087 ir 47446 Po 1 dozés:
: iki 2021-03-13 iki 2021-05-18 >18 m.: 11948VG ir 11955p¢ nuo 17 dienq iki 127 dienq
16-55 m. 5350y ir 5377 2> =2 (? ir?
- " >18m.: 9406y ir 9299 2 dozes gavo: 1596 18 m.: (?) 7158us Ir 7rc

256m.  4181yg ir 4159
tebevyksta tebevyksta tebevyksta tebevyksta
Galutiné ataskaita 2023 m. gruodis 2022 m. gruodis 2023 m. gruodis 2022 m. geguzé

* Saltinius ir jy santrumpy reik$mes 7r. po 1 lentele (p. 14). Kity santrumpy reik$més: VG — vakcinos grupé, PG — placebo grupé.

3 lentelé. ki 2021 m. lapkricio 6 d. ES/EEE uZregistruota jtariamy nepageidaujamy reakcijy
j COVID-19 vakcinas atvejy (»EudraVigilance« duomenys)**

IS jy mirciy

(% nuo visy atvejy)
Comirnaty (BioNTech/Pfizer) 549 762 14 002 (2,5 %) 440 019 197 (nuo 2020-12-21)
Spikevax (Moderna) 152 101 8196 (5,4 %) 62 513 136 (nuo 2021-01-06)
Janssen (Janssen/Johnson & Johnson) 36 166 1763 (4,9 %) 17 101 507 (nuo 2021-03-11)
Vaxzevria (AstraZeneca) 406 132 5913 (1,5 %) 68 821 383 (nuo 2021-01-29)
IS viso 1144 161 29 874 (2,6 %) | 588 455 223 (nuo 2020-12-21)

** Jtariamy nepageidaujamy reakcijy j vaistus duomeny bazés »EudraVigilance« adresas internete www.adrreports.eu.

*** 2021 m. lapkric¢io 10 d. Europos ligy prevencijos ir kontrolés centro interneto svetainés »COVID-19 vaccine tracker« (https://vaccinetracker.ecdc.europa.eu/)
duomenys.

Atvejai ES/EEE jskiepyta vakcinos doziy***

Palyginimui: JAV pranesimy apie jtariamas nepageidaujamas reakcijas j vakcinas sistemos VAERS (https://medalerts.org) duomenimis, iki 2021 m. spalio
29 d. Salyje uZregistruota 856 919 nepageidaujamy reakcijy j COVID-19 skiepus atvejy, is jy 18 078 (2,11 %) sudaro mirtys, 28 112 (3,28 %) — nuolatinis
nejgalumas, 20 110 (2,35 %) — gyvybei pavojingos reakcijos.
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1 pav. Genominé SARS-CoV-2 epidemiologija pasaulyje

Phylogeny
Country/Continert A
W sustia
W Eeigim
W o
W costio
B oypeus.
2] Caech Repudic:

I Uthuania
=

Saltinis: GISAID (https://www.gisaid.org), 2021-11-08. -
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3 pav. Europos vaisty agentiiros finansavimas 2015-2020 m. 4 pav. Gripo virusy aktyvumas Siaurés pusrutulyje 2019-2021 m.
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200 g
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100 I
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Weeks
0 B B (Lineage not determined) [l A (Not subtyped) A(HT)
B (Victoria lineage) A[H3) A(H5)
2015 2016 2017 2018 2019 2020 B (Yamagata lineage) AHINT)pdm09 Data from: All sites
B Pajamos is vaisty vertinimo ir susijusios veiklos Kita
Saltiniai: Saltinis:
European Medicines Agency, Executive Director, »Report on budgetary and financial management — Financial PSO pasauliné gripo stebésenos ir uzkardymo sistema »FluNet« (https://www.who.int/tools/flunet),
year 2020«, EMA/628814/2020, 2021-03-24; »Report on budgetary and financial management — Financial year GISRS, 2021-11-08.

2019«, EMA/231523/2019, 2020-03-31; »Report on budgetary and financial management — Financial year
2018«, EMA/871245/2018, 2019-03-27; »Report on budgetary and financial management — Financial year
2017«, EMA/838683/2017, 2018-03-27; »Report on budgetary and financial management — Financial year
2016«, EMA/875653/2016, 2017-05-14; European Medicines Agency, Administration and Corporate Manage-
ment Division, »Annual accounts — Financial year 2020«, EMA/184920/2021, 2021; »Annual accounts — Finan-
cial year 2019«, EMA/203278/2020, 2020; »Annual accounts — Financial year 2018«, EMA/269015/2019, 2019;
»Annual accounts — Financial year 2017«, EMA/263709/2018, 2018; »Annual accounts — Financial year 2016,
EMA/301708/2017, 2017.

Prieiga internete adresu https://www.ema.europa.eu/en/about-us/how-we-work/governance-
documents/financial-management-budgetary-reporting.

17| 17


https://www.ema.europa.eu/en/about-us/how-we-work/governance-documents/financial-management-budgetary-reporting
https://www.ema.europa.eu/en/about-us/how-we-work/governance-documents/financial-management-budgetary-reporting
https://www.who.int/tools/flunet

