JlocBia mpoBeaeHHS
KJIIHIYHUX TOCIIIKEHD 3
OIIIHKH 0il0€KBIBAJECHTHOCTI B
nepioa nanaemii COVID-19

KoanboBa Karepuna
TOB «KJI1 «PAPMBIOTECT»
M.Py0iskHe, YKkpaiHna
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OCHOBHI nIpoodJIeMH

v' OOMEXEHHS TIEPECYBaHHS

v’ 3a00poHa IIAHOBHUX TOCIIiTaIIi3aIlii

v’ 3abopona nepeOyBaHHs BEIMKOI KiITLKOCTI
TI0CH B OMHOMY OPHUMIIICHHI

v’ 3aTpUMKH B ITOCTAaBII JIKApCHKHUX 3aCO0IB Ta
BUTPATHUX MaTeplalB

v' Pu3uK inikyBaHHS YYACHUKIB

HOCJHKEeHHs 200 nnepconaay JIII3
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OCHOBHI BUMOI'H /10 3aXHCTY
TOCTIAXKYBAHHUX

K/iiHiYHe BurnpobyBaHHA MOXe MpoBOANTUCA Y pa3i, KON
rnpaBa 4ocA)KyBaHOIro Ha Qi3nyHe i MCuxivHe
b6/1aromnosiyy4sa, TAEMHULIIO OCOBUCTOrO XUTTA [ 3aXUCT
MepCcoHaIbHuX AaHnx 3abe3neyeHi BigrnoBigHo 40 BUMOI
3aKOHO/AAaBCTBA

«llops100k nposedentst KAiHIYHUX 6UNPO0Y8aHb TIKAPCOKUX 3AC00i8 Ma eKCnepmu3u Mamepianie KiiHIivHux eunpodysans i Tunose nonodxicenus
npo Komicii 3 numans emuxuy, 3ameepoxceni Haxazom MO3 Yrpainu Ne690 io 23.09.2009 6 pedaxyii naxaszie MO3 Ykpainu No523 6io
12.07.2012, Ne304 6io 06.05.2014, Ne966 6io 18.12.2014, Ne639 s6io 01.10.2015.

[lpaBa, 6e3neka i 6s1aronosiyyysa cyb6’ekTiB BurnpobyBaHHA
BAXXK/INBILLI Bl IHTEepecCiB HayKku | CyCrii/ibCTBa

Hacmanosa. Jlikapcoki 3acoou. Hanescna kniniuna npakmuxa. CT-H MO3Y 42-7.0:2008 (i3 sminamu, enecenumu 32iono 3 Haxkazom
Minicmepcmea oxoponu 300pog’sa Nel 169 eio 26.09.2017).

3
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JlokyMeHTH, AKi peFJIaMeHTyIOTb

nposeaeHHda KJ1 mig yac manaemii
COVID-19

EMA/158330/2020. Points to consider on implications of Coronavirus disease
(COVID-19) on methodological aspects of ongoing clinical trials. 25 March 2020.
EMA. GUIDANCE ON THE MANAGEMENT OF CLINICAL TRIALS
DURING THE COVID-19 (CORONAVIRUS) PANDEMIC. 28/04/2020.

Good clinical practice during the COVID-19 pandemic, English version dated
13.05.2020.

MHRA — Managing clinical trials during Coronavirus (COVID-19). 21 May 2020.
FDA Guidance on Conduct of Clinical Trials of Medical Products during COVID-
19 Public Health Emergency. September 21, 2020.

JAEIL MO3 Ykpainu. OHOBJIeHI peKOMeHIamil m010 NPOBeAeHHA KIIHIYHUX
BHIIPOOYBaHb JIIKAPCHKHUX 3aC00iB B YMOBAX MOJA0BXKEHOI0 KAPAHTHHY B
Ykpaini.
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CranaaprHi 3axoau 3 6e311e1<n

* TIriEHA PYK, eTUKET KaLAto | pecnipaTopHa ririeHa;

* BMKOPUCTAHHA 3acobiB iHAMBIAYa/IbHOIO 3aXUCTY;

* 3an0biraHHA TPaBMYBaHHIO FOIKOKO abo rocTpnmm
npeameTamum;

* 6e3neyHe NOBOAXKEHHSA 3 BiAXOAaMMU;

* CaHiTapHO-enigemiyvHi 3axoamn, Ae3iHpeKuia Ta

cTepunisalia obnagHaHHA.

Cmanoapmu meduunoi donomoeu « KOPOHABIPYCHA XBOPOFA (COVID-19)», 3ameepoceni Hakazom Minicmepcmea oxoponu 300po8 s
Yrpainu 6i0 28.03.2020 Ne 722 (3i sminamu 32i0no naxazie MO3 Vipainu 6i0 09.04.2020 Ne 827, io 23.04.2020 Ne 953, 6io 30.04.2020 Ne 994,
610 12.05.2020 p Ne 1109, 6i0 20.05.2020 p. Ne 1227). 5



TAMKICTEL XBOPOO6M

EVMS Critical Care COVID-19 Management Protocol 09-28-2020 | evms.edu/covidcare
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IHepeoir COVID-19

A
|. IHKy6aLis II. Kniniyni cumnTomu |Il. PaHHA nereHesa pasa - IV. Ti3HA nereesa ¢asa
3anuwkm Bipycy o
Pennikauia sipycy _
|MVHHa AHCpEI‘WIHI.IiH
linepuitokiemia CAM
et DuchyHkuia T-KnitHH
T T ' 14 28

Yacosa AuHaMiKa (aHis) %

*CAM — cunzapoM axkTuBalii Makpogaris
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Ilepeoir COVID-19

PERCENT SHARE OF INFECTIONS THAT
COHORT TESTED POSITIVE WERE ASYMPTOMATIC
Diamond Princess cruise ship 3,711 19.2% 46.5%[ 0]
passengers and crew
Boston homeless shelter 408 36.0 87.8 :l
occupants
New York City obstetric 214 15.4 87.9 :l
patients
USS Theodore Roosevelt 4,954 17.3 58.4 ‘:
aircraft carrier crew
Japanese citizens evacuated 565 2.3 30.8 :]
from Wuhan, China
Charles de Gaulle aircraft 1,760 504 418 [ ]
carrier crew
Los Angeles homeless shelter 178 242 628 [N
occupants
King County, Wash., nursing 76 63.2 6.3 D
facility residents
Arkansas, North Carolina, 4,693 69.8 96.0 | |
Ohio and Virginia inmates
New Jersey university and 829 49 659 [N
hospital employees
Indiana residents 4,611 1.7 44.8 :]
Argentine cruise ship 217 500 81.3 [T
passengers and crew
San Francisco residents 4,160 18 527 [0 ]
Tyson Foods Springdale, Ark. 3,748 128  94.6 | |

What did the researchers do and find?

+ We did a living systematic review through 10 June 2020, using automated workflows
that speed up the review processes and allow the review to be updated when relevant
new evidence becomes available.

+ Overall, in 79 studies in a range of different settings, 20% (95% confidence interval [CI]
17%-25%, prediction interval 3%-67%) of people with SARS-CoV-2 infection remained
asymptomatic during follow-up, but biases in study designs limit the certainty of this
estimate.

» In seven studies of defined populations screened for SARS-CoV-2 and then followed,
31% (95% CI 26%-37%, prediction interval 24%-38%) remained asymptomatic.

Buitrago-Garcia D, Egli-Gany D, Counotte MJ, Hossmann S, Imeri H, Ipekci
AM, et al. (2020). Occurrence and transmission potential of asymptomatic and
presymptomatic SARS-CoV-2 infections: A living systematic review and
metaanalysis. PLoS Med 17(9): e1003346.
https://doi.org/10.1371/journal.pmed.1003346

Summary of testing studies from around the world showing the share of people

who tested positive for the coronavirus but had no symptoms (Tim Meko).

https://www.washingtonpost.com/health/2020/08/08/asymptomatic-

coronavirus-covid/
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Excrpeni 3axoau 3 GesneKHu

- BrpoBagxkeHHs [1JIP TectyBaHHS npaliiBHUKaM
nabdoparopii I1JIP, sik1 00poOIISIOTE 3pa3Ku 3 IUXaIbHUX
nuisaxiB Ha HasiBHICT, PHK Bipycy SARS-CoV-2;

- opranizauis [1JIP TecTyBaHHS 1HIIIOTO MEAUYHOIO
IIepCOHay Ha HOCIUCTBO Bipycy SARS-CoV-2;

- npoBeaeHHs 11JIP TectyBaHHS Aj1s BC1X 0C10, SKI
nOTPeOYIOTh IIAHOBOI rOCIITaN13allll, Ieped KOKHOK
TOCITITATI3AIIEIO.

Haxas TOB «KAL « PAPMBEIOTECT 6id 10.06.2020 Ne29-0/3
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MeToau TEeCTYBAHHS HA SARS CoV-2

BuasneHHA aHanity
Tun 3pa3kKa

BipycHa HyKneiHoBa
KMCN0Ta MoKpoTa, Ma3oK 3

HOCOIMOTKM abo

BuasneHHa
pigMHa aNbBEONIAPHOro
NPOMUBAHHA

Bipycy

BipyCHMI aHTUreH

[liarHoCcTuKa

BuasneHHA —
: . Cneundiyni
IMYHHOI . Kpos
: .. aHTUTING
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Buoip merony recryBaHHs
I ~—CepoBeraTHBHE BiKHO —»- +—— Coagx —» < iy — ——m
IanmjiesT moEBEAE w— AmTHETIIA Ig G
e u Ig M nosmanae Igcmmmn
MG Ig M 3amxac )
0 5 7 14 21 28 35

JAniB micas indikyBanas 10
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Bu0ip MmeToay TecTyBaHH
| MOJEKYNAPHWTECT | TECT HAAHTMIEH | TECT HA AHTUTINO_

=1 o0 a7 diarHOCTUYHWIA TecT, BipycHMIn  EKcnpec-AiarHoCTUYHMI TecT CeponorivyHum TecT,
AaK... TECT, MO/IEKYNIAPHWI TeCT, TecT ceponorisa, aHasi3 Kposi
amnaidikauii HyKN1eiHOBUX

kucnot (NAAT), Tect RT-PCR,

Tect LAMP
AK Bip,GMpaeTbca Ma3ok 3 Hoca abo ropna Ma3ok 3 Hoca abo ropna Mpokon nanbua abo Biabip
3pasoK... (binbwicTb TECTIB) KpoBi
CnuHa (KinbKa aHanisis)
Yu notpibeH we Llen TecT 3a3BMYan gyxe Mo3nTUBHI pe3ynbTaTh 3a3BMYal IHOAI ANA OTPUMAHHA
OAMH TecT... TOYHMUM | HE BUMArae OYKe TOYHI, ane HeraTUBHi x TOYHUX pe3ynbTaTis
NOBTOPEHHA pe3ynbTaTM MOXKYTb BUMaraTm noTpibeH apyrmum TecT Ha
NiaoTBEPAKEHHA MONEKYNAPHUM aHTUTING x
TecTom
LT £k 50 [iarHocTye akTMBHY [iarHocTye aKTUBHY MoKasye, um 6ynum Bu
KOPOHaBipYyCHY iHpeKLito KOPOHaBipYyCHY iHpEeKLito iH}IKOBaHiI KOPOHaBiPyCOM B
MUHYTIOMY x
Yoro BiH He MokasaTtu, um 6ynm Bu Konu- OCTaTOYHO BMK/IIOYUTU aKTUBHY [iarHocTyBaTn akTUBHY
MO3Ke... Hebyapb 3apaxkeHi COVID-19 abo KopoHaBipyCHY iHbEKLit0. Tecmu Ha KOPOHaBipyCHY iHpeKLito nig,
6yNn 3aparkeHi KOpoHaBipycom aHmMuzeHu 3 binewoto UmosipHicmio yac Tecty abo noKasatu, Lo
B MUHYJIOMY rnponycmame GKMU8HY KOPOHA8IpPYCH, y Bac Hemae COVID-19
iHpeKUito, HiX MoneKynapHi mecmu.* x
11

FDA. Coronavirus Testing Basics. July 2020.
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be3neka mig yac Biadoopy

Cmanoapmu meouunoi oonomo2u « KOPOHABIPYCHA XBOPOFEA (COVID-19)»

3aco0u iHaUBIAYaJIBLHOTO 3aXUCTY: -

* Xipypriuda (MeIU9HA) MacKa; -
o » &

* 3aXHCHI OKYJISIpH 200 IIUTOK JJIs OO0IMYYs; ¢

* i30oMAIidHMKA (3aXMCHUI) XajaT;
* pPYKaBUYKH.

[Ticnist 3akiHYEHHS IPOLIEAYPH B1100PY 3pa3KiB MEAUYHUH MPaIlIBHUK, 3 METOIO
HEJOMYIIeHHS 1H(QIKYBaHHS, Ma€ 3HATH Ta yTuiizyBatu 313.
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Srepi 4 6f5 | Pilate Resd i Sample; 64.0°C
Repeat 600f 61/ || ||| Rernsining: 00:01:30 Lid: 105°C
stolurmne; 40ul
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islaygl!b_qa smiHa Konbopy

'\ arperosaHi
< \\ A HaHOYaCTUHKMH
~/ , sonora
| —
/ N
{ \ ® . v/ A 4
% _ Y i HeratusHu Mo3suTUBHUM
Bin6ip spaska SARS-CoV-2 Bipyc

BuasneHHAa COVID-19 "Heo36poeHnm okom"

https://www.medschool.umaryland.edu/news/2020/UM-School-of-Medicine-Researchers-Develop-Experimental-Rapid-COVID-19-Test-Using-
Innovative-Nanoparticle-Technique.html 16
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3pa3oK C/AUHU

=/ T Bomam spason
N g

Shan Wei, Esther Kohl, Alexandre Djandji, Stephanie Morgan, Susan Whittier, Mahesh Mansukhani, Eldad Hod, Mary D'Alton, Yousin Suh, Zev
Williams. Direct diagnostic testing of SARS-CoV-2 without the need for prior RNA extraction. medRxiv. June 2, 2020. 1
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Buoip uenTpy auas HpOBeIleHHH KJI

EUROPEAN MEDICINES AGENCY H MA

¥ N C MED - L INVE f
SETENGCI MEDICINES HEALTH Maaids of Mg

GUIDANCE ON THE MANAGEMENT OF CLINICAL TRIALS
DURING THE COVID-19 (CORONAVIRUS) PANDEMIC

3axo0u, K npasuso, MOBUHHI y3200xy8amucs 3 00CAIOHUKAMU i MOXYyMb
cmocysamucs:

- nepeseodeHHA Y4acHUKI8 8urpobysaHb Ha MicyA nposedeHHA 00CAIOHEHb
nooasi 8id 30H pu3uky abo bauxcye 00 iXHb020 OOMYy

18
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Buoip uenTpy mid nposeaeHns KJ1
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