Your Coronavirus Test Is Positive. Maybe It

Shouldn’t Be. wmate pozitivny koronavirusovy test. MoZno nemate.
https://www.nytimes.com/2020/08/29/health/coronavirus-testing.html

The usual diagnostic tests may simply be too sensitive and too slow to contain the spread of
the virus.

Tests authorized by the F.D.A. provide only a yes-no answer to infection, and will identify as
positive patients with low amounts of virus in their bodies.Credit...Johnny Milano for The
New York Times

By Apoorva Mandavilli

Pouzivané diagnostické testy (PCR RNA vytery z nosohltana) st jednoducho prilis citlivé

a vysledky st k dispozicii prili§ neskoro na to, aby zabranili Sireniu virusu.

PCR-RNA testy autorizované F.D.A. poskytnu iba odpoved’ ano-nie, ¢i je pritomna infekcia a
identifikuju ako pozitivneho aj pacienta s nizkym obsahom virusu v tele, ktory nie je
infek¢ény.

Niektori z poprednych odbornikov na verejné zdravie v USA priniesli nové obavy do
nekoneénej debaty o testovani na koronavirusy: Standardné testy diagnostikujii obrovské
mnozstvo pozitivnych l'udi, ktori m6zu byt’ nositel'mi relativne nevyznamného mnozstva
virusu. Véac¢sina z tychto l'udi pravdepodobne nebude ndkazliva a ich zbyto¢na identifikacia
moze prispiet’ k prekazkam, ktoré brania véasnému najdeniu tych, ktori st naozaj nékazlivi.
Vedci vsak tvrdia, Ze rieSenim nie je testovat menej alebo prestat’ testovat’ I'udi bez
priznakov, ako to nedavno navrhlo C.D.C (Centrum pre kontrolu a prevenciu chordb).


https://www.nytimes.com/2020/08/29/health/coronavirus-testing.html
https://www.nytimes.com/by/apoorva-mandavilli

Namiesto toho nové udaje podc¢iarkuji potrebu rozsiahlejSieho vyuzivania rychlych
protilatkovych testov, aj ked’ stt menej citlivé.

"Rozhodnutie netestovat’ asymptomatickych l'udi je skuto¢ne nezodpovedajice sucasnej
situdcii," uviedol profesor Michael Mino, epidemiol6g z Harvard T.H. Chan School of Public
Health s odvolanim sa na C.D.C. odportcania.

"V skuto€nosti by sme mali zintenzivnit’ testovanie o najvacsieho poctu rozli¢nych l'udi,"
povedal, "ale musime to robit’ pomocou uplne odlisnych mechanizmov testovania."

Co méze byt krokom v tomto smere, Trumpova administrativa vo §tvrtok oznamila, e zakupi
150 milionov rychlych protilatkovych testov

Najbeznejsie dnes pouzivany diagnosticky test na novy koronavirus, ktory sa nazyva test
PCR, poskytuje jednoducht odpoved’ ,,ano-nie* na otazku, ¢i je pacient infikovany.

Podobne PCR testy na iné virusy maju urcity vyznam pre odhad ndkazlivosti infikovaného
pacienta: Vysledky pre iné virusy zvyknu obsahovat’ aj hruby odhad mnozstva virusu v tele
pacienta.

"Pri COVID pouzivame len jeden typ udajov, a to je len plus alebo minus - to je vsetko,"
povedal doktor Mino. ,,Pouzivame takto testy na klinicka diagnostiku, na verejné zdravie, na
prijimanie politickych rozhodnuti.*

Ale vysledok ano-nie nie na to je dost’ dobry, dodal. Malo by to byt mnozstvo virusu, ktoré
by malo uréovat’ d’alSiu cestu infikovaného pacienta. "Myslim si, ze je skuto¢ne
nezodpovedné vzdat’ sa poznania, Ze ide o kvantitativny problém," uviedol doktor Mino.

Test PCR amplifikuje geneticky material z virusu v cykloch; ¢im menej cyklov je potrebnych
na jeho zistenie, tym vicsie je mnoZstvo virusu alebo virusovej naloze vo vzorke. Cim vyssia
je virusova naloz, tym je pravdepodobnejsie, ze bude pacient nakazlivy.

Tento pocet amplifikacnych cyklov potrebnych na najdenie virusu, ktory sa nazyva prahova
hodnota cyklu, nie je nikdy zahrnuty do vysledkov zasielanych lekdrom a pacientom s
koronavirusmi, hoci by im mohol povedat’, nakol’ko su pacienti infekéni.

Podl’a ¢asopisu The Times v troch suboroch testovacich idajov, ktoré zahinaju prahové
hodnoty cyklu, zostavené oficidlne Giradnikmi v Massachusetts, New Yorku a Nevade, az
90 percent Pudi s pozitivhym testom nieslo takmer nulovu virusovu naloz.

Podla databazy vedenej The Times, vo Stvrtok USA zaznamenali 45 604 novych pripadov
koronavirusu. Ak by miera nakazlivosti v Massachusetts a New Yorku platila na celostatne;j
urovni, potom asi len 4 500 z tychto I'udi by malo byt izolovanych a mali by sa podrobit’
odsledovaniu kontaktov epidemiologmi.

Jednym z rieSeni by bolo upravit’ tzv. prahovi hodnotu cyklu (pocet zosilneni), ktorad sa v
sucasnosti pouziva na rozhodnutie, €i je pacient infikovany. Vac¢Sina testov stanovuje limit na
40, niektoré na 37 amplifikaénych cyklov. To znamen4, Ze ak mate pozitivny nalez na
koronavirus, tak je to vysledok testovacieho procesu, v ktorom sa uskuto¢nilo az 37 - 40
zosiltovacich cyklov.

Testy s tak vysokymi prahovymi hodnotami mo6Zu zistit’ nielen Zivy virus, ale aj genetické
fragmenty, zvysky po infekcii, ktoré nepredstavuju ziadne osobitné riziko - podobne ako
najdenie vlasov v miestnosti dlho po odchode ¢loveka, uviedol doktor Mino.

Akykol'vek test s prahovou hodnotou cyklu nad 35 je prilis citlivy, stihlasila Juliet Morrison,
virologicka z Kalifornskej univerzity v Riverside. ,,Som v Soku, Ze si 'udia méZu mysliet’, Ze
test po 40 amplifikdciach predstavuje pozitivum,* uviedla.

Rozumnejsia hranica by bola 30 az 35 zosilneni, dodala. Dr Mino povedal, Ze nastavi ¢islo na
30, alebo dokonca menej. Tieto zmeny budu znamenat’, ze mnozstvo genetického materialu
virusu vo vzorke pacienta bude musiet’ byt 100-nasobné az 1 000-nasobné oproti su¢asnému
Standardu, aby bol test povazovany za pozitivny — a odhalia sa naozaj osoby, na ktor¢ by sa


https://www.hsph.harvard.edu/michael-mina/

mala zamerat’ pozornost’.

"Je to pre mna prekvapujuce, Ze v laboratériach neuvadzaju hodnotu C.T. (Cycle Threshold-
prah cyklu, pocet opakovani zosilnenia, amplifikacie) vo vsetkych vysledkoch tychto testov,
ale ze uvadzaju iba pozitivny alebo negativny vysledok, “uviedol jeden virolog.

Urad pre potraviny a lie¢iva (F.D.A) vo vyhlaseni zaslanom e-mailom uviedol, Ze neuréuje
rozsahy prahovych hodnot cyklu, ktoré sa pouzivaju pri vySetreni vzoriek na urcenie, kto je
pozitivny, a Ze ,,komercni vyrobcovia a laboratoria si stanovuju svoje vlastné postupy*.
C.D.C uviedlo, ze skima vplyv nastavenia prahovych hodnét, stanovenia poctu
amplifika¢nych cyklov ,,na politické rozhodnutia®“. Agentura C.D.C uviedla, ze bude musiet’
spolupracovat’ s F.D.A. a spolu s vyrobcami zabezpecit,, aby ,,nastavenie prahovych hodnot
bolo spravne aby sme mali istotu, ze vieme, ¢o vysledky znamenaju“.

Vlastné vypocty C.D.C. naznacujl, Ze je mimoriadne tazké zistit’ akykol'vek zivy virus vo
vzorke nad prahovu hodnotu 33 cyklov. Zastupcovia niektorych Statnych laboratérii uviedli,
ze vybor C.D.C. ich nepoziadal o zaznamenavanie prahovych hodnét, alebo o ich zdiel'anie s
organizdciami vyhl'addvajicimi kontakty (epidemioldgmi).

Napriklad statne laboratorium v Severnej Karoline pouziva test na koronavirusy Thermo
Fisher, ktory automaticky klasifikuje vysledky na zaklade medznych hodnét 37 cyklov.
Hovorkyna laboratoria uviedla, ze zadavatelia testov, testéri nemajt pristup k presnym c¢islam.
Podrla niektorych odbornikov to predstavuje nesmierne premarnent prileZitost’ dozvediet’ sa
viac o tejto chorobe.

"Je to pre mna dost’ prekvapujtlice, ze v laboratoriach neuvadzaji C.T. (Cycle Threshold - prah
cyklu) hodnoty zo vSetkych tychto vysledkov testov - Ze ich vyhodnocuju iba ako pozitivne
alebo negativne, “uviedla Angela Rasmussen, virologicka z Kolumbijskej univerzity v New
Yorku.

"Bolo by uzito¢né zistit’, ¢i ak je niekto pozitivny, ¢i ma vysoki virusovi zat'az alebo
nizku virusovu zat’az," dodala.

Pracovnici z Wadsworth Center, Statneho laboratoria v New Yorku, maja pristup k C.T.
hodnotam z testov, ktoré spracovali, a analyzovali ich na ziadost’ The Times. V juli
laboratorium identifikovalo 794 pozitivnych testov na zaklade prahu 40 cyklov.

S C.T. (prahovou hodnotou) 35 by sa asi polovica z tychto testov uz neklasifikovala ako
pozitivna. Asi 70 percent by uZ nebolo povaZovanych za pozitivnych, keby bolo C.T., pocet
cyklov zosilnenia, obmedzené na 30.

V Massachusetts by sa tak za negativnych povazovalo 85 az 90 percent I'udi, ktori mali v juli
pozitivne testy s prahovou hodnotou cyklu 40, ak by prahova hodnota bola 30 cyklov, povedal
doktor Mino. "Povedal by som, Ze nikoho z tychto l'udi by trady (epidemioldgovia) nemali
sledovat’, ani jedného," uviedol. Ostatni odbornici informovani o tychto poctoch boli
ohromeni.

"Som skutocne Sokovany, Ze vysoka hodnota C.T. mdze mat’ taky vysoky vplyv na hodnotu
vysledkov, “uviedol Dr. Ashish Jha, riaditel’ Harvardského globalneho zdravotnickeho
inStitatu. "Chlapce, skuto¢ne to zmeni sposob, akym musime premyslat’ o testovani."
Doktor Jha uviedol, ze test PCR povazoval za problém, pretoze sa nim nedokaZeme
prispdsobit’ potrebnému mnoZstvu, frekvencii, alebo poZadovanej rychlosti testov. ,,Ale
uvedomujem si, Ze skuto¢ne podstatnou Cast’ou problému je, Ze netestujeme ani I'udi, ktorych
by sme testovat’ mali,” uviedol.

Obzvlast’ znepokojujuci je pocet Pudi s pozitivhymi vysledkami, ktori nie st infekéni,
uviedol Scott Becker, vykonny riaditel’ Asocidcie laboratdrii verejného zdravia. "To ma vel'mi
znepokojuje, pretoze je ich tak vela," uviedol a dodal, Ze organizacia mala v imysle stretnat’
sa s doktorom Minom, aby prediskutovali tito otazku.

F.D.A. namietala, Ze u 'udi moéze dojst’ k zisteniu nizkej virusovej naloze, v Case ked’ st novo



infikovani. Test s mensSou citlivostou by tieto infekcie prehliadol. Ale tento problém je 'ahko
vyriesSiteny, Dr. Mino povedal: ,,Otestujte ich znova, o Sest’ hodin neskér, alebo o 15 hodin
neskor, alebo ¢okol'vek in¢ho,* povedal. Rychly test by tychto pacientov rychlo nasiel, aj
keby bol menej citlivy, pretoze by sa od momentu infikovania rychlo zvysila ich virusova
naloz.

Testy PCR maju stale svoju ulohu, uviedol doktor Mino a d’alsi odbornici. Napriklad ich
citlivost’ je vyhodou pri identifikacii novo infikovanych I'udi, pri ich zarad’ovani na klinické
skusky liekov.

Ale pri 20 a viac percent I'udi s pozitivnym testom na virus ako je to v niektorych Castiach
krajiny, Dr. Mino a ini vyskumnici spochybiujii PCR testy ako rozhodujtci diagnosticky
nastroj. Cudia infikovani virusom su najinfek¢nejsi den alebo dva predtym, ako sa priznaky
objavia a asi do piatich dni po ich objaveni sa. Ale pri suc¢asnej miere testovania ,,testovanie
nebudete robit’ dost’ zavCasu, aby ste mali Sancu niekoho v tomto okne skuto¢ne zachytit,*
dodala Dr. Mino.

Vysoko citlivé testy PCR sa javili ako najlepSia voI’ba na sledovanie koronavirusu na
zaliatku pandémie. Ale vzhl'adom na to, Ze teraz choroba zuri v ohniskach, st podl'a neho
potrebné testy na koronavirusy, ktoré su rychle, lacné a je ich mozné obstarat’ v dostatocnom
mnoZzstve na to, aby mohli byt’ asto testovani vSetci, ktori st indikovani - aj ked’ st tieto testy
menej citlivé.

"Mozno Ze nezachytia uplne kazdého z l'udi Siriacich infekciu, ale urcite zachytia tych
najviac infekénych l'udi, vratane superrozmetacov," povedal doktor Mino. "To jediné, ak by
sme vcas zachytili superrozmetacov, to by viedlo k utlmeniu epidémie prakticky na nulu."

Postupny preklad

Testy autorizované F.D.A. poskytnu iba dno-nie odpoved na infekciu a bude identifikovany ako
pozitivny pacient s nizkym obsahom virusu v tele. Kredit ... Johnny Milano pre The New York Times
Autor: Apoorva Mandavilli, Aug. 29, 2020

Some of the nation’s leading public health experts are raising a new concern in the endless
debate over coronavirus testing in the United States: The standard tests are diagnosing huge
numbers of people who may be carrying relatively insignificant amounts of the virus.

Most of these people are not likely to be contagious, and identifying them may contribute to
bottlenecks that prevent those who are contagious from being found in time. But researchers
say the solution is not to test less, or to skip testing people without symptoms, as recently
suggested by the Centers for Disease Control and Prevention.

Instead, new data underscore the need for more widespread use of rapid tests, even if they are
less sensitive.

“The decision not to test asymptomatic people is just really backward,” said Dr. Michael
Mina, an epidemiologist at the Harvard T.H. Chan School of Public Health, referring to the
C.D.C. recommendation.

“In fact, we should be ramping up testing of all different people,” he said, “but we have to do
it through whole different mechanisms.”

In what may be a step in this direction, the Trump administration announced on Thursday that
it would purchase 150 million rapid tests.


https://www.nytimes.com/2020/09/01/world/coronavirus-covid-19.html
https://www.nytimes.com/2020/08/27/us/politics/trump-coronavirus-testing.html
https://www.nytimes.com/2020/08/06/health/rapid-Covid-tests.html

Niektori z poprednych odbornikov na verejné zdravie v krajine vzbudzuju nové obavy z nekonecnej
debaty o testovani na koronavirusy v USA: Standardné testy diagnostikuji obrovské mnozstvo ludi,
ktori m6Zu byt nositelmi relativne nevyznamného mnoZstva virusu.

Vé&csina z tychto ludi pravdepodobne nebude nakazliva a ich identifikdcia moze prispiet k prekazkam,
ktoré brania v€asnému najdeniu tych, ktori st ndkazlivi. Vedci vsak tvrdia, Ze rieSenim nie je testovat
menej alebo preskodit testovanie ludi bez priznakov, ako to nedavno navrhli Centra pre kontrolu a
prevenciu chorob.

Namiesto toho nové Udaje podciarkuju potrebu rozsiahlejSieho vyuZivania rychlych testov, aj ked'su
mene;j citlivé.

"Rozhodnutie netestovat asymptomatickych ludi je skutoéne zaostalé," uviedol doktor Michael
Mina, epidemiolég z Harvard T.H. Chan School of Public Health s odvolanim sa na C.D.C.
odporucania.

"V skutoénosti by sme mali zintenzivnit testovanie vSetkych roéznych ludi," povedal, "ale musime to
robit pomocou Uplne odlisnych mechanizmov."

Co moze byt krokom v tomto smere, Trumpova administrativa vo $tvrtok oznamila, ze zakupi 150
milidnov rychlych testov

The most widely used diagnostic test for the new coronavirus, called a PCR test, provides a
simple yes-no answer to the question of whether a patient is infected.

But similar PCR tests for other viruses do offer some sense of how contagious an infected
patient may be: The results may include a rough estimate of the amount of virus in the
patient’s body.

“We’ve been using one type of data for everything, and that is just plus or minus — that’s
all,” Dr. Mina said. “We’re using that for clinical diagnostics, for public health, for policy
decision-making.”

But yes-no isn’t good enough, he added. It’s the amount of virus that should dictate the
infected patient’s next steps. “It’s really irresponsible, I think, to forgo the recognition that
this is a quantitative issue,” Dr. Mina said.

Najbeznejsie pouzivany diagnosticky test na novy koronavirus, ktory sa nazyva test PCR, poskytuje
jednoduchu odpoved', ano-nie” na otazku, ¢i je pacient infikovany.

Podobné PCR testy na iné virusy ale ponukaju urcity zmysel pre nakazlivost infikovaného pacienta:
Vysledky mdzu obsahovat hruby odhad mnozstva virusu v tele pacienta.

"Na vSetko pouzivame jeden typ Udajov, a to je len plus alebo minus - to je vSetko," povedala
doktorka Mina. ,,Pouzivame to na klinicku diagnostiku, na verejné zdravie, na prijimanie politickych
rozhodnuti.”

Ale dno-nie nie je dost dobré, dodal. Je to mnozstvo virusu, ktoré by malo urcéovat dalsie kroky
infikovaného pacienta. "Myslim si, Ze je skuto¢ne nezodpovedné vzdat sa uznania, Zze ide o
kvantitativny problém," uviedla doktorka Mina.

The PCR test amplifies genetic matter from the virus in cycles; the fewer cycles required, the
greater the amount of virus, or viral load, in the sample. The greater the viral load, the more
likely the patient is to be contagious.



This number of amplification cycles needed to find the virus, called the cycle threshold, is
never included in the results sent to doctors and coronavirus patients, although it could tell
them how infectious the patients are.

In three sets of testing data that include cycle thresholds, compiled by officials in
Massachusetts, New York and Nevada, up to 90 percent of people testing positive carried
barely any virus, a review by The Times found.

On Thursday, the United States recorded 45,604 new coronavirus cases, according to a
database maintained by The Times. If the rates of contagiousness in Massachusetts and New
York were to apply nationwide, then perhaps only 4,500 of those people may actually need to
isolate and submit to contact tracing.

Test PCR amplifikuje geneticki hmotu z virusu v cykloch; ¢im menej cyklov je potrebnych, tym vacsie
je mnoZstvo virusu alebo virusovej zataze vo vzorke. Cim vyssia je virusova zataz, tym je
pravdepodobnejsie, Ze bude pacient ndkazlivy.

Tento pocet amplifikacnych cyklov potrebnych na najdenie virusu, ktory sa nazyva prahova hodnota
cyklu, nie je nikdy zahrnuty do vysledkov zasielanych lekdarom a pacientom s koronavirusmi, hoci by
im mohol povedat, aki st pacienti infekéni.

Podla ¢asopisu The Times v troch siboroch testovacich Udajov, ktoré zahfiaju prahové hodnoty
cyklu, zostavené uradnikmi v Massachusetts, New Yorku a Nevade, az 90 percent [udi s pozitivhym
testom nieslo takmer Ziadny virus.

Podla databazy vedenej The Times vo Stvrtok USA zaznamenali 45 604 novych pripadov
koronavirusu. Ak by miera nakazlivosti v Massachusetts a New Yorku platila na celostatnej Urovni,
potom asi len 4 500 z tychto [udi bude moZno musiet izolovat a podrobit sa sledovaniu kontaktov.

One solution would be to adjust the cycle threshold used now to decide that a patient is
infected. Most tests set the limit at 40, a few at 37. This means that you are positive for the
coronavirus if the test process required up to 40 cycles, or 37, to detect the virus.

Tests with thresholds so high may detect not just live virus but also genetic fragments,
leftovers from infection that pose no particular risk — akin to finding a hair in a room long
after a person has left, Dr. Mina said.

Any test with a cycle threshold above 35 is too sensitive, agreed Juliet Morrison, a virologist
at the University of California, Riverside. “I’m shocked that people would think that 40 could
represent a positive,” she said.

A more reasonable cutoff would be 30 to 35, she added. Dr. Mina said he would set the figure
at 30, or even less. Those changes would mean the amount of genetic material in a patient’s
sample would have to be 100-fold to 1,000-fold that of the current standard for the test to
return a positive result — at least, one worth acting on.

Jednym z rieseni by bolo upravit prahovi hodnotu cyklu, ktord sa v sicasnosti pouZiva na
rozhodnutie, Ze je pacient infikovany. Vacésina testov stanovuje limit na 40, niekolko na 37. To
znamena, Ze mate pozitivny ndlez na koronavirus, ak testovaci proces vyzadoval na zistenie virusu az
40 cyklov, alebo 37.

Testy s tak vysokymi prahovymi hodnotami mozu zistit nielen Zivy virus, ale aj genetické fragmenty,
zvysky po infekcii, ktoré nepredstavuju Ziadne osobitné riziko - podobne ako ndjdenie vlasov v
miestnosti dlho po odchode ¢loveka, uviedla doktorka Mina.

Akykolvek test s prahovou hodnotou cyklu nad 35 je prili$ citlivy, suhlasila Juliet Morrison, virologicka
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z Kalifornskej univerzity v Riverside. ,Som v Soku, Ze si ludia budd mysliet, Zze 40 moze predstavovat
pozitivum,” uviedla.

Rozumnejsia hranica by bola 30 aZ 35, dodala. Dr Mina povedal, Ze nastavi Cislo na 30, alebo dokonca
menej. Tieto zmeny by znamenali, Ze mnoZstvo genetického materidlu vo vzorke pacienta by muselo
byt 100-nasobné az 1 000-nasobné oproti siéasnému Standardu, aby test priniesol pozitivny vysledok
- prinajmensom taky, na ktory by sa malo zamerat.

“It’s just kind of mind-blowing to me that people are not recording the C.T. (of Cycle
Threshold) values from all these tests, that they’re just returning a positive or a negative,” one
virologist said.

The Food and Drug Administration said in an emailed statement that it does not specify the
cycle threshold ranges used to determine who is positive, and that “commercial manufacturers
and laboratories set their own.”

The Centers for Disease Control and Prevention said it is examining the use of cycle threshold
measures “for policy decisions.” The agency said it would need to collaborate with the F.D.A.
and with device manufacturers to ensure the measures “can be used properly and with
assurance that we know what they mean.”

The C.D.C.’s own calculations suggest that it is extremely difficult to detect any live virus in
a sample above a threshold of 33 cycles. Officials at some state labs said the C.D.C. had not
asked them to note threshold values or to share them with contact-tracing organizations.

For example, North Carolina’s state lab uses the Thermo Fisher coronavirus test, which
automatically classifies results based on a cutoff of 37 cycles. A spokeswoman for the lab said
testers did not have access to the precise numbers.


https://www.fda.gov/media/135900/download
https://www.fda.gov/media/135658/download
https://www.cdc.gov/coronavirus/2019-ncov/hcp/duration-isolation.html

This amounts to an enormous missed opportunity to learn more about the disease, some
experts said.

“It’s just kind of mind-blowing to me that people are not recording the C.T. (of Cycle
Threshold) values from all these tests — that they’re just returning a positive or a negative,”
said Angela Rasmussen, a virologist at Columbia University in New York.

“It would be useful information to know if somebody’s positive, whether they have a high
viral load or a low viral load,” she added.

"Je to pre mna len trochu Uchvatné, Ze fudia nenahrdvaju C.T. (Cycle Threshold-prah cyklu) hodnoty
zo vSetkych tychto testov, Ze vracaju iba pozitivny alebo negativny vysledok, “uviedol jeden virolég.
Urad pre potraviny a lieciva vo vyhlaseni zaslanom e-mailom uviedol, ze nepecifikuje rozsahy
prahovych hodndt cyklu, ktoré sa pouzivaju na urcenie, kto je pozitivny, a ze ,,komercni vyrobcovia a
laboratdria si stanovuju svoje vlastné”.

Centrd pre kontrolu a prevenciu chorob uviedli, Ze skima poutzitie opatreni prahovych hodnot cyklu
,na politické rozhodnutia“. Agentura uviedla, Ze bude musiet spolupracovat s F.D.A. a spolu s
vyrobcami zariadeni zabezpedit, aby ,, opatrenia mohli byt pouzité spravne a s istotou, ze vieme, ¢o
znamenaju“.

Vlastné vypocty C.D.C. naznacuju, ze je mimoriadne tazké zistit akykolvek Zivy virus vo vzorke nad
prahovt hodnotu 33 cyklov. Uradnici v niektorych $tatnych laboratériach uviedli, ze vybor C.D.C. ich
nepoziadal o zaznamenanie prahovych hodno6t alebo o ich zdielanie s organizaciami sledujucimi
kontakty.

Napriklad statne laboratérium v Severnej Karoline pouZiva test na koronavirusy Thermo Fisher, ktory
automaticky klasifikuje vysledky na zdklade medznych hodnét 37 cyklov. Hovorkyna laboratdria
uviedla, Ze testéri nemali pristup k presnym cislam.

Podla niektorych odbornikov to predstavuje nesmierne premarnend prilezitost dozvediet sa viac o
tejto chorobe.

"Je to pre mna len trochu Uchvatné, Ze fudia nenahrdvaju C.T. (Cycle Threshold - prah cyklu) hodnoty
zo vsetkych tychto testov - Ze prave vracaju pozitivum alebo negativ, “uviedla Angela Rasmussen,
virologicka z Kolumbijskej univerzity v New Yorku.

"Bolo by uzitocné zistit, ¢i je niekto pozitivny, ¢i ma vysoku virusovu zataz alebo nizku virusovu zataz,"
dodala.

Officials at the Wadsworth Center, New York’s state lab, have access to C.T. values from
tests they have processed, and analyzed their numbers at The Times’s request. In July, the lab
identified 794 positive tests, based on a threshold of 40 cycles.

With a cutoff of 35, about half of those tests would no longer qualify as positive. About 70
percent would no longer be judged positive if the cycles were limited to 30.

In Massachusetts, from 85 to 90 percent of people who tested positive in July with a cycle
threshold of 40 would have been deemed negative if the threshold were 30 cycles, Dr. Mina
said. “I would say that none of those people should be contact-traced, not one,” he said.

Other experts informed of these numbers were stunned.
“I’m really shocked that it could be that high — the proportion of people with high C.T. value

results,” said Dr. Ashish Jha, director of the Harvard Global Health Institute. “Boy, does it
really change the way we need to be thinking about testing.”



Dr. Jha said he had thought of the PCR test as a problem because it cannot scale to the
volume, frequency or speed of tests needed. “But what I am realizing is that a really
substantial part of the problem is that we’re not even testing the people who we need to be
testing,” he said.

Uradnici vo Wadsworth Center, $tatne laboratérium v New Yorku, maju pristup do C.T. hodnoty z
testov, ktoré spracovali, a analyzovali ich pocty na ziadost The Times. V juli laboratdrium
identifikovalo 794 pozitivnych testov na zaklade prahu 40 cyklov.

S hrani¢nou hodnotou 35 by sa asi polovica z tychto testov uz neklasifikovala ako pozitivna. Asi 70
percent by uz nebolo povazovanych za pozitivnych, keby boli cykly obmedzené na 30.

V Massachusetts by sa za negativnych povazovalo 85 az 90 percent ludi, ktori mali v juli pozitivhe
testy s prahovou hodnotou cyklu 40, ak by prahova hodnota bola 30 cyklov, povedala doktorka Mina.
"Povedal by som, Ze nikoho z tychto ludi by sme nemali sledovat, ani jedného," uviedol.

Ostatni odbornici informovani o tychto poctoch boli ohromeni.

"Som skutocne Sokovany, Ze to mdze byt také vysoké - podiel [udi s vysokou C.T. hodnotové vysledky,
“uviedol Dr. Ashish Jha, riaditel Harvardského globalneho zdravotnickeho institdtu. "Chlapce,
skutocne to zmeni spdsob, akym musime premyslat o testovani."

Doktor Jha uviedol, Ze test PCR povaZoval za problém, pretoZe sa nedokaze prispdsobit potrebnému
rozsahu, frekvencii alebo rychlosti testov. , Ale uvedomujem si, Ze skuto¢ne podstatnou ¢astou
problému je, Ze netestujeme ani ludi, ktorych testovat musime,” uviedol.

The number of people with positive results who aren’t infectious is particularly concerning,
said Scott Becker, executive director of the Association of Public Health Laboratories. “That
worries me a lot, just because it’s so high,” he said, adding that the organization intended to
meet with Dr. Mina to discuss the issue.

The F.D.A. noted that people may have a low viral load when they are newly infected. A test
with less sensitivity would miss these infections.

But that problem is easily solved, Dr. Mina said: “Test them again, six hours later or 15 hours
later or whatever,” he said. A rapid test would find these patients quickly, even if it were less
sensitive, because their viral loads would quickly rise.

PCR tests still have a role, he and other experts said. For example, their sensitivity is an asset
when identifying newly infected people to enroll in clinical trials of drugs.

But with 20 percent or more of people testing positive for the virus in some parts of the
country, Dr. Mina and other researchers are questioning the use of PCR tests as a frontline
diagnostic tool.

People infected with the virus are most infectious from a day or two before symptoms appear
till about five days after. But at the current testing rates, “you’re not going to be doing it

frequently enough to have any chance of really capturing somebody in that window,” Dr.
Mina added.

Highly sensitive PCR tests seemed like the best option for tracking the coronavirus at the start
of the pandemic. But for the outbreaks raging now, he said, what’s needed are coronavirus
tests that are fast, cheap and abundant enough to frequently test everyone who needs it —
even if the tests are less sensitive.



“It might not catch every last one of the transmitting people, but it sure will catch the most
transmissible people, including the superspreaders,” Dr. Mina said. “That alone would drive
epidemics practically to zero.”

Obzvlast znepokojujuci je pocet ludi s pozitivnymi vysledkami, ktori nie st infekéni, uviedol Scott
Becker, vykonny riaditel Asociacie laboratérii verejného zdravia. "To ma velmi znepokojuje, len preto,
Ze je taka vysoka," uviedol a dodal, Ze organizacia mala v Umysle stretnit sa s doktorom Miriom, aby
prediskutovali tuto otdzku.

F.D.A. poznamenali, Ze u fudi moZe dojst k nizkej virusovej zatazi, ked su novo infikovani. Test s
mensou citlivostou by tieto infekcie prehliadol.

Ale tento problém je lahko vyriesitelny, Dr. Mina povedal: ,Vyskusajte ich znova, o Sest hodin neskor
alebo o 15 hodin neskor, alebo ¢okolvek iného,” povedal. Rychly test by tychto pacientov rychlo
nasiel, aj keby boli menej citlivi, pretoze by sa rychlo zvysila ich virusova zataz.

Testy PCR maiju stale svoju Ulohu, uviedol on a dalsi odbornici. Napriklad ich citlivost je vyhodou pri
identifikacii novo infikovanych ludi, aby sa mohli prihlasit na klinické skusky liekov.

Ale s 20 a viac percentami [udi s pozitivnym testom na virus v niektorych castiach krajiny, Dr. Mina a
Ludia infikovani virusom su najinfekénejsi den alebo dva predtym, ako sa priznaky objavia, asi do
piatich dni po nich. Ale pri si¢asnej miere testovania ,to nebudete robit dost ¢asto, aby ste mali
$ancu niekoho v tom okne skutoc¢ne zachytit,” dodala Dr. Mina.

Vysoko citlivé testy PCR sa javili ako najlepsia volba na sledovanie koronavirusu na zaciatku
pandémie. Ale vzhladom na to, Ze teraz zuria ohniska choroby, su podla neho potrebné testy na
koronavirusy, ktoré su rychle, lacné a dostato¢ne hojné na to, aby mohli ¢asto testovat kazdého, kto
to potrebuje - aj ked'su testy menej citlivé.

"MozZno to nezachyti kazdého posledného z prendasajucich ludi, ale urcite to chyti aj tych
najprenosnejsich ludi, vratane superrozmetacov," povedala doktorka Mina. "To jediné by viedlo k
epidémiam prakticky na nulu."

Apoorva Mandavilli is a reporter for The Times, focusing on science and global health. She is
the 2019 winner of the Victor Cohn Prize for Excellence in Medical Science Reporting.
@apoorva_nyc
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