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DIPARTIMENTO DELLA PROTEZIONE CIVILE
COMITATO TECNICO SCIENTIFICO EX 00.C.D.P.C. 03/02/2020, N. 630; 18/04/2020, N. 663; 15/05/2020, N. 673

Verbale n. 94 della riunione tenuta, presso il Dipartimento della Protezione Civile, il
giorno 07 luglio 2020

PRESENTE  ASSENTE
Dr Agostino MIOZZ0 X -
Dr Fabio CICILIANO X ~1
Dr Massimo ANTONELLI X . B
Dr Giovannella BAGGIO N IN VIDEOCONFERENZA
Dr Roberto BERNABE! X
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| Dr Elisabetta DEJANA IN WDEUCDNFERENIA
Dr Mauro DIONISIO | L IN VIDEOCONFERENZA |
Dr Ranieri GUERHA X
Dr Achille IACHINO IN VIDEOCONFERENZA
Dr Sergio |AVICOLI o X
Dr Giuseppe IPPOLITO X
Dr Franco LOCATELLI IN VIDEOCONFERENZA
Dr Nicola MAGRINI PRESENTE Ammassari in }appresentanza di AIFA
Dr Francesco MARAGLINO X
Dr Rosa Marina MELILLO IN VIDEOCONFERENZA
Dr Nausicaa ORLANDI X
Dr Flavia PETRINI IN UIDED!‘IGNFERENIA
Dr Kyriakoula PETROPULACOS | IN VIDEOCONFERENZA
Dr Giovanni REZZA X
Dr Luca RICHELDI IN VIDEOCONFERENZA
Dr Giuseppe RUOCCO N X
Dr Nicola SEBASTIANI X
Dr Andrea URBANI X
Dr Alberto VILLANI IN VIDEOCONFERENZA |
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/4
INFORMAZIONI NON CLASSIFICATE CONTROLLATE ;f}

Pag. 1di 27



&7 AN N
- WM@W//M/WA%% Ve

DIPARTIMENTO DELLA PROTEZIONE CIVILE

COMITATO TECNICO SCIENTIFICO EX O0.C.D.P.C. 03/02/2020, N. 630; 18/04/2020, N. 663; 15/05/2020, N. 673

E presente la Dr Adriana Ammassari in rappresentanza di AIFA (in videoconferenza).

E presente il Dr Giovanni Baglio in rappresentanza del Sig. Vice Ministro della Salute
Pierpaolo Sileri (in videoconferenza).

E presente il Dr Luigi Bertinato di 1S5 (in videoconferenza).

La seduta inizia alle ore 15,10.

QUESITI DEL MINISTERO DELL'ISTRUZIONE RELATIVI ALL'INIZIO DEL NUOVO ANNO
SCOLASTICO

Il CTS condivide con il Ministro dell’lstruzione alcuni aspetti da affrontare
relativamente alla ripresa del prossimo anno scolastico per le scuole di ogni ordine e
grado. A tal fine, a margine dell'audizione del 02/07/2020 con le diverse
rappresentanze sindacali che hanno illustrato alcuni aspetti relativi alle misure di
contenimento del contagio da SARS-CoV-2 e dell'impatto che queste potrebbero
avere sul mondo della scuola, in data 03/07/2020 sono pervenute dal Sig. Ministro
dell’lstruzione al CTS alcune istanze (allegato) che vengono riscontrate con le
osservazioni che di seguito si riportano:

= |n riferimento al distanziamento previsto, il metro di distanza deve intendersi
solo in condizione statica o anche in movimento? Qualora, infatti, non sia
possibile garantire il metro previsto durante gli spostamenti che avwengono
all'interno o all'esterno della classe, & sufficiente il solo utilizzo della
mascherina?
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o |l previsto distanziamento di un metro & da intendersi, relativamente alla
configurazione del loyout delle aule, nel senso della necessita di
prevedere un’area statica dedicata alla "zona banchi”. Nella zona banchi il
distanziamento minimo di 1 metro tra le rime buccali degli studenti dovra
essere calcolato dalla posizione seduta al banco dello studente, avendo
pertanto riferimento alla situazione di staticita. Con riferimento alla “zona
cattedra”, nella definizione del foyout resta imprescindibile la distanza di
2 metri lineari tra il docente e I'alunno nella “zona interattiva” della
cattedra, identificata tra la cattedra medesima ed il banco pit prossimo
ad essa. L'utilizzo della mascherina & necessario in situazioni di
movimento e in generale in tutte quelle situazioni (statiche o dinamiche)
nelle quali non sia possibile garantire il distanziamento prescritto. In
coerenza con il documento tecnico approvato nella seduta n. 82 del
28/05/2020 e con le integrazioni approvate nella seduta n. 90 del
22/06/2020, il CTS ribadisce che la eventuale rivalutazione circa la
possibilita di rendere non obbligatorio I'uso delle mascherine potra
essere valutata soltanto all'esito dell’analisi degli indici epidemiologici
relativi alla diffusione del virus SARS-CoV-2 osservati nell’ultima
settimana del mese di agosto p.v.

e In relazione al metro di distanziamento previsto, & possibile indicare il valore in
metri quadri dello spazio di occupazione di ciascun studente?

o Il distanziamento fisico (inteso come distanza minima di 1 metro fra gli
alunni, tra le rime buccali) rimane un punto di primaria importanza nelle
azioni di prevenzione. Come indicato nel documento tecnico del 28
maggio e nell’aggiornamento del 22 giugno “il layout delle aule destinate
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alla didattico andra rivisto con una rimodulazione dei banchi, dei posti a
sedere e degli arredi scolastici, ol fine di garantire il distanziamento
interpersonale di almeno 1 metro”, inoltre “va prestata la massima
attenzione al layout della zona interattiva dello cottedra prevedendo tra
I'insegnante e il banco/o i banchi uno spazio idoneo di almeno 2 metri.”
Pertanto, nella definizione del layout resta imprescindibile la distanza di 1
metro lineare tra gli alunni e di 2 metri lineari tra il docente e I'alunno
nella zona interattiva della cattedra. Per tale motivo non viene indicato
un valore in metri quadri dello spazio di occupazione dello studente in
quanto tale parametro adottato singolarmente, potrebbe non garantire il
distanziamento minimo lineare essenziale sopra ricordato.

* (Quando uno studente o il personale scolastico dovesse presentare, all'interno
della sede scolastica, dei sintomi riconducibili al virus Covid19, quali sono le
procedure da adottare? E possibile la predisposizione di un unico protocollo
sanitario valido su tutto il territorio nazionale? Quale deve essere il ruolo della
ASL, del pediatra e del medico di base in caso di individuazione di soggetti
positivi?

o Il Documento tecnico, nell’aggiornamento del 22 giugno u.s., alla sezione
“Misure di controllo territoriale” - di seguito riportata - ha individuato la
procedura da adottare nel contesto scolastico in coerenza con quanto gia
individuato nel “Protocollo condiviso di regolamentazione delle misure
per il contrasto e il contenimento della diffusione del virus Covid-19 negli
ambienti di lavoro” del 24 aprile 2020 (punto 11 - Gestione di una
persona sintomatica in azienda). “Misure di controllo territoriale - In caso
di comparsa o scuofo in un operatore o in uno studente di sintomi
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suggestivi di una diagnosi di infezione da SARS-CoV-2, il CTS sottolinea che
la persona interessato dovrd essere immediatamente isolato e dotota di
mascherina chirurgica, e si dovra provvedere al ritorno, quanto prima
possibile, ol proprio domicilio, per poi seguire il percorso gig previsto dolla
norma vigente per la gestione di qualsiasi caso sospetto. Per i casi
confermati le azioni successive saranno definite dal Dipartimento di
prevenzione territoriale competente, sia per le misure quarantenarie dao
adottare previste dalla norma, sia per la riammissione a scuola secondo
l'iter procedurale altrettanto chioramente normato. Lo presenza di un
caso confermato necessitera I'ottivazione da parte della scuola di un
monitoraggio attento da avviare in stretto raccordoe con il Dipartimento di
prevenzione locale al fine di identificare precocemente lo comparsa di
possibili altri cosi che possano prefigurare l'insorgenza di un focolaio
epidemico. In tale situozione, [outoritd sonitoric competente potrg
valutare tutte le misure ritenute idonee. Questa misura € di primario
importanza per garantire una risposta rapida in coso di peggioramento
defla situazione con ricerco attive di contatti che possano interessare
l'ambito scolastico. Sarebbe opportuno, a tol proposito, prevedere,
nell’'ambito dei Dipartimenti di prevenzione territoriali, un referente per
l'ambito scolastico che possa raccordarsi con i dirigenti scolastici al fine di
un efficace contact tracing e risposta immediata in caso di criticita”. Tale
previsione sara altresi utile per tutti i raccordi di competenza dell’Autorita
sanitaria previsti dalla normativa vigente. Gli esercenti la potesta
genitoriale in caso di studenti adeguatamente e prontamente informati si
raccorderanno con il medico di medicina generale o pediatra di libera
scelta per quanto di competenza. Nel contesto delle iniziative di
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informazione rivolte agli alunni, genitori e personale scolastico sulle
misure di prevenzione e protezione adottate, si ravvisa I'opportunita di
ribadire la responsabilita individuale e genitoriale.

e E possibile attivare una collaborazione tra le istituzioni scolastiche e le ASL
territorialmente competenti, prevedendo l'individuazione di un referente efo di
una struttura locale specificatamente dedicata, volta ad assistere e supportare le
scuole nell'attuazione delle misure di prevenzione e contenimento del contagio
dal Covid-197

o Il Documento tecnico nell’aggiornamento del 22 giugno u.s. ha gia
indicato - come specificato nella risposta precedente - nel contesto delle
“Misure di controllo territoriale” I'opportunita di prevedere, nell’'ambito
dei Dipartimenti di prevenzione territoriali, un referente per I'ambito
scolastico che possa raccordarsi con i dirigenti scolastici al fine di un
efficace contact trocing e risposta immediata in caso di criticita. Pertanto,
& gia prevista |'attivazione della collaborazione citata nella domanda. Tale
sistema di raccordo tra sistema scolastico e sistema sanitario nazionale &
una misura innovativa di grande rilievo, soprattutto nel contesto
emergenziale in atto, per supportare le Istituzioni scolastiche nella
realizzazione dei compiti assegnati per ['effettuazione di un anno
scolastico in piena sicurezza. Tale sistema di monitoraggio e di allerta
precoce attivato sul territorio nazionale consentira di individuare
situazioni locali meritevoli di misure di contenimento della diffusione
epidemica, che potranno interessare specifiche realta scolastiche locali, a
tutela della salute dei lavoratori e degli studenti.
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e 5i ritiene necessaria l'obbligatorieta della figura del medico competente per la
sorveglianza sanitaria ordinaria presso ogni sede scolastica?

o Fermo restando guanto previsto dal D.Lgs 81/08 e successive modifiche e
integrazioni -che prevede la sua applicazione o tutti [ settori di attivita,
privati e pubblici, e a tutte le tipologie di rischio - nonche quanto previsto
dalla specifica normativa ministeriale, nello specifico, per quanto
concerne il quesito posto in tema dell'obbligatorieta della figura del
medico competente per la sorveglianza sanitaria ordinaria presso ogni
sede scolastica, si rappresenta che tale obbligo di nomina del medico
competente e subordinato all’esito del processo di valutazione dei rischi
che e specifica responsabilita del datore di lavoro. Pertanto, solo qualora
la citata valutazione evidenzi la presenza di uno dei rischi “normati” dal
D.Lgs 81/08 e s.m.i e che prevedano 'obbligo di sorveglianza sanitaria, é
necessario nominare il medico competente. Va precisato che il contesto
attuale emergenziale non introduce elementi di novita rispetto alla
previsione di sorveglianza sanitaria ordinaria, mentre per quella definita
come sorveglianza sanitaria "eccezionale”, si rimanda al quesito specifico
sUCCessivo.

* In merito alle operazioni di pulizia degli ambienti scolastici, tenuto conto che
diversamente dagli esami di stato il numero dei presenti nelle scuole sara a
settembre molto elevato, & possibile indicare le modalita e la periodicita con cui
esse devono avvenire? Con particolare riferimento ai servizi igienici, e possibile
specificare le modalita e la frequenza per lo svolgimento delle pulizie ed il
numero minimo di bagni necessari in rapporto al numero totale degli studenti e
del personale scolastico di ciascun istituto?
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o Si riportano di seguito le indicazioni presenti nel Documento tecnico del
28 maggio u.s., riguardanti le modalita e periodicita delle operazioni di
pulizia: “Le operazioni di pulizia dovranno essere effettuate
quotidianamente secondo le indicazioni dell’ISs previste nella Circolare del
Ministero dello Solute “Indicazioni per l'attuazione di misure contenitive
del contogio do SARS-CoV-2 ottraverso procedure di sonificazione di
strutture non sanitarie (superfici, ambienti interni) e abbigliomento” in
particolare nella sezione “Attivitd di sanificazione in ambiente chiuso” di
cui un estratto e in Allegato 1. Nello stesso allegato é riportato un estratto
con | principi attivi indicati per le varie superfici tratto da Rapporto IS5
COVID-19 n. 19/2020 - "Roccomandozioni ad interim sui disinfettanti
nell’attuale emergenza COVID-19: presidi medico-chirurgici e biocidi.
Veersione del 25 aprife 2020". A riguardo si precisa che per sanificazione si
intende linsieme dei procedimenti e operazioni otti ad igienizzare
determinati ambienti e mezzi medionte lattivitdé di pulizia e di
disinfezione. Poiché lo scuolo & uno forma di comunita che potrebbe
generare focolai epidemici in presenza di un caso, a causo della possibile
trasmissione per contatto, la pulizia con detergente neutro di superfici in
locali generali, in presenza di una situazione epidemiologica con
sostenuta circolazione del virus, andrebbe integrata con la disinfezione
attraverso prodotti con azione virucido. Nella sanificazione si dovra porre
particolare attenzione olle superfici pit toccate quali maniglie e barre
delle porte, delle finestre, sedie e braccioli tavoli/banchifcattedre,
interruttori delfo luce, corrimano, rubinetti dell’'ocqua, pulsanti
dell’ascensore, distributori automatici di cibi e bevande, ecc. Qualora
vengano usato prodotti disinfettanti, e quolora lo struttura educativa
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ospiti bambini al di sotto dei 6 anni, si raccomanda di fare sequire alla
disinfezione anche la fase di risciocquo soprattutto per gli oggetti, come |
giocattoli, che potrebbero essere portati in bocca dai bambini. | servizi
igienici sono dei punti di particolare criticita nella prevenzione del rischio.
Pertanto, dovra essere posta particolare attenzione alle misure gia poste
in essere dolle scuole per la pulizia giornaliera dei servizi igienici con
prodotti specifici”, 5i ravvisa I'opportunita di verificare la funzionalita ed
efficienza dei servizi igienici, assicurandone eventuale ripristino prima
dell’avvio dell’anno scolastico.

» E possibile dettagliare i dispositivi di protezione che devono indossare le
seguenti tipologie di lavoratori?

o Collaboratori scolastici nelle attivita di pulizia e detersione di cui alle
indicazioni dell'lS5 previste nel documento dell'S8 maggio 2020 nella
sezione relativa a "Opzioni di sanificazione tutti i tipi di locali” riportato in
allegato 1;

* Per i collaboratori scolastici impegnati nelle attivita di pulizia e
detersione si rimanda a quanto indicato nella citata Circolare del
Ministero della Salute “Indicazioni per l'attuazione di misure
contenitive del contagio da SARS-CoV-2 attraverso procedure di
sanificazione di strutture non sanitarie (superfici, ambienti interni)
e abbigliamento”. In particolare “bisogna indossare sempre guanti
adeguati per | prodotti chimici utilizzati durante la pulizia e lo
disinfezione, ma potrebbero essere necessari ulteriori dispositivi di
protezione individugle (DP|, specie per | prodotti ad uso
professionale) in base ol prodotto”. Pertanto, la scelta del
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dispositivo e esclusivamente correlata allo specifico prodotto
utilizzato, come peraltro avviene gia di norma e come previsto dagli
specifici documenti di valutazione del rischio.

o Docenti/ATA nel caso di gestione di un eventuale caso sospetto da
COVID;
= Per i Docenti/ATA, nella gestione di un eventuale caso sospetto, &
sufficiente mantenere il distanziamento di almeno un metro e
utilizzare la mascherina chirurgica.

o Personale amministrativo nelle attivita di ricevimento front office e nella
gestione del cartaceo con spray idro alcolico.

= Per il personale amministrativo nelle attivita di ricevimento front
office & sufficiente la mascherina chirurgica.

o Relativamente al prospettato utilizzo nella gestione del cartaceo da parte
di personale amministrativo di “spray idro alcolico”, si rappresenta che in
nessuno dei documenti tecnici del CTS & stato previsto un tale utilizzo
che, pertanto, si ritiene non necessario.

= Possono essere fornite indicazioni precise per la gestione dei laboratori tecnico-
pratici degli istituti superiori, soprattutto per cio che riguarda le misure di
prevenzione del rischio da interferenze e da contagio tramite superfici?

o Per |a gestione dei laboratori tecnico-pratici degli Istituti superiori si
rimanda al Documento di valutazione dei rischi, nonché all’ulteriore
documentazione in materia di sicurezza sul lavoro, che ciascuna
Istituzione scolastica dovra integrare in collaborazione con il Responsabile
del servizio di prevenzione e protezione, ferme restando le indicazioni gia
fornite in altri contesti circa la pulizia e la disinfezione delle superfici da

INFORMAZION| NON CLASSIFICATE CONTROLLATE A
/1

Pag. 10 di 27 |



MO0, 3
PLA 159

# -,

Wt

DIPARTIMENTO DELLA PROTEZIONE CIVILE
COMITATO TECNICO SCIENTIFICO EX 00.C.D.P.C. 03/02/2020, N. 630; 18/04/2020, N. 663; 15/05/2020, N. 673

contatto quando le postazioni vengono utilizzate da utenti diversi .
Dovranno altresi essere assicurati adeguati ricambi d'aria.

* E necessario predisporre delle misure di pulizia e igienizzazione specifiche presso
ogni sede scolastica in occasione della riapertura di settembre?

o In via preliminare il Dirigente scolastico assicurera, prima della riapertura
della scuola, una pulizia approfondita, ad opera dei collaboratori
scolastici, dei locali della scuola destinati alla didattica e non, ivi compresi
androne, corridoi, bagni, uffici di segreteria e ogni altro ambiente di
utilizzo. Non sono necessarie misure ulteriori analogamente a quanto gia
previsto per 'effettuazione degli esami di stato dello scorso mese di
giugno.

* Chi cura il reperimento e la distribuzione di mascherine per il personale
scolastico e per gli studenti in condizione di lavoratori (ad es. per attivita di
laboratorio)? Sara cura del dirigente scolastico o della Protezione Civile?
Analogamente, per quanto riguarda i banchi monoposto, chi ne cura il
reperimento?

o Fermo restando che tale domanda non ricade nelle specifiche
competenze del CT5, si rappresenta che sulla base di specifiche
informazioni ricevute nel corso di audizione del Commissario
straordinario per I'emergenza, lo stesso curera la fornitura di mascherine
chirurgiche alle scuole sia per il personale scolastico che per gli studenti
in condizioni di lavoratori. |Inoltre, il Commissario straordinario per
I'emergenza curera l'acquisizione di banchi monoposto secondo il
fabbisogno stimato dal Ministero dell’lstruzione.

N
INFORMAZIONI NON CLASSIFICATE CONTROLLATE £

Pag. 11 di 27



F.C.M HE

%ﬁiﬂéﬁmf///z’ﬁ@/ _

DIPARTIMENTO DELLA PROTEZIOME CIVILE
COMITATO TECNICO SCIENTIFICO EX 00.C.D.P.C. 03/02/2020, N. 630; 18/04/2020, N. 663; 15/05/2020, N. 673

s E possibile chiarire le condizioni di utilizzo delle mascherine rispetto alla fascia di
eta dello studente? Con particolare riferimento agli alunni della scuola
dell'infanzia quali sono le indicazioni sulle modalita di inserimento e
accompagnamento da parte dei genitori o di altre figure parentali?

o Tutti gli studenti di eta superiore ai sei anni dovranno indossare una
mascherina chirurgica o di comunita di propria dotazione, fatte salve le
dovute eccezioni (ad es. attivita fisica, pausa pasto). Inoltre, in coerenza
con guanto disciplinato dal comma 3, art. 3 del DPCM 17 maggio 2020
"non sono soggetti all'obbligo i bambini al di sotto dei sei anni, nonché i
soggetti con forme di disabilita non compatibili con l'uso continuativo
della mascherina ovvero i soggetti che interagiscono con i predetti.” Va in
Ogni caso sottolineato, come gia richiamato nei documenti tecnici, il ruolo
degli esercenti della responsabilita genitoriale nel preparare e favorire un
allenamento preventivo ai comportamenti responsabili degli studenti. La
presenza di genitori o di altre figure parentali nella scuola dell'infanzia
dovra essere limitata al minimo indispensabile. Sara cura delle singole
scuole definire le modalita di inserimento e accompagnamento sulla base
delle condizioni logistiche e organizzative specifiche di ciascuna realta
scolastica.

¢ E possibile dettagliare maggiormente le modalita e le misure igienico-sanitarie
da predisporre nell'ambito della refezione scolastica (anche nel caso di consumo
del pasto in classe)?

o Per il consumo del pasto in refettorio valgono le stesse misure di
distanziamento fisico di almeno 1 metro gia indicate per gli altri locali
destinati alla didattica. Per il consumo del pasto in classe dovra essere
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mantenuta la normale disposizione e distanziamento gia previsti per le
ore di didattica. Riguardo alle misure igienico sanitarie si rimanda alle
misure gia in essere per la refezione scolastica.

« Per | percorsi per le competenze trasversali e 'orientamento (gia alternanza
scuola lavoro) si pone un problema di responsabilita da parte della scuola che
invia gli studenti presso aziende ed enti. A quali regole devono attenersi questi
ultimi soggetti?

o Allo stato attuale tutte le aziende hanno l'obbligo di attuare guanto
previsto nel “Protocollo condiviso di regolamentazione delle misure per il
contrasto e il contenimento della diffusione del virus Covid-19 negli
ambienti di lavoro” del 24 aprile 2020. £ evidente che i raccordi tra la
scuola con le figure della prevenzione degli Enti ospitanti gli studenti e la
garanzia dell’adeguata informazione agli stessi dovra essere curata, anche
nell'ottica del contesto emergenziale e dell'effettivo periodo di
effettuazione. Valgono comungue le regole dell’ente ospitante,

* Possono essere fornite indicazioni chiare sull'autorita medica competente a
certificare la condizione di "fragilita" dei lavoratori?

o La tutela dei “lavoratori fragili” si estrinseca attraverso la sorveglianza
sanitaria eccezionale di cui all’art. 83 del Decreto Legge del 19 maggio
2020 n. 34 (attualmente in corso di conversione in Legge), assicurata dal
datore di lavoro ed effettuata dal "medico competente” ove presente; in
assenza del medico competente, il datore di lavoro potra nominarne uno
ad hoc per il solo periodo emergenziale o rivolgersi ai servizi territoriali
dell’Inail che vi provwedono con propri medici del lavoro.
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PROGRAMMA DI SCREENING E DI CONTROLLO SIEROLOGICO DEL PERSONALE
DOCENTE E NON DOCENTE PER LA RICERCA DI _ANTICORPI ANTI-SARS-COV-2 E
RELATIVA PROCEDURA AD EVIDENZA PUBBLICA DA PARTE DELLA STRUTTURA DEL
COMMISSARIO STRAORDINARIO PER L'ATTUAZIONE E IL COORDINAMENTO DELLE
MISURE DI CONTENIMENTO E CONTRASTO DELL'EMERGENZA EPIDEMIOLOGICA
COVID-19 PER UNA EVENTUALE

11 CTS nella seduta n. 90 del 22/06/2020 ha raccolto dal Sig. Presidente del Consiglio
dei Ministri e dal Sig. Ministro della Salute un quesito relativo ad un eventuale
programma di screening o di controllo sierologico per il personale della scuola prima
dell’apertura del prossimo anno scolastico.

Nella seduta n. 91 del 23/06/2020, il Commissario straordinario per |'attuazione e |l
coordinamento delle misure di contenimento e contrasto dell'emergenza
epidemiologica COVID-19 ha chiesto al CTS informazioni relative alle caratteristiche
dei test diagnostici da impiegare nello screening.

Il CTS, nella seduta n. 92 del 02/07/2020 ha sottolineato che I'identificazione di test
rapidi per la ricerca di IgG/IgM da eseguire su sangue capillare deve essere
improntata al reperimento di dispositivi medici in vitro connotati da sufficiente
affidabilita, garantita dalla presenza di Certificazione CE con sensibilita superiore al
92% e specificitd superiore al 95%**, |l CTS indica al Commissario straordinario

1 Deeks U, Dinnes ), Takwoingl ¥, Davenport C, Spijker R, Taylor-Phillips 5, Adriano A, Beese 5, Dretzke |,
Ferrante di Ruffano L, Harris IM, Price M), Dittrich 5, Emperador 0, Hoo, L, Leeflang MMG, Van den Bruel A
~ Cochrane COVID-19 Diagnostic Test Accuracy Group Antibody tests for identification of current and past
infection withSARS-CoV-2 (Review) — Cochrane Database Syst Rev. 2020 06 25; 6:CD013652 (allegata).

2 Kumieben N, Bhopal R, Czypionka T, et al, Test, test, test for COVID-19 antibodies: the importance of
sensitivity, specificity and predictive powers — Public Health, 2020; 185: 88-90 {allegato).

3 Lucy A, McMNamara, Stacey W. Martin — Principles of Epidemiology and Public Health, in Principles and
Practice of Pediatric Infectious Diseases [Fifth Edition}, Elsevier, 20
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I'inserimento del criterio relativo alla celerita dei tempi di ottenimento della risposta
dei test quale parametro aggiuntivo da tenere in considerazione per la valutazione
delle offerte.

Il Commissario straordinario per l'attuazione e il coordinamento delle misure di
contenimento e contrasto dell'emergenza epidemiologica COVID-19 ha trasmesso al
CT5 la bozza dell'indizione di gara ad evidenza pubblica (allegato).

Il CTS, in relazione al programma attuativo dell'indagine di screening, in assenza di
una proposta operativa, raccomanda alle Istituzioni competenti di procedere con
urgenza alla sua elaborazione, tenendo conto anche delle criticita emerse durante
I'attuazione dell'indagine sieroepidemiologica nazionale.

PROCEDURE DI CONTENIMENTO DEL CONTAGIO DA SARS-COV-2 PER LA RIPRESA
DELLE ATTIVITA DEL NAVIGLIO MERCANTILE RELATIVO ALLE NAVI DA CROCIERA

Il CTS analizza il documento della “Misure per la gestione dell'emergenza
epidemiologica da covid-19 a bordo delle navi da crociera” trasmesso dal Ministero
delle Infrastrutture e dei Trasporti (allegato).

Al riguardo, il CT5 ritiene di esprimere le seguenti osservazioni:

» Al paragrafo B, punto 3 “Protezione personale e prevenzione delle infezioni” si fa
riferimento al lavaggio delle mani con acqua calda e sapone o con soluzioni a
base di alcol (almeno 60%). Il CTS indica come riferimento per tale dato il
documento di ECDC "Guidelines for the use of non-pharmaceutical measures to
delay and mitigate the impact of 2019-nCoV" (allegato);

e Al paragrafo B, punto 3 "Protezione personale e prevenzione delle infezioni” si
legge che “il marittimo deve mantenere una distanza di almeno un metro dalle

g
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altre persone, in particolare da quelle che tossiscono o starnutiscono o possono
avere la febbre”. 5i sottolinea che qualsiasi passeggero che presenti sintomi
compatibili con COVID-19 deve essere isolato e non permanere, quindi, a
contatto con altre persone.

» Al paragrafo C “Misure adottate a terra prima dell'imbarco”, come prerequisito
di imbarco il CTS ritiene di poter considerare l'ipotesi del test molecolare
obbligatorio per tutti i passeggeri che nei 14 giorni antecedenti si siano recati o
siano transitati in uno dei Paesi con trasmissione sostenuta del virus SARS-CoV-2
(ad incidenza cumulativa superiore a quella nazionale, attualmente stabilita in 16
casi per 100.000 abitanti).

» Al paragrafo B, punto 4 “Test e trattamento” si fa riferimento alla diagnosi di
infezione da nuovo coronavirus. Osserviamo che la diagnosi viene effettuata solo
tramite tamponi (PCR) su campioni prelevati dalle alte (e basse) vie respiratorie
come indicato dalla Circolare del Ministero della Salute n. 0011715 del
03/04/2020.

» | test sierologici non possono, allo stato attuale dell’evoluzione tecnologica,
sostituire il test molecolare nell’attivita diagnostica, come peraltro ribadito dalla
Circolare del Ministero della Salute n. 0016106 del 09/05,/2020.

« Al paragrafo D, punto 1 lett. c) "Autodistanziamento a bordo” il CT5 sottolinea
che, come peraltro previsto dall’ultimo documento di Healthy Gateways
(allegato), si consiglia ai passeggeri di evitare l'uso degli ascensori. Si
raccomanda, altresl, di rivedere e ridurre |la capacita massima degli ascensori in
base alla guida del distanziamento fisico. Poiché si prevede sia necessario
considerare comunque ['eventuale utilizzo degli ascensori per particolari
circostanze, si raccomanda l'adeguato distanziamento fisico, 'utilizzo delle
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maschere facciali e la disponibilita di soluzioni a base alcolica all'ingresso di ogni
ascensore. Gli ascensori devono essere puliti regolarmente con particolare
attenzione alle superfici che vengono toccate frequentemente.

Al paragrafo D, punto 1 lett. h) viene indicato di organizzare il funzionamento dei
sistemi HVAC per massimizzare la circolazione dell’aria fresca nel sistema. |l CTS
osserva che @& necessario, altresi, prevedere che tutte le unita di trattamento
dell’aria vengano commutate dal ricircolo al 100% di aria esterna chiudendo le
serrande di ricircolo; nel caso non sia possibile arrestare completamente jl
ricircolo dell’aria dovrebbe essere previsto I'utilizzo di filtri HEPA. Le strutture
mediche e le aree di isolamento devono essere collegate a UTA separate. Se nelle
strutture mediche della nave vengono svolte procedure che generano aerosol,
tali aree dovrebbero essere a pressione negativa ed ottenere 10 ricambi d’aria
all'ora; l'aria di ritorno da tali strutture dovrebbe essere filtrata in HEPA o
scaricata all’'esterno.

Al paragrafo D, punto 1 lett. i) viene indicato di far riferimento alla normativa
vigente nazionale, unionale ed internazionale per gquanto riguarda I' “utilizzo di
ristoranti, bar, discoteche, SPA, teatri, negozi di bordo, cinema, sale giochi,
casind, palestre ecc.”. il CTS ritiene che il documento a cui far riferimento a tal
proposito sia “Interim guidance for preparedness and response to cases of
COVID-19 at points of entry in the European Union (EU)/ EEA Member States
{M5). Interim advice for restarting cruise ship operations after lifting restrictive
measures in response to the COVID-19 pandemic” (allegato).

In riferimento alle nursery ed alle aree gioco per bambini si raccomanda di
utilizzare il documento “European Manual for Hygiene Standards and

)
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Communicable Disease Surveillance on Passenger Ships” reperibile al link
http://www.shipsan.eu /Home/EuropeanManual.aspx.

e Al paragrafo D, punto 2 "Misure per la gestione dei rischi durante I'imbarco”
viene considerata la possibilitd di richiedere agli equipaggi di completare un
periodo di auto-distanziamento per i primi 14 giorni a bordo della nave dopo
I'imbarco. 1| CTS osserva, invece, che la procedura pre-imbarco dovrebbe
prevedere che i marittimi vengano sottoposti a tampone pre-imbarco. Tale
tampone dovrebbe essere poi ripetuto ad intervalli regolari di 15 giorni al 50%
del personale navigante, al fine di coprire 'intero equipaggio ogni 30 giorni.

e Al paragrafo E “Gestire un focolaio di COVID-19 a bordo della nave”, il CTS
osserva che, in premessa, & necessario prevedere che tutte le persone che
intendano lavorare a bordo (ufficiali di bordo e membri dell'equipaggio)
completino la formazione sul COVID-19. Gli operatori di linea devono formare il
propric equipaggio a riconoscere segni e sintomi compatibili con COVID-19,
L'equipaggio deve conoscere le procedure da seguire quando un passeggero o un
membro dell’'equipaggio mostra segni e sintomi di COVID-19. Ogni membro
dell’'equipaggio deve essere addestrato, in relazione al proprio ruoclo e alle
proprie responsabilita, ad attuare le misure previste dal piano di contingenza.
Dovrebbero essere, inoltre, effettuate esercitazioni prima di riprendere le
operazioni e poi ogni 30 giorni per testare la formazione di tutto il personale su:

o segni e sintomi riferibili a COVID-19;
o misure di distanziamento fisico;
o gestione delle folle;

o uso dei DPI;
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o protocolli per pulizia e disinfezione;

o procedure relative alla prevenzione, alla sorveglianza e alla risposta a
eventuali focolai a bordo.

Ciascun membro dell’'equipaggio deve segnalare immediatamente la comparsa di
qualsiasi segno o sintomo anche sospetto di COVID-19 e non deve recarsi a
lavoro.

» Al paragrafo E, punto 2 "Definizione di un caso sospetto di COVID-19" si
suggerisce di far riferimento alla Circolare del Ministero n. 0007522 del

09/03/2020

PROCEDURE DI SICUREZZA PER LA RIPRESA DELLE MANIFESTAZONI CICLISTICHE

Il CTS, al fine di acquisire informazioni sull’analisi preliminare dell'impatto globale
dello sport del ciclismo sul Paese con lo scopo di dare risposte coerenti con il
principio di massima precauzione per le azioni di contenimento del contagio,
procede all’audizione del Presidente e del Segretario della Federazione Ciclistica
Italiana nonche del Presidente e del Segretario della Commissione Tutela della
Salute della medesima federazione.

Anche alla luce dell’analisi dei documenti pervenuti dall’Ufficio per lo Sport della
Presidenza del Consiglio dei Ministri concernenti la proposta di adeguamento del
protocollo di attuazione per la ripresa degli allenamenti e le raccomandazioni per la
ripresa delle gare di tutte le categorie della Federazione Ciclistica Italiana avvenuta
durante la seduta del CTS n. 93 del 03/07/2020, il CTS ritiene di fornire le seguenti
osservazioni, relative, rispettivamente, alla componente dilettantistica ed alla
componente professionistica dello sport del ciclismo.
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In via preliminare, il CTS rappresenta che la tematica degli sport di contatto, ai quali
anche lo sport del ciclismo pud considerarsi analogo per modalita di estrinsecazione
delle aggregazioni quando gli atleti si muovono “in gruppo”, & stata gia affrontata
nella seduta n. 91 del 23/06/2020, confermando che, in considerazione dell'attuale
situazione epidemiologica nazionale, con il persistente rischio di ripresa della
trasmissione virale in cluster determinati da aggregazioni certe, debbanc essere
rispettate le prescrizioni relative al distanziamento fisico e alla protezione
individuale.

Inoltre, gia nella seduta n. 76 del 18/05,/2020, il CTS, ai sensi dell'art. 1 co. 1 lett. e)
del DPCM 17/05/2020, validd il documento inviato dall’Ufficio dello Sport della
Presidenza del Consiglio dei Ministri relativo alle Linee Guida per lo sport di base che
gia illustrava la criticita correlata alla condizione che “.. lo spostomento d'oria
cousato dall'atleta efo il posizionamento in scig, possono facilitore la
contaminazione da droplet su distanze maggiori rispetto alla misura canonica di
distanziamento sociale. In queste circostanze, piu elevato é il vento, maggiore sard il
distanziomento richiesto per garantire le condizioni di sicurezza ..". Questa
condizione, tipica dei ciclisti posti “in scia”, rappresenta una importante modalita di
trasmissione del droplet soprattutto se si considera l'incremento degli indici
ventilatori, tipici degli sport che, come il ciclismo, richiedono un forte e prolungato
impegno muscolare.,

Dall’analisi del documento relativo alla ripresa delle attivita sportive del ciclismo
dilettantistico e sentiti i rappresentanti della Federazione Ciclistica Italiana che
hanno circostanziato le attivita previste in ambito sanitario per le componenti
professionistica e dilettantistica, il CTS rileva I'assenza di modalita di gestione o di
precauzione ovvero di modelli organizzativi tali da consentire un’adeguata azione di
prevenzione o di contenimento di eventuali contagi sostenuti dal virus SARS-CoV-2.

INFORMAZIONI NON CLASSIFICATE CONTROLLATE r"'l;ln_
I|I

Pag. 20 di 27 i



5 P 7 g
{.géméﬁﬂ;fmgf{ /

DIPARTIMENTO DELLA PROTEZIONE CIVILE
COMITATO TECNICO SCIENTIFICO EX O0.C.D.P.C. 03/02/2020, N. 630; 18/04/2020, N. 663; 15/05/2020, N. 673

La proposta relativa esclusivamente all'esibizione di una autocertificazione che
ciascun atleta dovrebbe esibire all’approssimarsi della gara non pub certamente
costituire garanzia nel controllo del contagio.

Per la componente professionistica, il CTS ritiene di formulare le seguenti
considerazioni medico/scientifiche:

1. Il CTS prende atto che gli allenamenti e le gare con atleti che si muovono “in
gruppo” e “in scia” sono parte imprescindibile dello sport del ciclismo.

2. Il controllo clinico/diagnostico propostc dal documento fa riferimento
esclusivamente agli atleti. Cid appare una misura parziale ai fini del
contenimento del wvirus SARS-CoV-2, poiché esclude dall’effettuazione del
tampone rino-faringeo tutte le persone del gruppo squadra che, a gualsiasi titolo,
sono poste a stretto contatto con gli atleti, coerentemente alle indicazioni che il
CTS ha gia fornito in merito alle misure per il contenimento epidemico nello sport
del givoco del calcio professionistico per le squadre di serie A,

3. Nelle corse a tappe, inoltre, gli atleti dovrebbero evitare ogni contatto con
persone non sottoposte alle medesime procedure di controllo diagnostico.
Qualora, durante il periodo di gara, anche un solo membro dell’'equipe risulti
positivo al test molecolare per SARS-CoV-2, tutti gli altri componenti del gruppo
(compreso gli atleti) dovranno da quel momento, per owvie ragioni di
prevenzione della diffusione epidemica, non avere contatti con qualsiasi altro
soggetto esterno per 14 giorni,

4. In questi casi, il CTS raccomanda l'esecuzione del tampone rino-faringeo per la
ricerca di SARS-CoV-2 ogni 120 ore, indipendentemente dal fatto che, nell’ambito
della competizione, si tratti di un giorno di gara o di riposo.

5. Il CT5, infine, riafferma che lintera delegazione sportiva (ciclisti, personale
dirigente, assistenti, maestranze e futti gl altri lavoratori aqualsiasi titolo
coinvolti) rimarrd posta, com'é owvio, sotto il controllo sanitarioc e la

i
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responsabilitd dell'Autoritd Sanitaria Locale su cui ricade la competenza della
competizione.

Atteso che lo sport del ciclismo, prevedendo una strettissima contiguita tra gli atleti,
@ un'attivita intrinsecamente connotata da un elevato rischio di diffusione di
contagio e che tutte le sopra indicate considerazioni vengano rispettate in maniera
puntuale, il CTS5, limitatamente alla componente professionistica dello sport del
ciclismo, ritiene di esprimere un parere tecnico non ostativo alla strategia ipotizzata
dalla Federazione Ciclistica Italiana, raccomandando di estendere a tutto il gruppo
squadra e eventualmente agli atleti provenienti da Paesi stranieri le attivita di
monitoraggio sanitario lasciando, per ovvia competenza di funzione istituzionale, la
decisione finale nel merito al Ministro competente.

Per la componente dilettantistica, alla luce di quanto espresso, il CTS rimanda alla
Federazione Ciclistica Italiana la eventuale redazione di un documento
maggiormente esaustivo che consenta di comprendere quali siano le attivita di
prevenzione poste in essere relativamente alla diffusione del virus SARS-CoV-2.

QUESITI PROVENIENTI DA DIVERSI DICASTER| SU TEMATICHE CONCERNENTI IPOTESI
DI RIMODULAZIONE DELLE MISURE CONTENITIVE

Il CTS ha elaborato durante la sua attivita diversi documenti tecnici e pareri per
alcuni settori di maggiore complessita, finalizzati a supportare il processo
decisionale del Governo, di altre istituzioni centrali e degli enti territoriali attraverso
analisi e proposte di soluzioni tecnico-organizzative che consentissero una
modulazione contestualizzata con il coinvolgimento delle autorita competenti, cosi
come peraltro sancito dallallegato n. 10 del DPCM dell’11/06,/2020.

Il CTS rileva che pervengono richieste di pareri, quesiti, istanze provenienti da
Autorita nazionali e locali, Ministeri, categorie professionali, associazioni di
categoria, enti, istituzioni e organismi diversi circa la riapertura di attivitae la
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rimodulazione degli interventi relativi al contenimento del contagio da SARS-CoV-2
proiettati in ambiti locali che, molto spesso, risultano di difficile interpretazione a
causa delle differenze — talora anche sostanziali — delle normazioni regionali.

Il CTS evidenzia che alcune Amministrazioni locali adottano in maniera autonoma e
non coordinata iniziative che talora determinano disorientamento nei cittadini,
anche attraverso una non corretta attivita di comunicazione istituzionale che &
apparsa in pit di un’occasione ondivaga e imprecisa.

Al riguardo, il CTS ritiene che solo un’azione condivisa e coordinata — anche degli
enti locali — pud consentire la migliore gestione della contingenza epidemica, anche
in riferimento agli attuali indici epidemiclogici.

MNella considerazione che la Conferenza permanente per i rapporti tra lo Stato, le
Regioni e le Province autonome ha il compito di dare attuazione alla collaborazione
istituzionale tra lo Stato e le autonomie locali, il CTS ritiene che tali iniziative
potrebbero essere meglio rappresentate in quella sede, attraverso l'elaborazione di
un documento di riferimento.

Il CTS rimanda, all'esito di un’analisi pit approfondita in tal senso, la eventuale
trattazione dei documenti pervenuti relativi al trasporto pubblico locale delle
Regioni Liguria, Piemonte, Lombardia, Veneto, Friuli Venezia Giulia trasmesso dal
Ministero delle Infrastrutture e dei Trasporti (allegato) e della Conferenza Episcopale
Italiana trasmesso dal Ministero dell’interno (allegato).

ATTIVITA DEL COMITATO TECNICO SCIENTIFICO

Il CTS, gia alla luce dell'emanazione del Decreto Legge 16/05/2020, n. 33, che
sanciva dal punto di vista normativo il passaggio alla seconda fase delle azioni di
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rimodulazione delle misure di contenimento del contagio, ha iniziato un dibattito
interno interrogandosi sulle proprie funzioni e attribuzioni, al fine di un eventuale
processo di rimodulazione del suo mandato e della sua azione complessiva.

In considerazione del fatto che il DPCM 11/06/2020 attualmente in vigore stabilisce
le misure di prevenzione e contenimento del contagio da SARS-CoV-2 delle attivita
produttive, commerciali e sociali, fino al 14/07/2020, proiettando eventuali
potenziali criticita con le decisioni di prossima adozione, durante la riunione odierna
si & svolto un nuovo confronto interno relativo all'eventuale ruolo futuro ed alla
funzione che il Comitato potra avere nelle settimane e nei mesi a venire a supporto
del Ministro della Salute e del Governo.

Il dibattito si & concluso con la unanime proposta di richiedere al Sig. Ministro della
Salute una urgente interlocuzione al fine di definire eventuali revisioni
nell’organizzazione efo nel mandato del CTS, cosi come peraltro gia indicato dallo
stesso Sig. Ministro nelle sedute n. 89 del 16/06/2020 e n. 90 del 22/06/2020,
allorquando fu da lui rappresentata |'esigenza di porre all'ordine del giorno del CTS il
dibattito sulle diverse funzioni ed attribuzioni di una nuova struttura di supporto.
Questa nuova realta, in un futuro a medio-lungo termine, dovrebbe agire nellottica
di un’ampia strategia complessiva nella preparedness e nella gestione delle
contingenze di natura sanitaria, salvaguardando il modello di intervento concepito
in sede di CTS con il suo notevole patrimonio di conoscenza che ha consentito al
Paese di superare la fase di crisi, grazie all'azione sinergica delle Istituzioni che
hanno partecipato in maniera coordinata alla gestione dell'emergenza.

INFORMAZIONI NON CLASSIFICATE CONTROLLATE
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DIPARTIMENTO DELLA PROTEZIOME CIVILE
COMITATO TECNICO SCIENTIFICO EX O0.C.D.P.C. 03/02/2020, N. 630; 18/04/2020, N. 663; 15/05/2020, N. 673

PARERI
» || CTS ratifica il seguente parere di ISS, sulla base delle evidenze documentali:

o Integrazione mascherine Tunisia babygriffes — importatore Agmin
(donazione ambasciata):

= Con riferimento alla documentazione integrativa ricevuta per
le Mascherine LNI della ditta Babygriffes si osserva che:

= ¢ adesso presente il numero identificativo di registrazione sul
database NSIS del Ministero della Salute ove & indicato che si
tratta di mascherine non sterili, di classe |;

o dal punto di wvista tecnico & adesso presente, con esito
favorevole, la documentazione relativa ai Reguisiti di
Prestazione previsti per le mascherine di tipo | dalla norma
UNI EN 14683:2019 quali Efficienza di Filtrazione Batterica,
Traspirabilita e Pulizia Microbica;

e continuano anon essere presentii dati relativi alle prove di
Biocompatibilita con la cute previste dalla norma UNI EN
10993 |(citotossicita, sensibilizzazione, irritazione) né &
presente, in sostituzione di dette prove, una valutazione del
rischio su  base  bibliografica relativamente alla
biocompatibilita di detti DM;

* per gquanto concerne il Sistema di Qualita posseduto dal
fabbricante, sono state elencate ed e presente una
autocertificazione che indica l'applicazione di alcune

INFORMAZIONINON CLASSIFICATECONTROLLATE .-'F"I
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DIPARTIMENTO DELLA PROTEZIONE CIVILE

COMITATO TECHNICC SCIENTIFICO EX O0.C.D.P.C. 0D3/02/2020, N. 630; 18/04/2020, M. 663; 15/05/2020, M. 673

procedure  operative per I'approvazione delle  materie

prime e delle varie fasi di produzione.

e || CTS acquisisce il parere FAVOREVOLE della Commissione Consultiva Tecnico
Scientifica di AIFA su emendamento allo studio clinico ACALABRUTINIB Acerta

Pharma (allegato).

II CT5 conclude la seduta alle ore 17,50.

PﬁESENJ,‘g o ASSENTE
Dr Agostino MIOZZO B
Dr Fabio CICILIANO 7@
Dr Massimo ANTDNELU "
Dr Giovannella BAGGIO IN VIDEOCONFERENZA
Dr Roberto BERNABEI X
Dr Silvio ERUSAFERRD IN VIDEOCONFERENZA
Dr Elisabetta DEJANA IN VIDEOCONFERENZA

Dr Mauro DIONISIO

. Dr Ranieri GLI'E RHA

| IN VIDEOCONFERENZA

Dr Achille IACHINO IN VIDEOCONFERENZA
Dr Sergio IAVICOLI

Dr Giuseppe IPPOLITO

Dr Franco LOCATELLI IN VIDEOCONFERENZA

Dr Nicola MAGRINI

PRESENTE Ammassari in rappresentanza di AIFA_

Dr Francesco MARAGLINO X
_Dr Rosa Marina MELILLO IN VIDEOCONFERENZA

Dr Mausicaa ORLANDI X
- Dr Flavia PETRINI | IN VIDEOCONFERENZA
' | Dr Kyriakoula PETROPULACOS IN VIDEOCONFERENZA

Dr Giovanni REZZA X

INFORMAZIONI NON CLASSIFICATECONTROLLATE
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DIPARTIMENTO DELLA PROTEZIONE CIVILE

COMITATO TECNICO SCIENTIFICO EX O0.C.D.P.C. 03/02/2020, N. 630; 18/04/2020, N. 663; 15/05/2020, N. 673

Dr Luca RICHELDI IN VIDEOCONFERENZA S
Dr Giuseppe RUOCCO L X
Dr Nicola SEBASTIANI
Dr Andrea URBANI X
Dr Alberto VILLANI IN VIDEOCONFERENZA |
Dr Alberto ZOLI i X
£
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Ee: EMBEMNDAMENILU - Verbale M. 94 LIEL A0AARD - Segreteria U5 Fage 1 ot'1

Re: EMENDAMENTO - Verbale N. 94 DEL 7/7/2020

Antonelli Massimo <Massimo.Antonelli@unicatt.it>

maar D07 /2020 2217

&Segratena CTS csagretenacis@proterionegivibe i,

cools =cls@proterionecivile it=;

Apprava
Grazie
W&,

Inviato da iPhone

Il gicrne 8 lug 2020, afle ore 21717, Segreteria CTS <segreteria, cts@protezionecivile it ha soritta;

gentili colleghl,

retrvicy il verbala no 94 dal /72020 con alouni emencamenti relatii & guesti sulla souola richiest! dal
mintera dellistruione (definizione precisa della *zona banchi® e defla "zona interattiva della cattedra”,
introduzione i un caveat relativo all'cbhligo dell'use delle maschering da aggiormanst all'esito degli indic
epedemichoglol rileval & fine agesta)

feer la wostra nuowa (ed urgente] approvazions del verbale emendata,
graze per la pazienza

fakea

<verbale CTS 94 def 07-07-2020,pdf=

hittps://mail protezionecivile.it/owa/segreteria.ctsf@protezionecivile. it/ 09/07/2020



Re: EMENDAMENTO - Verbale N. 94 DEL 7/7/2020 - Segreteria CTS Page 1 of 1

Re: EMENDAMENTO - Verbale N. 94 DEL 7/7/2020

Giovannella Baggio <giovannella.baggio@gmail.com>

rmar OB/07 2020 23,90

&Segreteria CTS <segreteracis@proterionecivile it

Cocts coisEprotezionecivile it=;

A Oro,
Buana notta!
Glenaannella

I e & Lisg 2020, 2117 Segreteria CT5 <segreiena cisi@protezionecyileit> ha soritta:

gentili colleghi,

reinvio il verbale n. 94 del 7/7/2020 con alcuni emendamenti relativi ai quesiti sulla

scuola richiesti dal ministero dell'istruzione {definizione precisa della "zona banchi" e della "zona
interattiva della cattedra”, introduzione di un caveat relativo all'obbligo dell'uso delle mascherine
da aggiornarsi all'esito degli indici epidemiologici rilevati a fine agosto).

per |la vostra nuova (ed urgente) approvazione del verbale emendato.

grazie per la pazienza.

fabio

https:/‘'mail. protezionecivile.it‘owa/segreteria.cts{@protezionecivile.it/ 09/07/2020



BTE020 e EMENDAMENTO - Marbale N, 84 DEL T/7/2020 - Segretaria CTS

Re: EMENDAMENTO - Verbale N. 94 DEL 7/7/2020

Silvio Brusaferro <silvio brusaferro@iss.it>

D D807 2020 (558

#5egreteria CTS <segretefiacis@protezioneciileit>; cts <cls@protetionecivileii=;

approve

Slivio Brusaferro

Presidente |sttuto Superiore di Sanita - Roma
President of Istituta Superiore di Sanita - Rome
Viale Regina Elena 259 ~ 00161 Roma - italy
silvio.brusaferroiEiss it

Da: Segreteria CTS <segreteria.cts@protezionecivile.it>
Data: mercoledi 8 luglio 2020 21:17

A: cts <cts@protezionecivile.it>

Oggetto: EMENDAMENTO - Verbale N. 94 DEL 7/7/2020

gentili colleghi,

reinvio il werbale n. 94 def 772020 con alcuni emendamenti relativi ai quesiti sulla scuola richiest dal ministero
dellistruzione {definizione preciza defla "zona banchi” e defla "zone interattiva della cattedra”, introduzione di un caveat relative
all'obbligo delf'uso delle mascherine da aggiornarsi all'esito degli indici epidemiologrc rilevati a fine agostal.

pat li vostra nuova (ed urgente) appravazione del verbale emendala,

grazie per la pazienza,

fabia

Dona il tuo 5 per mille per la ricerca sanitaria

all'ISTITUTO SUPERIORE DI SANITA. Codice fiscale 80211730587

hitps: fmail prolezionacile iowalsegretena. cis@protaz onecivila ithdaymode|= Readiessagetiem&liiemiD=AAMEADBmO Tg:MWLELTZmNTO. .

SIAMO SEMPRE CON TE. LA NOSTRA RICERCA E LA TUA SALUTE

M



Q2020 Re: EMEMDAMENTC - Varhala M. 94 DEL 7702020 - Segraterta CTS

Re: EMENDAMENTO - Verbale N. 94 DEL 7/7/2020

Elisabetta Dejana <elisabetta.dejana@ifom.eu>

alo 0907 020 09:13

aSegreteria CTS <segreteriacis@protezionecivile it>; cts <cts@protezionecivile.its;

Approvo.
Elisabetta Dejana

Segreteria CTS (segreteria.cts@protezionecivile.it) wrate:
-

= geniili colleghi,

>

=

= reirvio il verbale n 94 del 7/7/2020 con alcuni emendaments relativ ai
quesiti sulla scusla richiesti dal ministero dell'istruzione (definizione
precisa della "zona banchi® e della "zona interattiva della cattedra®,
introduzione di un caveat relativo all'obblige dell'uso delle mascherine da
aggiomarsi all'esito degli indici epidemiologlei rilevati a fine agosta).

=

=

= per la vostra nuova (ed urgente) approvazione del verbale emendato.
=

=

» grazie per |a pazienza,

=

-

= fabio

=

hitps:mail protezionecivile Mowasegratena_sts@protezionachile. bihiewmodel=ResdMessagaliamBiam| D= AAMEADEmOTgxMWUALTZmM TS, -
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Q20 A= EMENDAMENTO = Verbale N, 84 DEL 772020 - Spgretena CTS

R: EMENDAMENTO - Verbale N. 94 DEL 7/7/2020

Dionisio Mauro <m.dionisio@sanita.it>

glo 09072020 021

& Begretena CTS <segretenacts@protezionecivile ts;

Approvo il verbale emendato
Buona giornata
MWauro Dionisio

i

]
e Ministero della Salute

Direzione Generala della Prevenziane Sanidaria

Datt. Mavre Dionislo
Dirattore Uificia 3 — Coordinamenta USIMAF - SASN

Viale Giorgio Ribotta, 5 - 00744 Roma
fal. 06 5994 2714 email: [r.biribicchi@sanita.itm.dionisio@sanita.it

Da: Segreteria CTS <segreteria,cts@protezionecivile.it>
Inviato: mercoledi B luglio 2020 21:17

A; cts <cts@protezionecivile.it>

Oggetto: EMENDAMENTO - Verbale N, 94 DEL 7/7/2020
Priorita: Alta

gentili colleghi,

reinvio il verbale n. 94 del 7/7/2020 con alcuni emendamenti relativi ai quesiti sulla scuola richiesti dal

ministero dell'istruzione (definizione precisa della "zona banchi” e della "zona interattiva della
cattedra”, introduzione di un caveat relativo all'obbligo dell'uso delle mascherine da aggiornarsi

all'esito degli indici epidemiologici rilevati a fine agosto).

per la vostra nuova (ed urgente) approvazione del verbale emendato.

grazie per la pazienza.

fabio

hitps:#mail profesionecivile Riowaegreteria cis@ proterionecivile. Wvieemodei=ReadMessagetamd bemiD=A0NK ADB MO TgeINUA L TZmNTA. .

12



Re: |[EXT] EMENDAMENTO - Verbale N, 94 DEL 7/7/2020 - Segreteria CTS Page 1 of ]

Re: [EXT] EMENDAMENTO - Verbale N. 94 DEL 7/7/2020

GUERRA, Raniero <guerrar@who.int>

e 800/ 00 22034

ASegreteria TS <segreteriacis@pratezionacivile it =;

Coicls sclsiprofezionecivile it

Va bens
Rg

Ranaeri Guerra

Assistant Director-General
Waorld Health Organization
Tel: #4122 7971 36 00
E-muaik guerraediwihic ing
bttty who il fen,

O B Jul 2020, at 2117, Segreteria CT5 <segreteria.cisi@proterionecivileit> wrots:
gentili colleghi,

reirmao 8 verbale ne 34 ded 7772000 con alcuns emendament relathd ai quesiti sulla scucka richiesti dal
rmanistero dellistruzione (definizicne precisa defla "zona banchi® e della "zona interattiva della cattedra”,
ntroduzione di un caveat refativo alliobbligo dell'uso defle mascherine da agglomansi aifesito degli indici
epldemictagicl rilevatl a fine agoska),

per la vostra nuova {ed urgente) approvazione del verbale emendata,
grazie per la pamienza,

fahic

swerbale CT5 S del 07-07-2020 pdi>

hitps://mail.protezionecivile.it'owa/segretenia.cisi@protezionecivile. it/ 0072020



Re: EMENDAMENTO - Verbale N. 94 DEL 7/7/2020 - Segreteria CTS Page | of |

Re: EMENDAMENTO - Verbale N. 94 DEL 7/7/2020

a.jachino@sanita.it

o 0507 2020 062

Asegreteria {T5 <segreteria.cts@proteziongcivile.it>;

Approva

Orttieni Cutiook per Android

Da: Zegreterla CT5 <segrefena cis@proterionecivile k>
Inviata; Mercoledi B Luglio 2020, 2117

A s

Oggetio: EMEMDAMENTOD - Verbale M. 94 DEL 7/772020

gentili colleghi,

reirmic il verbabe n. 94 del 772020 con alcuni emendameantl relativ & quesiti sulfa scuola richiesti dal ministerc
dell'istruzione [definizione precsa della "zona banchi® e defla "zona interattiva defla cattedry”, introduzions di un caveat
relative ail'obbligo dell'uso delle mascherine da aggeomarsi alfesito degli indici epidemiclegici rilevati a fine agosto).
per la vostra nuowva {ed urgente) approvezione del verbale emendato.

grazie per la pazienza

fabio

https://mail. protezionecivile.it/owa/segreteria.ctsf@protezionecivileat 09/07/2020



Re: EMENDAMENTO - Verbale N. 94 DEL 7/7/2020 - Segreteria CTS Page 1 of 1

Re: EMENDAMENTO - Verbale N. 94 DEL 7/7/2020

lavicoli Sergio <s.iavicoli@inail.it>

mer OBA0T 20200 2204

ASegreteria CTE <segreteniactsdprotémonecivilets; o8 <cs@protezionacivila.it>;

Cancarda
b3

Scanca Cutlook per itk

Da: Segreteria CTS <segreteria.cts@ protezionecivile. it
Inviato: Wednesday, July 8, 2020 9:17:15 PM

A cts <cls@protezionecivile. it

Oggetto: EMENDAMENTO - Verbale N. 94 DEL 7/7/2020

gentill colleghi,

reinvio il verbale n. 94 del 7/7/2020 con alcuni emendament] relativi al quesit sulla scuola richiesti
dal ministero dell'istruzione (definizione precisa della "zona banchi” e della "zona interattiva della
cattedra®, introduzione di un caveat relativo all'obbligo dell'vso delle mascherine da aggiornarsi
all'esito degli indici epidemiologici rilevati a fine agosto).

per la vostra nuova (ed urgente) approvazione del verbale emendato.

grazie per la pazienza.

fabio

https:/‘mail. protezionecivile.itowa'segreteria_cts(@protezionecivile.it/ 09/07/2020



R: EMENDAMENTO - Verbale N. 94 DEL 7/7/2020 - Segreteria CTS

R: EMENDAMENTO - Verbale N. 94 DEL 7/7/2020

Ippolito Giuseppe <giuseppe.ippolito@inmi.it>

e DEAOT 2020 2321

nchegretera CT5 <segreteriacts@protezionecivileits;

Cocts <ctef@protesione il it

La mia approvazione era riferita al Verbale N. 94 DEL 7/7/2020

Giusappe Ippolito MO, MS¢ (HCHO), FRCPE
Sclentific Direchor

National Institute for

Infecticus DHseases Lazzarn Spallangani

Via Portuense, 2032

0014% Romae

Iray

plone ++33-06-5504223

fax +-+ 3% 06-55584224

mobile +4+3% 328 3705118

Skypes gippolito

office g-mail; puseppe.ippolto@nmi.x
home e-mall: glusapge.ippalito. rmE@gmail.cam

Da: Antonelli Massimo <Massimo.Antonelli@unicatt.it>
Inviato: mercoledi 8 luglio 2020 21:36

A: Segreteria CTS <segreterfa.cis@protezionecivile.it>

Ce: cts <chs@protezionecivile.it>

Oggetto: Re: EMENDAMENTO - Verbale M. 94 DEL 7/7/2020

Approvo
Cirazie
MA

Inviato da iPhone

Page | of 2

Il giorno § lug 2020, alle ore 21:17, Segreteria CTS <segreteria.cts@ protezionecivile iz

ha scritto:

gentili colleghi,

https://mail.protezionecivile.it'owa/segreteria.cis@protezionecivile.it/

09/07/2020



aFI2020 F: EMENDAMENTO - Verhale N, 94 DEL 772020 - Segreteria CTS

R: EMENDAMENTO - Verbale N. 94 DEL 7/7/2020

Locatelli Franco <franco.locatelli@opbg.net>

glo 080 52020 ST

& Brusaferro Silvio <silviobrusaferro@iss it>; Segreteria CT5 <segreteriacts@protezionechvile.it>; cts <cis@protezionscnileits;

Approva (| verbale e Femendamento.
FL

Prof. Franco Locatelli

Full Professor of Pediatrics

Sapienza, University of Rome

Directar

Department of Pediatric Hematology and Oncology
IRCCS Dspedale Pediatrico Bambino Gesl

Piazza Sant'Onofrio, 4

00165 Rome

Itaky

Phone: +39 D6 68592678/2129
Fax: +3906 68592292

e-mail: francolocatelli@opbg. net

Da: Silvio Brusaferro <silvio,brusaferro@iss. it>

Inviato: giovedi 9 luglio 2020 08:56

A: Segreteria CTS <segreteria. cts@protezionecivile.it>; cts <cts@protezionecivile.it>
Oggetto: Re: EMENDAMENTO - Verbale M. 94 DEL 7/7/2020

approvo

Silvie Brusaferro

Presidente Istituto Superiore di Sanita - Roma
President of Istituto Superiore di Sanita - Rome
Viale Regina Elena 299 -~ 00161 Roma - Italy
silvio. brusaferrof@iss. it

Da: Segreteria CT5 <sggreteria. cta@protezionecivile.it>
Data: mercoledi 8 luglio 2020 21:17

A: cts <cts@protezionecivile. it>
Oggetto: EMENDAMENTO - Verbale N, 94 DEL 7/7/2020

gentili colleghi,

reinvio il verbale n. 94 del 7/7/2020 con alcuni emendamenti relativi ai quesiti sulla scuola richiesti dal
ministero dell'istruzione (definizione precisa della "zona banchi” e della "zona interattiva della cattedra”,
introduzione di un caveat refativo all'obbligo dell'uso delle mascherine da aggiornarsi all'esito degli indici
epidemiologici rilevati a fine agosto).

hittpa:iimail profezanacivils |towsisegretens. cis@oroiezionechvile Aviewmodel=ReadiessageemAiem] D=AAMEADBmOT b WUALTZmMNTO. .



Q20 RE: EMENDAMENTD - Varbale M. 84 DEL 772020 - Segreterta CTS

RE: EMENDAMENTO - Verbale N. 94 DEL 7/7/2020

Ammassari Adriana <A Ammassari@aifa.gov.it>

g TR0 T FA0E0 0505

A-Segreteria CT5 <segretena.cts@protezionecvileit; cts <ctsi@protezionecivile.its;

Approvo
AR

Dottssa Adriana Ammassari
Innovazione e strategia del farmaco
AlFA

Da: Segreteria CT5 [segreteria.cts@protezionecivile.it]
Inviato: mercoledi 8 luglio 2020 2117

& iy

Dggetto; EMENDAMENTO - Verbale M. 94 DEL 7/7/2020

gentili calleghi,

reinvio il verbale n. 94 del 7/7/2020 con alcuni emendamenti relativi ai quesiti sulla scuola richiesti dal ministero
dell'istruzione {definizione precisa della "zona banchi® e della “zona interattiva della cattedra”, introduzione di un caveat
relativo all'obbligo dell'use delle maschenne da aggiornarsi all'esito degli indici epidemiologici rilevati a fine agosta).

per |a vostra nuava {ed urgente) approvazione del verbale emendato.

grazie per la pazienza.

fabic

hitps:mail profesiorechvile. itowalsegretena, cis fprodezionechia tirvlawmodal= ReadlessapeiemB em| D=AA MK ADE MO Tox MWUELTZmMTEL.,
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ST2020 Fa: EMENDAMENTD - Verbale M. B4 DEL 772020 - Bagratera CTS

Re: EMENDAMENTO - Verbale N. 94 DEL 7/7/2020

Rasa Marina Melillo <rosmelil@unina.it>

gio 0907020 (k47

s antanedli Massimo < massimo.antonelB@unicatt.it=:

cohegreters CTS <segretenacts@protezionecivile.it>; cts «cs@protezionecivile.its)

Approva

Grazig

Raosa Marina Melillo
Invlato da [Phone

I gicrne 9 lug 2020, alle ore 01:30, Antonelli Massima <MassimoAntonsli@unicatiits ha seritto:

Approvo
Grazie
i

Inviato da iPhone

Il giorre B lug 2020, alle ore 21:17, Segreteria CTS <segreteriachs@protezionecivileit> ha scritto:

gentili colleghi,

reinvio il verbale no 94 del 7772020 com alounl emendamenti relativi 8 quesiti sulla scuola richiesti dal
miinistero dell'istruzicne {definizione preciza della "zona banchi® e della *zona interattiva della cattedra”,
introduzione di un caveal relative allobblige dell'uso delle maschering da aggiomarsi all'esito degli indic
epidemiologici rilevati a fine agosto).

per la vostra nuove (ed urgente) approvazions del verbale emendato

grazie per la padenza.

fabio

<verbale CT5 % del 07-07-2020,pdf>

heips:fmall potezionecivile. iowaisagretera ctsflprotazionachale. itmdewmodelFReatiassageiamBiemiD=AAMKADBMO T MWULLTZmNT G . 1/t



Re: EMENDAMENTO - Verbale N. 94 DEL 7/7/2020 - Segreteria CTS Page lof 1

Re: EMENDAMENTO - Verbale N. 94 DEL 7/7/2020

Flavia Petrini <flavia.petrini@unich.it>

o O 2020 0747

#Segrateria CTS <segreteria Cla@protezionacivileits;

Cocts <ots@protezionacivilets;
Bicwita Alta

Concond
FP

H giormo 8 lug 2020, alle ore 21:17, Segreteria CT5 <segrateria cis@proterionecwile if> ha scritto:
gentili colleghi,

relnvio il verbale n. 94 del 7/7/2020 con alcuni emendamenti relativi ai quesiti sulla
scuola richiesti dal ministero dell'istruzione (definizione precisa della "zona banchi" e
della "zona interattiva della cattedra", introduzione di un caveat relativo all'ebbligo
dell'uso delle mascherine da agglornarsi all'esito degli indici epidemiclogici rilevati a
fine agosto),

per la vostra nuova (ed urgente) approvazione del verbale emendato.
grazie per la pazienza.

fabio
«verbale CT5 94 del O07F-07-2020,pdf >

https:/‘mail.protezionecivile.it'owa/segreteria.ctsi@protezionecivile.it/ 08/07/2020



BTI2020 Re: EMENDAMENTC - Verbake M. 94 DEL 7/772020 - Segrederia CTS

Re: EMENDAMENTO - Verbale N. 94 DEL 7/7/2020

Petropulacos Kyriakoula <Kyriakoula.Petropulacos@regione.emilia-romagna.it>

gio 09T 20E0 084 s

# Segreteria CTS <segretedacs@protesionocivile,it=;

Approvo

Da: Segreteria CT5 <segreteria.cts@protezionecivile.it>
Data: mercoled] 8 luglio 2020 21:17

A: cts <cts@ protezionecivile.it>

Oggetto: EMENDAMENTO - Verbale N. 94 DEL 7/7/2020

gentili colleghi,

rednvie il verbalbe n, 94 del 7772020 con alcuni emendamenti relativi ai-quesiti sulla scuola richiesti dal ministero
dell'istruzione {definizions precisa dells “zona banchi® & della "zona interattvva della cattedra”, introduzione df un caveat relative
all'ehbligo delluse delle maschering da aggiornarsi all'esito degli indici epidemiologici rilevati a fine agosta).

per |a wosira nuova (ed urgente) approvazions def verbale emendate,

grazie per [a pazienza

fabia

hitps:fmail. profepanecivie Riowalsegretera. cisfl protezionacivile Aivviesmodet=ReadiMassagalem&itamiD=AAMKA DBmO T UL TZmNTO. . 17



Re: EMENDAMENTO - Verbale N, 94 DEL 7/7/2020 - Segreteria CTS Page 1 of 2

Re: EMENDAMENTO - Verbale N. 94 DEL 7/7/2020

Luca Richeldi <luca.richeldi@policlinicogemelli.it=

metr OBSO7 /200 21322

ategretena CTS <segretenaclsf@protesionssiviie s,

Grazie Fabio, approvo.
Luca

Prof. Luca Richeldi
Universita Cattolica del Sacro Cuore

Da: Segreteria CTS <segreteria.cts@protezionecivile.it>
Data: mercoledi 8 luglio 2020 21:17

A: cts <cts@protezionecivile.it>

Oggetto: EMENDAMENTO - Verbale M, 94 DEL 7/7/2020

gentili callaghi,

redrvic 8 verbale no 94 del 772020 con alcuni ermendamenti relativi ai quesiti sulla scucla richiest dal ministero
dellistruziome [definizone precsa dells “rona banchi™ & dells “zona interattiva della cattedra®, infroduzions di un caveat
relativo 2ll'obbligo dell’'uso delle mascherine da aggiornarsi all'esito degli indici epidermiologid rifevati a fine agostal.

per b vostra nugva {ed urgents) approvasione del verbale emendato,

grazie per la pazienza,

fakio

S¥1000

1l presents messaggio ed ogni file allegato, contengono informazieni strettaments riservate, 5a non siete Feflettive
destinatario o ricevete questo messaggio per errore; vi praghiamo di darme immediata comunicazions, imviando un
messagglo di isposia alllindirzzo e-mail del mittents ¢ succossivamante di cancellarlo definitivamente. La fiprodurions,
comunicaziong o distribuzions non avtorizzata del materiale nalla presente email & vielata, L'usa impropro costiuisce

https://mail protezionecivile.it'owa/segreteria.cts@protezionecivile.it/ 09/07/2020



w2020 Re: EMENDAMENTD - erbale M. 94 DEL T/T/ 2020 - Sagrataria CTS

Re: EMENDAMENTO - Verbale N. 94 DEL 7/7/2020

Stefano Palomba <stefano palomba@gmail.com>

gio 072020 003

Ahegretena CTS <segreteriacts@protezionecivile.itx;

Igesan, Approvs

Il Gigx 3 Lieg 2020, 07:54 Segreteria CT5 <segretefacts@protezionecyileit> ha scritto;

Da; Segretena CTS

Inviate: mercoledi 8 luglio 2020 21:17

A cls

Dggetto: EMENDAMENTD - Verbale N. 94 DEL 7/7/2020

gentili colleghi,

reinvio [l verbale n, 94 del 7/7/2020 con alcuni emendamenti relativi ai quesit sulla scuola richiesti dal
ministero dell'istruzione {definizione precisa della "zona banchi® e della "zona interattiva della cattedra”,
introduziene di un caveat relativo all'obbligo dell'uso delle mascherine da aggiornarsi all'esito degli indici
epidemiologici rilevati a fine agosto).

per la vostra nuova {ed urgente) approvazione del verbale emendato.

grazie per |a pazienza.

fabio
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HT2030 R: EMEMNDWMENTID - Visrhake M. B8 DEL 772020 - Bagretana CTS

R: EMENDAMENTO - Verbale N. 94 DEL 7/7/2020

Villani Alberto <alberto.villani@opbg.net >

gio Q07 a0 0855

s Segretena CTS <segretena.cis@protezionecnileirs;

Approvo
Alberto Villani

Alberto Yillani, MD FRD

Responsabile Unith Operativa Complessa

Pediatria Generale e Malattie Infettive

Unita di Ricerca Patogenesl e Terapie Innavative in Infettivologia
Dipartimento Pediatrico Universitario - Ospedaliers

Tel. +39.06.6859.2758 - 2744

Fax +39.06.6850.2914

Ospedale Pediatrico Bambing Gesu

Piazza Sant'Onofrio, 4 - (0165 Roma

Da: Segreteria CT5 <segreteria.cts@protezionecivile. it
Inviato: mercoledi B luglio 2020 21:17

Az cts <cts@protezionecivileits

Oggetto: EMENDAMENTO - Verbale N. 94 DEL 7/7/2020

gentili colleghi,

reinvio il verbale n. 94 del 7/7/2020 con alcuni emendamenti relativi ai quesiti sulla scuola richiest dal
ministero dellistruzione {definizione precisa della "zona banchi" e della “zona interattiva della cattedra®,
introduzione di un caveat relativo all'obbligo dell'uso delle mascherine da aggiornarsi allesito degli indici

epldemiologici rilevati a fine agosto).

per la vostra nuova (ed urgente) approvazione del verbale emendato.

grazie per la pazienza.

fabio

Sostieni la ricerca scientifica con il tuo 5210000 Lavorerema insieme per personalizzare |e cure di ogni bambino. Mella tua prossime

dichiarazione del redditi scrivi | codice fiscale deli'Ospedale Pediatrico Bambing Gesl BO403930587, nella sexione "Ricerca Sanitaria®, e

maett] la tua firma,

hitpetimeil profecisnechie towesegreleda cla@pratezionsciile il Pdewmod sl=ReadMessagaRemb emi DA MRADEm O TgxMWLUALTZmNT O, .
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faccio rferimento alPacchisa nota prot, 4477 del 3 Inglio 2024, con la quale il
hdimistro deliiemuzione ha astnesso a st I Hesster wlogni ..:l_]n;:s.iti COTICE L1t
Vapphicazione delle mizuse 1 siewressy nelle isturoni scolaetiche, sul quali acguizire

il parcre del Comtita teciuco-seienifico.

Tageo premesso, 11 chiedo di woler sotoporee 1 prederd quesii alle

vahutagions di cosdesto Cormdeatsy, ul fine di poter formire un nscontro all'vnate rchiest,

L'oceasione ma & gradis poy porgerTi cordiali saluz,

mdgc apa

Do, Agosting Micszo

Cocrdingtore Comitzio reenico sciend fion
Dhipartdrnentno defla promezione ciale
Vtesidenza del Consighio del nmnisn

& fs,

Thoit Angelo Boreelh
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Gentile Ministro, Caro Roberto,

ti invio in allegato i nuovi quesiti da trasmettere al Comitato Tecnico Scientifico, emersi nel corso

delt*incontro del 2 luglio u.s., che si & svolto presso la sede del Comitato stesso, a cui hanno partecipato i

rappresentanti delle Organizzazioni Sindacali.

Colgo I'occasione per ringraziare, ancora una volta, te ¢ il Comitato per la disponibilita
B

dimostrata.

Ministero della Salute

GAB
0009085-A-06/07/2020

1 2.b.a/2020/21
39336,

il

3979

On. Roberto Speranza
Ministro della Salute
ROMA

Lucia Azzoli
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Severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) antibody tests of varying speci
sensitivity are now available. For informing individuals whether they have had coronavirus disease 2019
(COVID-19), they need to be very accurate. For measuring population prevalence of past infection, the
numbers of false positives and negatives need to be roughly equal.

city and

With a series of worked examples for a notional population of 100,000 people, we show that even test

Keywords:
COVID-19
Antibody tests
Speci city
Sensitivity

systems with a high speci

city can yield a large number of false positive results, especially where the
population prevalence is low. For example, at a true population prevalence of 5%, using a test with 99%
sensitivity and speci city, 16% of positive results will be false and thus 950 people will be incorrectly
informed they have had the infection. Further con

rmatory testing may be needed.

Giving false reassurance on which personal or societal decisions might be based could be harmful for

individuals, undermine public con

dence and foster further outbreaks.

© 2020 The Royal Society for Public Health. Published by Elsevier Ltd. All rights reserved.

To help reverse the current lockdowns while suppressing
COVID-19 rates, we need to identify who currently has the infection
and who has had it and recovered. As reverse transcriptase poly-
merase chain reaction (RT-PCR) testing to detect current infection
has been recently discussed in detail, ! we focus in this article on
antibody tests. The presence or absence of antibodies can inform
individuals if they have had the infection or not and guide personal
and societal decisions about if and when they can return to normal
activities. Antibody testing thus needs to be particularly accurate. It
can also be used to provide an estimate of the population preva-
lence of previous infection. We demonstrate that for this purpose

* Corresponding author. Usher Institute, University of Edinburgh, Edinburgh, EH8
9AG, UK.
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rkock@rvc.ac.uk (R. Kock), j.stebbing@imperial.ac.uk (J. Stebbing), orian.stigler@
medunigraz.at (F.L. Stigler).
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high accuracy is not required, but the numbers of false positives and
false negatives need to be approximately equal.

Antibody tests are increasingly available but with variable ac-
curacy. It is hoped they can be used to identify people who are at
least partially immune. Immunity certi cates, a more appropriate
phrase than immunity passports that promises too much, for in-
dividuals thought to have recovered from COVID-19, are being
discussed internationally. >4 Whether tests are carried out for
clinical diagnosis, screening or immunity certi  cates, we need to
have suf cient con dence they are accurate.

A sensitive test will detect the presence of antibodies to SARS-
CoV-2 (the virus that causes COVID-19), and a speci c test will
not react to other antibodies e.g. to other coronaviruses. No diag-
nostic or screening test is perfect and incorrect results are inevi-
table, not least because the timing of the test is critical.
Seroconversion takes time, with IgM, IgG and IgA antibodies usu-
ally developing in that order, and can be variable and dependent
upon the severity of the illness and the individual's immune

0033-3506/ © 2020 The Royal Society for Public Health. Published by Elsevier Ltd. All rights reserved.
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system. Antibody levels subsequently decline with time. Antibody
test systems may perform less well than the manufacturers' results
suggest. For example, both Roche and Abbott reported their anti-
body test had 100% sensitivity for samples taken 14 days or more
after the onset of symptoms, yet Public Health England found
sensitivity at 14 or more days of only 87% and 93.4%, respectively. >

We show here how to measure the test's accuracy and how this
changes along with the prevalence of disease (12 tables showing
the results with varying sensitivity, speci  city and population
prevalence of 1%, 5%, 10% and 20% are available in the Supple-
mentary File). The two key measures of its accuracy are sensitivity
and speci city, setoutin Table 1, with the cellsidenti ed as A (true
positives), B (false positives), C (false negatives) and D (true nega-
tives). Sensitivity (A/A p C) is the proportion of people with a dis-
ease who, when tested, receive a positive test result. It is also
known as the true positive rate. Speci city (D/D p B) is the pro-
portion of individuals without a disease who, when tested, receive
a negative test result. It is also known as the true negative rate.

To establish sensitivity and speci city, we could test a sample
of patients with proven disease (in this case laboratory detection
of SARS-CoV-2), and a sample of people known to be free of dis-
ease (for example, using stored blood samples taken before
COVID-19 existed in humans). In practice, a test's performance will
usually be poorer than the values established due, for example, to
problems in storing or transporting specimens or the variable time
lag from the onset of infection until antibodies appear in the blood
(seroconversion) and then decline. The proportion of test results
that are false partly depends on the prevalence of the disease in
the population. With a low prevalence, even a test with high
sensitivity and speci city will produce a high proportion of false
positives. In this article, we focus on the outcomes of tests of
variable accuracy with 5% population prevalence in a hypothetical
group of 100,000 people, of whom 5000 have had the infection
and 95,000 have not. This is a plausible current prevalence of past
COVID-19 in many countries " although it could be a Iot higher in
some areas.

Table 1

Predictive powers of a test with 90% sensitivity and speci  city (5% prevalence).

Table 1 shows that if the sensitivity is 90%, 4500 people will
correctly test positive, but 500 will incorrectly test negative and be
wrongly told they have no antibody evidence of the disease. If the
speci city is 90%, 85,500 people will correctly test negative, but
9500 will incorrectly test positive and be wrongly told they have
antibody evidence of previous infection. Thus, of the 14,000 people
who received positive test results, only 32% (4500/14,000; A/A b B)
had the disease. This is referred to as the predictive value (or po-
wer) of a positive test. The other 68% would be given wrong in-
formation. Of the 86,000 people who received negative tests, 99%
(85,500/86,000; D/C p D) would receive a correct result. This is
called the predictive value (or power) of a negative test.

Sensitivity and speci city vary with different tests but, for any
particular antibody test, these can be adjusted by altering the level
of antibody required to determine a positive result. Requiring a
higher level of antibody for a positive result would increase the
speci city but lower the sensitivity. This would reduce the false
positives (C) but increase the false negatives (B). Choosing a test
that has 80% sensitivity and 99% speci city, as shownin Table 2, 81%
of people who test positive have had the disease, an increase from
32%. Now, about one in ve people who test positive will not have
had the disease. This shows that when the prevalence of the disease
is low, antibody testing, even with a speci  city as high as 99%, still
produces many false positives so the predictive power of a positive
test is far from 100%.

If a test is extremely accurate, as is claimed for the Roche and
Abbott systems, say 99% sensitivity and speci city, the results are
shown in Table 3. Even now, the predictive power of a positive test
has only risen from 81% with a sensitivity of 90%, to 83.8%. If the
prevalence rises to 20% then the predictive power of a positive test
is 96.1% and of a negative test 99.7% Gupplementary File
Table A12).

If immunity certi  cates, or personal or societal decisions about
returning to normality, are based on these results, a signi  cant
proportion will be incorrect. Where the disease has become highly
prevalent, for example, among health care and care home workers,

Test result (90% sensitivity and 90% speci city) People truly with disease People truly without disease Totals
Positive 4500 (A) 9500 (B) 14,000
Negative 500 (C) 85,500 (D) 86,000
Total 5000 95,000 100,000

Predictive value of a positive test: AAA b Bv432.1%.

Predictive value of a negative test: D/D p C¥%299.4%.

Table 2

Predictive powers of a test with 80% sensitivity and 99% speci city (5% prevalence).
Test result (80% sensitivity and 99% speci city) People truly with disease People truly without disease Totals
Positive 4000 (A) 950 (B) 4950
Negative 1000 (C) 94,050 (D) 95,050
Total 5000 95,000 100,000

Predictive value of a positive test: A/A p B %2 80.8%.

Predictive value of a negative test: D/D p C¥498.9%.

Table 3

Predictive powers of a test with 99% sensitivity and 99% speci city (5% prevalence).
Test result (99% sensitivity and 99% speci city) People truly with disease People truly without disease Totals
Positive 4950 (A) 950 (B) 5900
Negative 50 (C) 94,050 (D) 94,100
Total 5000 95,000 100,000

Predictive value of a positive test: AAA b B ¥4 83.8%.
Predictive value of a negative test: D/D p C ¥ 99.9%.
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the power of a positive test would be higher, therefore more reli-
ance could be placed on it. Even with a prevalence of 20% and 99%
sensitivity and speci  city, the test itself does not give a guarantee at
the individual level, and personal and clinical judgements are
required in applying the  ndings. A major hope of antibody testing
is that those who test positive can resume work and social activities
more fully and con dently than those who test negative. The
presence of antibodies should signify the same illness will not
recur, the person is not contagious and there is at least partial
immunity to future COVID-19 infections. We need to establish
whether this is true. *°

If the purpose of antibody testing is to assess the prevalence of
COVID-19 in a representative sample of the population, these
clinical issues do not apply. The veracity of the prevalence derived
by such measurements will depend upon achieving equal false
positives and false negatives. For example, although the true
prevalence is 5%, Tables le 3 give a prevalence in the hypothetical
population of 100,000 people of 14% (14,000 positives), 4.95% (4950
positives), and 5.9% (5900 positives), respectively. Perhaps sur-
prisingly, the test with 80% sensitivity and 99% speci  city ( Table 2)
gives the most accurate estimate at this level of population
prevalence.

In conclusion, at currently reasonable estimates of the general
population prevalence, even high sensitivity and speci  city will
produce an important number of false positives. People testing
positive, especially those without indicative case histories, may
need further testing to con rm the result. Given the current un-
certainty about the level of immunity signalled by antibodies, all
those testing positive for antibodies would be well advised to
maintain protective measures. More information is also urgently
needed to ascertain the strength and duration of immunity in
people who have recovered from COVID-19, and whether some can
still be infectious or become reinfected. Giving false security and
reassurance could be harmful for individuals, undermine public
con dence and foster further outbreaks.
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INDIZIONE DI GARA IN PROCEDURA SEMPLIFICATA E DI MASSIMA URGENZA

W Z >[ Yh/”EDKHRIBUZION DI 2.000.000 KIT RAPIDI QUALIPATRVI>[ & & ddh «/KE / d ~d
SIEROLOGICIh>>[/Ed ZK d ZZ/dKZ/KRORIRARIAMENTE DESTINATI AGLI OPERATORI SCOLASTICI

1. /v(}Eu 1]}v] }v Ev v8] o[ uu]v]e3E dlgprocerira di dggiidichzione

La procedura competitiva semplificata & indetta dal Commissario straordifi@ri E o[ $3u 1]}v
}}E ]Jv u vs} 00 U]*HE } }EE v3] % E ]Jo }veéoflu @EP vi]o

epidemiologica COVID19 (di seguito: Commissario straordinaripe & o[ u EP vi i&Ks/ t

} %0 %o l@E " VS PRId t V¥BJ& oo[ ESX illegge 17 ma@za 2020, n. 18, con le

modalita qui di seguito definite:

x Procedura competitiva, aperta alle aziende produttrici e relativi agenti o distnibper
o[/ dei materiali sanitari richiesti, mediante la presentglv ]i]}v ] PE _ ~7
postata sui siti istituzionali del Ministero della Salwte o D]v]*3 E} eaplladEpui]}
Presidenza del Consiglio dei Ministri - Dipartimento della @iotes civile, valida per la
durata di sette giorni e comunque non oltre il 15 luglio 2020;

x Presentazione delle offerte, con modalita telematica, entro la stesssg dat

x Valutazione delle offerte da parte della Commissione esaminatrice, con lalitdod la
tempistica indicata al punto n. 8 e sulla base dei criteri ditaaiane di cui al punto n. 7,

X Successiva sottoscrizione del contratto di fornitura, entro il 28 |@§IRD

Per quanto concerne la presente procedura i riferimenti essenziali seguesti:

X Referente e responsabile del procedimento: Roberto Rizzardo;
X Modalita di trasmissione delle offerte: piattaforma di e-procurembmitalia;
X Recapiti per comunicazioni o richieste di chiarimenti: piattaifa e-procurement Invitalia.

2. Tipo e oggetto della procedura

La procedura € una procedura competitiva semplificata di massima urgenzapgostdi in deroga

alle disposizioni del Codice dei contratti pubblici (D. Lgs. 18 aprllé, 20 50), e concerne la
fornitura urgente di 2.000.000 di Kit sierologici rapidi per la rilevazdinspecifiche per SARS CoV

2, Ju%@E ve]A] ] 3us83 0 Ju%}v v3] v e EJoS P} EowIhEmirI]o]ll
elevate caratteristiche di qualita, funzionalita e rapidita, adegomente validate da parte di
laboratori qualificati o agenzie regolatorie a valenza nazionale ernationale, con possibile
successiva estensione della fornitura nelle circostanze e con le modatitaal punto 10.

3. Requisiti qualitativi dei beni oggetto della procedura
le caratteristiche essenziali dei prodotti oggetto della procedura sono:
a) La tipologia di Kit qualitativo rapidper la rilevazione di IgG e IgM specifiche per SARS CoV-

2, completo di relativi accessori perché sia immediatamente utilizzaelilee abbia tempi di

ottenimento del risultato quanto piu celeri possibile;
by >[ AA vps A o] I]}v ] 8 8 % ES | oI} EESPGEO $p®] (] %8 |C
a livello nazionale o internazionale;



¢) Una specificita dei test non inferiore al 95%;

d) Una sensibilita dei test non inferiore al 92

e) Larapidita di trasporto e consegna della fornitura almeno nei capoluoghodingia di tutto
il territorio nazionale secondo le indicazioni del committenteoenunque entro e non oltre
il 10 agosto 2020;

f) La capacita di assicurare la fornitura di un numero minimo di test p20.8@0

>[ e« \dki requisiti minimi descritti & condizione espressa di esclusioria gata.
4. Requisiti soggettivi degli operatori economici interessati

Sono richiesti i medesimi requisiti di onorabilita e affidabilita predmstCodice dei contratti pubblici
(D. Lgs.id % EJo 1TiioU vX fAieU Ju% E}A JoJU Jv }Ive] EvVI§}v C
autocertificazioni.

lo u v 8} %o}es o} ] & <u]e]3]80@eEpradetio] Codice{ @& X «mptivo di
esclusione dalla gara.

5. Modalita di inoltro delle offerte

Le offerte, corredate della documentazione occorrente, in formato PDé&taano presentate
tramite la piattaforma di e-procurement di Invitalia.

I '} pu v3} E v8 o[}(( ES «p 0]38 3]1A ~ « E]IEv«u]d]% &R p§3]13]
come previsti al punto 8 <p oo} CE vsS of[}(( &S }viu] }JAE vv} .
digitalmente.

Iv % ES] }o E o[}(( ES } v § plezzo bAi@Eio fiehigstaper ciascun Kit.
6. Commissione di gara

Le offerte saranno valutate da una Commissione di gara hominata dal Gsanimistraordinario
% E o[ u EP vIil9 ekerhposta da:

a) due esperti designati del Comitato tecnico-scientifico istituiteggo il Dipartimento della
% E}S$ 1]}v ]AJo % E oflu EP vi Ks/
b) un rappresentante del Ministero della Salute (appartenente alla strutturasteinale);
C) UV E %% E  v3 v3 o D]v]- &pfaitencate [alleSsEiiidrk} ministeriale);
d) un esperb in materie giuridiche con funzioni di Presidente;
e) uncomponente della struttura alle dipendenze del Commissario Straordipario
o[ u EP vi X0 sdon funzioni di segretario e senza diritto di voto.

E 00[ *%0 3 u v3} 00 %E} pPE ] P E U }JA v e« EMU @ ]}
Juls8 8} d vl } A1 vEI(]} 1+8]81u]8) % E %@ S 1 VESJA] @S @oo0[ L
COVIDL9.

Tutti lavori della Commissione di gara possono svolgersi in videoconferenza o dusaldimaltri
collegamenti da remoto.



7. Criteri di valutazione delle offerte
>[ %% 08} « E PP]Ju] 8}« }vi}i]Jo E]S E&]} O IHPIES cudwiu
base del miglior rapporto qualitd/prezzo, secondo gli elementi di valutazéole modalita di
seguito indicati.
/0 %o uvS PP]} }Ju% o <<]A} « E §} 00 c}juu SHEH}(Jo®su\SS PP}
]o %opvsS PP]} }ve Puls}t % & o[} (( ES Iviu] XAljo %%avE PP]
100 punti, come di seguito distribuiti:

ID ELEMENTI DI VALUTAZIONE PUNTEGGIO MASSIMO
1 OFFERTA TECNICA 90
2 OFFERTA ECONOMICA 10

TOTALS 100

La valutazione delle offerte pervenute sara svolta in base ai crieb-eriteri di seguito indicati:

SUB CRITERI Sub punteggi

A | a. Percentuale di specificita, oltre quelle minime richieste (95%) 38
B | b. Percentuale di sensibilita, oltre quelle minime richieste (92%) 37
C |c. Quantita di prodotti disponibili 10
D |d. Tempi di ottenimento del risultato del test 5
TOTALE OFFERTA TECNICA 90

E |Prezzo 10

TOTALE 100

>[1v JA] p 1]}v oo[}(( ES }viu] uvd %]T A vs PP]}eoo E
seguente formula:

P= (a’88+b*37+c*10 + d*5+€*10)

| coefficientia e b di natura quantitativa dei criteh e B:

x saranno determinati medianteo[ %o %o 0] 1]}v oo °* Ppvs (}Eupo U
}((1]]1vd 1T &} oo[}(( ES u v} }VA v] v3 %% <Ee0] ~3Sci] pwo
che prevede la percentuale minima con riferimento a ciascun critér(85% per |l



subcriterio A e 92% per il SuUE ]S E]} - ]Jlo } ((]]vS pv} oo[}(( ES
conveniente (ossia a quella che offre la percentuale + alta):

. S CEEEE 0" %"<"§< mF ”?“b".“;vzé oo
LS 5757 c85cosai"F F- voroia” CEREE

| coefficientic di natura quantitativa del criterio

sara determinato con la seguente formula, adoperando il metodo

oo[]v3 (E %diheark] pttribuendo il coefficiente zerooo [} (( E 3 padsitile (ossia
guantita pari a 500.000) e il coefficiente uno alla quargitaelevata offerta in sede di
gara:

| =Qa/Qmax *punti criterio

| coefficientid di natura quantitativa del criteri®

sara applicata la formula del Minor Tempo:

P= punti criteric* TempGhinimd TEMPQ-esimo

Coefficientidi natura quantitativa del criterio D

sara applicata la formula del Minor Prezzo:
P=punti criteric® Prezz@inimdPrezz@esimo

Tutte le operazioni di moltiplicazione per il punteggio massimo attrilaiin relazione a ciascun
criterio sara effettuata troncando prima della terza cifra decimale, senza esegudtondamenti.

8. Modalita di espletamento della gara

La valutazione delle offerte si sviluppera in tre fasi sequenzialpmiaudersi, comunque entro |l
25 luglio:

- Valutazione dei requisiti generali di ammissibilita sulla base delladgmamentazione
prodotta, entro il16 luglio;

- Verifica della coerenza oo }(( ES &]*% $S} oo[}PP 8§58} o000 P & U
Comitato Tecnico Scientifico, con immediata esclusione delle offertenmssibili perché
non coerenti o comunque inferiori ai requisiti minimi richiesti, entrdd luglio;

- Valutazione delle offerte ammissibili, secondo i criteri di cpualto 7, entro il 24 luglio;

- Aggiudicazione e definizione della graduatoria, entro il 25 luglio.

9 t Aggiudicazione a piu operatori economici:

Nel caso di posizioni apicali di pari merito nella graduatamed, la fornitura sara aggiudicata pro
<u}Ss Po] }% & S}E] }viu]l ] ]Jvs  «+ S]1X E o alpimaZpostd hélaES %«
graduatoria finale non sia sufficiente al completo soddisfacimento asligenze, quantificate in
2.000.000 di kit da acquisire entro il 10 agosto 2@2dj ritardo o inadempimento parziale delle
consegne,i quantitativi restanti necessari a soddisfare il fabbisogno di 2.000.08@ giotranno

e E (}EV]S] 00[}% & S}E <+ }v } o0 e](]insifficiehzarimrdoo} ] pO:
inadempimento parziale delle consegne, da quelli successivi.



10 t Ripetibilita della prestazione

Nel caso che, nel corso oo[ u EP vl %] u]}o}P] ]Jv 83}U ] A E]J(] Z]
ulteriori somministrazioni del test sierologico al personale docentaoe docente della scuola

~ Ju% E ¢} <gu 00} §8} 00 * plo % & o][]v{ovihygitdRathrijdedhs n3] %
presente procedura possono essere richieste, per non piu di due volegjouitforniture del kit

oggetto della gara, per quantitativi calcolati in proporzione a quellivatycati, con un preavviso
massimo dil5 giorni, salvo il sopraggiungere di cause di esclusione dalla gara o di rissldelon
contratto.

11 t Ulteriori fabbisogni

Eo <} ZUvo }E+} o0o0[u EP vVl %] u]}lo}PP viv vi3}kU4]3] A
ulteriori somministrazioni del test sierologico si potra provvedere canprocedura a negoziazione
ristretta cui avranno diritto a partecipare gli operatori economici che sistadi inseriti nella
graduatoria di cui al punto 8 del presento bando.

12 - Clausola di risoluzione immediata

La fornitura di prodotti che, per ogni 100 kit, dovessero risultare ngpondenti ai requisiti di
gualita richiesti e/o dichiarati, comporta la immediata risoluzione del @itdr con oneri a carico
o0 (JEV]S}E U ( 83} » 0A} o[ Alddnnoo E]s E Ju vs}
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Scope of this document

This document provides guidance on the application of non-pharmaceutical countermeasuresto minimise the
spread of the 2019 novel coronavirus (2019-nCoV) in the population. Some of the measures proposed refer
specifically to certain phases of the epidemic (containment or mitigation phases), and can be adapted depending
on the assessd severity/impact of the infection. Other measures are valid for all pha ses of an epidemic.

The guidance is based onthe current knowledge of the 2019-nCoV and evidence available on other viral
respiratory pathogens, mainly the Severe Acute Respiratory Syndrome coronavirus (SARSCoV), the Middle East
Respiratory Syndrome-elated coronavirus (MERSCoV) and seasonal or pandemicinfluenza viruses.

ECDC will update this guidance as and whennew relevant information becomes available or as required by the
epidemiological situation.

Target audience

Public health authorities in the EU/EEA Member States (MSkand the UK.

Background

Since it was first identified in Wuhan, Hubei province, thousands of cases of the 2019 -novel coronavirus (2019-
nCoV) infection have beenreported in China. Several cases havealso been reported in other countries across the
continents of Asia, Europe, America, and Oceania, either as imported cases from Chim or as result of
autochthonous transmission.

Coronaviruses areusually transmitted by direct contact through large respiratory droplets, but other modes of
transmission have been identified. To date, human-to-human transmission through direct contact is the most
common transmission mode for 2019-nCoV[1] . Although there is no evidence of airborne transmission, a
precautionary approach is recommended due to uncertainties surrounding the potential for aerosolmediated
transmission of the virus. Other routes of transmission, such as contact with contaminated fomites and inhalation
of aerosols during aerosolgenerating procedures, may have occurred in some cases[2] . The RNA of the virus has
been detected in the faeces of a confirmed patient with gastrointestinal sy mptoms, hence faecal-oral transmission
cannot be ruled out [3]. The current estimated basic reproductive number (RO) is 2.2 (95% Cl, 1.4 to 3.9) [4].

This document is based on an ECDC Expert Opinion omon-pharmaceutical countermeasurescurrently under
development for use against pandemic influenza. Since there are uncertainties concerning the infectious period of
the 2019-nCoV and its RO and how these differ from influenza [4,5], this document should be interpreted with
caution. However, it is plausible that measures effective against influenza would also work against 2019-nCoV.The
primary objective of non-pharmaceutical countermeasuresis to reduce the impact of an outbreak by reducing the
number of contacts that result in disease transmission. Depending on the extent to which they are implemented,
non-pharmaceutical countermeasurescan delay the time to epidemic peak and reduce the overall number of cases,

Suggested citation: European Centre for Disease Preventionand Control. . Guidelines for the use of non-pharmaceutical
measures to delay and mitigate the impact of 2019 -nCoV. ECDC: Stockholm; 2020

© European Centre for Disease Prevertion and Control, Stockholm, 2020



Guidelines for the use of non  -pharmaceutical measures to delay and mitigate the impact of 20 19-nCoV

the number of cases at epidemic peak, and the total number of severe cases and deaths. Reducing the number of
cases during the epidemic peak and the subsequent spread of cases over a longer time-period would play a crucial
role in reducing the burden on the healthcare and other sectors, thus allowing more effective treatment o f infected
patients. This is an important goal of the current 2019 -vCoV containment strategy in Europe (i.e. to delay the
possible spread of 2019-nCoV until the end of the ongoing influenza season, hence reducing the strain on
healthcare systems). Furthermore, delaying the introduction of 2019 -nCoV into Europe would allow for more surge
capacity in public health and healthcare services (including laboratories) while also minimising the need for
differential diagnoses. Finally, this would also gain time for the development, production and distribution of
effective and safe pharmaceuticals (i.e. vaccines and antiviral drugs).

Non-pharmaceutical countermeasures may be implementedat all stages of an epidemic but the choice of the most
suitable measures may differ during the containment and mitigation pha ses. These measuresrange from standard
precautions, such as hand, respiratory and environmental hygiene, in the form of personal protective action taken
by individuals, to actions requiring the engagement of communities and the involvement of local, regional o r
national authorities (i.e. social distancing and travel-related measures).

Therefore, one of the key factors for the effective application of non-pharmaceutical measures is thecorrect
identification and definition of triggers for their activation/deactivation during the various epidemic phases (e.g.
school closures or travel restrictions). Non-pharmaceutical measures should ideally be combined with other
approaches as individual measures may not be so effective when implemented alone [6,7] . In the early epidemic
phases, a combined approach may contain the pathogen or delay its spread, thus allowing for unaffected areas to
activate their preventive measures in the meantime. During a widespread epidemic, a synergistic effect may
increase the effectiveness of individual non-pharmaceutical measuresand mitigate the disease impact, whilst
reducing costs to society and the economy [7] . Despite the anticipated effectiveness of each measure, non-
pharmaceutical countermeasures need to be evaluated in terms of their necessity, acceptability and feasibility.
National planning and public health action should therefore be tailored to the severity and impact of the epidemic
and to the local epidemiological situation. EU decision no 1082/2013/EU on serious crossborder threats to health
regulates the risk assessment, communication and coordination of responses in situations such asthe current
spread of 2019-nCoV, and ensuresthat EU/EEAMember Statestake risk management measures in consultation
with one another and the European Commission(EC).

Personal protective measures

Personal protective measures refer to hand and respiratory hygiene, cough etiquette and use of respirators or
facemasks.

Hand hygiene

The risk of transmitting or acquiring 2019-nCoV infection can be reduced by the correct application of hand
hygiene. Hand hygiene refers to the frequent washing of hands with soap and water or cleaning of hands with
alcoholic solutions, gels or tissues Hands should be washed regularly using soap and water for 20 40 seconds[8].
Alcohol-based hand sanitisers provide limited added benefit over soap and water in community sett ings, and if
used should contain 60 85% alcohol [8,9] . If hands are soiled, soap and water should precede the use of alcohol-
based hand sanitisers. Since the 2019-nCoV virus can be transmitted by direct contact through droplets or
indirectly through hand-mediated transfer of respiratory or possibly other secretions, we recommend applying
hand-hygiene measuresin all community settings (home, schools, workplaces, etc.) during all phases of the
epidemic. Proper hand hygiene would also prevent the transmission of other communicable diseases.

In healthcare settings, proper hand hygiene will need to be performed imm ediately before and after contact with a
patient, before wearing or removing personal protective equipment (PPE) and after contact with potentially
infectious material, such as respiratory or other secretions. The same applies to patients or people caring for
patients at home.

Recommending hand hygiene is consideredto be a rational precaution, involving limited costs and no significant
associated risks. Its effectiveness is likely to increase in combination with other measures (e.g. facemasks used in
healthcare settings). The effectiveness of hand hygiene depends on the ability to ensure that people comply,
through appropriate and repeated training and an adequate and regular supply of soap, tissues and acohol-based
hand sanitisers.

Cough etiquette

Cough etiquette refers to covering the mouth and nose when coughing and sneezing (e.g. using a paper tissue or
cloth handkerchief) with the aim of reducing person-to-person transmission through droplets which are a known
mode of transmission for coronaviruses

Cough etiquette is widely recommended in public health guidelines for all community settings (home, schools,
workplaces, healthcare settings, etc.) at all times. Su pply of materials (e.qg. tissues, no-touch waste bins, etc.)
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needs to be ensured. It is important that tissues are p roperly disposed of immediately after the use and hands are
then washed with soap and water, as described in the hand hygiene section of this document.

Facemasks and respirators

This measure refers to the use of facemasks or respirators. For optimal use of these non-pharmaceutical
countermeasures it is important to have a sound estimate of the duration of the infectious period - which is not as
yet available for 2019-nCoV infection.

Facemasks range from simple, even homemade masks, to cloth and surgical(medical) masks. They vary in
thickness and permeability. They can protect against larger respiratory droplets but are not guaranteed to protect
users from airborne infection. Cloth/gauze masks may induce moisture retention and poor filtration and it is
unclear whether they confer clinical protection [10].

Respirators are specifically designed to protect users from small airbarne particles, including aerosols [11,12]. They
are usually availablein three sizes (small, medium or large) to allow for differences in face contours. European
standard (EN 149:2001+A1:2009) defines classes for respirators entirely or substantially constructed of filtering
material [filtering face pieces (FFP 1-3] [10]. Because the various respirators fit users differently, they need to be
fitted individually in order to match each user with the appropriate respirator.

Surgical masks or respirators should bechanged frequently in order to maintain their effectiveness. The frequency
of change depends on several factors. As a general rule, a mask should be changed as soon as it beomes moist
and, in healthcare settings, whenever moving from one patient to anothe r.

Use of facemasks and respirators in healthcare settings

In healthcare settings, facemasks or respirators are used to reduce transmission and protect healthcare workers,
patients and visitors against infection. Suspected 2013nCoV cases should be offereda surgical mask which they
should wear correctly while in public areas or while visiting areas where other people are present. Suspected cases
arriving in healthcare settings should, where possible, immediately be offered a surgical mask in order to mitigate
the risk of droplet spread when in triage or waiting areas or during transportation within the f acility.

During the assessment ofa suspected case or the management of a confirmed case, healthcare workers should

use FFPrespirators class 2 or 3 (FFP2 or FFP3)which protect both from droplet and aerosol transmission . In the
absence of FFP respirators, a surgical maskshould be worn that protects from droplet transmission. It is
recommended that healthcare workers performing procedures that are likely generate aerosol should wear an FFP3
respirator. If FFP2 or FFP3respirators are not available, the use of a surgical facemaskis recommended. When
using this type of PPE, the limitations and risks connected to its use should be assessed on a caseby-case basis.

Proper mask disposal and combined measures (e.g. proper hand hygiene)will probably increase the effectiveness
of individual measures. For more information please consult the ECDCdocument on ‘Infection prevention and
control for the care of patients with 2019 -nCoV in healthcare settings [13] . ECDC has also published aradaptable
template leaflet providing advice to healthcare workers on handling and caring for patients.

Use of facemasks in other high ~ -exposure situations

It is still unclear whether the use of surgical facemasks by healthy people who might be exposed to 2019-nCoV will
be beneficial. This uncertainty is mainly due to the low filtration efficiency of surgica | masks, the risk of infection
due to inappropriate use of the mask in high -risk community settings and the false sense of security offered by
wearing a mask.

The following groups at risk of h igh-exposure could consider the use of surgical masks

x care-providers for symptomatic suspected 2019-nCoV cases (before their hospitalisation);
X  people in occupations who have extensive face-to-face contact with the public where there is ongoing
transmission.

Furthermore, the wearing of a surgical mask can be consideredfor groups at risk of developing severe
complications if infected (e.g. individuals in older age groups or having underlying conditions).

Relevant documents for the management of cases on ships and aircraft have been published by EU Healthy
Gateways Joint Action: ‘Interim advice for preparedness and response to cases of the 2019-nCoV acute
respiratory disease at points of entry in the European Union (EU)/EEA Member States [14] . Proper use and
disposal of masks and proper hand hygiene need to be ensured by training users before distributing masks.

Use of facemasks in community settings

Surgical masks may be used as an infection control measure or as a mitigaion measure in community settings
when worn by individuals with respiratory symptoms before seeking medical advice and while being assessed In
the event that a symptomatic person cannot wear a facemask, close contacts should consider wearingone instead.
During the containment phase, suspected cases can be offered a facemask as aprecautionary measure.

There is no evidence on the usefulness of facemasks worn by persons who are not ill as a community mitigation
measure. In the EU, it is not customary for health people to wear masks in t he wider community. If masks are
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used, best practices for should be followed donning, doffing, and disposing of them. The hand hygiene measures
detailed above should always be followed after removing a mask.

Other personal protective equipment

Other personal protective equipment (PPB), such as eye protection (goggles, face shield or procedural masks),
body protection (long-sleeved water-resistant gowns), and hand protection (gloves), should be used by healthcare
workers or those caring for a patient or suspected 2019-nCoV case, especially when performing aerosolgenerating
procedures or when the risk of exposure to body secretions is high. Although the most common route of 2019 -
nCoV transmission is via respiratory droplets, it is not yet clear to what extent other secretions play a role. The use
of PPEmust be accompanied by appropriate training. Disposable PPE need to be disinfected and disposed of
immediately after use in accordance with routine safety procedures and used in combination with proper hand
hygiene measures.

There are separate ECDC documents onl‘nfection prevention and control for the care of patients with 2019-nCoV
in health care settings’ [13] and ‘Personal protective equipment (PPE) needs in heathcare settings for the care of
patients with suspected or confirmed novel coronavirus (2019-nCoVY [15].

Environmental measures

Environmental measures refer to:

x  routine cleaning of frequently used surfaces, clothes and objects;
X minimising the sharing of objects;
X ensuring appropriate ventilation.

These measures am to enhance protection and reduce the risk of infection for 2019-nCoV and other communicable
diseases in various settings (healthcare settings, long-term care facilities, educational settings, workplaces, public places
and homes).

The survival time of 2019-nCoV in the environment is currently unknown. The survival of SARSCoV is estimated to
be several days and MERSCoV >48 hours at an average room temperature (20 °C) on different surfaces [16-18].

Although available evidence on the effectiveness of environmental measuresin mitigating the impact of respiratory
virus epidemics is limited, it is plausible that these measures may reduce viral transmission and, as such, it is
recommended that they are u sed at all times and in all settings during the containment and mitigation phases of
the epidemic [19]. Such measuresinclude the routine cleaning of frequently used surfaces and objects (such as
phones, tablets, doorknobs, toilets and keyboards) with water and detergent ( such as bleach solution), washing
laundry according to the detergent manufacturer ’s instructions at the warmest indicated temperature , and minimal
sharing of objects (such as drinking glasses, eating utensils, towels and bed linen). Air ventilation in rooms is
especially important in settings where people gather regularly. Lessons learnt from the SARSCoV outbreaks show
that it is possible for the virus to spread within a building through the mechanical ventilation system and therefore
building maintenance measures should be taken into account [20] .

In healthcare settings, it is especially important that thorough cleaning and disinfection is consistently performed.
Cleaning with water, detergent and common hospital disinfectants should be sufficient, although there is lack of
specific evidence for their effectiveness against2019-nCoV virus. Routine safety procedures for disinfection and/or
disposal of PPE, medical equipment, utensils, laundry and contaminated waste should be applied in case of 2019-
nCoV suspected and confirmed cases. ECDC has published a documeritnterim guidance for environmental
cleaning in non-healthcare facilities exposed to 2019-nCoV'[21].

Social distancing measures

Quarantine or self -isolation of 2019 -nCoV cases and
contacts during the containment phase

Quarantine and self-isolation imply that a person should remain in a designated setting or at home for a defined
period after exposure to a situation where transmission of 2019-nCoV virusmay have occurred. Evidencerelating
to influenza pandemics indicates that quarantining exposed people may delay the peak of local epidemics during
the early stages of an epidemic, thus helping to reduce the burden of disease and delay further spread [19].
Therefore, this option can be considered during the early stages of 2019-nCoV virusintroduction into Europe, as
part of the Member States’ containment efforts. When implementing quarantine measures, Member States should
be aware of the disadvantagesand possible compliance issuesin order to weigh these against expected benefits.

The duration of the quarantine depends on the estimated incubation perio d of the virus. Early estimates indicated
that the mean incubation period for 2019 -nCoV is 5.2 days (95% confidence interval [CI], 4.1 to 7.0), with the
95th percentile of the distribution at 12.5 days [22]. A duration of 14 days is therefore considered sufficient for
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monitoring persons having had contact with 2019-nCoV cases[4] . These guidelines will be updated if new data
reveals different incubation and infectious periods. Rapid identification of cases enhances the effectiveness of
quarantine measures.

There are considerable logistical, social and communication challenges inimplementing quarantine measures.
Education on infection control using personal protective and environmental measuresin the home or other
quarantine setting would be necessary.

The efficiency and resources needed to implement quarantine or self-isolation are dependent on the definition and, in
particular, the scale of exposure in the target population. The mo re specifically the exposure is defined and confined,
the more feasible such a measure will be. Implementing quarantine measures for subsets of healthy populations with
unclearly defined exposure is unlikely to be an efficient use of resources. ECDGs contact management technical report
[23] should be used to assess the potential risk and plan the actions associated with visitors from areas with
presumed community transmission of 2019-nCoV. Quarantine is unlikely to be effective as soon as multiple
introductions start to occur into EU/EEA countries and the UK from places other than China.

Suspected, probable or confirmed cases o 2019-nCov should be reported to the public health authorities and
managed in accordance with national guidance and/or WHQO's patient management guidelines. Contacts should be
isolated and/or monitor ed in accordance with national guidance and/or ECDCs technical document ‘Public health
management of persons having had contact with novel coronavirus cases in the European Union’ [23]. This
document classifies contacts as ‘close’ or ‘casual’ and propose actions, including self-isolation of close contacts
and self-monitoring of casual contacts. If symptoms of illness occur, the quarantined persons should then self-
isolate and seek medical advice.

Voluntary isolation of symptomatic 2019 -nCoV cases not
requiring hospitalisation during mitigation phase

Self-isolation of individuals with symptoms of a respiratory infection is one of the most important measures for
reducing disease transmission and limiting the spread of the virus in the community during an epidemic [19].
During a community mitigation phase, this measure refers to persons presenting with an acute respiratory infection
and probable or confirmed 2019-nCoV virus infection, who do not need hospital care. These individualswould
usually be requested to voluntarily remain at home or in a designated set ting, in a single, dedicated, adequately
ventilated room and preferably use a dedicated toilet while displaying symptoms or for a defined period of time.
This recommendation will be revised if new information becomes available on the infectious period for 2019-nCoV.

Early identification of cases to ensure rapid isolation is of paramount importance to prevent further spreading of
the virus in the community. Based on current knowledge of 2019-nCoV clinical presentation the most commonly
observed symptoms are fever, cough, myalgia, fatigue and other non-specific respiratory symptoms, similar to
those for other respiratory virus infections. This makes clinical suspicion particularly challengingduring the
influenza season[24] . Fever has beenthe most commonly reported symptom for 2019-nCoV but this may not be
present in some patients, such as the very young, elderly or immunocompromised persons [24] . A small number of
patients have reported gastrointestinal symptoms (such as vomiting and diarrhoea) [3,24]. The effectiveness of
voluntary isolation would be reduced if there were transmission via asymptomatic or pre-symptomatic cases

A combination of personal protective and environmental measures during isolation will increase intervention
effectiveness [19]. There are complicated logistical issues associated with this measure (e.g.food provision,
medical supplies, medical care)and training and supplies will therefore be essential to ensure support and infection
control (e.g. PPE, proper waste disposal)for household members caring for the person who is ill.

In the absence of strong evidence on the infectious perio d, it is not possible to make evidence-based
recommendations for isolation by case classificationor stage of infection. These guidelines assume that infectiousness
coincides with the symptomatic period, which is currently a reasonable assumption. Suggested non-pharmaceutical
measures for cases and contactsduring the containment and mitigation phases are summarised in Table 1.
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Table 1. Non-pharmaceutical measures  during containment and mitigation phases: quarantine, self -isolation
and self -monitoring of confirmed, probable and suspected cases and close or casual contacts
A. Containment phase
Case Suggested measure
Confirmed Isolation (at home or in healthcare setting depending on clinical conditions) and
monitoring by public health authorities in accordance with national guidance
Probable Isolation (at home or in healthcare setting depending on clinical conditions) and
monitoring by public health authorities in accordance with national guidance
Suspected Immediate testing for 2019 -nCoV and application of non-pharmaceutical measures

throughout the process.
Contact of confirmed or probable case

Close contacts Isolation at home or in dedicated settings and active daily monitoring by public health
authorities in accordance with national guidance*
Casual contacts Self-monitoring - seek public health and medical assistance f symptoms develop.

B. Mitigation phase

Suspected Contact local healthcare services for advice on clinical management and on the
need for testing. Suspected cases with mild clinical symptoms may be advised to
self-isolate at home or to limit social contacts for the duration of symptoms.

Confirmed (symptomatic) Follow the recommendations from the healthcare service that made the diagnosis
and adhere to national guidelines for dealing with confirmed cases during the
mitigation phase.

Interventions in educational and child care settings

Schoocthildren and children attending day-care facilities are considered to be one of the main drivers of respiratory
virus spread in the community. However, it is not yet known how much 2019 -nCoV transmission will occur among
children.

Proactive school and day care closures

Proactive closures referto the early and planned closure of schools and day-care facilities to limit local virus
transmission and spread at schools and into the community. School closures can be associated with significant
costs to society and the economy.

During the containment phase, school closures are not justified. There are also no data to support informed
decisions on proactive school closures in terms of their anticipated effectiveness in mitigating the 2019-nCoV
epidemic, due to the unknown level of transmission of this virus among children.

Given that the influenza virus is circulating in the community during the ongoing influenza season across the
EU/EEA in order to reduce the burden on healthcare systems, proactive school closures may be considered if there
is ongoing transmission of 2019-nCoV inan area. The decision concerning school closures and their optimal timing
and duration would need to be carefully considered on a case-by-case basis Bearing in mind the impact of school
closure, the decision should weigh the expected impact of the epidemic against the adverse effects of such
closures on the community.

Evidence originating from seasonal and pandemic influenza modellirg studies have shown that proactive school
closures before the peak of influenza virus activity have had a positive impact in reducing community transmission
[19]. There will be a need to minimise contacts between children and the general population outside of schools to
reduce opportunities for transmission. In the event of proactive school closures, plans for society in general and
inter-sectorial collaboration should be considered to mitigate the significant secondary effects. Plars to help
mitigate transmission within schools, while children continue to attend may include smaller school groups, physical
distance of children in the class, promotion of other non-pharmaceutical countermeasuresand outdoor classes.In
the event of illness, voluntary isolation at home is advisable.

Reactive school and day-care closure s

Reactive closures of schoolsmay be necessary as a consequence ofwidespread virus transmission in the
community and educational settings. Reactive school and day-care closures will probably not reduce the impact of
the epidemic, but may be enforced, due to high absenteeism and operational issues especially if the spread of
2019-nCoV coincides with the ongoing influenza season inan EU/EEA country Communities therefore need to
prepare for this eventuality and consider plans for society in general and the inter -sectorial collaboration needed to
mitigate secondary effects. As with proactive school closures, the timing and duration of the closures will need to
be carefully considered on a caseby-case basis.

1 There is no evidence directly comparing the effectiveness and cost-effectiveness of self-isolation at home versus isolation in
dedicated settings. In both instances, effectiveness is expected to depend on compliance with recommended behaviour and
procedures.
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Measures in the workplace

Based on studies on ssasonal and pandemic influenza, measures at workplaces can be modestly effective in
mitigating an epidemic and may be considered during the mitigation phase.

The 2019-nCoV can transmit from person-to-person at workplaces and in other public settings where people gather
in contained spaces for long periods. Viral transmission may therefore be reduced by decreasing the frequency and
length of social interactions and the physical contacts between individuals. However, there are still insufficient data
available to assess the extent of 2019-nCoVtransmission in these settings.

Workplace measures refer to a variety of actions to reduce the risk of transmission in the workplace and the
community. These measures include: flexible working schedules/shifts for employees, the opportunity of distance
working/teleworking, encouraging physical distancing measures within the workspace, increased use of email and
teleconferences to reduce close contacs, reduced contact between employees and customers, reduced contact
between employees, adoption of flexible leave policies and promoting the use of other personal protective
countermeasures[7] . In the event of acute respiratory iliness, self-isolation is advisable.

The selection of measures will depend on the company and the type of work and some may have significant
economic consequences.Personal protective and environmental measures should be applied in combination at
workplaces.

Workplace closures may be justified in exceptional circumstances for example during pandemics of higher severity.
Employees should be encouraged to selfisolate at home if experiencing respiratory symptoms.

Measures related to mass gat  herings

Data originating from seasonal and pandemic influenza models indicate that during the mitigation phase,
cancellations of mass gatherings before the peak of epidemics or pandemics may reduce virus transmission.

Mass gatherings increase the number of close contacts between people for long periods, sometimes in contained
spaces Therefore mass gatherings may lead to the introduction of the virus into the community hosting the event
and/or facilitate virus transmission and spread.

Measures to reduce the risk posed by mass gatherings include interpersonal distancing measuresto avoid crowding
and organisational measures, such as cancellation, postponement or rearrangement of an event. These measures
include other non-pharmaceutical countermeasures, such as hand and respiratory hygiene.

During the containment phase, the cancellation of mass gatherings in the EU/EEA may be justified in exceptional
cases (e.g. large conferences with a significant number of participants from a highly -affected area). The decision to
cancel will need to be coordinated by the organiser and the public health and other national authorities on a case-
by-case basis. ECDCs contact management technical report [23] can be used to assess the potential risk
associated with visitors to the event and to plan further public health actions.

Due to the significant secondary effects of canceling gatherings, the decision should be based on a risk
assessment, taking into consideration the severity of the epidemic, the local epidemiological situation, the timing,
duration, type of venue (indoor/outdoor) , the size of the event and the area the attendees are coming from
(affected or non-affected). Instead of cancellation, postponement or re -scheduling may be considered.

The extent of transmission during mass gatherings may justify the application of other measures (e.g. web-casting,
education campaigns on good hygiene, enhanced environmental measures) and a risk assessment, depending on
the type of event. Individuals in high-risk groups with a possibility of severe complications may choose to refrain
from attending mass gatherings during an epidemic. Individuals that exp erience respiratory symptoms should self-
isolate and seek medical advice.

Travel -related measures

International and domestic travel advice

Travel advice (or travel recommendations) refers to official government advice, which has legal and economic
implications, that travellers should consider in order to minimise their risk of infection. Travel and trade restrictions
are regulated under the International Health Regulations (IHR) part Ill. ECDC has publisheda template leaflet for
travel advice relating to 2019-nCoV.

Travelling facilitates the spread of the 2019-nCoV from infected to uninfected areas. Although there is lack of
evidence on the effectiveness of travel advice, close contact with people increasesthe risk of disease transmission
and spread during travel [19]. Advising against travel during an epidemic aims to reduce the number of people
who are infected during a trip to areas or countries where community transmission is ongoing; reduce the risk of
importation from affected countries and reduce transmissions among travellers (e.g. in airport queues or on
planes.)
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In the context of t ravel recommendations, travellers should also be reminded to follow all the other appropriate
preventive measures (environmental and personal protective measures) described in this document.

EU/EEA countries should review their procedures for informing travellers to and from affected areas, providing
updates on the situation concerning 2019-nCoV at their points of entry, advising on personal protective measures
and, for persons who develop 2019-nCo\-compatible symptoms after their return, providing information on how to
seek medical advice and assistance. Member States may considedirecting these cases to a particular call centre or
healthcare facility, depending on their planning.

Screening at entry points

This measure refers to entry screening at national borders, airports, or other places where travellers from affected
areas may enter another country. Screening is usually undertaken using devices such as non-contact infrared
thermometers to assesswhether individuals have symptoms of infection. However, measures may also include
proactive sharing of information on the infection, advice on how to seek medical assistance should symptoms
develop and on how to reduce the risk of infecting others. Overall these measures aimto reduce the number of
infectious people entering a country, focusing on those coming from countries that are experiencing an epidemic
[25,26].

Although some imported 2019-nCoV cases have been detected through entry screening procedures at destinatio
airports, the available evidence from peer-reviewed publications and unpublished modelling work undertaken at
ECDC suggests thatborder control measures are not effective in delaying or mitigating a pandemic. This is due to
the low sensitivity of the systems usedto detect mildly symptomatic infections and their inability to detect cases
during the incubation period [19,27].

EU Healthy Gateways has published a documententitied ‘Interim advice for preparedness and response to cases of
the 2019-nCoV acute respiratory disease at points of entry in the European Union (EU)/EEA Member Stateson the
management of 2019-nCoV at points of entry [14].

Domestic travel restrictions

There is evidencethat close contact of people increases transmission and spread of the virus during travel [1]. This
measure refers to travel restrictions (e.g. airport and train station closures) implemented within a country or region
to prevent or limit the geographic al extent of virus transmission.

Broad domestic travel restrictions may have a small positive impact in delaying an epidemic only if they are
implemented during its early stages [19] . Suchrestrictions may be effective in specific, isolated settings, but are
unlikely to have a substantial impact on transmission in modern, mainly urban, societies within the EU. They are
expected to have significant economical, legal and ethical implications. Therefore, such restrictions may be
considered only during the containment phase of epidemics of high severity.

Border closures

This measure refers to the closure of international borders due to an epid emic which is regulated under the IHR.
Border closures aim to reduce the risk of importation from countries with high transmission by implementing travel
restrictions to or from an affected area.

Based on evidence from modelling studies mainly relating to influenza pandemics, borders closures may delay the
introduction of the virus into a country only if they are almost complete and when they are rapidly implemented
during the early phases, which is feasible only in specific contexts (e.g. for small, isolated, island nations.) [19].
Available evidence therefore does not support recommending border closureswhich will cause significant
secondary effects and societal and economic disruptionin the EU.

The ECDCcontact management technical report can be usedto assess the potential risk and plan public health
actions relating to travellers who have recently been in areas with presumed community transmission of 2019-
nCoV, or elsewhere where they may have been exposed to a case of 2019-nCoV [23]. People with a travel history
to areas with presumed community transmission of 2019-nCoV are classified as ‘casual contacts', unless they meet
any of the criteria for becoming a 'close contact' as a result of high -risk exposure either in the area with sustained
community transmission or on board an aircraft. The management of these people would then differ depending on
their classification.

Due to public health risks, border closures are regulated internationally under the IHR. Within the EU, freedom of
movement may be limited for public health reasons within the limits of th e EU Treaties and in accordance with
Directive 2004/38/EC (art. 29).

Contributing ECDC experts (in alphabetical order)

Orlando Cenciarelli, Angeliki Melidou, Pasi Penttinen
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1. Introduction

In January 2020 the EU HEALTHY GATEWAYS joint action switched from operating umgef the i
epidemic mode to operating in an emergency mode, at the request of the European Commission
Directorate-General for Health and Food Safety (DG SANTE). As stated in the Grant Agreement, the
objective of the emergency mode is to support coherent response of EU MS agctodirecision

No 1082/2013/EU and the implementation of temporary recommendations issyethd W orld

Health Organization (WHO). Under this emergency mode, EU HEALTHY GATEWAYS is available to
respond to any specific requests from DG SANTE or EU MS to provide technical suwpcetor

ad-hoc training at points of entry as needed.

An ad-hoc working group was established with members from the EU HEALTHY GATEWAYS joint
action consortium. The names and affiliations of the working group membbcs prepared this
document are listed at the end of the document. The working group produced the fotiowi
guidance, considering the Communications issued by the Commissidn: aQuE&} % v E} u % S}
0](3]vP }E}v AJEpues }vE [WubVSdYA @ E *» %o Z » v }}E Jv § %o %o (E }
E *3}E]VP (E }u }( u}tA uvd v 0](3]vP(Qyve) EKSséL:}EB GaitlanteS E} o
for the progressive resumption of tourism services and for health protocols in thtigpi
e*S 0]*Zu(d8d) " Ks/19: Guidelines on the progressive restoration of transport services

v lvv 3]ANSEG AdIuE]eu v SE Vve%}ES v {E)NiMoreover,Couvrent
evidence, the temporary recommendations from the WHO
(https://www.who.int/emergencies/diseases/novel-coronavirus-20196-28) and the technical
reports of the European Centre for Disease Prevention and Control (29-46) (ECDC)
(https://www.ecdc.europa.eu/en/coronavirus/guidance-and-technical-reppresr COVIIY (as of
30 June 2020) were taken into consideratiohastly, this guidance has been prepared considering
the evidence currently available about SARS-CoV-2 transmission (Harhaman transmission via
respiratory droplets or contact), and also contains some proactive guidelines congidiegilack of
evidence to exclude other transmission modes (airborne or after touching comded
environmental surfaces) (47). It should be noted that SARS-CoV-2 has been found indiagxtas
without any further information on how this finding is implicated in the modiéransmission The
virus can be transmitted from both asymptomatic and symptomatic infected peaplajell as from
a person that is infected even two days before showing symptoms.

The guidance provided in this document is basedhe current situation of the pandemic, and will
be revised as needed after considering the epidemiological situation.

2. Purpose

Cruise ships are semi-closed environments providing shared facilities for reaplen board the

ship. Since the beginning of the COVID-19 epidemic, outbreaks have been reported on bisard cru
ships affecting both passengers and crew. Unprecedented challenges were faced by both the cruise
ship industry, the public health authorities and all related sectors in dealing with cshige
evacuations and management of outbreaks of COVID-19. As on-going transnigssiarrently
reported in many countries worldwide and considering that several cases are asymptoimatic,
expected that both asymptomatic and symptomatic COVID-19 cases will most tkelyam board

2



cruise ships, as in similar touristic venues ashore. In addition to measuresl aimexcluding
infected persons from boarding a cruise ship, early detection and isolatiotheoffirst case,
disembarkation, and quarantine of close contddts facilities ashore are all essential elements for
effectively preventing future COVID-19 outbreaks on board cruise ships. Implementdtite
International Health Regulations 2005 provisions by both the competent authoritigsrtst and the

ship operators in regard to the availability of contingency plans at desigmaigd and on board
ships and core capacities for health measures application, are imperative to prevent CODVID-
outbreaks, as well as passengers and crew members from being stuck at sea in the future

The purpose of this document is to provide general guiddndeU/EEA MS and to cruise lines about
options for measures on travel and tourism that could be applied after liftimg restrictive
measures implemented in response to the COVID-19 pandemic

Public health risks for COVID-19 transmission are a new reality globallar $amitther holiday-
makers, for cruise passengers, those exist not only while travelling on board cruisgshiduring
the entire journey beginning from home to the cruise ship, including the sitesndarkation/
disembarkation, and at all destinations visited en raute

The current guidance provides a list of measures to reduce the risk for introduction of COVID-
onto the ship, transmission during cruise ship voyage, embarkation and disembarlkattbfurther
provides options for preparedness to respond to potential COVID-19 cases atraalers
(passengers and crew)

A strategy for reducing the risks for COVID-19 among cruise ship passengers and crewastasuld
the entire process, beginning at the time of booking and extending until pgesemand crew have
returned to their homes. National policies for accepting incoming tourists to drosters and to
board cruise ships at the turnaround ports should also be considered in cruise line plans.

It is suggested that a gradual approach to restarting cruise ship operations should sideced.
When resuming operations, cruise lines may initially consider using itinerariestairaduration
(e.g. 3 to 7 days) and to perhaps limit the number of port visits in the itinefidny.willingness and
capacity of countries included in the itinerary should be explored, and arrangements dh@iid
place to accept possible or confirmed COVID-19 cases disembarking from cruise ships,aas we
possible contacts and anyone else wishing to disembark.

2 A contact of a COVID-19 case is any person who had contact with|lB-C®V¥ase within a timeframe ranging from 48
hours before the onset of symptoms of the case to 14 days after tisetoof symptoms. If the case had no symptoms, a
contact person is defined as someone who had contact withcdse within a timeframe ranging from 48 hours before the
sample which led to confirmation was taken to 14 days after the sample was taken. Furtheenoaetact is defined as:

- a person who has stayed in the same cabin with a possible/confirmed COVID-19 case;

- a cabin steward who cleaned the cabin of a possible/confirmed COVID-19 case;

- a person who had fad®-face contact within two metres for more than 15 minutes, or physioatact, or unprotected
direct contact with infectious secretions of a COVID-19 case or wasciosed environment with a possible/confirmed
COVID-19 case for more than 15 minutes (for passengers this may ineldidépting in common activities on board or
ashore, participating in the same immediate travelling group, diaindpe same table; for crew members this may include
working together in close proximity in the same area of the ship or friends hawiegddace contact);

- a healthcare worker or other person providing care for a COVID-19w#keut recommended PPE or with a possible
breach of PPE



3. Essential prerequisites

According to the International Health Regulations (IHR) 2005, designated ports nusstthe
capacities to provide appropriate public health emergency response, by establishing and mivagntai
a public health emergency contingency plan. Interoperability of the port puleladtin emergency
contingency plan with the cruise ship contingency plan/outbreak management plan sbeuld
ensured.

For each cruise ship operating in the waters of an EU MS, a ship contingency plan/outbreak
management plan for responding to a COVID-19 event should be prepared by the mperaise

line and submitted to the competent authority of at least one of the ports of @akferably the

home port or another port which can provide sufficient facilities in the cruise shgrary), in order

to be reviewed and ensure interoperability with the port public health emergency conting@teny.

In particular, before cruise lines resume operations, competent authoritidhe EU MS and ship
operators should ensure that the following conditions are met and have beerafidisessed in this
cruise ship contingency plan/outbreak management plan:

3.1. Monitoring of epidemiological situation, rules and restrictions widkvide

Before starting journeys and throughout cruise ship operations, it is essential that éngse |
monitor the epidemiological situation worldwide and at the cruise ship destingfias well as

at the places of origin of incoming passengers and crew [+ K49 Country Overview
page: http://covid19-country-overviews.ecdc.europa.eu/#1 _introductjohis will help assess

the risk and adapt policies for screening and evaluating cruise ship passengers and crew
members from countries with a high incidence of COW®D-and furthermore to avoid
destinations in countries with a high incidence of COMDCruise lines should have access to
real-time information on the situation regarding borders, travel restrictions, traagblice,
public health measures and safety measures at the destination ports (48). The European
Commission has a dedicated website with an interactive map combiniogmafion from
Member States and the tourism and travel industry, which is available at
https://ec.europa.eu/info/live-work-travel-eu/health/coronavirus-response/travel-and-
transportation-during-coronavirus-pandemic_¢48).

3.2. Written contingency plan/outbreak management plan for COVID-

Each cruise ship should have in place a written contingency plan/outbreak management plan
for the prevention and control of possible cases of COVID-19 as described and in garagrap
5.1.2.

3.3. Arrangements for medical treatment and ambulance services

Before starting journeys, cruise ship operators should check and ensure with ports of call that, if
needed, arrangements can be made for passengers and crew members to receive medical
treatment (48) ashore (including possible air evacuation if needed). This sheutdearly



described in both written contingency plans of cruise ships and at tdasbe of the ports of
call (preferably the home port, with the possibil@falso using other ports during the voyage)

3.4. Arrangements for repatriation

Before starting journeys, cruise ship operators should ensure with ports along the route that, if
needed, repatriations and crew changes can be organised (48). It is suggested thalireegise
have in place repatriation plans for passengers and crew members, considering different
scenarios for partial or complete ship evacuation in the event of a COVID-19 outbregk. Cru
ships[ home ports (or at least one of the ports of call) should have airpopsrating
international flights allowing repatriatiomf passengers and crew as necessalyiteria for
allowing repatriation and air travel based on exposure to COVID-19 cases and laboratdsy resul
of passengers and crew should also be considered in the planning process diyntpetent
authorities at ports and the cruise ship operator. In addition, airline public heallicigs and
public health policies of home countries should be considered in planoingepatriation
processes

3.5. Arrangements for quarantine of close contacts (exposed passengersew
members with negativeRT-PCR test results for SARS-CoV-2)

Before starting journeys, arrangements should be made between the cruise line anccéte lo
authorities of the home port (or at least one of the ports of call) for quaradtfaeilities and
procedures to be followed for close contacts. The facilities should be agreed upbprean
specified (e.g. hotels), as well as the cost recovery for the health measuresrienéion.
Residents of the country of disembarkation could be quarantined at home, accdadiogal

rules and procedures. Transport plans and hygiene protocols should be included in the
contingency plan of the port, as well as the cruise ship contingency plan/outbreak nmaeage
plan.

The procedures for management of close contacts can be found in the EU HEALTHY GATEWAYS
Interim advice for ship operators for preparedness and response to the outbreak of COVID-19,
available athttps://www.healthygateways.eu/Novel-coronavirus

Close contacts that have been exposed to a confirmed case of COVID-19 should disembark as
soon as possible, and be quarantined and monitored (self-monitored or othemdcording to

the country procedures) for a period of 14 days in quarantine facilities ashorerdbiff
scenarios with the expected numbers of persons to be quarantined should be consateted
included in the planning and arrangements

% Quarantine: the restriction of activities and/or separation from othefsuaspect persons who are not ill or of suspect
baggage, containers, conveyances or goods in such a manner asevenp the possible spread of infection or
contamination.



3.6. Arrangements for isolation of asymptomatic/ pre-symptomatic travetke
(passengers or crew members with positi®RFPCR test resultior SARS-CoV)}2

Before starting journeys, arrangements should be made between the cruise line anccéthe lo
authorities of the home port (or at least one of the ports of call) for isol4timocedures and
facilities br asymptomatic/ pre-symptomatic infected travellers (persons with posiRCR

test results for SARS-CoV-2). The facilities should be pre-specified (e.g. hospitad3, astel
should the cost recovery for the health measure implementation. Any person who has tested
positive for SARS-CoV-2 should disembark as soon as possible atel isod facility ashore

and monitored until the ECDC criteria for discharge are met @ifferent scenarios with the
expected number of persons to be isolated should be considered and included jfatiméng

and arrangements made between the cruise line and the local authority.

3.7.Adequate testing capacity for SARS-CoV-2 infection on board or in c@bjoer
with shore-based laboratories

Before starting journeys, arrangements should be made to ensure that cruise ships have
adequate laboratory testing capacity for SARS-CoV-2 on board or througlyemmants with
shore side laboratories, to be used when a passenger or crew member is suspectedgof bei
infected (48). Arrangements should be made between the cruise line and laboratorieg dshor
ensure thatRFPCR tests can be organised and conducted ashdeglical staff should be
trained in sample collection and the field laboratory testing performance on btyeadruise

ship would need to be verified, with their routine use quality assured inrdecme with
national regulations and international professional standards for medical laboratovjcesr

The ECDC guidelines for cliniedo ]u eollection and testing should be followed (50).

3.8. Traning of crew about COVID-19

All persons intending to work on board (ship officers, crew members) as well as axtern
contractors who interact with passengers or crew on board or ashore should etniphining
about COVIDY, as described in paragraph 5.1.1. For external contractors, this training enay b
conducted internally, or they may be supplied with written guidance describingythgtoms

and requesting them to report symptoms, perform hand hygiene frequently, praphgsical
distancing and wear face masks.

Regular table-top exercises or drills should be conducted (e.g. before resupgngtions and
thereafter on a monthly basis) to test training of all staff on procedures related to preventio
surveillance and response to CIDMY, response time, department cooperation, procedures
and equipment. A drill/table-top exercise normally includes participastrirctions, scenario
and evaluation tools.

* Isolation: separation of ill or contaminated persons or affected bgggcontainers, conveyances, goods or postal parcels
from others in such a manner as to prevent the spread of infection or contamination.



3.9. Commitment for immediate reporting to the next port of call of any psible case

An essential pre-requisite for resuming cruise ship operations is the immediate repoftany
possible case of infection, including possib@OVIDE9 cases, to the next port of call by
submitting the Maritime Declaration of Health (MDIEgarly detection and immediate reporting

are key factors for preventing outbreaks of COVID-19 on board ships. Before cruise ship
operations begin, all involved parties (National Single Window, ship agents, partcstatrol
authorities, and health authorities at all levelsiust ensure that written and clearly defined
procedures are agreed upon and implemented for immediate reporting throughvibéd of

any possible case of infection, to the health authority at the next port of call.

Any previous practice/policies for reporting of Influenza-Like lliness (ILI) aggtetgtte at the
end of voyages should be stopped. This approach should be replaced by dotikatg for any
person on board meeting the definition of a possible COMBase, immediately reporting to
the next port of call, and activating a ship contingency plan/outbreak managemantfot
management of the case and contacts.

It is suggested that EU MS competent authorities at the port level use the SHIPSAN Information
System (SIS) to record health measures taken in response to possible omedn@§OVI9

cases on board cruise ships parallel, the authorities at central level must always be informed

by the authorities at a local level

3.10. Estimation of the maximum number of passengers and crew on boardse
ships

Cruise ship operators should reduce the number of passengers and crew on board te ensur
that measures related to physical distancing on board ships can be maintainddthan
temporary isolation and quarantine of passengers and crew can take place iradliyidu
cabins

When estimating the maximum number of passengers and crew on board excepeffisuming
physical distancing cruise ship operators are advised to ensure they are abtlividually and
temporarily isolate or quarantine (in a single cabin) possible COVID-19 casastsont

X 5% of passengers and 5% of crew on board (until disembarkation and
guarantine/isolation according to the contingency plan/outbreak managdnpéan will
take place), for ships where it will not be possible to disembark crewpasdengers
who need to be quarantined or isolated within 24 hours from detection of tr&t fi
possible COVID-19 case, according to the ship contingency plan/outbreak management
plan.

® Possible case: any person with at least one of the following ®ym cough, fever, shortness of breath, sudden onset of
anosmia, ageusia or dysgeusia. Additional less specific symptomsnoiagtei headache, chills, muscle pain, fatigue,
vomiting and/or diarrhoea (source: Case definition for coronavirusadise2019 (COVID-19), as of 29 May 2020.
https://www.ecdc.europa.eu/en/covid-19/surveillance/case-definition).



x 1% of passengers and 1% of crew for ships where it will be possible to disembark crew
and passengers who need to be quarantined or isolated within 24 hours from detectio
of the first possible COVID-19 case.

These proportions apply only to the initial phase of restarting operaticansd will be re-
considered and revised as appropriate depending on the epidemiological situatiaeoivo,
as far as possible, it is advised that the maximum number of crew members livimg $ame
cabin should be two persons.

Consideration should be given to embarking a sufficient number of critical stalffoard, in
order to respect and maintain the Minimum Safe Manning requirements in dageC®VID-19
outbreak on board.

3.11. Focused inspection on COVID-19 prevention and control for resuromigse ship
voyages by EU HEALTHY GATEWAYS

EU HEALTHY GATEWAYS will support the competent health authorlBEsMSto perform
focused inspections on board each cruise ship and ashore, and review procedures and written
plans of each cruise ship and cruise line, to ensure that the below mentioned measures are met
by both the cruise ship operator and the port authoritfhe EU HEALTHY GATEWAYS joint
action will support the inspections by providing:checklist based on the advice document;
training of inspectors working at local authorities (through webinars); scheglatian EU level

to avoid duplication of inspections; and the EU database to record inspectionfmspeetions

will be scheduled in cooperation with the companies and the competent authorities. hatill

be necessary to conduct the inspection before starting the cruise ship operations. Thiseoul
arranged at any date and at any port, in agreement with the company and the inspectors.

4. Options for measures to prevent COVID-19 infectious

passengers from starting holidays
4.1. Exclusion policy

Cruise lines should develop an exclusion policy with regard to CO®VHER inform the
travelling public about the policy through their travel agents, travel companiegsise line
operators and other businesses operating in the tourism se¢iarmonisation of this policy in
the cruise industry, or consistent wording would facilitate acceptance and understanglitg b
public. Symptomatic and potentially exposed passengers should be discouraged froimtgavel
as is in place for air travel. In this respect, any person experiencing symptoms daoenpaitin
COVID-19, or if identified, anyone who has been in contact during the 4asiays with a
confirmed case of COVILY; or anyone who is tested positive for SARS-ZoYRTPCR would
not be accepted on board cruise ships



4.2.High risk groups

As long as the pandemic contirgjspecial precautions may be applied to passengers and crew
belonging to high risk groups. Passengers in high risk groups inchebpte over65 years of

age or people of any age with underlying medical conditions (chronasks including
cardiovascular disease, diabetes, respiratory diseases and immunocompromisedugldjvi
should be advised to visit a doctor for pre-travel medical consultation to assess drihéiy to
travel. Activities and services on board cruise ships coulorganized according to age group,

so that older individuals are separated from other age groups. Crew memberghinrisk
groups could work in positions where there is little or no interaction witheo individuals
Moreover, advanced respiratory protection may be used specifically by crew members
belonging to vulnerable groups.

4.3. Exclusion policy information

Cruise line operators and tour operators should provide all relevant informadimout the
exclusion policy, as well as any pre-requisites and country spec#é& oul their websites and
electronic reservation systemideally, it should be obligatory to read the information in order

to complete the reservation. These materials should be available in the national languag
English and, where needed, other languages based on the most common langualgss rfofi

the passengers travelling on the respective cruise ship. Moreover, relevant informatitthbeu
shared directly with passengers via email, text message, mail, website or other means of
communication.

. Preparedness for responding to COVID-19 events on board

cruise ships

5.1.General principles
5.1.1. Information, education and communication

Communication strategy and training plans

A communication strategy should be designed and implemented targeting the travelling
public and the crew, defining the messages, the appropriate communication smaad
timing. The communication plan should cover processes related to ticketing, at pre-arrival, at
the terminal, on board, as well alsd procedures in case of a COVID-19 event.

Each cruise ship operator should design a training plan for their employeesggittar and
on-going training. For example, a short webinar covering the topics listedeirfollowing
paragraph could be conducted

Training content for crew

Cruise line operators should provide training and instructions to their crew ragattie
recognition of the signs and symptoms compatible with COVID-19. Attentiondsbewgiven
to crew well-being.



Cruise line crew should be reminded of the procedures that should be followed when a
passenger or a crew member displays signs and symptoms indicative of C®\HBch
member of the crew should be trained in their role and responsibilities to img@iem
measures as per the contingency plan/outbreak management.fdlais suggested that
training takes place every 30 days.

Crew should also be instructed that if they develop symptoms compatible withDEI3VI

they should not come to work. If symptoms develop while working, the creauldh
immediately self-isolate, wear appropriate personal protective equipment (BRE)nform

their designated supervisor/manager and medical crew immediately. Symptoms should be
reported for both themselves and other crew members or passengers, if noted.

The cruise ship operator should also reassure crew that those who report symptoms and are
unable to work will continue to be paid.

Cruise line operators should also provide training and instructions to crew raggutisical
distancing measures, managing crowds, use of PPE, as well as protocols for cheaning
disinfection.

Crew who visit or stayn local areas at the various destinations should be informed in a
timely manner about any nationalr local preventive measures or laws established by local
or national public health authorities regarding COVID-19.

Medical crew on board should be trained in appropriate sample collection dssvetorage
and transport of the samples.

Information and communication to passengers

Cruise lines, travel companies and travel agencies should provide relevant pre-travel
information about mitigating the risk of COVID-19 infection to their passeraymtscrew as

a part of their travel information. In this context, information regarding the symptafns
COVID-19, the associated health risks especially for vulnerable groups, and theiogor

of preventive measures should be provided together with bookifigssupporton board
preventive measures, cruise lines may share details of recommended personal hygiene items
to carry during their travel from home and during their time on board the ship @cohol-

based hand rub solution, PPE etc.).

Companies and travel agencies should inform travellers that they may be refused baarding
they have symptoms which are compatible with COVID-19, have had positive RT-PCR test
results for SARS-C@er have been exposed to a COVID-19 confirmed case, as per the
company[ «exclusion policyThe ticketing process should include information regarding the
latest health and safety considerations, including those posed by COVID-19. Dhaing
ticketing process passengers should be informed about eligibility requirements.
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Content of information and communication messages to crew and passengers

Before travelling, and, if applicable, regularly during the voyage, informaticuld be
provided to passengers and crew members (e.g. through electronic posters, recorded
messages etc.). The information should include:

X

boarding screening measures where applied;

any requirements for COVID-19 testing prior to travel/embarkation;

symptoms compatible with COVID®; including sudden onset of at least one of the
following: newly developed cough, fever, shortness of breath, sudden loss of
taste/smell;

likelihood of being denied boarding if they have developed symptomsee been

in contact during the last 14 days with a COVID-19 patient;

advice on the risk of travelling for all individuals with chronic diseases
(cardiovascular disease, diabetes, respiratory diseases) and immunocompromised
individuals;

recommendation for passengers ovéb years of age to consult with their medical
care provider to obtain advice on their ability to travel;

hygiene measures: hand washing with soap and water or hand hygiene witlollcoh
based hand rub solution (containing at least 60% ethanol or 70% isopstpan
respiratory (coughing and sneezing) etiquette, disposal of used tissues, physical
distancing (including the elimination of handshaking), use of face masks, avoidin
touching the nose, eyes and mouth without previously washing hands (38) etc.;
actions to take in case COVID-19 compatible symptoms develop;

rules and health measures implemented on board cruise ships at the destination
(e.g. physical distancing, use of face magksedical mask if available or non-

u ] a@oMmmunity_ u Y Ildisembarkatiod

the need to immediately report to cruise ship crew if they develop respiratory
symptoms during travel, including means of reporting to crew (e.g. providing
dedicated number or location to contact), crew will then inform the designated
officer for the contingency plan/outbreak management plan implementation;

the need to self-isolate and seek immediate medical care (including how to see
medical care) if developing fever, cough, difficulty breathing, sudden loss of
taste/smell, and to share previous travel history with the health care provider.

6 Medical face mask (also known as surgical or procedure masigdical device covering the mouth, nose and chin ensuring a barrier
that limits the transition of an infective agent between the haapstaff and the patient. They are used by healthcare workers tegme
large respiratory droplets and splashes from reaching the mouththe nose of the wearer and help reduce and/or control at the seurc
the spread of large respiratory droplets from the person wearingfdte mask. Medical face mask comply with requirements defimed
European Standard EN 14683:2014.

Non-medical face masks-} E ~ }uupv]S$ C includelvaridus forms of self-made or commercial masks erdawers made of cloth,

other textiles or other materials such as paper. They are not stalildt and are not intended for use in healthcare settings or by
healthcare professionals (European Centre for Disease Prewmeatid Control. Using face masks in the community. Stockholm: ECDC;

2020.)https://www.ecdc.europa.eu/sites/default/files/documents/COV I¥-useface-masks-community. pdf
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5.1.2. Contingency planning on board

Operators of cruise ships should have in place written contingency plan/outbreak
management plans for the prevention and control of COY®0ransmission on board the
ship. For the implementation and execution of the written plan, one dedicated
position/named individual/coordinator (e.g. a ship officer with alternate) or an outbreak
management committee should be appointed, who will be designatetenwritten plan. It
is good practice to have a dedicated Public Health Officer or ralep&rson who will

}}JE Jv 8§ s§Z £ us]iv }( sz Ju% VC[e Jv( 3]}V %o ®&hA v3]}v
contingency plan/outbreak management plan should include the followswapplicable

OX WE A v3]A u <pE -

Physical distancing

Personal hygiene rules

PPE use

Health monitoring of symptoms for cruise ship crew, and when applicable passengers

through daily contactless temperature measurements and record keeping

X Procedures for responding to a -possible case (temporary isolation, arranggeroen
medical examination and laboratory testing)

X Standard Operating Procedures (SOP) for cleaning and disinfection coveringalbtyp

surfaces and materials, defining the disinfectants and the methods to be used

SOP for laundry of linen and clothing

SOP for cleaning and disinfection of body fluid spills in the environment

Food safety management (e.g. dining and food service arrangements)

Potable water safety management

Recreational water safety management

Ventilation of indoor areas

Communication plan including reporting public health events to the competent

authorities

x Data management of health and screening documents (e.g. Passenger/Crew Locator

Forms, Maritime Declaration of Health)

X X X X

X X X X X X X

2 Mleasures for response and management of a possible case AOVID-

Isolation/quarantine plan of the possible case and their close contacts
Collaboration with the national competent authorities for contact tracing, quarantine of
contacts and isolation of cases

x Cleaning and disinfection procedures of contaminated spaces, objects and equipment
(daily and final cleaning and disinfection)

x Communication strategy for informing the contacts of a confirmed COVID-19 case
among the passengers/crew, retrospectively

12
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5.1.3. Supplies and equipment

Adequate medical supplies and equipment should be available on board cruise ships to
respond to a case or an outbreak. Adequate supplies of disinfectants and hand hygiene
supplies should be carried on board cruise ships and also made available at the
embarkation facilitiesSupplies of PPE including gloves, long-sleeved impermeable gowns,
goggles or face shid, medical face masks and filtering face-piece (FFP) respirators
(prioritized for use duringerosol generating procedures) should also be carried on hoard

An adequate supply of RT-PCR diagnostic panel test kits and equipment for collecting
specimens to be tested at ashore facilities or on board should be available.

Adequate supplies of PPE for use by passengers and crew should also li@eagadase

see Annex 1)

Further recommendations for the type of PPE required according to the job positidn
the setting can be found heréttps://www.healthygateways.eu/Novel-coronavirus

Further details about supplies specific to COVID-19 can be found at:
https://www.who.int/emergencies/diseases/novel-coronavirus-2019/technicaldguace
(please see disease commodity package).

Additional medical crew should be considered to be available on board ufreelj(e.qg.
based on passenger load/demographics etc.) in order to support surveillance gtestih
case management.

6. Options for measures to prevent COVID-19 infectious
travellers (passengers and crew) from boarding cruise
ships

Pre-boarding screening aims at assessing the presence of symptoms and/or the exjposur
COVID-19 cases of arriving travellers. Travellers identified as exposed to or plgtential
infected with COVID-19 will be quarantined or isolated and treated, respectively

Pre-boarding screening can identify symptomatic travellers and those who trutifedhare

their past exposure. Screening measures may not identify mild symptoms, asymptomatic,
incubating travellers or those concealing symptoms (e.g. by using anigs)rdb254).
Those travellers may not be detected and therefore may still board the ship

Pre-boarding screening measures are generally conducted as a two-step process: primary
screening and secondary screening (57, B8)mary screening normally includes an initial
assessment by personnel, who may not be public health or medically trained. This may
include observing travellers for any signs of infectious disease and checking thgir bod
temperature. This can be supported by completion of a health screening questionnaire on
the day of departure, asking about the presence of relevant symptoms and/or exposure to
any COVID-19 cases. An example pre-boarding health declaration questionmaataded

in Annex 2 Where feasible, the use of electronic questionnaires is preferable to hard copy
gquestionnaires, in order to help minimise crew contaRequirements under the General
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Data Protection LegislatioflGDPR must be followed for any personal data collected from
individuals, in hard copy or electronically.

Travellers who have COVID-19 compatible signs or symptoms, or have beetigligten
exposed to SARS-CoV-2, should be referred to secondary screening. Secondary screening
should be carried out by personnel with public health or medical training. It includes an
depth interview, a focused medical (and if necessary laboratory) examination, andradsec
temperature measurement (56). Possible cases should not be allowed to embark, and a
decision about allowing embarkation should be taken after considering the labgrat
results, the symptoms and exposure. A standard policy should be implemented for denial of
boarding to any exposed or symptomatic possible case among passengers and crew.

As an additional layer of measures applied, cruise lines could consider perfdaiangtory
molecular testing for SARS-CoV-2 to all incoming passengers, ideally hmdoding to start

a cruise. When the laboratory results become available, and if positive results are found,
then the contingency plan/outbreak management plan for management of cases available
on board should be activated and implemented.

However, laboratory testing should not give a false sense of security, since sebhasl
limitations: a) it cannot detect travellers with incubating infection, b) negative test results
can be confounded by the stage of infection and the amount of viral RNAnicatli
specimens collected;) the diagnostic sensitivity is related with the characteristics ofRffe

PCR or equivalent test, d) the sensitivity is related with quality/adequacy of specimen
sampling and specimen transport and storage conditions before testing e) practicalities
arising due to large number of specimens collected and the availability of laborattsy tes

Pooling of five samples from asymptomatic persons per pool before RikgEton and RT-
PCR amplification could be considered (according to guidance providedrftemaitional

organizations) after proper validation in the laboratory. This can increase testjpacity
with existing equipment. If there is a positive result from a pooled sample, RERCR
needs to be repeated for the individual samples within this pool, to identify rifiecied

person(s), thus potentially substantially reducing the number of tests needed (51)

Testing passengers for antibodies as a condition for boarding ships is nott®appy the
current scientific knowledge. There are uncertainties about the immune response to SARS-
CoV-2 (e.g. duration of human antibodies), as well as the performance of dvaifsrific
antibody testing methods (laboratory based and pairfiteare); therefore, antibody tests
cannot be used at this point for inclusion or exclusion of passengers. However, passengers or
crew members that have recently recovered from COVID-19 and the ECDC criteria for
discharge have been met, may avoid measures sudRFRCR test for SARS-CoV-2. ECDC
guidance for discharge and ending isolation in the context of widespread community
transmission of COVID-19 can be found here:
https://www.ecdc.europa.eu/sites/default/files/documents/covi@9-guidance-discharge-
and-ending-isolation-first%20update.pdf
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7. Measures for preventing and limiting transmission of

COVID-19 on board cruise ships
7.1. Health monitoring and laboratory testing

Routine on board health monitoring for all crew can help with early dé&iecof
symptomatic COVID-19 cases. Daily contactless temperature measurement and immediately
reporting to supervisors of any mild or severe symptoms compatible with COVIEDeE9

high importance. Any crew with a temperature at or ab@&&C should immediately self-
isolate, be provided with appropriate PPE and inform their designated supemignager

and medical crew. Salaries should continue to be paid in these cases. In the &went o
possible COVID-19 case on board, the frequency of contactless temperature measurement
of crew may be increased (e.g. to twice per day). However, body temperature measurement
should be considered as an additional layer of measures applied, which has its own
limitations: not all COVID-19 cases will have fever; incubating patients wigk@sent with

fever and fever can be masked with antipyretics.

Before resuming operations, cruise lines should perform laboratory molecular testing for
SARS-Co¥to all crew members that are already on board the cruise ships, as well as to th
incoming crew members (new employments or crew returning to the ship from home)leav

If positive results are found, then the contingency plan/outbreak management plan for
management of cases available on board should be activated and implemented, as described

in the EU HEALTHY GATEWAYS advicdh] (}E *Z]% }% E 3}Ee+ (}E % E %o
response to the outbreak of COVIis_  available here
https://www.healthygateways.eu/Novel-coronavirus

In addition to this, periodic testinfpr SARS-CoV-2 can be conducted for all crew members at
regular intervals (e.g. every two weeks) using the pool sample methods dsbcirib
paragraph 6. This practice should be considered as an additional layer of measures applied,
and should not create a false sense of security. Other control measures should be
implemented in addition to laboratory testing (e.g. hand hygiene, @ayslistancing, PPE,
cleaning and disinfection etc.).

Daily contactless temperature measures for all passengers may also be conducted to
support early detection of symptomatic COVID-19 cases. Any passenger with a temperature
at or above38°C should immediately self-isolate, report symptoms to medical staff for
further evaluation and be provided with appropriate PPE. In the event afsailple COVID-

19 case on board, the frequency of contactless temperature measurement may be increased
(e.g. to twice per day).

7.2.Protecting vulnerable groups

Efforts should be made to protect passengers and crew that belong to vulnerablesgroup
(see paragraph 4.2). For example, crew belonging to vulnerable groups coaksigeed
responsibilities that have no direct interaction with passengers if this is feasiblas Ifot
feasible, advanced respiratory protection could be used for daily work activities
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Consideration should be given to passengers requiring assistance, and those with reduced
mobility.

7.3.Limiting interaction

In order to limit interaction among passengers, among crew, and betweew and
passengers, it may be possible to divide passengers and crew into cohorts with agigropri
numbers of people. Each group could be given scheduled times forstrwite, embarking

and disembarking and participating in some board activities If it is not possible to
maintain separate cohorts/groups on board, cohorts/groups should be maintdareshore
based activities. Interaction between each cohort should be avoided as much ablgossi
This will help in the management ohy potential COVID-19 case and their contacts, and
should help to limit the number of exposed persons, as well as tracing possible close
contacts

This is particularly importanfior crew members where physical distancing and interaction
cannot be avoided in the work place.

In case cohorts cannot be guaranteed because of operational constraints, operators should
implement ad hoc risk mitigation measures.

All crew designated to work with identified possible/confirmed COVID-19 cases should
ideally have cabins in similar locations and dine together as a group, winaises their
traversal of the ship through common areas.

7.4.Physical distancing

Physical distancing of at least 1.5 metfer otherwise as per national/local health authority
requirements of the home port or the port of call) should be maintained at waiting areas and
during boarding at transport stations, by adopting special markings anttotled entry
measures. When physical distancing cannot be maintained, the use of face masks should be
required.

Cruise ship crew could oversee the process and compliance with physical distancing
measures. Operating procedures could be implemented to control the flow of passengers.
Moreover, to decrease crowding and support physical distancing, outdoor spaukes b
utilized for group events and procedures like muster drills could be staggered.

Special floor markings could be considered at all possible traveller congpsiius, such as
ticket offices, passenger services, bars, restaurants, shops, entertainment areas and shared
toilets to ensure physical distance is maintained.

If appropriate physical distancing cannot be guaranteed, the use of protective transparent
(e.g. glass or plastic) panels should be considered at places such as reception areas, at bars
and restaurants.
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Each port terminal should conduct an initial assessment and identify the areas where
passengers and crew queue in order to implement measures ensuring physical digtancin
including signage, audio announcements, floor markings, directional arrows faelléav
flows and management by crew. This should include outdoor sunshades where travellers
gather during the summer months to await boarding. During embarkation/disembarkati
several gangways should be used if possible to avoid crowding of passengers.

Where there are permanent non-moving seats either indoors or outdoors, there should be
special markings on where a passenger is and is not allowed to sit, in order ttaimain
physical distance.

7.5.Personal hygiene measures

Good hand hygiene should be maintained, with frequent and thorough hand washing
conducted by passengers and crew using soap and water. If hands are not visibly soiled, then
alcohol-based hand rub solutions may be used (these should contain at least 6886l ath

70% isopropanol). The use of gloves should not replace good hanenbygjloves can
provide a false sense of security.

Stations with alcohol-based hand rub solutions (containing at least 60% attloan’0%
isopropanol) should be available at all entrances/gangways to the ship and in other areas
such as crew/work areas, check-in areas, entertainment venues, casinos, bars and
restaurants.

Cruise ship operators should provide information to passengers and cruisersiipon
hand hygiene related issues, and where necessary the appropriate facilities ampaneqti
(59)

- Hand washing techniques (use of soap and water, rubbing hands for at least 20 seconds
etc.)

- When hand washing is essential (frequent and meticulous hand washing must be
performed and can be done for example before boarding and after disembarkation
after assisting an ill traveller or after contact with environmental surfaces they may have
contaminated, prior to eating/drinking, after using restrooms etc.)

- When hand rubbing with an alcohol-based solution can be used, instead of hand
washing and how this can be performed

- Respiratory etiquette during coughing and sneezing with disposable tissues or clothing

- Avoid touching with hands the eyes, nose or mouth

- Appropriate waste disposal

- Use of face masks (medical masks andmon-] 0 Z }uupv]SC[ u elee

- Avoiding close contact with people suffering from acute respiratory infections

7.6. Respiratory etiquette

Respiratory etiquette should be advised: the nose and mouth should be covered with
disposable paper tissues when sneezing or coughing and then the tissue shalidgpdsed
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of immediately in a no touch bin, followed by meticulous hand hygiene using water and soap
or an alcohol-based hand rub solution. It is important to have relesapplies available in
different areas around the cruise ship (e.g. tissues or paper towels and disposalgle, giov
touch bins etc.). If disposable paper tissues are not available, coughsmgezing into the
elbow is recommended.

Information about respiratory etiquette should be provided to passengersre@rded
communications, leaflets, infographics, electronic posters etc.

7.7.Preventing droplet transmission by the use of face masks

Face masks (medical masks, or if not available non] aofmmunity_masks) should be
used at the terminal stations and on board cruise ships while indoors by cruisereiimnd
passengers, as described in AnneXflhe passenger does not arrive with their own face
mask, face masks could be made available for passengers at the terminal. Add?iRibal
could be provided upon request on board the ship.

Information about the correct use of face masks should be provided to passengers wda audi
messages, leaflets, TV, infographics, websteslectronic posters etc. and at the terminal
stations Further advice for the use of face masks in the community is available in Annex 1
and from the following:

x ECDChttps://www.ecdc.europa.eu/en/publications-data/using-face-masks-
community-reducing-covid9-transmission

X  WHO: https://www.who.int/publications/i/item/advice-on-the-useef-masksim-the-
community-during-home-care-anid-healthcare-settingsa-the-contextof-the-
novel-coronavirus-(2019-ncov)-outbreak

x EU HEALTHY GATEWAYS joint actiips://www.healthygateways.eu/Novel-
coronavirus

7.8. Adequate ventilation

The following recommendations are baséd $Z Pul] v W ~, 8]vPU A v3]o §’
air-conditioning systems in the context of COMID- (available here:
https://www.ecdc.europa.eu/en/publications-data/heating-ventilation-air-conditing-

systems-covid9) and}v §Z Z ,s Ppu] v W éralefaniijuseuilding services in

order to prevent the spread of the coronavirus disease (COVID-19) virus (SARS+CoV-2) i
AYEI1%o0 « X

The ventilation of all occupied spaces of the ship should operate continuously; the
ventilation rate should be such as to provide as much outside air as posHideuse of
timers or CO2 detectors that control the ventilation rate (demand-control ventilatioodlsh

be avoided. The minimum required air changes per hour for each space on the ship should
be respected, and if possible, the air changes per hour should be further increased in order
to reduce the risk of transmission. When possible, direct air flow should be diverted from
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groups of passengers. Exhaust fans of bathrooms should be functional and operate
continuously.

All of the air handling units (AHUs) should be switched from recirculation to 100% outside air
by closing the recirculation dampers (via the Building Management System or manually
whenever possible. In case it is not possible to completely stop the recireulatithe air,

the ship should explore improving air filtration as much as possible and ttPA filters or
Ultraviolet Germicidal Irradiation (UVGI).

In case any of the AHUs have heat recovery equipment (such as enthalpy wheels or plate
heat exchangers), they should be inspected in order to ensure that leakages between the
supply and the exhaust air is avoided.

All maintenance works related to the HVAC system, including changing the central outdoo
air and extract air filters should be condadtaccording to the usual maintenance schedule.
Duct cleaning should be avoided during the COVID-19 pandemic. Regular filter replacement
and maintenance work shall be performed with common protective measures ingludin
adequate PPE. The medical facilities as well as the designated isolation spaces, should be
connected to separate , h [ «If aerosol-generating procedures are performed in the medical
facilities of the ship, then the area should be under negative pressure and achieve at least 10
air changes per hour. The return air from the medical facilities and the isolatiacespa
should be either be HEPA-filtered or exhausted to the outside.

7.9. Cleaning and disinfection

Enhanced cleaning and disinfection should be implemented in accordance with the EU
HEALTHY d t z» Pu] v }v “AuPP ¢§ % E} pE  (}E o v]vP v
ships during the COVID-19 pandemic (Version 2ilid17iTie_ v &1 &¢reased
frequency in shared public areas/facilities (dining rooms, entertainment venues etc.) and for
surfaces that are frequently touched by crew and passengers (e.g. handrails, elevator
buttons). Other items that are frequently touched in common areas such as
magazines/brochures, should be removed and information provided in alternatbes,
including through announcements, additional signage or directly to malsVices. Special
protocols for cleaning and disinfection should be implemented after a possildenfirmed
COVID-19 case has been identified on board. There should be adequate PPE for thg cleani
crew available on board (e.g. gloves, face masks, gowns).

EU HEALTHY GATEWAYS guidance produced on suggested procedures for cleaning and
disinfection of ships during the pandemic of COVID-19 (VERSION 2 - 20M4¢201 be

found here:
https://www.healthygateways.eu/Portals/0/plcdocs/EU_HEALTHY GATEWAYS COVID-

19 Cleaning_Disinfection_ships 21 4 2020 F.pdf?ver=0821-154731-953

This document includes advice about specifications for the training of cleaning creveand u
of PPE, information about the cleaning equipment and materials to be used, and a summary
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of antimicrobial agents effective against coronaviruses. It further outlines suggested
procedures for cleaning and disinfection for different areas of the ships.

7.10. Special considerations for cabins

Between check out and check in, all cabins should be thoroughly cleaned and adgquatel
ventilated (for at least one hour after cleaning and disinfection, and before nigvet
passenges enter). It is advised that any item that cannot be cleaned and disinfected
between cabin occupancies should be removed from the cabin (e.g. shared multiple use
items such as menus, magazines and other objects that cannot be disinfected, coffee or tea
packaging, mini bar products etc.).

Moreover, it is recommended to remove coffee machines, kettles, and all mimrbducts

from the cabin, unless these products are offered from a dispenser or can be disinfected
between occupanciedt is preferable that the above devices or mini bar products be made
available upora %o ¢+ v Pre@ugst, so that their disinfection is ensured. The mini bar can
be used as a refrigerator by passengers and should be disinfected after each check out.

A disposable cover should be placed on the TV and the air-conditicenimgte controls to
facilitate proper disinfection, unless these items can be easily and adequately cleaned and
disinfected.

All types of surfaces and materials which may be touched, including textile surfaces (e.g
sofas, cushions, rugs, furniture, wallpaper) should be cleaned between occupancies.

During occupancy of a cabin by the same passenger/passengers, clothing and towels shoul
Z vP M %o}V %o oo VP E[e E <h 85 JE E}US]v oCU ps ]88 ]+
changes are made less frequent than normal (e.g. avoid changing of towels twice daily).

For natural ventilation of spaces, doors and windows (if applicable) should be opened daily.

It is recommended that individual alcohol-based hand rub solutions are placed in each cabin,
which passengers can carry with them when moving outside of the cabin.

Specific advice for cleaning and disinfection of affected cabins is given EIXHeEALTHY
GATEWAYS guidance on suggested procedures for cleaning and disinfection of ships durin
the pandemic of COVID-19 (VERSION 2 - 20/04/2020), available here:
https://www.healthygateways.eu/Portals/O/plcdocs/EU_HEALTHY GATEWAYS COVID-

19 Cleaning_Disinfection_ships 21 4 2020 F.pdf?ver=0820-154731-953

7.11. Food safety rules

Food hygiene rules must be strictly followed as described in Hgropean Manual for
Hygiene Standards and Communicable Disease Surveillance on passenger stip§o o
here: http://www.shipsan.eu/Home/EuropeanManual.aspx The additional special
provisions for preventing COVID-19 in food service areas and food operations $ould
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described in a written plan, and crew should be trained on the procedures based on their
specific duties.

During food loading and storage, precautions such as physical distancingf B&E and
hand hygiene should be applied. Crew should be reminded to avoid contact withtjadiie
contaminated items/surfaces (e.g. packaging, invoices, products, equipment) and themn tou
their face, nose, mouth etc. Where necessary, external packaging may be disinfected or
removed to avoid any potential contamination of environmental surfaces on birdhip

food areas.

It is recommended that self-service food operations are avoided, and if this is notléeasib
these facilities can operate only if additional specific hygiene management precsudie
implemented as described in the following paragraphs. It is preferable thatifodelivered

by crew to passengers in closed packages or wrapped when it is delivered.

Disposable salt, pepper and other relevant containers should be used unless these
containers can be disinfected between usé&utlery, plates, trays, napkins, soft drinks,
straws etc. should be handed by crew to the passengers; the passengers should not collect
these items themselves.

Physical distance should be maintained by travellers at all food service areas nipd@udi

carte restaurants, specialty restaurants, service areas/breakfast areas, indoor and outdoor
bars etc. It is recommended to limit food service provided in public areas oshipe It is

also recommendd that only persons staying in the same cabin and/or persons from the
same household or same travelling unit dine at the same table. A distaricé afietres (or
otherwise as per national/local health authority requirements of the home port or the port
of call) between chairs of different tables should be maintained.

It is also recommended that crew and passengers are dividea cohorts (designated
groups) and are served fooat different times to limit interactions. In addition, limiting
seating capacities in dining areas or using reservations to control passenger croletdbecou
implemented. The duration that restaurants are open could be extended to allow the
rotating attendance of passengers in cohorts. The frequency of food service could also be
increased to limit crowding and ensure physical distan@mgaintained.

Special care should be taken to keep physical distancésahetres (or otherwise as per
national/local health authority requirements of the home port or the port of caftf)oag
crew working in the galley or other food areas.

Any person entering/working in the galley should wash their hands and wear a face mask
(see Annex 1). Only food handlers should be allowed to enter the galley. In cases (&siy.
maintenance staff) must enter the galley, they should perform hand hygiene and be
provided with the appropriate PPE (medical mask, hair covering, apron etc.), witidie
available at the entrance of the galley.
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Passengers should disinfect their hands (with an alcohol-based hand rub splugion
entering and exiting the food service areas. Crew members could be present tdomoni
passenger compliance, especially during peak service times

Towels, tablecloths and utensils should be washed even if they have not been used.
Restaurant linen should always be changed between passengers.

If it is not possible to avoid buffet service (especially in the crew foodcseavea), then the
following precautions should be used

x If hand washing stations are not available, at the entrance of the buffet area
passengers and crew should be provided with an alcohol-based hand rub splution
and crew should ensure that passengersrew disinfect their hands.

The required physical distance should be maintained at all times in the service area.

X Suitable protection (e.g. sneeze guards/transparent dividers) should be installed
between passengers/crew who will be served and the food, in order for the food to
be completely protected from all sides (except the side where the crew member can
serve food).

X Only the designated crew should be allowed to serve food. Crew serving food should
wear appropriate PPE (face masks, disposable gloves) and should follow strict
hygiene rules. Under no circumstances should crew or passengers who will be
served food use any commonly shared utensils or other items. These should be
removed from the service so that only a designated crew can distribute them.

x Self-service of dispensed items, plates, cutlery, utensils by passengers or crew
should not be allowed. Food handlers should serve any dispensed items (for
example water, coffee, juice etc.). Food handlers should wear appropriate PPE (face
masks, disposable gloves) and follow strict hygiene rules.

Individual dining options, including room service, are recommended tigeofood to

%0 <+ v Pcd&himg, in order to avoid overcrowding in restaurants and other food cervi
areas. Room service crew should maintain appropriate physical distancing and use PPE. All
normal food hygiene standards and precautions should be followed duringdheport of

food on board. Particular care should be taken with the safe collection and warewaghing o
room service items and utensils that have been used by passengers.

Crew providing individual dining options, including room setfvileould endeavour to
maintain physical distance and uB®EIt is preferable that crew not enter the cabin, but
rather deliver food to the door. Likewise, used plates and utensils should kectedllby
crew from outside the door.

7.12. Reducing facde-face interactions

Online bookings, orders and purchases should be encouraged, as well as the use of
contactless cards for paymentSorms that need to be completed may be made available
on-line for electronic completion.
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Where faceto-face interaction without physical distancing between crew and passengers
cannot be avoided, then protective screens or barriers may be used instead, where feasible.

7.13. Special considerations at reception

Reception staff should be able to provide passengers with details about thboard
communicable disease controls and policies, as well as measures that have been taken to
address possible cases of CO¥fDen board. Furthermore, reception staff should inform
passengers how to get medical advice on board, and may also be amtevide PPE when
requested.

It is recommended that written information, videos or electronic posters are made awailabl

to provide basic health instructions translated into English, and other languages based on
the most common language(s) spoken by passengers and crew members on board. In
addition where feasible, health advice may be provided through a mobilaghpplication.

Special equipment should be available (e.g. disposable gloves, face masks, and alcohol-based
hand rub solutions) in the event that a possible case is identified, or if a passenger seeks help
at reception.

Reception staff should be able to recognize the signs and symptoms of COVID-19 and report
any issues directly to medical staff.

The use of a sneeze guard/transparent screen at the reception and other service and
information points is recommended.

Alcohol-based hand rub solutions should be available for use by passengfaesreception
desk. Crew should also monitor and encourage compliance with good hand dygidnis
area.

Regular cleaning and disinfection of reception desks/counters is recommendecd:akisy
should be disinfected (see paragraph 7.9).

In order to maintain appropriate physical distancing, the cruise ship shoulfigoce the
reception desk, add deck markings at distances of at least 1.5 sf@redtherwise as per
national/local health authority requirements of the home port or the port of call) where
passengers will stand/proper distance marking in the waiting area, properly arrange
furniture and manage the queue to reduce waiting times and avoid crowding. Overcrowding
during check-in and check-out should be avoided and physical distances dsheuld
maintained.

It is recommended to use electronic alternatives for check-in and check-out (e.g. mobile
concierge or use of electronic devices that can be disinfected after each use). Theipossibi

of using an outdoor based check-in may also be considered. It is recommended that
passenger expenses are paid electronically where possible (cash should be accepted only in
exceptional cases) and that bills, invoices and receipts are sent electronically, as well.
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7.14. Nursery and play areas for children

IS ] % @® ( E o S} }% E § SZ }us }}Eor dgamiEe their e IC E
this is not possible, the number of children using the indoor areas shoulddigced to

levels which help staff maintain physical distancing. The areas should be cleaned and
disinfected according to the protocol on board and as required in the Europeanudi for

Hygiene Standards and Communicable Disease Surveillance on Passenger Ships (available
here: http://www.shipsan.eu/Home/EuropeanManual.aspx)

TZ vpu €& }( Z]Jo E v ]Jv 8SZ }usS }}1E Z]Jo Emaj«alsebemittH 1% o0 C
at one time Consideration may be given to cohorting groups of children for the duration of

the voyage. The child centre staff should monitor children for any signs optegm

compatible with COVIDY, and the child exclusion policy should include possible COVID-19

cases. Child activities should be limited to those where physical distancing measures can be
adhered to.

7.15. Entertainment venues

Overcrowding should be prevented in these areas (e.g. theatres) to maintain appropriate
physical distancing, and the frequency of entertainment events may be increased to reduce
numbers The maximum allowable capacity of venues should be defined so that physical
distancing of at least 1.5 metres (or otherwise as per national/local health authority
requirements of the home port or the port of call) is maintained.

Alcohol-based hand rub solutions should be made available to passengers at the entrance of
entertainment venues, with crew members monitoring compliance of hand hygiene.
Additional alcohol-based hand rub solution equipment (e.g. dispehsersy also be
provided in entertainment venueslt is recommended that facilities are cleaned and
disinfected after each use.

7.16. Casinos

Physical distancing of least 1.5 metf@r otherwise as per national/local health authority
requirements of the home port or the port of call) should be applied in all casino am@es. F
masks should be worn as described in Annex 1.

Casino layouts should be reviewed so that physical distancing of least 1.5sn{etre
otherwise as per national/local health authority requirements of the home port or the port

of call) is respected and the maximum capacity of passengers allowed to enter the casino
area should be determined to avoid overcrowding. At gaming tables, the number ofplaye
per table should also be estimated and defined to help ensure physical distancing measures
are maintained.

Staff should supervise all casino areas to ensure that the capacity limits and all other
measures are respected.
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Floor markings should be placed in the entrance to the casino area to ensure physical
distancing measures are respected in case lines or queues form, and if necessary seats ma
be removed or taken out of use from slot and electronic gaming machines, andyaormg

tables where they are closer together tharbInetres.

Appropriate signage should be displayed at the entrance of the casino area informin
passengers of the maximum capacity limits in the casino, advising them to applsrhegu
alcohol-based hand rub solutions, not to touch their face and to respect phylstahcing
measures.

Slot and electronic gaming machines and gaming tables should be posittned to
maintain the physical distancing measures between passengers. Physical distarglotg at
and electronic gaming machines and at gaming tables may be achieved by ngjobeti
machines or tables, removing chairs, by disabling some slot and electronicggenachines

to create appropriate distances between them and by adding protective screens.

Staff should ensure that passengers do not congregate around slot and electronic gaming
machines and around gaming tables.

It is recommended that food service is suspended in the casino area.

Alcohol-based hand rub solutions should be placed at the casino entrancgsaagsengers
should be advised to use them when entering and exiting the area as well as throughout the
casino area.

Cleaning and disinfection should follow routine procedures, but with an increasegeiney
in the casino area.

Slot and electronic gaming machines should be cleaned and disinfected between use. This
should be done by staff where possible. Additionally, passengers may be provided with
disinfectant wipes or solutions to wipe frequently touched hand contact surfaces.

7.17. Hairdressers, beauty salons, gyms and shared facilities

This paragraph applies to the following services and facilities: massage services, beauty
salons, hairdressers, gyms, saunas, Hammams and ldggiene rules on those facilities
must be strictly followed as described in tHEuropean Manual for Hygiene Standards and
Communicable  Disease _ Surveillance _on _ passenger _ ships A Jo o z &
http://www.shipsan.eu/Home/EuropeanManual.aspx

All public spaces (e.g. reception spa, hairdresser, near public toilets) shoelchaags rub
alcohol-based solution for the passengers.

Where possible, the installation of sneeze guards/transparent screens or dividers at the
*% [+ Vv SZ Z ]JE & s« E+[ E % EClew ahd pgassehgersvshoutd wear
appropriate PPE as described in Annex 1.
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The operator should prevent overcrowding of the shared facilities.

Crew should advise passengers to immediately stop using shared facilities if they start to feel
unwell and report this to staff working in these areas.

In the gym/fitness centre the following precautions are recommended:
X arecord of any persons using the gym should be maintained,

x hand washing or disinfection using alcohol-based hand rubs should be required
when entering and leaving the gym,

X machines should be positioned so as to ensure physical distancing of at2least
metres,

x all touched surfaces of equipment should be disinfected after each use.

If classes are scheduled, it is advised to use same groups as far as possible and alfow tim
ventilation of the room (at least 30 minutes between classes).

7.18. Potable water

In case the potable water system of the cruise ship has not been operated as per the
European Manual standards, or the cruise ship was in dry dock for more than a month, the

*S %o o E] Jv 2~ 2~>/'u] v (}JE uv PJvP > P]J§weop@®]vR]o JVvF
the COVIDi® %o v u] _ *Z}po (Joo}A X

7.109. Sewage and grey water

The ship should have standard well-maintained plumbing, such as sealed battraoms,
and backflow valves on sprayers and faucets to prevent aerosolized faecal matter from
entering the plumbing or ventilation system.

Deck drains sanitary devices connected to the black water should always operatetlgorre

and their water seals should not be left to dry out. In case the sanitary devices connected to
them are not operated for long periods, water should be added to them in ordethor

water seal to work correctly. Water should be added regularly and dependent on the climate

~ XPX A EC SZE A leeX HZ o | A3 E Z}o JvP & vie «Z}po
ships and ensure vented gases do not enter the ship through any air intakes. The vents of the
black water holding tank should be located outside of the ship and away from air intake
points of the ventilation system.

7.20. Recreational water facilities

The operation of indoor swimming pools is not recommended. However, the operafi
indoor swimming pool venues that can be converted as outdoor after liftingdneng
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walls/roofs facilities with natural ventilation could be allowed

The showers for the outdoor recreational water facilities should be separated, in order to
ensure bather's privacy and to facilitate the efficient showering of the bathers before they
enter the pool. Bathers should be strongly advised to shower before entering the pabls an
there should be relevant signs informing them to do so. The cruise ship showlidigrall
necessary items for showering (e.g. soap, shower gel, etc.). Additionally, the entrances of
showers should be equipped with hand rub alcohol-based solutions

Positioning of seats (sunbeds, chairs, poufs, lounge chairs, etc.) should be suchethat th
distance between the edges of the seats of two passengers from different umbrellas or two
passengers from different rooms is at least 1.5 metres (or otherwise as per national/local
health authority requirements of the home port or the port of call) in any direction.

It is recommended that the seats, tables, small safes, call buttons for the waiters and menus,
are made, or covered with, materials that are suitable for cleaning and disinfection.

After the change of passengers, the seats, tables, small safes, call buttons for the waiters
and menus should be disinfected.

It is recommended that the facility provides towels or other washable coveringsctrat
cover the entire surface of the seat and that the seats are disinfected after each use. It is
recommended that the textile surfaces of the sunbeds are removed.

It is recommended that bathers are separated by a schedule or if possible, by different
facilities for swimming and service for different groups

The maximum allowable number of bathers at any time in the swimming pools sheuld b
one bather per 4 rhof water surface, regardless of the depth of the pool. Small hot tubs
(with depth less than 1 m and tub volume less than% should be used only by bathers of
the same household or by bathers staying in the same cabin at a time. For larger
spa/hydrotherapy pools (with depth more than 1 m and tub volume more than’§ the
maximum bather load is one person per 20 L per minute of recirculation flow (adh@er
European Manuagj)in any case, the total number afo-bathers should not exceed one
bather per 4 M of water surface.

7.21. Decorative fountains

The standards of the European Manual for Hygiene Standards and Communicable Diseases
Surveillance on Passenger Shipgp(//www.shipsan.eu/Home/EuropeanManual.aspxQr
decorative fountains should be applied. In case the fountain remained out of operfat

more than a month,SZ ¢S %o* e E] v A~ A ou] v (J& uv P]JvP
building water systems during the COVIB- % v u] _ ¢Z}uoO (Joo}A X

7.22. Commercial stores inside the accommodation facility

Physical distancing, electronic payments, cleaning and disinfection shouldllbeed in
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commercial stores on board cruise ships. Clothes and other items should not be tried on
(unless they can be laundered or disinfected afterwards) and shoppers should be
encouraged not to handle items on display.

7.23. Other public spaces (indoor and outdoor)
Passengers should be advised to avoid the use of the elevators. It is recommended that the
maximum capacity of elevators should be revised and reduced based on the physical
distancing guidance. Moreover, it can be recommended that persons use face masks when
using elevators as described in Anneland rub alcohol-based solution should be placed at
elevator entrances and crew should advise passengers to use upon enterimxiting the
area. The elevators should be regularly cleaned and attention should be paid to frequently
touched surfaces (buttons, knobs etc.).
To help ensure physical distancing, other precautions such as floor markings, placement of
cones etc. may be implemented.
Other public spaces should be supplied with hand rub alcohol-based solution station
Furniture should be arranged in such a way to help avoid overcrowding in shared spaces (
persons/10 m).
The use of business centres may be suspended or the operation changed to providesservi
§} o] vie 3} A}EA] §X 035 Ev 3]A R Yrintingeserdgest pr other
business centre services may be completed remotely using mobile phone apps etc.
Public toilet use should be managed to try to avoid any overcrowding. Passengersshould
advised to flush the toilets with the lid closed to help prevent possiblestrassion through
aerosolised faeces.

7.24. Interface between ship and shore-based personnel
To protect both crew and shore-based personnel who temporarily board the ship,
precautions should be taken to minimize exposure risks to both. Where it is necessary for
shore-based personnel to come on board, only the minimum number of peetoaquired
should be allowed to embark. Furthermore, everyone who comes on board shbsktve
hygiene protocols, screening measures and the use of appropriate PPE where necessary (see
Annex 1).

7.25. Port visits, shore based activities and excursions
Alcohol-based hand rub solutions should be made available at gangway exits, and all persons
who disembark and re-embark the cruise ship should be requested to use them. Upon re-
boarding of the cruise ship health screening assessing the presence of COVID-19 symptoms
or other relevant illnesses and contactless temperature measurements may be conducted.
Shore excursion/tour staff should be trained in the procedures to be followed if pessibl
cases are identified. Symptomatic passengers should immediately wear a medical face mask
and be transferred to an isolation or medical area for evaluation. All close contécts o
potential cases should also be identified.
EU MS, cruise lines and terminal operators at destinations should ensure that d@pfgop
measures are implemented to reduce overcrowding and maintain appropriate physical
distancing when passengers disembark and re-board the ship.
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Cruise lines should check that external excursion and tour providers offer similar precautions
as on board, including physical distancing measures, use of PPE, and cleading
disinfection protocols, while also following any local health regulations. Amngrre
provider who interacts with passengers (such as tour guides) should follow cruise line
protocols (e.g. for health screening). If tender boats or other means of transport are used to
move passengers, physical distancing measures and protocols for frequent cleaning and
disinfection should be implemented in line with on board procedures. Cleaaimd
disinfection of frequently touched surfaces of transport, including tender boats, shauld b
conducted between each use.

While travelling in groups, it should be ensured that passenger groups maintain physical
distance from other tour groups.

Cruise lines may consider making available appropriate PPE (e.g. face masissetmprs

on excursions and should refrain from organising visits to crowded areas dtiving
pandemic.

8. Managing COVID-19 cases on board cruise ships and at

terminal stations
8.1.Management of a possible case

Followinga preliminary medical examination, if the ship's designated officer determines that
there is a possible case of COVID-19 on bo#ne patient should be isolated in an isolation
ward, cabin, room or quarters and infection control measures continued until drey
disembarked and transferred to a hospital ashore. Cruise lines should designate single cabins
to be used specifically for isolation of cases on board. The designated cabins should be
o0} §8 v €& 8Z <Z]%[* u ] o ( ]olSC (kfEwandifiossible,sjajo]5C
windows to promote appropriate air exchange. Contact with patients in isolatmuld be
restricted to only those necessary, and crew in contact with the isolated patient (e.g. medical
personnel) should wear appropriate PPE.

Further advice, including the definition of a possible case, management of possitdeacase

use of the Passenger/Crew Locator Forms (PLFs) can beifotinedEU HEALTHY GATEWAYS
Interim advice for ship operators for preparedness and response to the outbreak of COVID-
19, available athttps://www.healthygateways.eu/Novel-coronavirus

Surveillance for influenza like illness (ILI) should integrate COVID-19 suceeillEs
symptoms compatible with COVID-19 include those for ILI (as currently cruise ships will
implementing measures for early detection of CO¥fpossible case$)

" ECDC, Case definiton for coronavirus disease 2019 (COVID-19), as of 29202ay
https://www.ecdc.europa.eu/en/covid-19/surveillance/case-definition
8 hitps://Iwww.ecdc.europa.eu/en/publications-data/strategies-surveilt@acovid19
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Depending on the assessment of the COVID-19 event on board, it may be ngdessar
shorten or terminate the cruise as described in the EU HEALTHY GATEWAYS (}E +Z] %o
operators for preparedness and response to the outbreak of COMID- } pu v3U AZ] Z
can be downloaded here:
https://www.healthygateways.eu/Portals/O/plcdocs/EU_HEALTHY GATEWAYS_ COVID-

19 MARITIME 20 2 2020 FINAL.pdf?ver=2122p1-123842-480

When a possible case of COVID-19 is detected, laboratory testing should be performed
according to the instructions provided by ECD@pé://www.ecdc.europa.eu/en/novel-
coronavirus/laboratory-suppojt

Negative results do not rule out the possibility @COVID-19 virus infection. A number of
factors could lead to a negative result in an infected individual, including:

{ W}}E& <«<p 0]8SC }( 8Z *% ]Ju vU }vs Jv]vP o]8350U %v3d] v& u S @
determining whether there is adequate human DNA in the sample by inguaihuman

target in the PCR testing);

{When the specimen was collected late or very early in the infection;

{If the specimen was not handlex shipped appropriately;

{d Zv] o E e}ve JvZ E vS§ riigmufatioh orACR XibitioA.]

If a negative result is obtained from a patient with a high index of suspicion for CIOVID -

virus infection, particularly when only upper respiratory tract specimens were collected,
additional specimens, including from the lower respiratory tract if possible (hospitafized

ashore facilities), should be collected and tested.

Each Nucleic-acid Amplification Test (NAAT) run should include both exaechahternal
controls, and laboratories are encouraged to participate in external quality assessment
schemes when they become available. It is also recommended to laboratories that order
their own primers and probes to perform entry testing/validation on functionahtyd
potential contaminants.

When it has been confirmed that the specimen collection and the testing for COVI&s19 h

been performed correctly, and as soon as the repeated results are negative for COVID-
according to the criteria by ECDC, then the case should be tested for influenza virus by
means of viral detection through PCR techniques, not relying on rapid diagnostic tests. In the

% 3] v8 ]e %}*]3]A (}JE&E ]Jv(op vi U §Z v 8Z ~'u] oJve (JE §Z
influenza-o]l Joov ¢ }v % ¢ VP E *Z]% _ }( §Z ME}% Vv D v 0 <Z}
case management.

8.2. Management of contacts
Cruise lines should designate single cabins to be used specifically for quarantioseof
contacts on board. Children should be quarantined in the cabin with one of their parents and
similar consideration given to supporting those with special needs. The designated cabi
eZ}uo o} § v €& 8Z ¢Z]%[* u ] o ( ]Jol]SC (}&E o }( oo
possible have windows to promote appropriate air exchange.
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Management of contacts should be in accordance with the national polifiise port of
disembarkation and as detailed in the contingency plan/outbreak management pfahe

cruise ship and the port. Advice for management of contacts and use of the Passenger/Crew
Locator Forms (PLFs)Amnex 3can be foundn the EU HEALTHY GATEWAYS Interim advice
for ship operators for preparedness and response to the outbreak of COVID-19, available at:
https://www.healthygateways.eu/Novel-coronavirus

8.3. Embarkation/disembarkation

As soon as a possible case is detected on board and for the duration of the jauntiey
arrival at the final destination, a risk assessment of the event should be conducted (in
cooperation of the port health authority and the ship officers) in order to decide if new
passengers should not be allowed to board at intermediate destinations.

The competent authorities at the next port or destination will provide advice thos
management of the possible case and their contacts.

8.4.Reporting

In accordance with the International Health Regulations (2005), the officer in charge of the
ship must_immediately inform the competent authority at the next port of call about any
possible case of COVIDZ.

For ships on international voyage, the MDH must be completed and sent twothpetent
authority in accordance with the local requirements at the port of call.

Ship operators must facilitate application of the health measures and provide allamiev
public health information requested by the competent authority at the port. The officer in
charge of the ship should immediately contact the competent authority at the nesttqf

call regarding the possible case, to determine if the necessary capacity feptndation,
isolation, laboratory diagnosis and care of the possible case/cluster of cases of GO¥ID-1
available at the port. The ship may be asked to proceed to another port in cloginjtsoif

this capacity is not available, or if warranted by the medical status of the possible
case/cluster of cases of COVID-19. It is important that all arrangements are conducted as
quickly as is feasible to minimise the stay of symptomatic possible case/cademmhthe

ship.

9. Responding to COVID-19 events retrospectively

Contact tracing is one of the most important public health activities in the respom the
COVID-19 pandemic, and is extremely important in this adjustment pHask. is

°® ECDC, Contact tracing: Public health management of persons, igchetlthcare workers, having had contact with COVID-19 cases in
the European Union - second update lattps://www.ecdc.europa.eu/en/covidt9-contact-tracing-public-health-management

1 ECDC, Mobile applications in support of contact tracing fGVID19 - A guidance for EU EEA Member States at:
https://www.ecdc.europa.eu/en/publications-data/coviil9-mobile-applications-support-contact-tracing
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10.
10.1. Physical distancing

recommended to use Passenger/Crew Locator Bdorensure that contact information of
passengers and crew is available, in order to facilitate contact tracing if a case of TOVID-
detected. Contact tracing will be conducted as instructed by the competenligphbalth
authority.

Passenger/Crew Locator Famould be disseminated before boarding or during boarding

and collected by cruise ship crew prior to disembarkation. Electronic letiomp of
Passenger/Crew Locator Fasimefore boarding could be used in the future. If the company
collects and keeps all information exactly as it is describednnex3 "W e« vP E| E A
>} S} E &} Eu thenvitwll not be necessary to complete the PLF, provided that this
information can be extracted and sent to the competent health authority in accordance with
local rules.

Annex 3provides details of the Passenger/Crew Locator Forms for cruise ships, which are
also available from the EU HEALTHY GATEWAYS joint action website here:
https://www.healthygateways.eu/Translated-Passenger-Locator-Forms.

It is suggested that the Passenger/Crew Locator Forms for ships also be completed by all
crew members who disembark and are on rotation.

Other means of contact tracing to identify and inform passengers of possible exposyre
U%o0}C C @Ep]e o]v eU ep Z o JVA «3]P 3]}ve ( GZ(®bo %o}V e
CCTV, use of mobile contact tracing applications and analysis of passenger key card usage.

Considerations for cruise terminals

Physical distancing of at least 1.5 metfer otherwise as per national/local health authority
requirements of the home port or the port of call) should be maintained in combination with
the use of face masks in all internal and external areas of the terminal.

Competent authorities in EUMS and/or terminal operators may consider onlyiatio
passengers, crew and other shore-based/terminal personnel, workers and contractors to
enter indoor cruise facilities, in order to avoid overcrowding and maintha ghysical
distancing measures.

The use of floor markers to ensure spacing, arrows to indicate directionaldigmgge and
audio announcements for travellers and optimizing layouts so as to restiictbar of
indoor cruise terminal users should be considered.

Dedicated lanes or separation of different user flows and dividing of terminats in
designated zones (e.g. arrival, screening, post-screening) through which travelkdrpass
through for arrival, any screening/testing and document processing (before being cleared for
boarding and embarkation) may be considered

Check-in, disembarkation, luggage handling, passenger queuing (insideutsideothe
terminal), and provision handling should be adjusted to reduce overcrowdingrexiditain
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physical distancing. Work and break schedules of crew who work in the terminal skeould b
reviewed and adjusted to avoid overlap of crew

For the protection of cruise terminal staff and ship crew, the use of protective glass or plastic
panels and provisions of appropriate PPE should be considered at Iccatlwre physical
distancing cannot be maintained.

Cruise terminal operators should consider removing facilities at the terrtiahlencourage
crowding e.g. tables, benches etc. Where there are permanent, non-moving seats either
indoors or outdoors, there should be a special marking on where a passenget is ot
allowed to sit in order to maintain physical distance. When conditions allamital users
should be encouraged to use outdoor spaces. Health promotion information material should
be prominently displayed and provided to incoming and outgoing passengers.

In public toilets, the minimum number of users should be managed to taiaiphysical
distancing of 1.5 metr&(or otherwise as per national/local health authority requirements of
the home port or the port of call) between users (or otherwise in accordance naitional

policy).

Digital methods should be used for as many processes as possible at the terminassuch
on-line purchasing, issuing of boarding passes, automatic passpotDeszhnners, in order
to help reduce the time that passengers spend in the terminal and to avoid congestion.

Terminal operators may consider limiting the number of taxis, coaches, buses preseet on th
terminal to control/limit overcrowding in waiting areas.

Where physical distancing is more challenging to maintain, additional safegaandis
measures to ensure equivalent levels of protection should be .used

Designated terminal personnehould oversee the process and compliance with the physical
distancing measures.

10.2. Preventing droplet transmission by the use of face masks

Competent authorities should consider advising passengers and other users of the cruise
terminal, who are not ill or showing symptoms compatible with COVID-19 to wear a face
mask, taking into consideration their national epidemiological aspects and the atienal
spread of diseasédn countries that have chosen to implement face mask or PPE policies, this
should be communicated at the time of the ticket booking. Adequate PPE should be
provided and distributed to all terminal staff, along with instructions for theiprouse.

10.3. Respiratory etiquette

Good respiratory etiquette should be encouraged in terminals: the nose and mouthdshoul
be covered with disposable paper tissue when sneezing or coughing and then the tissue
should be disposed of immediately in a no touch bin, and meticulous hpgiérite should

be performed by using water and soap or an alcohol-based hand rub solutisimipartant
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to have relevant supplies available in different areas around the terminal (e.g. disposab
tissues or paper towels and disposable gloves, no touch bins etc.). If disppapbletissues
are not available, coughing or sneezing into the elbow is recommended. Informatian abo
good respiratory etiquette should be provided to users of the termiralarinouncements,
TV, screens, leaflets, infographics, electronic posters etc.

10.4. Hand hygiene

Good hand hygiene should be encouraged by all terminal users. Thibenaghieved by
hand washing using soap and water, or where hands are not visibly soiledtieamtive

alcohol-based hand rub solution may be used. The use of gloves doesphate hand
hygiene. Stations with alcohol-based hand-rub solutions (containing at least &@¥oebr

70% isopropanol) should be available at all entrances of the terminal and other areas such as
toilets, counters, terminal zones and at embarkation etc. Designated terminal persomgel m
oversee the process and help encourage compliance with hand hygiene requirements.

10.5. Cleaning and disinfection

Cleaning and disinfection should take place in accordance with routine procedures and with
an increased frequency for surfaces that are frequently touched by terminal staff and users.
Cleaning of and disinfection of the terminal should be conducted before and edten
embarkation. Cleaning and disinfection should follow the same protocols to these on

board cruise ships as described in paragraph 7.9. Special protocols for cleaning and

disinfection should be available and implemented after a possible or omedircase has
been identified, either at the terminal or on board a ship, if they used the terminatieili

10.6. Ventilation

Indoor areas at cruise terminals should be adequately ventilated. Natural ventilation
preferable where possible. In case of mechanical ventilation, the number of air exchanges
per hour should be maximised together with the fresh air supply as much as possible.

However, draughts should be avoided since these could create a risk of spreading any

aerosolized droplets further.

10.7. Health monitoring of terminal staff

Terminal staff should practice frequent hand hygiene and wear appropriate PPE based on

their specific work duties. It is recommended that terminal staff follow the same scrgenin
protocols as travellers for entry to the terminal. Laboratory testing for COVIaf-tE&minal
workers could be conducted on a regular basis.
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10.8. Management of possible cases and their contacts at the cruise terminal

Once a possible case is detected a contingency plan/outbreak management plan should be
activated.

The possible case should be asked to wear a medical face mask as soon as they are
identified.

An appropriate isolation space/room should be designated for isolatirgpible cases of
COVID-19. The isolation room should be equipped with appropriate supplies (mftieal
mask, tissues and appropriate waste disposal bins etc.). The door should be kept closed at all
times and entrance should be restricted only to personnel trained for respondingssitie

cases of COVID-19.

As soon as possible case is detected, the public health competent authorities should be
informed immediately in order to conduct any preliminary interviews andn@nage the
possible case and close contacts in accordance with the national protocols.

10.9. Baggage handling

Baggage handlers should perform frequent hand hygiene. Gloves are not required unless
used for protection against mechanical hazards. Disinfection of luggage padialy the
hand contact parts may be considered before loading luggage on board.
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Annexes

Annex 1. Overview of suggested personal protective equipment (PPE) on
cruise ships

This annex provides an overview of recommended PPE to be used on boardstipsén the
context of lifting restrictive measures in response to the COVID-19 pandemic. The follaklzg

list recommended PPE for crew members and passengers based on specific settings, situations and
levels of interaction with others on board.

Cruise ships are workplace settings for crew members employed on board. Specific measuges can b
implemented in these settings in the context of COVID-19 as operations gradually tespaeyent

and minimize the risk of virus transmission and protect the health of both er@mbers and
passengers. Personal protective measures and environmental measures should be implemented
together in workplaces, in this case on board cruise ships (60)

Examples of measures that can be applied in all workplace settings include (61, 62)

X Encouragement of frequent and proper hand hygiene by all crew members and passengers

X Promotion of proper respiratory etiquette and ensuring medical face masks are avaiable i
case a crew member or passenger develops symptoms compatible with GQVID-

X For use of face masks to prevent droplet transmission, providing informatiqmaper face
mask use (e.g. how to wear, remove and dispoe

x Encouragement of physical distancing of at least 1.5 metres (or otherwise as per
national/local health authority requirements of the home port or the port of call). Ifsptgl
distancing cannot be maintained, additional mitigation measures can be implemeated t
limit contact/interaction between crew members and between crew members and
passengers (e.g. sneeze guards/transparent dividers or staggering of workspaces to provide
separation)

x Ensuring cleaning and disinfection of surfaces and objects according to routine praxedure
and with increased frequency in the areas and on surfaces that are touched frequently by
crew members and passengers

X Education, training and risk communication on personal protective measures and
environmental measures

X Ensuring appropriate ventilation of closed environments

General considerations for use of face masks (includingnon-] o » luupv]SC U elee

x It is important that face masks fit against the face snugly but comfortably, entirely cgverin
v v 1A] p o[- ( (E}u §Z JE& v}e S} SZ ]JE Z]vX

X Non-medical cloth coverings should include several layers of fabric while alldthéng
wearer to breathe comfortably without restriction.

x Proper wearing (donning) and removing (doffing) procedures/best practicefade masks
should be followed. Face masks (including cloth coverings) should be secured with ties or ear
loops. Face masks should be removed from behind and the wearer should be careful to
avoid touching the mask (front side) or their mouth/nose/eyes.

x Perform frequent hand hygiene with an alcohol-based rub or soap and wateudingl
before wearing and after removing a face mask. Hand hygiene must be performed
immediately after removing the mask and disposing of it.
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X A face mask should be changed whenever it gets moist.

X Ensure safe disposal of disposable face masks (e.g. in a closed bin or in a closed bag) an
perform hand hygiene immediately after disposal.

X Reusable face masks should be laundered after each use, as soon as possible, using common
detergent at 60°C. It is important that laundering face masks does not change the fit or
damage the face mask.

X Maintain a distance of at least 1.5 metres (or otherwise as per national/localthhea
authority requirements of the home port or the port of call) from others atiales as far as
practicable.

x Face masks should not be worn by children under the age of 2 years, individtials wi
breathing difficulties or those who are unconscious or unable to remove a mask aon thei
own.

Advice for the use of face masks by passengers and crew
In situations where no interaction between crew members will occur, there is no need foséhefu
a face mask. Specific situations as outlinedamle linclude when crew members are working on
their own or at times when they are alone in their cabin. In these situations, crew ersnsbould
still observe proper and frequent hand hygiene (e.g. washing hands with soap aadoxatith an
alcohol-based hand rub solution).
Table 1: Crew - no interaction

WHO WHEN WHAT
xWorking independently (no contact with othe| No PPE recommended

crew members)
xLocated in their own individual cabin on boar

Crew

members Perform frequent hand hygiene

When there is interaction among crew members (settings or situations where crew members work
together), there is no need for the use of a face mask as long as physical distancirigast at5
metres (or otherwise as per national/local health authority requirements of the hpor or the

port of call) between crew members can be maintained at all times.

In the event that physical distancing measures between crew members cannot be madhiziew

are recommended to use a face mask (pleaseTsdde 2below).

Crew members should also observe proper and frequent hand hygiene (e.g. washingwitdnds
soap and water or with an alcohol-based hand rub solution).

Table 2: Crew - interaction with other creW

WHO WHEN WHAT
xWorking with other crew members No PPE recommended
AND
xPhysical distance of 1.5 metéfsnaintained
Crew members AND

_ ) , i Perform frequent hand hygiene
xWorking in areas in which appropriate

ventilation can be maintained (See section 7

! This table does not refer to crew working in the galley. Amggre entering/working in the galley should wash hands and wear a face
mask.
2or otherwise as per national/local health authority requirements of tioenke port or the port of call
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Medical face

3
xWorking with other crew members mask _
BUT If not available, a ©ECDC
P . non-medical OR
xPhysical distance of 1.5 metreannotbe A luupv]EC . (
maintained mask* B

Perform frequent hand hygiene

Where passengers may interact with one another but appropriate physical distancing can be
maintained (at least 1.5 metres), there is no need for the use of PPE. HowegeeragTable 3
proper and frequent hand hygiene should be performed.

**For passengers who are travelling together such as a family unit or traveliimg (e.qg.
cohabitants, friends etc.), no PPE are required when they are interacting, and physiaatidg
between them is not required.

When passengers are interacting with others outside of their family unit or travellirigandi a
physical distance of 1.5 metres cannot be maintained, it is suggested that passengers use a face
mask.

At all times frequent and proper hand hygiene should be observed.

Table 3: Passengersinteraction with other passengers

WHO WHEN WHAT

xInteracting with other passengers
AND
xPhysical distance of 1.5 metres maintained | Perform frequent hand hygiene

No PPE recommended

Medical face mask|

Passengers xInteracting with other passengers If not available, a
BUT non-medical ©%C';DC
xPhysical distance of 1.5 metreannotbe " luupv]ege
maintained** mask

Perform frequent hand hygiene

13 Medical face mask (also known as surgical or procedure masigdical device covering the mouth, nose and chin ensuring a barrier
that limits the transition of an infective agent between the haapstaff and the patient. They are used by healthcare workers tegme

large respiratory droplets and splashes from reaching the mouththe nose of the wearer and help reduce and/or control at the seurc
the spread of large respiratory droplets from the person wearingfttee mask. Medical face mask comply with requirements defined
European Standard EN 14683:2014.

14 Non-medical face masks- }E » }uupv]SC indudel vaNbus forms of self-made or commercial masks @& &éovers made of
cloth, other textiles or other materials such as paper. They arestastdardized and are not intended for use in healthcare settings or by
healthcare professionals (European Centre for Disease Prewmeatid Control. Using face masks in the community. Stockholm: ECDC;
2020.)https://www.ecdc.europa.eu/sites/default/files/documents/COV I¥-useface-masks-community. pdf
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In settings where crew members are in contact with passengers on board, a face mask should be
used by crew members. As listedTiable 4below, examples of contact between crew members and
passengers include food handlers and crew members cleaning cabins on board.

Table 4: Crew members - interaction with passengers

WHO WHEN WHAT

Medical face mask

xCrew members are in contact/interacting with )
If not available, a

passengers including when:

. non-medical ®ECDC
Crew members x Handling food A Yuu LIW] sC_ OR
x Cleaning cabins mask -

Perform frequent hand hygiene

There are certain settings outlined irable 5where the use of face masks is strongly recommended
for both crew members and passengers.

Face masks should be used in any situation where contact or interaction with others will occur and
maintaining a physical distance of 1.5 metres is challenging or notlpessdn board cruise ships,

such settings include walking through or passing others in narrow corridors, takielg\ator etc.
Furthermore, a face mask should be used when visiting a medical facility on board for angepurpo

In the event that a possible COVID-19 case is being cared for in the medical dacitipard,
entering the isolation area requires the use of a medical face mask and other appropriate PPE (e.g.
gloves, goggles or face shield and long-sleeved impermeable gown) (68)r&aml providing care
should be admitted to the isolation area.

Face masks should also be used in areas outside the cruise ship where a high densityeafnpgopl
congregate and physical distancing is challenging, including during embarledtihe terminal,

during transfers on buses (4&)n board lifeboats and when walking in the corridors in the various
decks.

As in all cases passengers and crew members should observe frequent and proper hand hygiene in
these settings.

Table 5: Settings where face mask use is strongly recommended

WHO WHEN WHAT

xAny area where interaction with others occur
and maintaining physical distancing measure
(1.5 metresannot be guaranteed

Medical face
mask

AND ©ECDC

Crew members
and
Passengers

xSpecific settings including:
x During embarkation at the terminal
On buses during transport
Walking/passing in narrow corridors on boa
In elevators on board
Visiting the medical facility on board
On board lifeboats

Perform frequent hand hygiene

X X X X X
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Annex 2: Pre-boarding health declaration questionnaire

(The guestionnaire is to be completed by all adults before embarkation)

DATE AND TIME OF

NAME OF VESSEL CRUISE LINE PORT OF DISEMBARKATIC

ITINERARY

Contact telephone number for the next 14 days afte
disembarkation:

First Name CABIN NUMBER:

. Surname as shown in the
as shown in the

L Identification & SZ E[s v u W
Identification Card/Passport:
Card/Passport: port:
First Name of all| Surname of all children CABIN NUMBER:

children travelling | travelling with you who are
with you who are | under 18 years old:
under 18 years old:

& $Z [ v u W

Questions

Within the past 14 days

YES

NO

1. Have you or has any person listed above, presented sudden ohsgtmptoms of fever of
cough or difficulty in breathing?

2. Have you, or has any person listed above, had close contact withhangiagnosed ag
having coronavirus COVII®?

3. Have you, or has any person listed above, provided care for somedheQ@VID-19 o
worked with a health care worker infected with CO\I&2

4. Have you, or has any person listed above, visited or stayed in mioginity to anyone with
COVIDL9?

5. Have you, or has any person listed above, worked in close ptgxionor shared the samg
classroom environment with someone with CONME®

6. Have you, or has any person listed above, travelled with a patient wRHIZ®9 in any kind
of conveyance?

7. Have you, or has any person listed above, lived in the same hodsaboa patient with
COVIDL9?
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Annex 3: Passenger/Crew Locator Form (PLF) for cruise ships

The form is available in Word format from the following link:

https://www.healthygateways.eu/Translated-Passenger-Locator-Forms

Considerations on passenger locator data can be found here:
https://www.ecdc.europa.eu/en/publications-data/passenger-locator-data-entry-exit-scragni
health-declaration
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Data, 23 giugno 2020.
Prot. PG/2020/196697

Inoltro a mezzo di posta certificata

Gentilissima
Ministro delle Infrastrutture e dei Trasporti
On.le Paola De Micheli

Gentilissima Ministro,

alla luce di questa nuova fase di ripresa delle attivita ecohendiel Paese e, con esse, della
normale mobilita delle persone, sia per esigenze di lavoro che di turismo, apgssariegivedere
le misure organizzative per il contenimento della diffusione @elid=19 in materia di trasporto
pubblico, disposte con il DPCM del 26 aprile 2020 e riprese dal DPCM dell’11 giugno 2020.

Infatti tali misure, che impongono il distanziamento socialegtraoccupanti dei mezzi
pubblici, confliggono con la necessita di garantire il diritto altbifita dei cittadini che, dopo aver
pagato il biglietto, si vedono negata la possibilita di accedeserakio a causa della limitazione alla
capacita di carico dei mezzi.

Purtroppo nellimmediato non é possibile, a causa della carenzaotsaie di materiale
rotabile, garantire un servizio sufficiente a soddisfare la domanda alle ettodikzioni.

Sicuramente prima di tutto occorre garantire la salute eidarenorganizzative hanno tale
scopo, tuttavia le disposizioni consentono una specifica deroga al distantd interpersonale a
bordo degli aeromobili.

Senza voler entrare nel merito di tali disposizioni, si chied&ainsiderare quanto previsto
per il trasporto terrestre, e tenuto conto delle misure precalizedhattate, tra cui I'obbligo
all’utilizzo di mascherina chirurgica per la protezione del raskella bocca, I'utilizzo delle porte
dedicate per la salita e la discesa e I'aereazione deiijmeedere le linee guida al fine di consentire
il riempimento fino alla capienza massima, considerato il notevaeemento della domanda
registrato in questi ultimi giorni, in analogia a quanto gia previsto pesetemi di mobilita.

Certi di un Suo cortese riscontro Le porgiamo i nostri piu cordiali saluti

Assessore Assessore Assessore Assessore Assessore
Giovanni Berrino Marco Gabusi Claudia MariaTerzi Elisa De Berti Graziano Pizzimenti



Stimato Signor Prefetto,

il percorso nelle varie fasi di riapertura che il Governo sta autorizzando fa eenerger
sempre di piu anche nella vita ecclesifledUJHQ]D GL ULWRdgiaprddsi DOOTHVI
pastorale, a partire il HV S H U L H Q, ]dercbd_samxpiceJditFdonsona cdhUQFR QW U R

con il Signore e con la Comunita.

Facendosi interprete delle segnalazioni che giungono dai Pastori di numerose Diocesi,
codesta Segreteria Generale sottopone la richiesta di superare il limite del numero di
200 partecipanti alle celebrazioni che si svolgono nelle chiese. La richiesta, se diventa
impellente in occasione di ordinazioni sacerdotali ed episcopali, € veicolata pure da
Vescovi e parroci che nella quotidianita hanno responsabilita ministeriali di edifici
religiosi di ampie dimensioni, dove il rispetto per il distanziamento persarmdiee che

per tutte le altre misure di carattere sanitat®comunque assicurato senza difficolta.

A tal proposito, una soluzione potrebbe forse essere quella di garantire a sua volta una
congrua distanza tra insiemtgruppi di 200 personetcercando contestualmente di
evitare assembramer LD DO PRPHQWR GHOOYLQJUHVVR LQ FKLHVLE

Un altro quesito concerne la possibilita per i familiari che gia vivono quotidianamente
tra le stesse pareti di casa: per queste persone si chiede che possano partecipare alle

celebrazioni evitando tra loro il criterio del distanziamento.

Infine, ma non meno rilevante per la qualita delle celebrazioni, si sottopone anche

O 1 X U J Honpee d@&llammettere la figura dei cantori: a quali condizioni € proponibile?

*UDWL SHU OYDWWHQI]LRQH

? Stefano Russo
Segretao Generale

Roma, 29 giugno 2020

CIRCONVALLAZIONE AURELIA, 50 +00165 ROMA +Tel. 06 66.398.1 +fax 06 66.23.037 +e-mail: segrgen@chiesacattolica.it
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COMMISSIONE CONSULTIVA TECNICO SCIENTIFICA

SCHEDA VALUTAZIONE STUDIO COVID-

Data e numero di protocollo interno81BISa/2020¢ EMENDAMENTO

Data di avvio procedura di valutazione Commissione Tecnico SéiemtAIFA 30.06.2020

Data parere FINALE Commissione Tecnico Scientifica: A07.2020

IDENTIFICAZIONE DELLA SPERIMENTAZIONE CLINICA
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FARMACO/I O INTERVENTO TERAPEUTICO
E A « E]Ii]}v o EI]}voU oo E 33 @]3vPu} ol I EUPYI]}v wovs}
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Acalabrutinib e il suo metabolita attivo ACP-5862, formano un legaoaalente con un residuo di cisteil
nel sito attivo di BTK, portando ad una inibizioneode[ $3]A]S8 vi]Ju §] ] d<X >

(u]Po] oo Z]v <] d U HV[Ju%}ES v8 u}o o} BB}A] % &
linfociti B (BCR) e del recettore per le citochine. Il ruolo centrale della BleKkrashmissione del segna
] @ SS}IE] ] % E(] ] 00 OOMO % E}A} %[ &b 13w

Z ul}s e¢] o[ e°]}v 00 oopgo X

Sl vZ }]vVA}o3 Vv ] e Puvs] % E} e++] ]}0o}P] W ZEellg hjigloidi,
degranulazione dei mastociti,differenziazione degli osteoclasti,e trasduzionesedglale attraverso
recettoriToll-o]l ~d>Zee v ] u E}( P] v ]vud3E}(olX >[ pw] [EIwIl]v
citochine proinflammatorie in pazienti con neoplasie ematologiche.
| pazienti con neoplasie ematologiche trattati con acalabrutinib hanno mostrduzioni statisticamente
«]PVv](] 3]1A 00 ¢ Pp v3] 138} Z]v-1W(p<@B&y, eM&P1 Xp<40.0D) (Byrd et al, 2
e IL-0 ~%DiXifie ~ &] v}v Je%}v] JolU ] Z] & 3]i]}wo[]l]«M *8}v 1§
immunomodulanti potrebbe mitigare la risposta fisiopatologica che porta mitebidita piu gravi e
UJES 0]5 e} 18 oo0[]v(I1]}v A]JE o X
Acaalabrutinib non é attualmente approvato in Europa, ma € approvato negli Stiti per il trattamento
dei pazienti con linfoma a cellule mantellari e leucemia linfociticaicadlinfoma linfocitico a piccolg
cellule.

CON IL NUOVO PROTOCOLLO VIENE BSASME

Il manoscritto di un lavoro in valutazione per la pubblicazione che riporta un pi¢adio greliminare con
acalabrutinib effettuato presso 5 ospedali statunitensi che ha coinvoltoak®epti che necessitavano
ossigeno e di cui il 42% (8) era in ventilazione meccanica. Lo studio dirsanziato dall'NIH e il farmac
fornito dal Walter Reed National Military Medical Center. Ad eccezione paziente tutti presentavand
elevati livelli di proteina C reattiva e, ad eccezione di tre, una linfoeitiap In 15 pazienti (79%) e sta
osservato un miglioramento dell'ossigenazione che ha comportato la eitizlei flussi di ossigeno, fin
alla sua cessazione in 4, e in 1/4 dei pazienti intubati I'estubazicg®suNo dei pazienti arruolati h
avuto un esito fatale. Due degli 11 pazienti (18%) che hanno inizatakautinib senza ossigenoterap
invasiva sono stati successivamente intubati tra il 3° e il 4° giornotthrtranto, uno di questi & statq
estubato dopo 3 giorni. Non sono state osservate tossicita riferibili ad acalabrutini
L'ipotesi degli autori & che l'azione di acalabrutinib interferisca @n'sindrome da attivaziong
macrofagica" e quindi con l'intera tempesta citochinica che caratterizza i casi gravi diX®ViD-

TIPO DI STUDIO

Indicare se lo studio € osservazionale (prospettico o retrogmgtio sperimentale. Nel caso si tratti di uno studio sperimen
indicarne brevemente le caratteristiche (se randomizzato, se goa@ec.), la fase (1-2-3-4), si dovra poi indicare se si trattaad
studio di superiorita, di equivalenza o di non inferiorita.

Il promotore propone uno studio multricentrico, globale, di fase 2, iarép di 2 parti che arruoleranng
contemporaneamente.

LaPartel oo} *3p ]} @& v }ulil 8 ~TWie A ous o[ PPIuvé 1 %00(
19 in soggetti ospedalizzati verso BSC..

Assumendo una perdita del 5%, la dimensione del campione di 408 pgzerid Parte 1 produce un
dimensione effettiva del campione di 387 che permette con il 90#0tdinza ed un errore di tipo 1 a
code di 0.05, di rilevare una differenza del 15% (cioe, una riduzieh 50% del rischio relativo) n
fallimento della terapia tra acalabrutinib + BSC e BSC, assumendo il 30% dnfiafieh braccio BSC

15% nel braccio acalabrutinib + BSC.




La Parte i questo protocollo include una coorte di soggetti nell'unitdedapia intensiva (ICU). La par
2 non é randomizzata. | soggetti nella coorte di terapia intensiw@ soggetti ammessi nellarapia
intensiva per il trattamento dei sintomi della COVID-19 (non si possono imeladggetti della Parte 1).

POPOLAZIONE IN STUDIO

breve descrizione delle caratteristiche della popolazione pste per lo studio che comprenda solo i piu rilevanti criteri
inclusione/esclusione

Principali criteri di inclusione per la Parte 1 (bracci 1 e 2)
1. Possibilita di dare un valido consenso informato scritto
2. Pazienti maggiorenni
3. Infezione COVID6 }v( GBu § }v " ophonissSche richiede ospedalizzazione, SpO2<
in aria ambiente o che richiede 2-5 L/min di ossigeno, con almeno ledeemsti parametri di
laboratorio:
a. ferritina > 300 ng/mL per gli uomini e > 150 ng/mL per le donne
b. PCRH img/L
c. D-dimero > 1 mg/L
d. c}vs see}lops ] o]Jv(} 18] D iiii oopo I..>
4. Capacita di deglutire capsule o ricevere il contenuto delle capsule mediardineamaso gastrico ¢
tubo di nutrizione enterale

Principali criteri di inclusione per la Parte 2
1. Possibilita di dare un valido consenso informato scritto
2. Pazienti maggiorenni
3. Infezione COVID-19 confermata che richiede ricovero in terapia intensiva e chegidtied >|u]
ossigeno o PaO2/FiO&iii uu ,P
4. In grado di ingoiare capsule o ricevere il contenuto delle capsule mediantensomaso gastrico ¢
tubo di nutrizione enterale

Principali criteri di esclusione per la Parte 1 e per la Parte 2 (tutti i soggetti)
1. Gravidanza o allattamento

2. Sospetta infezione attiva non controllata batterica, fungina o virale (ad eccezione del C)VID-1

3. Sopravvivenza stimata inferiore a 28 giorni a causa di altre patologie

4. ALT o AST >5 volte la norma misurate entro 24 ore dallo screening

5. Conta assoluta dei neutrofili<500.. > oo} « E vVv]vP

6. }vS %] *SE]V] D AiUIlil...> o0} ¢« E V]VvP

7. Cardiopatia non controllata e sintomatica

8. HBV o HCV attiva che richiede terapia

9. Partecipazione in altri trial clinici (la partecipazione ai trial degli antiyiealil COVID-19 puo esse
permessa se approvata dal Medical Monitor)

10. | pazienti hanno ricevuto agenti antirigetto o immunomodulanti (incltemlizumab) negli ultimi 3(

giorni

11. Utilizzo concomitante di corticosteroidi sistemici o inalatori

12. Utilizzo di anticoagulanti (warfarin o altri antagonisti della vitamina K) enhgorni dalla prima dosg
di acalabrutinib

13. Utilizzo concomitante di altri inibitori JAK, PI3K, o Btk (oltre acalabrutinib)

INTERVENTO

Specificare trattamento e n. pazienti

Il numero totale di soggetti in questo studio e 428.
Nella Parte 1
Acalabrutinib 100 mg 2 volte al giorno (bid) x 10 giorni + BSC (n=272)




| soggetti saranno randomizzati sulla base dei seguenti fattori di stratificazionesotite considerat
fattori prognostici per scarso risultato:

- & ~HOA A E<}D 0f vv]e

- Comorbidita (presenti o assenti).
Le comorbidita considerate sono: Malattie cardiovascolari definite sigednsufficienza cardiaca di clas
Ez, HT } ]J% &S ve]}v Z &] Z] SE 55 u v38}V ] uSvi}voM}K 2
che richiede trattamento; Presenza di tumore solido attivo o neoplasie emathiog

Nella Parte 2

20 soggetti saranno arruolati nella Coorte ICU (Intensive Care Unit). e riceverannaudicabah00 mg 2
volte al giorno per 10 giorni piu BSC. Le informazioni sulla sicurezza e sulkefedccoorte ICU saranr
confrontate con i dati dei controlli storici per determinare se uno studionBle randomizzato debbg
essere condotto in questa popolazione di pazienti.

CONTROLLO
Specificare trattamento e n. pazienti

Il controllo & previsto esclusivamente nella Parte 1 dello studio e comsiBest Supportive Care, che sz

]+ & 1]}v 00} *% E]Ju vS S} CE e }v } o rmFld6). Pu]j 00/[}* %o
| soggetti del braccio di controllo sottoposti a ventilazione assi@ifaesempio, considerati fallimenti d
trattamento) possono ricevere acalabrutinib 100 mg 2 volte al giornoupemassimo di 10 giorni
discrezione dello sperimentatore.

TERAPIE CONCOMITANTI
consentite e non consentite

ESITI

Obiettivo primario
L'obiettivo generale dello studio & valutare I'efficacia dell'aggiunta di acalabbr&iBSC per il trattament
di COVI:9

Endpoint primario
L'endpoint primario € il tasso di fallimento del trattamento, in cui iifa@nto del trattamento é definitg
come l'uso della ventilazione assistita o la morte.

Endpoint secondari

- Numero di giorni in vita liberi da ventilazione assistita a 30 gidogio la randomizzazion
/arruolamento

- Numero di giorni con utilizzo del ventilatore a 30 giorni dopo la randomizzadaronelamento

- Numero di giorni ospedalizzati a 30 giorni dopo la randomizzazione /arruolamento

- Numero di giorni in terapia intensiva a 30 giorni dopo la randomizzazione /arruolament

- Numero di giorni in vita al di fuori dell'ospedale a 30 gioropal la randomizzazione
arruolamento

- Numero di giorni in vita al di fuori dell'ospedale a 90 gioropal la randomizzazione
arruolamento

Endpoint secondari di sicurezza

Tipo, frequenza, gravita e correlazione con il trattamento in studio di eventuali ewergtish emergenti
dal trattamento (TEAE) o anomalie degli esami di laboratorio, eventi avvergS#df) o eventi avver
(AEs) che portano alla sospensione del trattamento in studio




Endpoint esplorativi

- Modifica di INFOU drBEJ&1tU -8,>IL-8, IL-10, IL-18, MCP-1; marker inflammatori assq
proteina C-reattiva (CRP), D-dimero, procalcitonina (se disponibile)ofilerio e ferritina; e conta
linfocitaria assoluta dal basale

- Madifica dei livelli e della sierologia del virus SARS-CoV-2 rispetto al basale

- Occupazione BTK e alterazioni delle cellule linfoidi e mieloidi rispetto al basale

- Analisi correlativa con effetti del trattamento per determinare se eventuali biomarcptwssono
prevedere la risposta, nhonché qualsiasi correlazione ai livelli di esposizione al farmaco

Durata dello studip

Periodo di arruolament@ve applicabile)La data stimata del primo paziente arruolato € il Q2 2020. La
*3Ju § 0 0 pazente gompletato € il Q3 2020.

Periodo di Followp (ove applicabile)




COMMENTI/RIFLESSIONI SULLO STUDIO

(deve contenere oltre ai commenti specifici sullo studio ianes, osservazioni sulla rilevanza dello studio, sull'adeguatéziz
disegno relativamente agli obiettivi prefissati e sulla pubblicaza®ieisultati)

COMMENTI SULLA PRIMA PRESENTAZIONE DEL PROTOCOLLO

Generale

Non sono indicati il centro coordinatore né i centri italiani coinvolti nella sperimentazion

Razionale biologico

Sifibizione di BTK & anche associata ad una riduzione delle citochindigommiratorie in pazienti cor

neoplasie ematologiche. La riduzione di queste citochine immunomoduf@ottebbe mitigare g

EJ]*%}*S (]*]}% S}o}P] Z %}ES 00 U}E ]]35 %]7 PXEEAD Xu

>[]1%}S ] ] *Sp ]} % E « vS pv ES %o n |esibtd caléuna Eymerzh dini
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nei confronti delle infezioni virali.

Posologia e durata trattamento

Acalabrutinib non é attualmente approvato in Europa, ma € approvato negli Stétpenil trattamento
dei pazienti con linfoma a cellule mantellari o leucemia linifacicronica/linfoma linfocitico a piccol
cellule.

Il dosaggio proposto & 100 mg 2 volte al giorno per 10 giorni.

Nl «}88}o]v Z Vv e]e§ o uv 8} o]v] } E&]Pu SBEYS Jo[ 58]
guando somministrato per 10 giorni (i pazienti ematologici assunibtrattamento anche per diverg
anni).

Disegno dello studio.

Nella Parte 1 408 soggetti saranno randomizzati 2:1 nel Braccio 1 (acalébruB8C) o 2 (BSC). N
Parte 2 20 soggetti saranno arruolati nella Coorte ICU (Intensive Care Unit). LedPartirfuoleranno
contemporaneamente.

0 }JVEE E]} o00 % ES iU Z %E « v3d pv E v Uuphitd Pldi quesi
protocollo include esclusivamente una coorte di soggetti nell'unitiemipia intensiva (ICU). La parte
non é randomizzata e senza alcuna ipotesi formale statistica. Pertanto i risutttibili da questa
coorte sono puramente descrittivi.

Criteri di inclusione
| criteri di inclusione dello studio comportano una grande eterogeneita clivétla Parte 1. E richiest

e opue]A u v3 Z ] % 1] v8] ] vV} ~}e% 0]l 8]_U }Ks29 «%aBent]
ricoverati possono avere caratteristiche estremamente eterogenee e sarebbe piu appropadlaideir®

e Op*]A u v8 % 1] v3] }Vv %}tou}v]d ~ } pu vd § X / % ] vE]SA
~HOA A E<}D O0fA vvVv]e JUTE ] 18 ~% & « vS] } ImorbidjtedsakbbbE utig
stratificare non solo per la presenza, ma anche per il numero di comorbait porta a un rischig
prognostico notevolmente diverso.

Terapie concomitanti
Non viene specificata la tipologia di trattamento concomitante, anzi viene rigoithe essa sara

]+ & 1]}v 00} *% E]u vs $}E 00 O0]E }PHUE}]V po}e%[|
8§} Jo]lpu : < Jv] IS}E]JU u vSE %o EU **}SO[SEEHIE YoVS} VY
COVID-19. Essendo questo uno studio multicentrico internazionale, inéwiggsité le terapie
concomitanti potrebbero essere diverse tra i pazienti arruolati, con rischio dibedimento per quanto
riguarda i risultati finali.

End-point dello studio

L'endpoint primario € il tasso di fallimento del trattamento, in cui lifento del trattamento & definito
come l'uso della ventilazione assistita o la morte. Tale end-point quindivautare esclusivament
o[ ¢« vi ] % PP]}E& u vS}U v}v ]Jo u]Po]} @ @Edake}dei pazientiarjignd @&
affetti da COVIDF6U Z SE o 0SE} E %% E » v38 0 S}E] v SUE K
pazienti. Non vengono inoltre specificati i timepoints di valutazione.

Per quanto riguarda gli endpoints secondari, vengono valutati moltgpi@metri clinici a 28 giorn




sarebbe utile avere anche una valutazione intermedia a 14 giorni, che permettereblapite
o[ Aloul]}v o]v] ] % 1] v3]X

Sicurezzalinterazioni farmacologiche

>[Ju%e P} ] o (& p &lizdato da rlt&dici eventi avversi (emorragie, infezioni, riattivazi
epatite B, nausea, vomito, diarrea) che andranno accuratamente monitorati nel corso dello studio.
Per quanto riguarda le interazioni farmacologiche, acalabrutinib é inpgaer metabolizzato dal CYP3
% ES vs} v E }ve] @& S 0[}%%}ESUV]S ] S & %]v] }\s BE]]S

CYP3A (es. lopinavir e ritonavir, cobicistat, telaprevir, indinavir e ritgredg). Inoltre andrebbe evitatq
o[ue} v }ul8 v8 T ]Jv] IS} E] ] %}lu%e % E}S}V] X

Per quanto sopra, la CTS ha espresso PARERE NON FAVOREVOLE sulla base dellenceogide
riportate. In particolare per una valutazione del rapporto beneficio/rischio dowetdsere soppesato
El]e 2]} Z Ju%}ES of[pe} ] uv S E %o] Z JvSe@m(eE]eJuupv
adattativa ed innata in un elevato numero di pazienti in condizinmm gravi. Mancano infatti evidenz
anche preliminari di utilizzo del farmacpv %0 S}0}P] ] YE]P]v A]JE o *HOO][
produzione di risposte immunitarie protettive contro le infezioni.

COMMENTI SULLA SECONDA PRESENTAZIONE DEL PROTOCOLLO
| dati presentati sotto forma di manoscritto, pur non superando i limitirth serie aneddotica di cas
suggeriscono che acalabrutinib possa esercitare un'azione favorevole in pazientidezmmso
ingravescente dell'insufficienza respiratoria. La limitatezza del campione nosertendi trarre
conclusioni anche se l'assenza di decessi in una popolazione di gravitaelmeno nella maggio
parte se non quasi totalita dei casi, supporta una pit ampia valutazioneeffitedtia dell'intervento. B
da rilevare che lo studio di Xu e coll. (PNAS pre-print 29 aprile 202@uaalsi sono basate le propos
di studio con tocilizumab, era assimilabile come numerosita della casistica chee@radipgravita
inferiore (solo 10% in ventilazione invasiva verso il 42% in guesta riduzione della richiesta
0ssigeno e stata osservata nel 73% dei casi contro il 79% dello studacalabrutinib anche se c'er
stata la dimissione dall'ospedale in tutti i 21 casi.
Rimane non superato il dubbio che un intervento su di una via di segnalertante per i linfociti B,
oltre che per alcuni effettori dell'immunita innata (aspetto su cui per @ lprecedente esperienz
scientifica particolarmente insistono gli autori), possa interferire con I'elizione del virus anche se
dimissione di 3 pazienti e l'avvio alla riabilitazione respiratoriagiteir2 potrebbe far pensare che si g
comunque ottenuta la negativizzazione virale.
Il protocollo é stato emendato rispondendo in parte ad alcuni commenti della CTS, secondari rispe
preoccupazione che il farmaco potesse interferire con la risposta antiviralpariicolare & stata
eliminata la parte 2 dello studio non controllata e senza ipotiedissica che arruolava pazienti in UTI
precisato che la polmonite deve essere radiologicamente accertata per l'inclusione del pazient
| criteri di inclusione ed esclusione dello studio caratterizzano una popoéaarruolabile di gravita
inferiore rispetto a quella dello studio statunitense a supporto del razenhl particolare non &
richiesta la supplementazione con ossigeno, sono esclusi pazienti con inspfficespiratoria definits
dalla presenza di una delle seguenti condizioni:

a) intubazione e ventilazione meccanica;

b) somministrazione di ossigeno con cannula nasale ad alto flusso (>20 L/min ¢bhXOf « V

c) Non-invasive positive pressure ventilation o continuous positive airway pressure;

d) Extracorporeal membrane oxygenation.
Non viene inoltre previsto un criterio di inclusione relativo allo stato infiammaifel paziente.
Sono stati modificati gli endpoint e le sezioni sulle interazioni farmacologiche.

Sulla base di quanto sopra, la CTS ha espresso PARERE SOSPENSIVO per chiedeeatal gr
produrre dati sulla sieroconversione o sulla negativizzazione dei pazienti inseriti nelto [mteisintato a
supporto

Infatt, b v Z o vu}A } pu vs 1]}v (JEV]S oo[ 1] v ~u%qte}CES]




% @E]Ju vs 1]}v  o]v] o ((1 1 1 o Ep3}Chv-2, peorhpmé IB] Eriticit
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tradursi in una maggior persistenza del virus.




VALUTAZIONE INTEGRAZIONI/OSSERVAZIRNTE@AL PROPONENTE

L'azienda ha chiarito che non dispone dei dati sulla negativizzazione oosiegcgione dei pazient
inclusi nello studio statunitense che descriveva un potenziale effetto dell'acalaibratlla polmonite in
corso di CoViD-19 perché non era prevista nel consenso fornito dai paazieaticblta di campioni pe
esami diagnostici.
A supporto della ridotta probabilita che il trattamento con un inibai BTK vengono citati preceder
studi con ibrutinib nei quali & stata osservata una risposta alle vaccinazigaizianti cronicamente
trattati con il farmaco. Inoltre l'azienda argomenta che la breve durata del trattamentoreoib
dominante della risposta T-mediata nella risoluzione delle malattadi\dontribuiscono ulteriormente §
far considerare improbabile il rischio che il breve corso di trattamentoamatabrutinib abbia un effettq
negativo sulla clearance virale. Durante lo studio saranno monitorate la rispostaleneal carico virale
nonché l'eventuale insorgenza di infezioni opportunistiche.

PARERE CTS
PARERE FAVOREVOLE

Iv }ve] & I1]}v oo[ 88p o ( e o Vs oo[ %] u] U Aol]}ve
ulteriori studi possa entrare in competizione con quelli gia in atto, \camflo la possibilita di portare
termine le sperimentazioni, lo sponsor dovrebbe inoltre indicare quanti pazienti itgia@vede di
]Jvou & v oo} *3p]} A E]J(] Ev of (( 88]A %}ee] Jo]ls 1 EC(

VERIFICA DELLA DOCUMENTAZIONE INVIATA DAL PROPONENTE PER ACCETTAZNINE C(

L'Azienda ha comunicato di aver verificato la possibilita di includerpakfenti italiani nello studig
multicentrico internazionale.

PARERE CTS

La CTS prende atto della comunicazione e conferma il PARERE FAVOREVOLE

VALUTAZIONE >E=MENDAMENTO PROPOSTO (30.06.2020)

L'emendamento, oltre a numerose modifiche di carattere non sostanziale, propone:
l'aggiunta dei seguenti due endpoint secondari di efficacia
0 tempo intercorso al miglioramento clinico di almeno 2 punti (dalla canidzazione) su ¢
punti categoria su scala ordinale fino al Giorno 28 (vedi Sezione 8.8.1)
0 tempo a Sp0O2 >94% in aria ambiente
I'estensione del tempo massimo ammissibile tra lo screening e l'inizivadimento da 24 ore a
giorni
la modifica della periodicita durante il periodo di ospedalizzazioneairolli ematici di D-dimero
PT, INR, aPTT e procalcitonina da giornaliero a ogni due giorni

Commento
Le modifiche proposte non madificano il giudizio precedentemente espresso.
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PARERE FAVOREVOLE




	Scope of this document
	Target audience
	Background
	Personal protective measures
	Hand hygiene
	Cough etiquette
	Facemasks and respirators
	Use of facemasks and respirators in healthcare settings
	Use of facemasks in other high-exposure situations
	Use of facemasks in community settings

	Other personal protective equipment

	Environmental measures
	Social distancing measures
	Quarantine or self-isolation of 2019-nCoV cases and contacts during the containment phase
	Voluntary isolation of symptomatic 2019-nCoV cases not requiring hospitalisation during mitigation phase
	A. Containment phase
	B. Mitigation phase

	Interventions in educational and child care settings
	Schoolchildren and children attending day-care facilities are considered to be one of the main drivers of respiratory virus spread in the community. However, it is not yet known how much 2019-nCoV transmission will occur among children.
	Proactive school and day care closures
	Reactive school and day-care closures

	Measures in the workplace
	Measures related to mass gatherings

	Travel-related measures
	International and domestic travel advice
	Screening at entry points
	Domestic travel restrictions
	Border closures
	Contributing ECDC experts (in alphabetical order)


