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Alleanza per la RicerCA con dati sanitari
(ARCA)

Roma, Istituto Superiore di Sanita
Istituto Nazionale di Statistica

15 maggio 2020

10:00 Dati, informazioni e decisioni: 1l muolo dell’ISTAT
Gian Carlo Blangiardo — Presidente Istituto Nazionale di Statistica

10:15 Dati sanitari e governo della salute: 1l ruolo dell’ IS5
Silvio Brusaferro — Presidente [stituto Superiore di Sanita

10:30 Dati sulla salute e sulle cure mediche dal punto di vista del cittadino
Antonio Gaudioso — Segretario Generale Cittadinanza Attiva

10:45 Perche un’alleanza per la ricerca con dati sanitari: opportunita e vincoli
Giovanni Corrao — Direttore Centro Interateneo Healthcare Eesearch &
Pharmacoepidemiology

11:15 Tavola rotonda: Aspettative e contributi dalle agenzie governative
Ministero della Salute, Direzione Generale della digitalizzazione, del sistema informativo
sanitario e della statistica
Istituto Superiore di Sanita
Istituto Nazionale di Statistica
Agenzia Italiana del Farmaco
Istituto Nazionale per la promozione della salute delle popolazion: Migrant: e 1l contrasto
delle malattie della Poverta
Conferenza Stato Regiom
Garante per la protezione dei dati personali

12:45 Conclusioni e proposte
Silvio Brusaferro e Gian Carlo Blangiardo
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la Repubblica
Governo, si riparte dal 26, ma all’aperto.

16 aprile 2021 o . ) ) =
Draghi: “Un rischio ragionato

Il presidente del Consiglio annuncia il ritorno ad un giallo rafforzato, con ri \perture
rracduali: *Dati in mighoramento”, Nuovi criteri per il decreto Sostegni: “Sara debito

buono, se ne uscird con la crescita”. E difende ancora Speranza

Draghi, la conferenza stampa di oggi

in diretta: « Precedenza ad attivita

all'aperto e scuole. Abbiamo preso un _ e g

rischio mq‘iona[o‘ i da[i miqlior—dno» l)l(lgl“: ” g()\'('l'”() l)l('”(h' un
rischio ragionato, riaprono le
attivita all'aperto. Usciremo dal
debito con la crescita”

premuer part ata stamps sul tera delle napesture defle prossme settrmane copo &2

Il capo del governo: «La campagna di vaccinazione va bene, con
tante sorprese positive e qualcuna negativa e questo ¢ stato
fondamentale per prendere le decisioni sulle riapertures
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Vaccinazione anti-SARS-CoV-2/COVID-19

Raccomandazioni ad interim sui gruppi target della
vaccinazione anti-SARS-CoV-2/COVID-19

CATEGORIA 1: Elevata fragilita.

Nel definire i gruppi a cui dare priorita nella campagna di vaccinazione si e
tenuto conto, anche attraverso un confronto con societa scientifiche di
riferimento, della particolare fragilita di alcune categorie di cittadini affetti da
specifiche patologie valutate come particolarmente critiche in quanto correlate
al tasso di letalita associata a COVID-19 per danno d'organo preesistente o
compromessa capacita di risposta immunitaria a SARS-CoV-2, definite
estremamente vulnerabili (tabella 1) e dei portatori di disabilita gravi ai sensi
della legge 104/1992 art.3 comma 3 (tabella 2).
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Direzione Generale della
Programmazione Sanitaria
Nuovo Sistema di Garanzia
dell’ Assistenza Sanitaria
Monitoraggio e valutazione dei
percorsi diagnostico - terapeutici

Stratificazione del rischio clinico nel corso dell’Epidemia da CoViD-19 o * 15
Studio caso-controllo di Sorveglianza A

PROGETTO STRESS

h

No. (%) Odds ratiof  (90% confidence interval®) Weight!

Male gender 3,797,636 (49.6%) 3.07 (2.951t0 3.19) 11 i
Age <45 3,111,426 (40.6%) 1.00 (reference) 0 q
Age 46-59 2,305,062 (30.1%) 5.95 (5.36t0 6.62) 18
Age 60-69 1,222,310 (16.0%) 15.62 (14.09t0 17.32) 27
Age 70-79 1,016,704 (13.3%) 27.64 (24.96 t0 30.61) 33
HIV infection 31,300 (0.4%) 1.52 (1.33t0 1.74) B
Other infectious and parasitic diseases 42,422 (0.6%) 1.37 (1.26 to 1.49) 3
Malignancies 177,024 (2.3%) 1.42 (1.35t0 1.50) 4
Diabetes without insulin therapy 278,785 (3.6%) 1.60 (1.53t01.68) 5
Insulin therapy 101,996 (1.3%) 2.35 (2.21t0 2.49) 9
Obesity 16,571 (0.2%) 1.34 (1.13 t0 1.58) 3
Disorders of fluid, electrolyte, and acid-base balance 8,576 (0.1%) 1.29 (1.11to0 1.49) 3
Gout 164,428 (2.2%) 1.57 (1.50 to 1.66) 5
Coagulation defects 3,603 (0.1%) 1.41 (1.07 t0 1.85) 3
Anaemias 613,430 (8.0%) 151 (1.45t0 1.58) 4
Dementia / Alzheimer 12,671 (0.2%) 1.26 (1.09 to 1.46) 2
Psychosis 138,034 (1.8%) 1.94 (1.80 t0 2.08) 7
Depression 588,688 (7.7%) 1.35 (1.29t0 1.42) 3
Parkinson’s disease and parkinsonism 40,885 (0.5%) 1.21 (1.09t0 1.34) 2
Epilepsy and recurrent seizures 122,171 (1.6%) 1.37 (1.26 t0 1.48) 3
Other diseases of the nervous system and sense organs 35,495 (0.5%) 1.26 (1.13to0 1.40) 2
Ischaemic Heart Disease/Angina 91,539 (1.2%) 1.18 (1.11t0 1.26) 2
Heart failure 21,840 (0.3%) 1.30 (1.18t0 1.43) 3
Vascular diseases 14,936 (0.2%) 1.17 (1.04 t0 1.32) 2
Cerebrovascular diseases 35,205 (0.5%) 1.12 (1.02 t0 1.23) 1
Hypertension 796,044 (10.4%) 1.20 (1.15t0 1.25) 2
Coronary and peripheral vascular disease 658,737 (8.6%) 1.75 (1.68t0 1.82) 6
Oral anticoagulant agents 144,713 (1.9%) 1.39 (1.32t0 1.47) 3
COPD/Asthma 20,034 (0.3%) 1.15 (1.03 t0 1.28) 1
Liver cirrhosis and other liver chronic diseases 29,484 (0.4%) 1.31 (1.16 t0 1.49) 3
Chronic kidney disease 17,109 (0.2%) 1.32 (1.20 to 1.46) 3
Diseases of the skin and subcutaneous tissues 106,747 (1.4%) 1.10 (1.00 to0 1.20) 1
Chronic pain 191,442 (2.5%) 1.28 (1.21t0 1.36) 2
Corticosteroids 935,246 (12.2%) 1.62 (1.55t0 1.68) 5
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La Direzione Generale Welfare, con il supporto dell’Universita di Milano-Bicocca, ha sviluppato un approfondito studio
B Healthcare Research denominato STRESS (Stratificazione del rischio clinico nel corso dell’Epidemia da CoViD-19: Studio di Sorveglianza). Lo studio
ha generato uno score prognostico in grado di attribuire ad ogni cittadino lombardo di etd compresa tra 18 e 79 anni un indice di
fragilita rispetto al rischio di sperimentare forme cliniche critiche e/o fatali dell’infezione da SARS-CoV-2

>
Z

A & Pharmacoepidemiolozy



DEN

Dati, incertezze, bisogni informativi.
Cosa ci sta insegnando la pandemia in corso?

giovanni.corrao@unimib.it

evitare
contagio

identificaré
e priorita

Real-world

evidence @

per ....

... orientarsi
sulla sicurezza

“DEGLI STUD
> Healtheare Research

& Pharmacoepidemiolozy

i
z
Z
A

Cite this as: BMJ 2021;372:n699
http://dx.doi.org/10.1136/bmj.n699
Published: 11 March 2021

Covid-19: European countries suspend use of Oxford-AstraZeneca

vaccine after reports of blood clots

jacqui Wise

Denmark has temporanly suspended use of the
Oxford-AstraZeneca covid-1g vaccine as a
precautionary move after reports of blood clots and
one death. However, the European Medicines Agency
(EMA) and the UK's regulatory body have said that
there is no tndication that vaccination is linked to
thromboembolic events.

Eight other countrtes— Norway, Iceland, Austria,
Estonta, Lithuanta, Luxembourg, ltaly, and
Latvia—have also suspended use of AstraZeneca’s
vaccine. The decistons are a further setback for
Europe’s vaccination campaign, which has struggled
to pick up speed, panly becanse of delays in
delivering the AstraZenecavaccine.

The Danish Health Authortty said that one person in
Denmark had died after recetving the AstraZeneca
vaccine and that 1t would suspend the drug’s use for
two weeks while the case was Investigated. “Itis
important to point out that we have not terminated
the use of the AstraZenecavaccine—we are just
pausing its use, " said the Danish Health Authortty's
director, Soren Brostrom.

On 1o March the EMA said that Austna had suspended
the use of a batch of AstraZeneca vaccines after one
person had multple thrombosis diagnosed and died
10 days after vaccination. Another personwas
admitted to hospital with pulmonary embolism after
being vaccinated and 1s now recovering. The EMA
said that two other reports of thromboembolic event
cases had also been recetved from that batch, which
was delivered to 17 EU countries and comprised a
million doses.

Close review

The EMA's safety committee 1s reviewing the issue
but said that there was currently no indication that
vaccinaton has caused these conditions, which are
not listed as side effects. It said that the information
avallable so far showed that the number of
thromboembolic events1

higher than that seen in|

Disease related clotting

Commentng on the decistons, Stephen Evans,
professor of pharmacoepidemiology at the London
School of Hygiene & Tropical Medicine, said, “The
problem with spontaneous reports of suspected
adverse xeaumm to a vaccine [1s] the enormous

e e T N O S e s

“The

sald that, as of o March. onblom wuh smmanm S rcnons or »uﬂmud

events had been reportet
people given the AstraZer
Economic Area.

Phil Bryan, vaccines safe

dnm ult\ of disunguishing a (ausal cffm (rom‘a

Medicines and Heanthea CMCIdENCE. ™ He highlighted that covid-19 disease
Agency, said, “More thar ' W as very strongly associated with blood clotting and

AstraZeneca vaccine hav

across the UK. Reporsof Ll there had been hundreds, 1f not many thousands,
are not greater thanthe1 Of deaths caused by blood clotting as a result of

occurred naturally in the

added that the agency wi  COV 1d-19.

close review but that avanapieevioencemnon
confirm that the vaccine was the cause.

A spokesperson for AstraZeneca said, “ Patient safety
1s the highest prionty for AstraZeneca. Regulators
have clear and stnngent efficacy and safety standards
for the approval of any new medicine, and that
includes Covid-1g Vaccine AstraZeneca.

“An analysis of our safety data of more than 10
miilion records has shown no evidence of an
increased nsk of pulmonary embolism or deep vein
thrombosis in any defined age group, gender, batch
or in any particular country with Covid-1g Vaccine
AstraZeneca. In fact, the observed number of these
types of events 1s significantly lower in those
vaccinated than what would be expected among the
general population.”

vaccine doesn't cause blood clotsatall or, atthe vary
worst, that It's an extremely rare event.”
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THE LANCET

Thromboembolism and
the Oxford-AstraZeneca
COVID-19 vaccine: side-
effect or coincidence?

By mid March, 2021, vaccination
against COVID-19 using the ChAdOx1
nCoV-19 (AZD1222) vaccine from
Oxford-AstraZeneca'” was paused in
a number of European countries due
to reports of thromboembolic events
in vaccinated individuals.! According
to the European Medicines Agency
(EMA), 30 cases of thromboemboalic
events (predominantly venous) had
been reported by March 10, 2021
among the approximately 5 million
recipients of the Oxford-AstraZeneca
COVID-18 vaccine in the European
Economic Area.) The EMA subsequently
stated that “The number of thrombo-
embolic events in vaccinated people
is no higher than the number seen in
the general population™ To inform
the ongoing discussion on the safety
of the Oxford-AstraZeneca COVID-19
vaccine, we analysed natiomwide
population-based data from Denmark
to estimate the natural incidence of
venous thromboembolism |

Denmark has a tax-supported
universal health-care system.® in
which all hospital contacts are
registered in the Danish National
Patient Registry.” We first used the
Danish Civil Registration System® to
identify all Danes who were at leas
18 years old between Jan 1 2010,
and Nov 30, 2018. Using data from
he Danish National Patient Registry,
we then identified all first-time
cases of venous thromboembolism

@stergaard SD, Schmidt

Vol 397 April 17, 2021

or their 18th birthday (whichever outcomesto deep vein thrombosis or @ lk

came first), until their first incident
venous thromboembolism (see
definition below), death, emigration
or Nov 30, 2018. Individuals with
a diagnosis of venous thrombo-
embolism before Jan 1, 2010, or their
18th birthday were not included
n the analyses. Incident venous
thromboembolism was defined

pulmonary embolism, as they account
for more than 95% of zll diagnoses
and stratified by sex. All incidence
rates were calculated by dividing the
number of incident venous thrombo-
embaolisms during follow-up by the
sum of person-years during follow-up
and reported per 1000 person-years.
Subsequently, using these incidence

LY

as the first primary or secondary rates for venous thromboembolism

»
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The 18-6

The incidence rate of venous
thromboembolic events in the Danish
population aged 18-64 years in the
period from 2010 to November 2018
was 0.95 per 1,000 person-years. In a
population of 5 million people (i.e., the
number of people having received the
Oxford—AstraZeneca COVID-19
vaccine in Europe by March 10,
2021), this incidence would
correspond to approximately 91
expected cases of venous
thromboembolism per week, or 398
expected cases per month.

, HOrvatn-runo kE, et al.
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Biella, dopo la morte di un docente il

l’icmunlc S()SPCI](]L‘ un lotto del La morte del militare Stefano Paterno
¢ I'inchiesta sul vaccino AstraZeneca:

vaccino AstraZeneca 10 indagati per omicidio colposo

Beflin WA it il Asginda, v oot

AstraZeneca, da Napoli due casi sospetti: una donna
morta, un'altra in coma

Mnetre si indaga sul decesso di una professoressa, arriva 'appello die figlio di una S4enne ricoverata gravissima

Aifa blocca un lotto Astrazeneca, tre
morti sospette

[n Italia due decessi sospetti dopo somministrazion AstraZeneca, un altro caso in
vaccino AstraZeneca. Aperte inchieste Sicilia dopo il vaccino: in gravi
condizioni un‘insegnante di 37
Seatano Paterns anni

Ladonna era stata vaccinata I'l marzo, 1a magistratura ha
disposto il sequestro delle cartelie cliniche. Non si tratta del
lotto ABV 2856 bloccato dall'Aifa dopo alcune morti sospette
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The impact of novel coronavirus COVID-19 on
giovanni.corrao@unimib.it J Gen Intern Med 35(92816-7 noncommunicable disease patients and health systems:

DOI: 100 1007 /51 1606-020-06(25-4
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Abstract

IMPORTANCE The coronavirus disease 2019 (COVID-19) pandemic has placed unprecedented strain

on patients and health care profes als and institutions, but the association of the pandemic with

use of preventive, elective, and nonelective care, as well as potential dispantses in use of health care

remain unknowr

ZDEGLI STUDI OBJECTIVE To examine changes in health care use during the first 2 months of the COVID 19
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pandemic in March and Apeil of 2020 relative to March and April of 2019 and 2018, and to examine

:f whether changes in use differ by patient’s 2ip code-level race/ethrcity or income
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Renin—Angiotensin—Aldosterone System
Blockers and the Risk of Covid-19

ABSTRACT

BACKGROUND

A potentia! association between the use of angiotensin-receptor blockers (AREs)
and angiotensin-converting-enzyme (ACE) inhibitors and the risk of coronavirus
disease 2019 (Covid-19) has not been well studied.

METHODS

We carried out a population-based case-control study in the Lombardy region of
Italy. A total of 6272 case patients in whom infection with severe acute respiratory
syndrome coronavirus 2 (SARS-CoV-2) was confirmed between February 21 and
March 11, 2020, were matched to 30,759 beneficiaries of the Regiona! Health
Service (controls) according to sex, age, and municipality of residence. Information
about the use of selected drugs and patients’ clinical profiles was obtained from
regional databases of health care use. Odds ratios and 95% confidence intervals
for associations between drugs and infection, with adjustment for confounders,
were estimated by means of logistic regression.

RESULTS

Among both case patients and controls, the mean (+SD) age was 68+13 years, and
37% were women. The use of ACE inhibitors and ARBs was more common among
case patients than among controls, as was the use of other antihypertensive and
non-antihypertensive drugs, and case patients had a worse ctinical profile. Use of
ARBs or ACE inhibitors did not show any association with Covid-19 among case
patients overal! (adjusted odds ratio, 0.95 [95% confidence interva! {CI}, 0.£6 to 1.05]
for AREs and 0.96 [95% CI, 0.87 to 1.07] for ACE inhibitors) or among patients
who had a severe or fata! course of the disease (adjusted odds ratio, 0.83 [95% CI,
0.63 to 1.10] for ARBs and 0.91 [95% CI, 0.69 to 1.21] for ACE inhibitors), and no
association between these variables was found according to sex.

CONCLUSIONS

In this large, population-based study, the use of ACE mhibitors and ARBs was
more frequent among patients with Covid-19 than among contro!s because of their
higher prevalence of cardiovascu!ar disease. However, there was no evidence that
ACE inhibitors or ARBs affected the risk of COVID-19.
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