SIR — en datakyrkogard eller levande data?

Ska vi grava ned eller grava upp
informationen som vi samlar?

Johan Berkius, overlakare och chef pa IVA, Vastervik
Sten Walther, dverlakare, Thorax-Karlkliniken, Linkoping



Varfor ar vi med i SIR?
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Varfor ar vi med i SIR?

For att ...

* beskriva den egna enheten?

* fa hjalp med att folja upp hur det gar for vara patienter?
* skapa en forskningsdatabas?

e vi’maste’?

* vi far en kvalitetspeng om vi ar med?

2015-03-13 Svenska Intensivvardsregistret - SIR 3



Kunskapsutveckling

kunskap

Fast
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Data valideras hos SIR
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Valideringsprogrammet

 Tillhandahalls gratis fran SIR
* Uppgraderas kontinuerligt

* |Innehaller funktion for validering av data

* Innehaller funktioner for kryptering och filéverforing
till SIR

* Innehaller funktion for dekryptering av filoverforing
fran SIR till avdelningen

2013-11-13 Svenska Intens'lwérdsregistrgt . ) 25
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Vart tar data vagen?
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Grav i SIR:s databas!
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SIR

Ansvariga forfattare: Goran Karlstrom, Thomas Nolin, Folke Sjoberg, Sten Walther
Version: 2.0

Faststilld: 2012-09-21

Giller fran: 2012-09-21

Rutin for FoU-ansokningar stallda till SIR

FoU-ansokningar till SIR kan ha en mycket stor spannvidd 1 omfattning och innehall. De kan
vara del 1 lokala Vardutvecklingsprojekt men ocksa delar av nationella eller internationella
Forskningsprojekt. Denna riktlinje ér till for att klargdra processens formella steg samt hur
SIR behandlar ansdkningar. Ansokningar 1 allménhet forvintas rora datauttag som inte
inkluderar personnummer. Om ansdkan inkluderar personnummer eller pa annat sétt avser att
samkoras med data for koppling till identifierbar person sa giller ocksa att stycket ”Ansdkan
som innefattar personnummer (C)” ar tillampligt oavsett omfanget pa ansékan 1 6vrigt.

2015-03-13 www.icuregswe.org/sv/Om-SIR/FoU-ansokningar/ .



Kunskapsutveckling

Flyktig
kunskap

Fast
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En artikel skrivs
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”If your impact factor is
above 10, then you
enter here. If it’s lower,
well ....”
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En pusselbit i den medicinska varlden?
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SIR data

Styrkor

* Manga vardtillfallen

* Rikligt med detaljerade data
* Data samlade i den kliniska vardagen
* Unik mortalitetsuppfoljning, begransat bortfall

* Insamling styrd av tydliga riktlinjer / definitioner

2015-03-13 Svenska Intensivvardsregistret - SIR 16



SIR data

Svagheter

 Heterogena data (barn, vuxna, neuro, thorax)

* Risk for felaktig inmatning av data
e Ofullstandiga data

» Riktlinjer/ definitioner foljs inte

e Definitioner saknas (ICD-10 m fl)
* Slumpmassiga fel

2015-03-13 Svenska Intensivvardsregistret - SIR 17



Automatic data collection Manual data collection

Patient data Data ¢ Patieat data
SVENSRA
INTENSIVVARDSREGISTRET
SIR @ < Incomplete: 4.0% Documentatio
Electronic patient Paper patient
record (PDMS) I

Inaccurate. 4.8%

Incomplete: 3.3% » Data collectio

. . Inaccurate: 1 7% C“;: Record
d.xlmcblon < Incomplete: 1.4% bl

|y st iy

Inaccurate: () 6%
1 al\ Istry (Conmeaté. 0.0 / Local registry
Local registry Completed: 1.9%) sy
database (- OPRPREoReteet FERRTA

Incomplete: 3.6% '\‘

Data transfer _ Data transfer
Insccurate () Y%

Incomplete: 0.6%

4 v
Central registry database
g Arts et al
Automatically ¢ollected data Manually collected data
Insccurate: 2. 0% Insccurate: 4.6% JAMIA 2002; 9: 600-611
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{urtomatic data collectio

SIR

n Manual data collection

Data errors:

Central registry database

Automatically collected data
Inaccurate: 2.0%

Incomplete: 6.0%

Inaccurate: 4.6%
Incomplete: 5.0%

Manually collected data

g Smeay

7 2 .
_ Data transter ./

— —
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ollected data Manually collected data

inaccurate. 4.6
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KOL och NIV — sa har borjade det:

Nasal NIV jmf Standard terapi

NIV Standard
Antal patienter 26 30

30 dagars mortalitet 1 (4 %) 9 (30 %)

Bott et al, Lancet 1993

2015-03-13 Svenska Intensivvardsregistret - SIR 21



KOL och NIV — sa har borjade det:
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The New England
Journal of Medicine

©Copyright, 1995, by the Massachusetts Medical Society

Volume 333 SEPTEMBER 28, 1995 Number 13

NONINVASIVE VENTILATION FOR ACUTE EXACERBATIONS OF CHRONIC OBSTRUCTIVE
PULMONARY DISEASE

LAURENT BROCHARD, M.D., JORDI MANCEBO, M.D., MARC WYSOCKI, M.D., FREDERIC LOFASO, M.D.,
GIORGIO CONTI, M.D., ALAIN RauUss, M.D., GERALD SIMONNEAU, M.D., SALVADOR BENITO, M.D.,
ALESSANDRO GASPARETTO, M.D., FRANCOIS LEMAIRE, M.D., DANIEL ISABEY, PH.D., AND ALAIN HARF, M.D.
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KOL och NIV —sa har borjade det:
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Ej NIV, ej intub  Intub, ej NIV CETERVNY NIV och Intub
Antal
patienter 11 31 32 11
Dod pa 18 % 32 % 3 % 27 %
sjukhus ° ° ° °

NONINVASIVE VENTILATION FOR ACUTE EXACERBATIONS OF CHRONIC OBSTRUCTIVE
PULMONARY DISEASE

LAURENT BROCHARD, M.D., JORDI MANCEBO, M.D., MARC WYSOCKI, M.D., FREDERIC LOFASO, M.D.,
GIORGIO CONTI, M.D., ALAIN RauUss, M.D., GERALD SIMONNEAU, M.D., SALVADOR BENITO, M.D.,

ALESSANDRO GASPARETTO, M.D., FRANCOIS LEMAIRE, M.D., DANIEL ISABEY, PH.D., AND ALAIN HARF, M.D.
2015-03-13
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KOL pa IVA i Sverige
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Acta Anaesthesiol Scand 2008; 52: 759-765 © 20008 The Authors
Printed in Singgpg re. All n‘g_i‘-;g_g reserped Jowrmal compilation © 2008 The Acta Ameesthesiologion Samdimreica Foundation

ACTA ANAESTHESIOLOGICA SCANDINAVICA
doi: 10.1111 /§.1399-6576.2008.01632 x

Characteristics and long-term outcome of acute 1 009 patienter
exacerbations in chronic obstructive pulmonary disease:

an analysis of cases in the Swedish Intensive Care
Registry during 2002-2006

J. Berkius', T. Noun?, C. MArpi®, G. KaristroM® and S. M. Warther™® on behalf of the Swedish Intensive Care
Registry

]Deparhﬂent of Anaesthesia and Intensive Care, Viistervik hospital, Vistervik, Sweden, EDBpﬂﬂ'ﬂtfﬂt of Anaesthesia and Intensive Care, Central
Hospital, Kristianstad, Sweden, *Division of Surgical disciplines, Landstinget i Virmland, Karlstad, Sweden *Heart Centre, University Hospital,

>okinkdping, Sweden,”Department of Physiology, Faculty of Healths§giences, Lirkoping Muiwersity,Linkoping, Sweden, and ®Department of 24
Anaesthesia, Faculty Division Ullevaal University Hospital, Faculty of Medicine, University of Oslo, Oslo, Norway



KOL och NIV pa IVA i Sverige

NIV-forsok vid KOL
leder inte till 6kad dodlighet

1.007 — — — Immediate
NIV-trial
0.80 6 8 H
58 patienter
0.60+
0.40 -
0.20- Hazard ratio, ;u:lj.
for age, sex, risk:
0.81(0.65—1.02)
0.00- T T T T T T T
0 6 12 18 24 30 36
Survival (months)
Number at risk
Immediate 418 223 182 157 120 103 74
NIV-trial 240 138 115 89 69 57 43
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NIV pa IVA i Sverige

NIV-forsok vid hypoxisk lungsvikt
tycks forenad med okad dodlighet

1.00+
0.80 e
12 266 patienter
0.60
0.40
Dessutom ’IRL’!
0.20 e
O.OO L T T T T T T T
0 2 4 6 8 10 12
Survival (months)
Number at risk
InvwW 6272 3991 3686 3500 3326 3180 3007
NIV 3919 2503 2292 2132 1986 1856 1719
Inv+NIV 2075 1118 1021 960 920 867 814

2015-03-13 Svenska Intensivvardsregistret - SIR 26
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Gor SIR-data nytta?

The NEW ENGLAND JOURNAL of MEDICINE

CLINICALTHERAPEUTICS

Antibiotic Prevention of Acute
Exacerbations of COPD

Richard P. Wenzel, M.D., Alpha A. Fowler 111, M.D.,
and Michael B. Edmond, M.D., M.P.H., M.P.A.

Svenska Intensivvardsregistret - SIR
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Gor SIR-data nytta?

THE CLINICAL PROBLEM

An estimated 24 million persons in the United States have COPD on the basis of
lung-function testing.* Globally, COPD is the fourth leading cause of death,? and in
the United States it is the third most common cause of death and chronic complica-
tions.’

The average person with COPD has one to two acute exacerbations each year,
with wide variation from patient to patient.* In 2000 in the United States, 726,000
patients were hospitalized with acute exacerbations of COPD." During an acute ex-
acerbation, antibiotics are generally administered for 5 to 10 days,® creating a na-
tional burden of 120 million to 480 million antibiotic-days annually. The median
hospital stay per exacerbation has been estimated at 9 days.® In a 2007 Canadian
study, the median cost of a hospital stay after an acute exacerbation of COPD was
$9,557 (Canadian dollars).”

Acute exacerbations of COPD requiring hospitalization are associated with a
30-day rate of death from any cause of 4 to 30%.° A study in Sweden showed an
all-cause mortality of 26% at 30 days and.of 69%, at 3,years.® Acute exacerbations

28



Gor SIR-data nytta?
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THE CLINICAL PROBLEM

An estimated 24 million persons in the United States have COPD on the basis of
lung-function testing.! Globally, COPD is the fourth leading cause of death,? and in
the United States it is the third most common cause of death and chronic complica-

tions.’
The average person with COPD has one to two acute exacerbations each year,
with wide variation from patient to patient.* In 2000 in the United States, 726,000

p: 1t1e11t~1 were hmplr lized with L,ure exa Lt‘lh 1t] lons of C Ul"LJ ] I,Jm Ing an acute ex-

Acute exacerbations of COPD requ1r111g hospltahzatmn are assoclated with a
30-day rate of death from any cause of 4 to 30%.° A study in Sweden showed an
all-cause mortality of 26% at 30 days and of 69% at 3 years.® Acute exacerbations

Acute exacerbations ut COPD requiring hmplmlu tion are associated with
30-day rate of death from any cause of 4 to 30%.° A study in Sweden showed an
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Evidenspyramiden

INTENSIVVARDSREGISTRET

SIR

Systematic Reviews
and Meta-analyses

Randomized
Controlled
Double Blind

Studies Cohort Studies

Case Reports
Ideas, Editorials, Opinions

Animal research

In vitro (“test tube”) research
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JONAS FLUDVIGSSON, professor,
~ dverlédkare, institutionen for
g medicinsk epidemiologi och bio-

statistik; barnk_liniken. Universi-
tetssjukhuset, Orebro
jonasludvigsson@yahoo.com

Svenska kvalitetsregister uppmiirk-
sammas alltmer. Mot den bakgrunden
utkom nyligen en o6versiktsartikel om
103 svenska kvalitetsregister som 2012
ansokte om finansiellt stéd fran SKL
(Sveriges Kommuner och landsting) [1].
Bland medforfattarna till artikeln finns
representanter for bade SKL och Social-
styrelsen. Den 43 sidor langa artikeln dr
nyligen publicerad i Journal of Internal
Medicine.

Kvalitetsregister har redan lett till
okad kunskap och forbittringar av
viarden. Nyligen publicerade Lind et al

KLINIK & VETENSKAP KOMMENTAR

Svenska kvalitetsregister
en guldgruva for likare

stidllning har en tickningsgrad pa 280
procent, och flera av de ildsta registren
(som haft lingst tid pa sig att etablera
sig) ligger pa nidrmare 100 procent. Fak-
torer som paverkar tickningsgraden ér
till exempel antalet centra som tar hand
om en viss patientgrupp (med fa centra
ir det enklare att fa en 6verblick av alla
patienter med en viss diagnos), men
ocksda var patienterna tas om hand.
Tiackningsgraden for diagnoser som be-
handlas i primirviarden ir genomgien-
de ligre.

Vid férsta anblicken kan ticknings-
graden forefalla enkel att virdera, men
det dr den inte. Ett register begrinsat
till en viss alderskategori (exempelvis
patienter i aldersspannet 50-75 ars
alder) kan ha hog tickningsgrad for
dessa patienter, men egentligen mycket
lag tackningsgrad for nfanniskor som
insjuknar i 90-arsaldern. Traditionellt

Lakartidningen

Citera som: Ldkartidningen. 2014;111:DAA6

bl
En 43 sidor lang dversiktsartikel tar ett
helhetsgrepp om svenska kvalitetsregister
- som manga menar ar en guldgruva for
vardpersonal och forskare.
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Evidenspyramiden och SIR
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Systematic Reviews
and Meta-analyses

Randomized
Controlled
Double Blind

Studies Cohort Studies

SIR

Case Reports
Ideas, Editorials, Opinions

Animal research

In vitro (“test tube”) research

2015-03-13 Svenska Intensivvardsregistret - SIR 33



Studiedesign och SIR
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Did investigator
assign exposures?

Systematic Reviews |

Randomized

Conteollea and Meta-analyses
Double Blind
Studies Cohort Studies Yes No
Experimental study Observational study
| |
Ideas, Editorials, Opinions Random allocation? Comparison group?
Animal research | |
n vitro (“test tube”) research
L ol Yes No Yes No
Analytical Descriptivel
) Non- st tud
controlled controlled
trial i —
trial Direction?
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¥ Studiedesign och SIR
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Did investigator
assign exposures?

Systematic Reviews |

22’:,‘::’0'“::" and Meta-analyses
Double Blind
Studies Cohort Studies Yes No
— Experimental study Observational study SI I <
] ports | |
Ideas, Editorials, Opinions Random allocation? Comparison group?

Animal research | |

In vitro ("test tube”) research Yes NO
Analytical Descriptivel
) Non-
Randomised\ f randomised study study
controlled controlled
trial i
trial Direction?
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Studiedesign och SIR
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Did investigator
assign exposures?

Systematic Reviews |

Randomized

Conteollea and Meta-analyses
Double Blind
Studies Cohort Studies Yes No
——— Experimental study Observational study SI I (
' : | |
ideas, Editarials, Opinions Random allocation? Comparison group?

Animal research | |

In vitro ("test tube”) research Yes NO
Analytical Descriptivel
Randomised o study study
randomised
controlled controlled
trial i —
trial Direction?
Exposure —® Qutcome Exposure and
outcome at

the same time

Exposure €— Qutcome
/77 O\
Kohort Fall-kontroll Tvarsnitts
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Studiedesign och SIR
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Did investigator
assign exposures?

Systematic Reviews |

Randomized

Conteollea and Meta-analyses
Double Blind
Studies Cohort Studies Yes No
Experimental study Observational study
| |
ideas, Editarials, Opinions Random allocation? Comparison group?

Animal research | |

Yes No

In vitro ("test tube”) research

Analytical Descriptive]
_ Non- study stud
Randomised\ [ randomised A
controlled controlled
trial [
trial Direction?
Exposure —® Qutcome Exposure and
outcome at

the same time

Exposure €— Qutcome
.e C C
NIV och 6verlevnad Cohort St .

study

study
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Hypoxisk lungsvikt, NIV och overlevnad

1.00- SR * |dentisk med tidigare bild men
0.80- Vs 490 NIV patienter som dott pa

IVA utan att blivit intuberade ar
exkluderade (formodad

0.60

d behandlingsbegransning)
0.20
0.001, | | | | | | * NIV battre (i alla fall om man
0 2 4 6 8 10 12 ] ]
Survival (months) slipper intuberas) !?
Number at risk
InwW 6272 3991 3686 3500 3326 3180 3007
NIV 3433 2503 2292 2132 1986 1856 1719
Inv+NIV 2075 1118 1021 960 920 867 814
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Hypoxisk lungsvikt, NIV och overlevnad
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1.00 W
NIV
0.80 -
0.60 -
]
0.40
0.20
0 ! OO | I I I I I I I
0] 2 4 _ 6 8 10 12
Survival (months)
Number at risk
InwW 6272 3991 3686 3500 3326 3180 3007
NIV 5508 3621 3313 3092 2906 2723 2533
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Hypoxisk lungsvikt, NIV och overlevnad
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1.00 - 1.007 ——— W
——— InwV NIV
NIV 0.80 NIV+InvW
0.80+
0.60+
0.60 - 0.40
— L L
0.20+
0.40+
0.00_ T T T T T T T
0 2 4 6 8 10 12
0.20 - Survival (months)
Number at risk
InwW 6272 3991 3686 3500 3326 3180 3007
NIV 3433 2503 2292 2132 1986 1856 1719
B Inv+NIV 2075 1118 1021 960 920 867 814
OIOO I I I I I I I
0 2 4 6 8 10 12
Survival (months)
Number at risk
InW 6272 3991 3686 3500 3326 3180 3007
NIV 5508 3621 3313 3092 2906 2723 2533
41
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1.00
0.80+
0.60
0.40+
0.20+

0.00,

Number at risk

InvwW 6272
NIV 5508

2015-03-13

Survival (months)

——— InvwV
NIV
T T
10 12
3180 3007
2723 2533

Kan effekten av NIV klargoras
genom att vi randomiserar vara
patienter med hypoxisk lungsvikt
till NIV eller intubation?

Svenska Intensivvardsregistret - SIR 42



Randomiserade register studier

e NEW ENGLAND
JOURNAL of MEDICINE

PERSPECTIVE

The Randomized Registry Trial — The Next Disruptive
Technology 1 Clinical Research?

Michael S. Lauer, M.D_, and Ralph B. D'Agostino, Sr., Ph.D.
N Engl J Med 2013; 369:1579-1581 | October 24, 2013 |DOI: 10.1056/NEJMp 1310102
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Randomiserade register studier
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e NEW ENGLAND
JOURNAL of MEDICINE

ESTABLISHED IN 1812 OCTOBER 24, 2013 VOL. 369 NO. 17

Thrombus Aspiration during ST-Segment Elevation
Myocardial Infarction

Ole Frobert, M.D., Ph.D., Bo Lagerqgvist, M.D., Ph.D., Géran K. Olivecrona, M.D., Ph.D., Elmir Omerovic, M.D., Ph.D.,
Thorarinn Gudnason, M.D., Ph.D., Michael Maeng, M.D., Ph.D., Mikael Aasa, M.D., Ph.D., Oskar Angeras, M.D.,
Fredrik Calais, M.D., Mikael Danielewicz, M.D., David Erlinge, M.D., Ph.D., Lars Hellsten, M.D.,

Ulf Jensen, M.D., Ph.D., Agneta C. Johansson, M.D., Amra Karegren, M.D., Johan Nilsson, M.D., Ph.D.,
Lotta Robertson, M.D., Lennart Sandhall, M.D., Iwar Sjogren, M.D., Ollie Ostlund, Ph.D.,

Jan Harnek, M.D., Ph.D., and Stefan K. James, M.D., Ph.D.
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PERSPECTIVE

THE RANDOMIZED REGISTRY TRIAL

10,000

9,000

8,000

7,000+

6,000+

5,000+

No. of Patients

4,000

3,000+

Patients receiving primary PCI

Patients who underwent
randomization

Rapid Randomization in the TASTE Trial, with Enrollment of Most Patients Receiving Primary Percutaneous Coronary Intervention (PCI).

Adapted from the Institute of Medicine {www.iom.edu/-/media/Files/Activity%620Files/Quality /VSRT/LST%20Workshop/Presentations/
Granger.pdf). The incremental cost of the Thrombus Aspiration in ST-Elevation Myocardial Infarction in Scandinavia (TASTE) trial

was $300,000, or $50 for each participant who underwent randomization.

Randomiserade register studier

Stort antal patienter
under begransad tid

Begransad mangd
extra data

Lag kostnad / patient

Genomforbar om
sponsor saknas

45






di - 18 karat
o register: ar 24 karat

el

S o




2015-03-13

Svenska Intensivvardsregistret - SIR

48



Kunskapsutveckling

Fast kunskap
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