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Part II: Study specific instructions

Inclusion Criteria Section
218 years

Elective, inhospital, intermediate or high-risk noncardiac surgery procedures (please refer to
EuPreCHO Appendix 05 - List of procedural risk for common procedures) AND any of the 3 criteria
below:

- aged 265 years OR

- 22 of the following: hypertension, smoking, dyslipidaemia, diabetes, or family history of
cardiovascular disease (coronary artery disease, cerebral vascular disease, peripheral arterial

disease, heart failure) OR

- known cardiovascular disease (coronary artery disease, cerebral vascular disease, peripheral

arterial disease, heart failure, valvular disease).

Consent cannot be obtained after the procedure date.

Exclusion Criteria Section
Please make sure to review the Exclusion Criteria of EuPreCHO study Protocol study.

Definition for the ‘Emergency Surgery’: Immediate threat to life or limb without surgical intervention,

where there is very limited or no time for preoperative clinical evaluation, typically <2 h.

Definition for the ‘Urgent Surgery’: Threat to life or limb without surgical intervention, where there
may be time for preoperative clinical evaluation to allow interventions that could reduce risk of MACE
or other postoperative complications, typically 22 to <24 h REF= (Thormpson, AHA/ACC guidelines
Circulation 2024)

“Current ICU patient”: Ongoing ICU treatment from at least 1 day prior to the index surgery or
on the day of index surgery (day 0)

- “Unable to complete the WHODAS questionnaire”: Due to language barriers, illiteracy etc.
Note that TAVI and valvuloplasty do NOT qualify as cardiac surgery

IMPORTANT NOTTE: In order to have an overview of the recruitment of the patients with recruitment
of TTE period and the recruitment period without TTE in your centre, it is mandatory for centres

recruiting centres to fill out the Survey routinely - Appendix 04- Screening Log
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1. Case Report Form (CRF)

Please note that numbering refers to CRF items.

1.1 EuPreCHO-Preop/Periop and intraoperative data CRF1

Section 1: Patient Baseline Characteristics

‘Exposed’ are defined as patients with TTE up to 6 months before the date of surgery (NOT up to 6
months of enrollment date). For procedures that are rescheduled i.e., the date surgery was conducted
was not equal to the initially scheduled date- a time window of up to 8 months will be accepted
between TTE and surgery to define the exposure-

‘Non-exposed’ are patients in whom TTE was NOT performed.

Weight: In kg (within specific range)
Height: In cm (within specific range)

Preoperative functional status:

Functional status

The best functional status/level of self-care demonstrated by
the patient within the 30 days prior surgery.

¢ Independent: The patient does not require assistance
from another person for any activities of daily living.
This includes a person who is able to function
independently with prosthetics, equipment, or devices.

e Partially dependent: The patient requires some
assistance from another person for activities of daily
living.

e Totally dependent: The patient requires total
assistance for all activities of daily living.

American College of Surgeons http://riskcalculator.facs.org/RiskCalculator/PatientInfo.jsp
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Adult Examples, Including, but not Limited to:

ASAL A normal healthy patient

ASAI A patient with mild systemic
disease

ASATI A patient with severe systemic
disease

ASA IV A patient with severe systemic
disease that is a constant threat
to life

ASAV A moribund patient who is not
expecited to survive without the
operation

ASAVI A declared brain-dead patient

whose organs are being
removed for donor purposes

Healthy, non-smoking, no or minimal alcohol use

Mild dizeases only without substantive functional
limitations. Current smoker, social alcohol drinker,
pregnancy, obesity (30<BMI<40), well-controlled
DM/HTM, mild lung disease

Substantive functional limitations; One or more
moderate to severe diseases. Poorly controlled DM or
HTM, COPD, morbid obesity (EMI =40), active hepatitis,
alcohol dependence or abuse, implanted pacemaker,
moderate reduction of ejection fraction, ESRD
undergoing regularly scheduled dialysis, history (=3
months) of MI, CWVA, TIA, or CAD/stents

Recent (=3 months) MI, CVA, TIA or CAD/stents,
ongeing cardiac ischemia or severe valve dysfunction,
severe reduction of ejection fraction, shock, sepsis,
DIC, ARD or ESRD not undergoing regularly scheduled
dialysis

Ruptured abdominal/thoracic aneurysm, massive
trauma, intracranial bleed with mass effect, ischemic
bowel in the face of significant cardiac pathology or
multiple organ/system dysfunction

American Society of Anesthesiologists: Statement on ASA Physical Status Classification System, last amended 13

Dec 2020 Statement on ASA Physical Status Classification System (asahqg.org)

Active cancer:

- Undergoing surgery for cancer or known metastatic disease or patient has received active

treatment for their cancer (chemotherapy, radiation or surgery) within the last 6 months prior

to the index surgery

Family history of cardiovascular disease:

- Asreported in any preoperative clinical documentation or If history provided by the patient

- Any of the following: Coronary heart disease, heart failure, arrhythmias, valve disorders,

cerebrovascular disease/stroke, peripheral arterial disease, rheumatic heart disease,

congenital heart disease, deep vein thrombosis and pulmonary embolism qualifies

As defined by WHO (Cardiovascular diseases (CVDs) (who.int)) and American Heart Association (What is

Cardiovascular Disease? | American Heart Association)

History of dyslipidemia:

Yes, if reported in any preoperative clinical documentation or if history of correspondent treatment

(e.g. statins).
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Hypertension:

Yes, if reported in any preoperative clinical documentation or if history of correspondent treatment
(antihypertensive drugs like beta-blocker, inhibitors of the renin-angiotensin-aldosterone-system
etc.).

Current smoker:

- Refers to last year prior to the index surgery

- No, if pipes, cigars or chewing tobacco are smoked
Diabetes mellitus with:

Yes, if diagnosis was reported in any preoperative clinical documentation or if there is a history of

corresponding treatment (diet, oral antidiabetics, GLP1 receptor agonists, SGLT2 inhibitors, Insulin).
Renal disease:

- Yes, if including any of the following: chronic kidney disease, hypertensive renal/heart disease
with renal failure, acute kidney failure, kidney transplantation

- Ifyes, please enter information on need for dialysis

Section 2: Cardiopulmonary comorbidities
Chronic heart failure or cardiomyopathies:
- Yes, if diagnosis was reported in any preoperative clinical documentation or corresponding
treatment was documented
- History of congestive heart failure: Report of at least one clinical sign (i.e. elevated jugular
venous pressure, respiratory rales/crackles, crepitations, or presence of S3) and one
radiographic finding (i.e. vascular redistribution, interstitial/alveolar pulmonary edema) or the
documented physician’s diagnosis of or admission for congestive heart failure
Intake of heart failure medications; refers to patients receiving the medication for at least 30 days
before surgery
Discontinuation refers to discontinuation of medication within the last 48h before surgery

History of coronary artery disease:

Yes, if diagnosis was reported in any preoperative clinical documentation or if history of myocardial
infarction), correspondent interventions (coronary arterial bypass grafting (CABG) or percutaneous

coronary intervention (PCl)), or medical treatment.

History of peripheral vascular disease:
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Yes, if diagnosis was reported in any preoperative clinical documentation or if history of corresponding

interventions (e.g. PTA, vascular surgery).

History of stroke or transitory ischemic attack (TIA):

Yes, if diagnosis was reported in any preoperative clinical documentation or if history of corresponding

interventions.

History of severe valvular disease:

If reported as such in any preoperative clinical record or if echocardiographic documentation as

defined in Tables below on valvular disease.

Echocardiographic criteria for the definition of severe valve stenosis: an integrative approach

Aortic Mitral Tricuspid
stenosis  stenosis  stenosis
Valve area (cm’?) <10 <l.0 -
Indexed valve area (cm*m? BSA) | <0.6 - -
Mean gradient (mmHg) >40° >0 25

Maximum jet velocity (m/s) >40°

Velocity ratio <0.25

BSA = body surface area.

*In patients with normal cardiac output/transvalvular flow.

®Useful in patients in sinus rhythm, to be interpreted according to heart rate.

Adapted from Baumgartner et ol '

Echocardiographic criteria for the definition of severe valve regurgitation: an integrative approach
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Aortic regurgitation Mitral regurgitation Tricuspid regurgitation
Qualitative

Valve morphology Abnormal/flailflarge coaptation | Flail leaflet/ruptured papillary muscle/ | Abnormal/flailflarge coaptation
defect large coaptation defect defect

Colour flow regurgitant jet Large in central jets, variable in | Very large central jet or eccentric jet | Very large central jet or eccentric
eccentric jets’ adhering, swirling, and reaching the | wall impinging jet’

posterior wall of the left atrium
CW signal of regurgitant jet Dense Dense/triangular Dense/triangular with early peaking
(peak <2 m/s in massive TR)

Other Holodiastolic flow reversal in Large flow convergence zone* -
descending aorta (EDV >20 cm/s)

Vena contracta width (mm) >6 27 (>8 for biplane)* 2r

Upstream vein flow* - Systolic pulmonary vein flow reversal | Systolic hepatic vein flow reversal

Inflow - E-wave dominant 21.5 m/s* E-wave dominant 21 m/s*

Other Pressure half-time <200 ms’ TVI mitral TV aortic >1 4 PISA radius >9 mm¥

QQuantitats

EROA (mm?) 230 240 220 240

R Vol (mlbeat) 260 260 230 245

+ enlargement of cardiac chambersivessels | LV v LA RV. RA, inferior vena cava

CW = continuous wave; EDV = end-dastolic velocity; EROA = effective regurgitant orifice area; LA = left atrium; LV = left ventricle; PISA = proximal isovelocity surface area;
RA = right atriumy; RV = right ventricle; R Vol = regurgitant volume: TR = tricuspid regurgitation; TVI = time—velocity integral.

*At a Nyquist limit of 50-60 cm/s.

®For average between apical four- and two-chamber views.

“Unless other reasons for systolic blunting (atrial fibrillation, elevated atrial pressure).

“in the absence of other causes of elevated left atrial pressure and of mitral stenosis.

“In the absence of other causes of elevated right atrial pressure.

‘Pressure half-time is shortened with increasing left ventricular di

lic pressure, dil therapy, and in patients with a dilated compliant aorta, or lengthened in chronic aortic

regurgitation.
#Baseline Nyquist limit shift of 28 cm/s.

*Different thresholds are used in secondary MR where an EROA >20mm? and regurgitant volume > 30 ml identify a subset of patients at increased risk of cardiac events.
Adapted from Lancellotti et ol "

History of cardiac arrhythmia or heart blocks:

- Yes, if diagnosis was reported in any preoperative clinical documentation or if history of
corresponding treatment (of arrhythmia) or if history of cardiac arrest

- Cardiac arrhythmias: atrial fibrillation or atrial flutter

- History of cardiac arrest: Successful resuscitation from documented or presumed ventricular
fibrillation, sustained ventricular tachycardia, asystole, pulseless electrical activity requiring

or cardiac defibrillation or

cardiopulmonary resuscitation, pharmacological therapy,

documented physician’s diagnosis of cardiac arrest in the clinical records
History of pulmonary embolism:

Yes, if diagnosis was reported in any preoperative clinical documentation or if history of correspondent

treatment.
Chronic obstructive pulmonary disease (COPD):

- Yes, if diagnosis was reported in any preoperative clinical documentation or if history of

correspondent treatment

EuPreCHO Case report Form Completion Guideline Part Il: Study specific instructions
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- Severe COPD, if emphysema and/or chronic bronchitis and any of the following apply

o Functional disability from COPD (for example, dyspnea, inability to perform ADLs)

o Hospitalisation in the past for treatment of COPD

o Chronic bronchodilator therapy with oral or inhaled agents

o FEV1< 50% of predicted (GOLD Il - 1V)

o Os-therapy
- Do NOT include patients whose only pulmonary disease is asthma, patients with diffuse interstitial
fibrosis or sarcoidosis
History of restrictive pulmonary disease:
Yes, if diagnosis reported in any preoperative clinical documentation or if history of correspondent
treatment.
History of OSAS:
Yes, if diagnosis reported in any preoperative clinical documentation or if history of correspondent
treatment.
Specify that self-reported functional capacity may need to be asked from patients as not systematically

recorded in medical records

Section 3: Assessments

Symptoms and clinical signs
Please notice that the study team may need to assess symptoms and clinical signs listed below directly

with the patients as they may not be systematically recorded in medical charts

SYMPTOMS AND CLINICAL SIGNS

33.11f yes, check all that apply:

[]1dyspnoea

1 Presence of symptoms [JYes [ INo [] chest discomfort

[ ] orthopnea

[ ] history of syncope

[ ] history of arrhythmia

34.11f yes, check all that apply :

] murmur

[ ] crackles

[ ]ves [ ] No []jugular vein distension
[ ] peripheral cedema
D ascites

[] pleural effusion

[] arrhythmia

2 Presence of clinical signs

Self-reported functional capacity

EuPreCHO Case report Form Completion Guideline Part Il: Study specific instructions
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Please have the patient fill out the following questions at baseline.

Single choice

1 How many floors can you continuously climb without
having to stop to rest?

O« O102 O3 Oa [O»>a

Single choice

2 Choose one activity category that best describes your usual
pattern of daily physical activities, (including activities
related to house and family care, transportation,
occupation, exercise and wellness and leisure or
recreational purposes)

D Inactive or little activity other than usual daily activities

|:| Regularly (> d/wk) participate in physical activities requirin,
levels of exertion that result in slight increases in breathin
heart rate for at least 10 minutes at a time

[ Brisk walking, jogging or running, cycling, swimming, or vig
sports at a comfortable pace or other activities requiring <
levels of exertion for 20 to 60 minutes per week

[ Brisk walking, jogging or running, cycling, swimming, or vi
sports at a comfortable pace or other activities requiring <
levels of exertion for 1 to 3 hours per week

[ Brisk walking, jogging or running, cycling, swimming, or vig
sports at a comfortable pace or other activities requiring <
levels of exertion for over 3 hours per week.

Clinical frailty scale

Please note: single choice only. Please check the answer, which is most applicable and represents the
patient’s functional status in the past two weeks prior to intervention (see table below). The frailty is
assessed by the health care providers and not by the patient him/herself.

CLINICAL FRAILTY SCALE

VERY
FIT

LIVING

VERY MILD
FRAILTY

LIVING

)4
*
¢ B =
kg

MILD
FRAILTY

People who are robust, active, energetic
and motivated. They tend to exercise
regularly and are among the fittest for
their age.

People who have no active disease
symptoms but are less fit than category
1. Often, they exercise or are very active
occasionally, e.g., seasonally.

People whose medical problems are
well controlled, even if occasionally
symptomatic, but often are not

regularly active beyond routine walking.

Previously “vulnerable this category
marks early transition from complete
independence. While not dependent on
others for daily help, often symptoms
limit activities. A common complaint

is being “slowed up” and/or being tired
during the day.

People who often have more evident
slowing, and need help with high
order instrumental activities of daily
living (finances, transportation, heavy
housework). Typically, mild frailty
progressively impairs shopping and

walking outside alone, meal preparation,

medications and begins to restrict light
housework.

Section 4: Baseline WHODAS

LIVING People who need help with all outside
WITH Aactivities and with keeping house.
ERA’ Inside, they often have problems with
Mo;)“ug stairs and need help with bathing and
might need minimal assistance (cuing,
standby) with dressing.

LIVING Completely dependent for personal
WITH care, from whatever cause (physical or
SEVERE cognitive). Even so, they seem stable
FRAILTY and not at high risk of dying (within ~6
months).

LIVING Completely dependent for personal care
WITH VERY and approaching end of life. Typically,
SEVERE they could not recover even from a

FRAILTY ™Minorillness.

TERMINALLY Approaching the end of life. This
nL category applies to people with a life
expectancy <6 months, who are not
otherwise living with severe frailty.
(Many terminally ill people can still
exercise until very close to death.)

SCORING FRAILTY IN PEOPLE WITH DEMENTIA

The degree of fraiity generally In recent memory is
corresponds to the degree of very impaired, even though they seemingly
.G in can remember their past life events well.

mild dementia include forgetting
the details of a recent event, though
still remembering the event itself,
repeating the same question/story
and social withdrawal

They can do personal care with prompting.

In severe dementia, they cannot do
personal care without help

In very severe dementia they are often
bedfast. Many are virtually mute.

DALHOUSIE
UNIVERSITY

Clinical Frailty Scale ©2005-2020 Rockwood,
Vor: 0 (EN). Al rig rved. For permi:

www.geriatricmedicin
Rockwood K et al. A global clinical measure of 1
and frailty in elderly people. CMAJ 2005:173:489-495

In the past 30 days, how much difficulty the patient had. Each item is rated on a 5-point scale from 0
(none) to 4 (extreme or cannot do), with higher scores indicating greater disability (referring to
guestions 39- 50) Please note to use the latest validated version WHODAS 2.0, i.e. with None=0

Mild=1 Moderate=2

Severe=3

Extreme or Cannot do=4 as option.
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Section 5: Preop&Perioperative data

Preoperative transthoracic echocardiography — (refer to question 2 of CRF)

Immediately preoperatively refers to focused TTE conducted on the same day as the surgery
procedure, e.g. in the preoperative holding area or in the anaesthesia induction suite prior to
induction

Focused TTE: targeted, limited assessment of vital cardiac functions, to provide crucial real-time
information relevant for clinical decisions (This question should be in accordance with the answer of
guestion 2).

Significant LV diastolic dysfunction with evidence of increased LV filling pressures:

left-ventricular ejection fraction LVEF <40% (5) (visual or Sympson method) or based on
corresponding qualitative statement in TTE report (e.g. severe reduction)

RWMA visual or on myocardial train analysis (6)

Grade Ill: reduced mitral annular e’ velocity (septal <7 cm/sec, lateral <10 cm/sec) + at least >
2 additional criteria (mitral E/A ratio >2, Average E/e’ ratio >14, peak TR velocity >2,8 m/sec,

LA volume index >34 mL/m2) (7) or based on corresponding diagnosis in TTE report

Significant RV dysfunction:

Tricuspid annular plane systolic excursion (TAPSE) <18mm, RV fractional area change <35%,
RV free-wall strain, peak systolic (S’) velocity of tricuspid annulus (<9.5 cm/s) measured with
tissue Doppler wave), enlarged right atrial area (>18 cm2) (8); dilated RV (RV:LV>0.6) and
paradoxical septal motion, RV failure with septal flattening and dilated inferior vena cava (IVC)
with no or small respiratory variations during spontaneous breathing, hypertrophic right
ventricle with increased SPAP (9) or based on corresponding diagnosis in TTE report

Significant pulmonary hypertension is defined as peak tricuspid regurgitant velocity >2.8m/sec
+ echocardiographic signs of RV dysfunction (8) or based on corresponding diagnosis in TTE

report

Clinically relevant mitral valve stenosis:

EuPreCHO Case report Form Completion Guideline Part Il: Study specific instructions
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- According to diagnostic criteria below, or based on obvious anatomical abnormalities with

EuPreCHO

colour Doppler suggesting major changes in flow, or based on corresponding diagnosis in TTE
report

- Criteria for severe mitral stenosis (moderate — severe): Mitral valve area < 1.5 cm? (4)

- Additional severity criteria: Mitral stenosis (valve area <1.5 cm2) + systolic pulmonary artery

pressure (SPAP) >50 mmHg on echocardiography (4, 10)

Severe mitral regurgitation:

- According to diagnostic criteria below, or based on obvious anatomical abnormalities with
colour Doppler suggesting major changes in flow, or based on corresponding diagnosis in TTE
report

- Criteria for severe mitral regurgitation (4)

(Please see Table below)

Table: Mitral regurgitation

Qualitative
Mitral valve morphology

Colour flow jet area

Flow convergence
Continuous wave Doppler jet
Semiquantitative

Vena contracta width (mm)
Pulmonary vein flow

Mitral inflow

TVI mitral/ TVl aortic
Quantitative

EROA (2D PISA, mm?)
Regurgitant volume (mL/beat)
Regurgitant fraction (%)
Structural

Left ventricle

Left atrium

Primary mitral regurgitation

Flail leaflet, ruptured papillary muscle, severe
retraction, large perforation

Large central jet (>50% of LA) or eccentric wall
impinging jet of variable size

Large throughout systole

Holosystolic/dense/triangular

>7 (>8 mm for biplane)
Systolic flow reversal
E-wave dominant (>1.2 m/s)

>14

>40 mm’
>60 mL
>50%

Dilated (ESD >40 mm)

Dilated (diameter >55 mm or volume >60 mUmz)

Secondary mitral regurgitation
Normal leaflets but with severe tenting, poor leaflet coaptation

Large central jet (>50% of LA) or eccentric wall impinging

jet of variable size
Large throughout systole

Holosystolic/dense/triangular

>7 (=8 mm for biplane)
Systolic flow reversal
E-wave dominant (>1.2 m/s)
>14

>40 mm? (may be >30 mm? if elliptical regurgitant orifice area)
>60 mL (may be >45 mL if low flow conditions)
>50%

Dilated
Dilated

Additional severity criteria: Severe mitral regurgitation + LV dysfunction (LVESD 240 mm
and/or LVEF £60%) (10) or pulmonary hypertension SPAP >50 mmHg or significant LA dilatation

(volume index 260 mL/m2 or diameter =55 mm) (4)
Severe aortic stenosis:
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- According to diagnostic criteria below, or based on obvious anatomical abnormalities with

colour Doppler suggesting major changes in flow, or based on corresponding diagnosis in TTE
report
- Criteria for severe aortic stenosis (4)
o High-gradient aortic stenosis mean gradient 240 mmHg, peak velocity 24.0 m/s and
valve area <1.0 cm2 (or £0.6 cm2/m?2);
o Low-flow, low-gradient aortic stenosis with reduced ejection fraction (mean gradient
<40 mmHg, valve area <1 cm2, LVEF<50%, SVi <35 mL/m2);
o Low-flow, low-gradient aortic stenosis with preserved ejection fraction (mean
gradient <40 mmHg, valve area <1 cm2, LVEF >50%, SVi <35 mL/m2) and exclusion of
other explanation for findings

- Additional severity criteria: Severe aortic stenosis + LVEF<50% (4)

Severe aortic regurgitation:
- According to diagnostic criteria below, or based on obvious anatomical abnormalities with
colour Doppler suggesting major changes in flow, or based on corresponding diagnosis in TTE
report

- Criteria for severe aortic regurgitation (4)

Qualitative

Valve morphology Abnormalfflail/large coaptation
defect

Colour flow regurgitant jet area” Large in central jets, variable in
eccentric jets

CW signal of regurgitant jet Dense

Other Holediastolic flow reversal in

descending aorta (EDV >20 cm/s)
Semiquantitative
Vena contracta width (mm) >6
Pressure half-time® (ms) <200

Quantitative

EROA (mm?) >30
Regurgitant volume (mlL/beat) >60 E
Enlargement of cardiac LV dilatation :
chambers t

- Additional severity criteria: Severe aortic valve regurgitation + left ventricular end-systolic

diameter >50 mm (LVESDindex >25 mm/m?2 if small body size) or resting LVEF <50% (10)

If quantitative measures are not reported but the TTE report includes qualitative descriptions, the

endpoint will be adjudicated based on the use of “severe”, “major”, “markedly”, or corresponding

wording when referring to the various pathologies.
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Perioperative management
Surgery postponed/Discussion in preoperative interdisciplinary board:
Choose “postponed for diagnostic workup”, if surgery was postponed for any of the following

procedures: cardiac MRI, CCT, stress-imaging, coronary angiography, PCl, valvuloplasty or TAVI.

Surgery cancellation-IMPORTANT NOTE: Even if the patient was cancelled complete CRF including
follow-up 30 days after cancellation

Planned ICU-IMD-prolonged PACU admission: the decision to admit was taken before anaesthesia

induction
Question 66.1.1 until question 66.1.6 should be aligned with the answer of question 2.

67. Changes in the medication: if the patient had not received any medication and no medication is

not given now, the answer should be no

67.1.1 New drugs apply, only if the question 67.1 answer ‘introduction of new drug class’ has been

selected.

Section 6: Intraoperative data

Date of the surgery, the TTE date should be <= 6 months before the surgery date. If the answer to the
guesiton“63. Was surgery postponed” is yes, then the date of surgery can be maximum 8 months
since the date of TTE.

1.2EuPreCHO Postoperative Data CRF2

Section 1: Inhospital postoperative evolution

First ICU admission: initial Planned or unplanned postoperative admission to ICU/IMC after surgery

If the patients was readmitted please provide the cumulative duration of ICU stay across all the

readmissions (but NOT including the duration reported in 81.2)
Clavien Dindo classification :

Table Grade Clavien-Dindo class definition
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Grade | Any deviation from the normal postoperative course without the need for
pharmacological treatment or surgical, endoscopic and radiological
interventions. Allowed therapeutic regimens are: drugs as antiemetics,
antipyretics, analgetics, diuretics and electrolytes and physiotherapy. This
grade also includes wound infections opened at the bedside.

Grade I Requiring pharmacological treatment with drugs other than such allowed for
grade | complications.

Blood transfusions and total parenteral nutrition are also included.

Grade Il Requiring surgical, endoscopic or radiological intervention

- llla - intervention not under general anesthesia
- lllb - intervention under general anesthesia
Grade IV Life-threatening complication requiring intermediate care/intensive care unit-
management
- Iva - single organ dysfunction (including dialysis)
- IVb - multi organ dysfunction
Grade V Death

Organ system affected by the complication with the highest Clavien Dindo class - if several with the

same class check all that apply. For class IVb (multiorgan dysfunction), please check all the affected

organs. For death, please check the organ initially affected, e.g., death resulting from pneumonia.

Please note that from a Clavien Dindo class > Il data from ICU stay must be provided.

Section 2: 30-day outcomes

Did the patient die? Any inhospital death up to day 30 (including the 30" day) after surgery

Cardiac death: Death with a vascular cause and including death after a myocardial

infarction, cardiac arrest, and cardiac revascularisation procedure

Did the patient suffer a Myocardial Infarction?
- Myocardial infarction according to the 4™ universal definition (2):

O

The term acute myocardial infarction should be used when there is acute myocardial
injury with clinical evidence of acute myocardial ischaemia and with detection of a rise
and/or fall of cTn values with at least one value above the 99th percentile URL and
at least one of the following:

e Symptoms of myocardial ischaemia;

EuPreCHO Case report Form Completion Guideline Part Il: Study specific instructions

Page 15 of 18



E European Society of
Anaesthesiology and
Eu PreC H O @ Intensive Care

e New ischaemic ECG changes;

e Development of pathological Q waves;
e Imaging evidence of new loss of viable myocardium or new regional wall
motion abnormality in a pattern consistent with an ischaemic aetiology;
e Identification of a coronary thrombus by angiography or autopsy
o Cardiac death in patients with symptoms suggestive of myocardial ischaemia and
presumed new ischaemic ECG changes before cTn values become available or
abnormal meets criteria for M.

o For coronary artery procedure- related Ml the following applies: Coronary procedure-

related M| < 48 hours after the index procedure is defined by an elevation of cTn values
> 5 times after PCl and > 10 times after CABG of the 99th percentile URL in patients
with normal baseline values. Patients with elevated pre-procedural cTn values, in
whom the pre-procedural cTn level are stable (< 20% variation) or falling, must meet
the criteria for a > 5- or > 10-fold increase and manifest a change from the baseline
value of > 20%. In addition with at least one of the following:
e New ischaemic ECG changes (this criterion is related to Ml after PCI only);
e Development of new pathological Q waves;
e Imaging evidence of loss of viable myocardium that is presumed to be new
and in a pattern consistent with an ischaemic aetiology;
e Angiographic findings consistent with a procedural flow-limiting complication
such as coronary dissection, occlusion of a major epicardial artery or graft,
side-branch occlusion-thrombus, disruption of collateral flow or distal

embolization.

Isolated development of new pathological Q waves meets the criteria after PCl or
CABG if cTn values are elevated and rising but less than the pre-specified thresholds
for PCl and CABG. Other types of procedure-related Ml include stent thrombosis and
in-stent restenosis that meet the criteria above. Post-mortem demonstration of a

procedure-related thrombus meets the Ml criteria.
o A systematic troponin screening after surgery is not mandated in the study.

Was the patient submitted to coronary revascularisation? CABG or PCI
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Section 4: DAOH Days alive and out of hospital at 30 days

104.3 .2 please report the cumulative duration of readmission without including the duration
reported in 104.1.
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