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Procedure/examination

Information on the sample study

Estimated time required [min]
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Patient information and
consent — parents

Patients come to the clinic as an emergency,
consent required within 24 hours of the start
of standard therapy, additional information
on the storage of samples and for accom-
panying tests (genetics)

Investigator: 60180
Study nurse: 10-60

Patient information and
consent — child

Patients come to the clinic as an emergency,
child-appropriate age-specific consent within
24 hours of the start of standard therapy.
Child-appropriate, age-specific information
on the storage of samples and for accom-
panying examinations (genetics)

Investigator: 30
Study nurse: 10-30

Urinalysis: sample collection
and handling

Test strips or formal laboratory analysis

Investigator: 0-5
Study nurse: 10-30

Local laboratory: blood
collection and handling

Haematology and clinical chemistry including
CRP and HbA1c

Investigator: 10-25
Study nurse: 15-75

Special samples: blood
collection, handling and
management (storage)

Plasma/serum, DNA and RNA according to
the laboratory manual

Investigator: 0-20
Study nurse: 15-90

Physical examination

Physical examination focussing on clinical
symptoms of Kawasaki syndrome, vital signs
(heart rate, blood pressure), body tempera-
ture (axillary measurement), height

Investigator: 3045
Study nurse: 0-75

Throat swab: sample
collection, handling and
management (storage)

According to the laboratory manual

Investigator: 0-20
Study nurse: 5-60

Electrocardiogram
(12 channel ECG)

Investigator: 0—30
Study nurse: 0-30

Cardiac echocardiography

Conduct according to the study protocol and
evaluation; additionally evaluated centrally
after sending the information

Investigator: 30-45
Study nurse: 0-60

Concomitant medication

Documentation

Investigator: 0-20
Study nurse: 560

Investigational medication
inpatient

Investigational medicinal product {(IMP)
management (pharmacy), dispensing/
administration and documentation

Investigator: 10
Study nurse: 15-80

Investigational medication
outpatient

Review of patient diary and documentation

Investigator: 10
Study nurse: 1560

Telephone visit

Investigator: 045
Study nurse: 0-90

Ger Med Sci. 2024 Apr 24;22/
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CEB{CEZ mL CBC2 mL
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Children CBC 0.25 mL
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The volume of blood drawn from a participant should not exceed 3% of the total blood volume
during a period of 4 weeks and should not exceed 1%* at any single time.

*{RE5kgDFLIBTZ £4.25mL/[E]l. AEE10kgD/INRBIZ & 7.5mL

(EMA, Ethical Considerations 2017)

In any patient whose clinical condition might be adversely affected by removal of the
volumes stated above, for example, patients with significant anemia or compromised
cardiac output, investigators should consider further limiting the volume of blood

withdrawn for research purposes.

/ For pediatric patients, no more than 5 mL/kg may be drawn for research purposes in a
£ single day, and no more than 9.5 mL/kg may be drawn over any eight-week period.
Y

N 4

.
(POLICY AND COMMUNICATIONS BULLETIN 2009)
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