https://doi.org/10. 48350/ 149767 | downl oaded: 13.12.2024

source:

THE LANCET
Child & Adolescent Health

Supplementary appendix

This appendix formed part of the original submission and has been peer reviewed.
We post it as supplied by the authors.

Supplement to: Koenig C, Bodmer N, Agyeman PKA, et al. 39-0°C versus 38-5°C ear
temperature as fever limit in children with neutropenia undergoing chemotherapy
for cancer: a multicentre, cluster-randomised, multiple-crossover, non-inferiority trial.
Lancet Child Adolesc Health 2020; published online June 1. https://doi.org/10.1016/
$2352-4642(20)30092-4.



Supplementary Appendix — 39:0°C versus 38-:5°C ear temperature as fever limit in neutropenic children undergoing chemotherapy for
cancer: a multicentre, cluster-randomised, multiple-crossover, non-inferiority trial

Table of Contents

SUPPIEMENLATY FIGUIES c..uuueieiireiiiiniiitiiiiistintiiuissaesstssaesstssstssssssstssastssstesstsssssssstssssssstssstessasssssssstsssesssssssssssssssssssssssstessessssssssssssssssessssssasssns 2
Supplementary Figure S1. Highest ear temperatures before FIN dIaZOSIS. .. .cc.eieireeriiriirieriiiesie sttt ettt e sttt she st et e se et se e bt e s besreemn e besaeensennesaeeneens 2
Supplementary Figure S2. Highest ear temperatures before FN diagnosis during fever limit 39-0°C in centres 3 and 6 over course of trial. ........cceceeverereecienene 3

SUPPIEMENLATY TADIES...cccuveieiieiiiiieiiiisiinieneinissteeseesssisaissatsssessassssssssstssstessssssssssstssstsssssssssssssssssssssssstssssssssssssssssssssssssessassrsass .4
Supplementary Table S1. Emergency examinations at diagnosis Of fEVET iN NEULTOPEIIA. ....cc.erverierrieriereeieertire et ertet ettt sre st es et et e seesbe st seesasetesaeeseensesaeensens 4
Supplementary Table S2. Empirical intravenous antibiotics, antibacterial prophylaxis, and risk-stratification approach, by centre..........ccceevveverervernenenienieneene 4
Supplementary Table S3. Patient CHaraCEIISLICS. . ....ueuirtirtertirtterterteetertesteetterte st et tee st e st eette bt sue et sessesseessessseaseseeebtesbes st eb s eas e seeaseshesste bt sheesbensesaeess et eeaeessenseenbenaeeseen 5
Supplementary Table S4. Safety related outcomes, analysis of fever limit 39-0°C versus 38-5°C per FN epiS0de. ......cccovvrirrereniiiineereenieeieseesieete e 6
Supplementary Table S5. List of all SErious adVerse EVENLS (SAE) ...o.uiiiiiiiiie ittt sttt ettt rt e st b e be st e ea s e be et e she st e st e sbeestebesaeesbansesae e s ensesnbenaesaean 7
Supplementary Table S6. Efficacy related outcomes, analysis of fever limit 39:0°C versus 38-5°C per FN episSOde. .....coceveeveieiieiiinienieiniieseesieeee e 8
Supplementary Table S7. Exploratory analyses on lower than expected rate ratio of the primary OULCOME .......ccccevveruerierieeierereeriere ettt s 9

SUPPIEMENLATY REFEIEIICES ...c.uueiueiineiiiiiiiitiiticintiseictisuiesessessttsatssasstsssssssstsssesssesssssssssssstssssssssssssssstesstsssssssssssstsstesstssstessssssstssstesstsssssssssssstesssessasssssssarsses 12

1 - 39-0°C as Fever Limit in Neutropenic Children with Chemotherapy for Cancer



Supplementary Figures
Supplementary Figure S1. Highest ear temperatures before FN diagnosis.
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Displayed are numbers of FN episodes by maximum temperature before FN diagnosis. 1a. Randomised fever limit 38-5°C ear temperature; color code: light blue: FN episodes
without safety relevant event, dark blue: FN episodes with bacteraemia, black: FN episodes with serious medical complication. 1b. Randomised fever limit 39-0°C ear
temperature; color code: light red: FN episodes without safety relevant event, dark red: FN episodes with bacteraemia, black: FN episodes with serious medical complication.
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Supplementary Figure S2. Highest ear temperatures before FN diagnosis during fever limit 39-0°C in centres 3 and 6 over course of trial.
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Supplementary Tables

Supplementary Table S1. Emergency examinations at diagnosis of fever in neutropenia.

Minimum set of observations as defined in the trial protocol:

- History
- Physical examination

- Blood culture from CVAD analyzed in automated system or venipuncture in patients without CVAD
- CBC (if older than 12 hours)
- International normalized ratio of coagulation, serum creatinine, total bilirubin, alanine transaminase and

C-reactive protein

CBC=complete blood count. CVAD=central venous access device.

Supplementary Table S2. Empirical intravenous antibiotics, antibacterial prophylaxis, and risk-stratification approach, by centre.

Centre Initial antibiotics
1 Ceftazidim/amikacin
2 Ceftriaxone/amikacin
3 Piperacillin/tazobactam
4 Piperacillin/tazobactam
5 Ceftriaxone/amikacin
6 Meropenem

Routine systemic antibacterial prophylaxis beyond Risk-stratification approach

Pneumocystis jirovecii pneumonia prophylaxis
No prophylaxis

No prophylaxis

Ciprofloxacin: AML, high risk/relapsed ALL
No prophylaxis

No prophylaxis

No prophylaxis

None

Intensified antibiotics for septic patients, early discharge for low-risk patients
Intensified antibiotics for septic patients, early discharge for low-risk patients
Intensified antibiotics for septic patients, early discharge for low-risk patients
Intensified antibiotics for septic patients, early discharge for low-risk patients

Intensified antibiotics for septic patients

ALL=acute lymphoblastic leukaemia. AML=acute myeloid leukaemia.

4 -39-0°C as Fever Limit in Neutropenic Children with Chemotherapy for Cancer




























	1

