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DATA REGARDING BASIC INFORMATION

	Surname initial: _______________________ 
	Given name initial: ______________________ 
	Date of birth: ____________ 

	
Country_________________
Hospital _________________
	
	(Please write all dates in this format:    YYYY – Mmm – DD
    e.g.  2017 – June – 05)

	Sex:     male     female



Any further comments on 'Basic information': _______________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
[bookmark: _GoBack]


	
DATA REGARDING THE PRIMARY THERAPY OF ALL 


	Date of diagnosis: ___________  Treatment protocol:  ALL IC-BFM 2009  ALL IC-BFM 2022
                                                                                        other, specify____________________
Treatment arm  SR      IR      HR    VHR (HSCT in CR1)   other, specify:______________
Immunophenotype:  pre-B      T      MPAL       other, specify: ________________________
CNS involvement:  CNS1      CNS2      CNS3      unknown;
Testicular involvement:  yes     no      unknown
Down Syndrome:  yes     no
Any relevant comorbidity or previous medical history (predisposition syndromes, previous malignancies)?  no     yes, please explain:________________________________________________________________

	Radiation therapy:  yes, dose [Gy] ________  cranial     craniospinal     TBI      no    

	HSCT performed?:  yes     no    
Treatment completed:  yes, last day of treatment: ______________
                                     no, please comment: ___________________________________________________________
Any further comments on 'Primary therapy of ALL': ________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________




DATA REGARDING CURRENT RELAPSE

	Date of diagnosis: ________________________

Time point of relapse:
 late (≥ 6 months after completion of initial treatment)
 early (≥ 18 months after initial diagnosis and < 6 months after completion of initial treatment)
 very early (< 18 months after initial diagnosis)

BM involvement:
 ≥25%;
 5-24,99%;
 <5% but MRD pos;
 MRD neg

White cell count: ________ G/L

CNS stage:
 CNS1
 CNS2
 CNS3
 Unknown
	Genetics:
 BCR/ABL1
 ETV6/RUNX1
 KMT2A (MLL) – AF4
 KMT2A (MLL) – Other partner, specify: _________________
 Hyperdiploidy (>50 chromosomes)
 Hypodiploidy (<45 chromosomes)
 t (1;19) TCF3/PBX1
 t (17;19) TCF3/HLF
 TP53 mutations or deletion
 NT5C2 mutations
 iAMP21
 Else, please specify:__________________________________
 Not done

Start of treatment (date) :________________________________


ALL-IC REL 2022 risk group (intention to treat):
SR
HR
IEM-CNS
VHR
Not applicable, please specify:___________________________

Any TKI sensitivity identified?
No
Yes, please explain: ___________________________________




Any further comments on’Current relapse: __________________________________________________________________________________________________________________________________________________________________________________________


RECORD ID		                      Form version 23rd Sept 2026
[bookmark: _Toc13490730]
DATE QUESTIONNAIRE FILLED:		
Treatment overview

Protocol used (intention-to-treat):
 ALL-IC REL 2024
 ALL-IC REL 2016
 Other,please specify: __________________________________________________________________________


Cycle #1
Starting date: ___________________________
Name of cycle:___________________________

Response
Bone marrow date:_______________________
Blasts (%) by morphology:__________________
Blasts (%) by flow cytometry:_______________
Extramedullary response:
 Remission;  Non-remission, please explain:________________________________
If toxicity occurred, please give information on following sections!
Any further comments on this cycle:________________________________________________________________


Cycle #2
Starting date: ___________________________
Name of cycle:___________________________

Response
Bone marrow date:_______________________
Blasts (%) by morphology:__________________
Blasts (%) by flow cytometry:_______________
Extramedullary response:
 Remission;  Non-remission, please explain:________________________________
If toxicity occurred, please give information on following sections!
Any further comments on this cycle:________________________________________________________________



Cycle #3
Starting date: ___________________________
Name of cycle:___________________________

Response
Bone marrow date:_______________________
Blasts (%) by morphology:__________________
Blasts (%) by flow cytometry:_______________
Extramedullary response:
 Remission;  Non-remission, please explain:________________________________
If toxicity occurred, please give information on following sections!
Any further comments on this cycle:________________________________________________________________

Cycle #4
Starting date: ___________________________
Name of cycle:___________________________

Response
Bone marrow date:_______________________
Blasts (%) by morphology:__________________
Blasts (%) by flow cytometry:_______________
Extramedullary response:
 Remission;  Non-remission, please explain:________________________________
If toxicity occurred, please give information on following sections!
Any further comments on this cycle:________________________________________________________________

Cycle #5
Starting date: ___________________________
Name of cycle:___________________________

Response
Bone marrow date:_______________________
Blasts (%) by morphology:__________________
Blasts (%) by flow cytometry:_______________
Extramedullary response:
 Remission;  Non-remission, please explain:________________________________
If toxicity occurred, please give information on following sections!
Any further comments on this cycle:________________________________________________________________


Cycle #6
Starting date: ___________________________
Name of cycle:___________________________

Response
Bone marrow date:_______________________
Blasts (%) by morphology:__________________
Blasts (%) by flow cytometry:_______________
Extramedullary response:
 Remission;  Non-remission, please explain:________________________________
If toxicity occurred, please give information on following sections!
Any further comments on this cycle:________________________________________________________________

Cycle #7
Starting date: ___________________________
Name of cycle:___________________________

Response
Bone marrow date:_______________________
Blasts (%) by morphology:__________________
Blasts (%) by flow cytometry:_______________
Extramedullary response:
 Remission;  Non-remission, please explain:________________________________
If toxicity occurred, please give information on following sections!
Any further comments on this cycle:________________________________________________________________

Cycle #8
Starting date: ___________________________
Name of cycle:___________________________

Response
Bone marrow date:_______________________
Blasts (%) by morphology:__________________
Blasts (%) by flow cytometry:_______________
Extramedullary response:
 Remission;  Non-remission, please explain:________________________________
If toxicity occurred, please give information on following sections!
Any further comments on this cycle:________________________________________________________________


Cycle #9
Starting date: ___________________________
Name of cycle:___________________________

Response
Bone marrow date:_______________________
Blasts (%) by morphology:__________________
Blasts (%) by flow cytometry:_______________
Extramedullary response:
 Remission;  Non-remission, please explain:________________________________
If toxicity occurred, please give information on following sections!
Any further comments on this cycle:________________________________________________________________

Cycle #10
Starting date: ___________________________
Name of cycle:___________________________

Response
Bone marrow date:_______________________
Blasts (%) by morphology:__________________
Blasts (%) by flow cytometry:_______________
Extramedullary response:
 Remission;  Non-remission, please explain:________________________________
If toxicity occurred, please give information on following sections!
Any further comments on this cycle:________________________________________________________________

Cycle #11
Starting date: ___________________________
Name of cycle:___________________________

Response
Bone marrow date:_______________________
Blasts (%) by morphology:__________________
Blasts (%) by flow cytometry:_______________
Extramedullary response:
 Remission;  Non-remission, please explain:________________________________
If toxicity occurred, please give information on following sections!
Any further comments on this cycle:________________________________________________________________



Cycle #12
Starting date: ___________________________
Name of cycle:___________________________

Response
Bone marrow date:_______________________
Blasts (%) by morphology:__________________
Blasts (%) by flow cytometry:_______________
Extramedullary response:
 Remission;  Non-remission, please explain:________________________________
If toxicity occurred, please give information on following sections!
Any further comments on this cycle:________________________________________________________________


ANY MAJOR DEVIATION FROM PROTOCOL?
(e.g. cycles or drugs omitted, drug doses reduced)?
 Yes, please explain: __________________________________________________________________________________________________________________________________________________________________________________________

 NO




1ST RELAPSE TREATMENT COMPLETED?
 Yes, last day of treatment date:________________,
    last treatment given (end of maintenance chemo, HSCT, …)__________________________________________
  NO, please comment: __________________________________________________________________________________________________________________________________________________________________________________________




[bookmark: _Toc13490731]Toxicity form / ALL-IC REL 2022 registry
	Please fill after each cycle of chemotherapy
	



Cycle number in which the toxicity occurred:_____; Name of the cycle_____________________
Starting date of that cycle in which toxicity occured:_________________________
Any modification from protocol in this cycle?   no    yes, explain: _______________________
The Cycle’s poorest Karnofsky/Lansky score: _____

	CTC GRADE
	0
	1
	2
	3
	4
	5
	unknown /comment

	Infection
	none
	minor
	moderate, nor organism, on iv antibiotics
	severe, organism isolated, on iv antibiotics
	 life-threatening with hypotension
	cause of death
	

	Invasive fungal infection
	none
	Asymptomatic or mild symptoms ; clinical or diagnostic observations only ; intervention not indicated
	Moderate ; minimal, local or noninvasive intervention indicated; limitng age-appropiate instrumental ADL
	Severe or medically significant but not immediately life-threatening hospitalization or prolongation of existing hospitalization indicated; disabling; limiting care ADL
	Life-threatening consequences; urgent intervention indicated
	Death
	

	Stomtatitis
	none
	painless ulcers, erythema
	painful erythema or ulcers; able to eat
	painful erythema or ulcersations; unable to eat
	TPN required due to stomatitis
	
	

	Enteral mucositis
	none
	<4/day
	< 7 also at night, mild cramping
	< 10 incontinence, severe cramping
	≥ 10  or bloody diarrhea, TPN required
	-
	

	Creatinine
	normal for age
	≤ 1.5 x ULN
	≤ 3 x ULN
	≤ 6 x ULN
	> 6 x ULN
	death due to renal failure
	

	Bilirubin
	normal for age
	≤ 1.5 x ULN
	≤ 3 x ULN
	≤ 6 x ULN
	> 6 x ULN
	death due to liver failure
	

	Peripheral neuropathy
	none
	asymptomatic; only diagnostic observation
	moderate
	limiting self care; assistive device indicated
	life-threatening
	-
	



	TOXICITY
	yes
	no
	unknown
	comment

	heart failure (linEF<28%)
	
	
	
	

	arrhythmia
	
	
	
	

	CNS complications, e.g. seizure, PRES, focal neurol. signs, altered consciousness, psychosis, depression
	
	
	
	

	hypertension requiring treatment
	
	
	
	

	steroid diabetes (needing insulin)
	
	
	
	

	thrombosis
	
	
	
	

	major bleed
	
	
	
	

	pancreatitis
	
	
	
	

	paralytic ileus
	
	
	
	

	sinusoidal obstruction syndrome (VOD)
	
	
	
	

	intensive care unit admission
	
	
	
	

	Cytokine release syndrome
	
	
	
	



Report of severe adverse event during or after the cycle (but before a new cycle)
Severe adverse events are defined as follows:
- each death independent of cause that occurs during or up to 6 weeks after the completion of protocol therapy
- life-threatening disease
- events resulting in permanent disability

Date of event:_____________________
Type of event: Death   Life-threathening complication   Permanent disability
Grading as per: CTC___________ or Ponte di Legno____________
Description of event (e.g. onset, duration, extent, severity, presumed cause, long term outcome): __________________________________________________________________________________________________________________________________________________________________________________________



[bookmark: _Toc13490732]Actions taken (e.g. dose reduction in subsequent cycles): __________________________________________________________________________________________________________________________________________________________________________________________
Stem cell transplantation post 1st relapse


Was SCT originally intended at time of relapse?   yes    no   

Has SCT been performed?  yes    no   

IF no HSCT, reason: 
no indication
 no appropriate donor
 previous disease
 progression of ALL
 toxicity of ALL relapse therapy
 no compliance by parents or syngen patient
 further, please specify:________________________________________________________________

IF HSCT been performed:
Hospital performing SCT:______________
Date of SCT:_________________________
MRD pre-HSCT:
MRD-negative (flow cytometry);
MRD-positive > 0.01 (flow cytometry);
Unknown

TYPE OF SCT 
 MSD >= 9/10 AG
 MUD >= 9/10 AG
 MMSD < 9/10 AG
 MMUD < 9/10 AG
 Haplo
 FD - unknown HLA typing
 UD - unknown HLA typing
 Else, please specify:_________________________________________________________________

CONDITIONING REGIMEN 
TBI, Dose of TBI: ___________________ Gy; Boost dose if given: _____________________Gy
Busulfan-based 
Treosulfan-based
other, please specify:____________________________________________________________________

STEM CELL SOURCE
Bone marrow
Peripheral blood
Cord blood

If timing was different from protocol recommendation, then please comment: __________________________________________________________________________________________________________________________________________________________________________________________


Any further comments on “Stem cell transplantation post 1st relapse”: __________________________________________________________________________________________________________________________________________________________________________________________


[bookmark: _Toc13490733]Local therapy / ALL-IC REL 2022 registry


RADIATION THERAPY GIVEN (other than TBI before HSCT)?
 no 
 yes. If yes:
Beginning of CNS radiation, date _________________ 
Type of CNS radiation  cranial     cranio-spinal 
Dose of CNS radiation (Gy) _________________ 

Beginning testis radiation, date _________________ 
Dose of testis radiation (Gy) right: _______  left: __________ 

Beginning of other site radiation, date _________________ 
Other Site _________________ 
Dose of other site radiation (Gy) _________________ 

Orchiectomy performed?   no    yes, please give information:
left testis 
right testis 
both sides 
Date orchiectomy _________________ 

Any further comments on ‘Local therapy’? __________________________________________________________________________________________________________________________________________________________________________________________


[bookmark: _Toc13490734]Subsequent events: relapses / ALL-IC REL 2022 registry
note: Only record data from patients who reached remission as per 2021 PdL definitions and relapsed as per 2021 PdL definitions. Data on non-response post 1st relapse should go under previous pages.
	



2nd RELAPSE
Only record data from patients who reached remission as per 2021 PdL definitions and relapsed as per 2021 PdL definitions. Data on non-response post 1st relapse should go under previous pages.

 No

 Yes. If Yes, please continue:
date of 2nd relapse:_______________

site of 2nd relapse:
 BM
 CNS1    CNS2  CNS3
 testis
 Other _____________ 

Blasts bone marrow (%) by morphology: _________ by flow: _________

Has the patient ever achieved remission (as per PdL definitions, e.g. < 1% marrow blasts, after the 2nd relapse)?
 No
 Yes. Date when remission achieved:_______________
Any further comments on “2nd relapse remission”: __________________________________________________________________________________________________________________________________________________________________________________________

Treatment for 2nd relapse
 no    yes
If yes, please explain below


Cycle #1 (induction) given in 2nd relapse
Starting date: ___________________________
Name of cycle:___________________________

Response to Cycle#1
Bone marrow date:_______________________
Blasts (%) by morphology:__________________
Blasts (%) by flow cytometry:_______________
Extramedullary response after Cycle#1
 Remission;  Non-remission, please explain:________________________________
Any further comments on Cycle#1 :____________________________________________________________________________________






Cycle #2
Starting date: ___________________________
Name of cycle:___________________________
Comment:____________________________________________________________________________________________________________

Cycle #3
Starting date: ___________________________
Name of cycle:___________________________
Comment:____________________________________________________________________________________________________________








Cycle #4
Starting date: ___________________________
Name of cycle:___________________________
Comment:____________________________________________________________________________________________________________
Cycle #5
Starting date: ___________________________
Name of cycle:___________________________
Comment:____________________________________________________________________________________________________________


HSCT in 2nd relapse (only give data if HSCT was done in the 2nd relapse settings)
Has SCT in 2nd relapse been performed?
 NO. IF no HSCT, reason: 
 CAR-T therapy given instead, without HSCT
 HSCT was planned but the patient died before due to disease progression or toxicity
 HSCT was planned but the patient was not suitable for it due co-morbidities or treatment-toxicities
 HSCT was planned but not done due to lack of donor, lack of funding or lack of family' cooperation/consent
 further, please specify:________________________________________________________________

 YES. IF HSCT in 2nd relapse been performed:
Hospital performing SCT in 2nd relapse:______________
Date of SCT in 2nd relapse:_________________________
MRD pre-HSCT in 2nd relapse:
MRD-negative (flow cytometry);
MRD-positive > 0.01 (flow cytometry);
Unknown

TYPE OF SCT in 2nd relapse 
 MSD >= 9/10 AG
 MUD >= 9/10 AG
 MMSD < 9/10 AG
 MMUD < 9/10 AG
 Haplo
 FD - unknown HLA typing
 UD - unknown HLA typing
 Else, please specify:_________________________________________________________________

CONDITIONING REGIMEN in 2nd relapse
TBI, Dose of TBI: ___________________ Gy; Boost dose if given: _____________________Gy
Busulfan-based 
Treosulfan-based
other, please specify:____________________________________________________________________

STEM CELL SOURCE in 2nd relapse
Bone marrow
Peripheral blood
Cord blood

If timing was different from protocol recommendation, then please comment: ____________________________________________________________________________________________________________________________________________________________________________


Any further comments on “Stem cell transplantation in 2nd relapse”: __________________________________________________________________________________________________________________________________________________________________________________________




CAR-T in 2nd relapse
Date: __________________________________
Preparation: ____________________________
Comment:____________________________________________________________________________________________________________


3rd RELAPSE       yes      no

date of 3rd relapse:_______________

site of 3rd relapse:
 BM
 CNS1    CNS2  CNS3
 testis
 Other _____________ 

Blasts bone marrow (%) by morphology: _________ by flow: _________

Is further treatment planned ?    no    yes
If yes, please explain below


Cycle #1
Starting date: ___________________________
Name of cycle:___________________________
Comment:____________________________________________________________________________________________________________

Cycle #2
Starting date: ___________________________
Name of cycle:___________________________
Comment:____________________________________________________________________________________________________________

Cycle #3
Starting date: ___________________________
Name of cycle:___________________________
Comment:____________________________________________________________________________________________________________

Cycle #4
Starting date: ___________________________
Name of cycle:___________________________
Comment:____________________________________________________________________________________________________________

Cycle #5
Starting date: ___________________________
Name of cycle:___________________________
Comment:____________________________________________________________________________________________________________

HSCT
Date: _________________________________
Comment:____________________________________________________________________________________________________________

CAR-T
Date: __________________________________
Preparation: ____________________________
Comment:____________________________________________________________________________________________________________





FURTHER RELAPSES?
________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________


SECOND MALIGNANCY           no         yes, date:_______________ 

 ALL     NHL     AML     MDS     brain tumor     osteogenic sarcoma     other tumor ________


TREATMENT TERMINATION (decision to terminate CURATIVE treatment)
 no
 yes, please explain:
date:_______________  Time point within the protocol: _____________________ 

reason:  poor outlook      toxicity       other, please specify:_________________________________


LONG TERM COMPLICATIONS 

neurological: 	no           yes,  explain:_______________
bone: 		no           yes,  explain:_______________
heart:		no           yes,  explain:_______________
renal:		no           yes,  explain:_______________
other:		no           yes,  explain:_______________


DEATH         yes      no

date of death:_______________ ; was the patient in remission?    yes      no      unknown

cause of death:	related to relapse 
related to treatment complication 
related to BMT 
related to a second malignancy 
during induction, remission status unknown
unrelated to ALL or treatment complications


Any comment on subsequent other events, late follow up : __________________________________________________________________________________________________________________________________________________________________________________________



FOLLOW UP

Please write the date at time the information is updated (for example today’s date):__________________

Date of the last contact or examination. (this is the date to update before each data cut)_______________

Patient’s status at last contact:
alive
dead
lost to follow up

Disease status
Complete remission
Subsequent relapse
Progression
2nd malignancy

Remarks: ___________________________________________________________________________

