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Variable

Rectal
cancer.

Gender;

[sstage

N stage

SEMANTIC S TEP

Reference

According;to.the
ICD-9
classification

Male/Female

According;to the
TNM staging
system

According to the
TNM:staging
system

Publlshed code system
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ONTOLOGIA

Def:mz:one derlva dal greco '
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Formalmente.”intesa»come: conoscenza- di un
insieme d| varlablll rlguardantl un argomento,
rappresenta una- sorta--di dizionario che
standardizza termlnologle medlche e -tecniche di

trattamento.
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Registry Level

Table. 1 Overview data collection — VATE Project
Variables Definition Measurement

| Eligibility criteria

| Rectar cancer According to the ICD-9 classification 0: 154.0 Rectosigmoid junction
1: 154.1 Rectum
999: missing data

| General characteristics

Institute Hospital/Institute where patient was treated Europe: EU-Country code (CC)-Institute number (IN)
North America: AN-CC- IN
South America: AS-CC-IN
Asia: AA-CC-IN
Australia: AU-CC-IN
Age@RT at start of radiotherapy treatment (first fraction) years

Age@Diagnosis At diagnosis years

Gender Male/female M: male
F: female
Ethnicity Table 1

Outcome

Drewrti 0: No — last FUP data
1: Yes — data of death

Cause of death 0: Tumor disease

1: Other
—
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= Procedure.level:

rinotecan
Getuximab (Erbitux)
Bevagizumab (&vastin)

Aissing data

Panitumumab (Vectibix)
UFT

S-1

Table 12: Toxicities - CTC 3.0

Grade

|| Adverse name

| Short name

7

[2

[3

[4

Blood System Disorders

Hemoglobm

Hemoglobm

IIN-T00 =L
<LLN-6.2 mmglL
<LLN-100gL

<I0.0-8024L
<6.2-4.9 mmalL
<100-80gL

JI-6524L,
<4.9-4.0 mmalL
<80-65¢gL

<6.5gdl
<4.0 ol L
<63gL

Leukocytes (total WBC)

Leukocytes

<LLN-3000/mm3
<LLN-3.0x109
L

<2000-1000/mm3
<2.0-10x109L

<1000/mm3
<1.0x109L

Lymphepsnia

Lymphepsnia

<LLN - 800/mm:
<LINx0.8-102
L

<800 - 500/mm:
<0.8-05x10s/L

<300- 200 mm:
<0.5-02x10:L

<200/mms
<02x10sL

Neutrophils/granulocytes
(ANC/AGC)

“Neutrophils

<LIN-
1500/mms
<LIN-135x10s
L

<1500-
1000/mms
<15-10x10:L

<1000- 500/mms
<1.0-05x10sL

<300/mms
<05x10oL

Platelets

Platelets

<[IN-
75,000/ mms:
<LIN-750x
1oL

<73,000—

<50,000-
25,000/mm:
<50.0-25.0x 10¢
L

<25,000/mms
<25.0x10:L

Febrile nsutropenia
(fever of unknown origin
without clinically or
microbiologically
documentsd mfection)
(ANC<1.0x 109/L, fever
»38.5°C)

Present

Life-

threatening

consequences
eg

septic shock,
hypotension,
acidosis,
necrosis)

Nausea

Loss of appetite
without

alteration in eating
habits

Oral mtake
decreased

without significant
weight

loss, dehydration

or
malnutrition; IV
fluids

Inadequate oral
caloric or

fluid mtake; IV
fluids, tube
feedings, or TPN
mdicated 224 hrs

Life-
threatening
consequences

Vomitmg

Vomitmg

1episode m 24 hrs

indic:
3=
24 hr:

/ fluids indicated
<24 hrs

26 episodesin 24
hrs; IV

fluids, or TPN
indicated

224 hrs

Life-
threatening
consequences

Anorexia

Loss of appetite
without

alteration in eating
habits

Oral mtake altered
without signifi

Associated with
significant weight

weight

loss or
malnutrition; oral
nutritional
supplements
indicated

loss or
malnutrition (e.g.,
madequate oral
caloric

and/or fluid
mtake); IV
fluids, tube

’

ORE:DEL RETTO

feedmgs or
TPN indicated

Constipation

Constipation

Occasional or
intermittent
symptoms;
occasional
useof stool
softeners
laxatives, dietary
modification, or
enema Persistent
symptoms with
regular use of
laxatives

of enemas

indicated

Persistent
symptoms with
regular use of
laxatives

of enemas
indicated

Symptoms
interfering
with ADL;
Qobstipation
with man

evacuation
indicated

Life-
threatening
consequences
(eg.,
obstruction,
toxic

Diarrhea

Diarrhea

Increase of <4
stools per

day over baseline;
mild

mcrease in Qsfomy,
output

compared to
baseline

Increase of 4 -6

moderate imcrease

m

Qostomy output
compared

to baselime; not
iterfering with
AD!

Increase of 27

incontinence;
fluids

224 hrs;
hospitalization;
severe increase i
9sfomy output
compared

to baselme;
interfering

with ADL

Life-
threatening
consequences
(eg.
hemodynamic
collapse)

Hemorrhoids

bandng or
medical
mtervention
indicated

Interfermg with
ADL;
mterventional
radiolo;
endoscopic, or
operative
mtervention
indicated

Life-
threatening
consequences

Incontmence,

Incontmence, anal

Occasional use of
pads required

Daily use of pads
required

Interfermg with
operative
intervention
indicated

Permanent
bowel
diversion
indicated

Mucesitis/stomatitis.
(clmical exam)
—Select:
—Anus
—Esophagus
—Large bowel
—Larynx
—Oral cavity
—Pharynx
—Rectum
—Small bowel
—Stomach
—Trachea

Mugpstts (clmical

exam)

Erythema of the

mucosa

Patchy ulcerations

or
pssudomembranss

Confluent
ulcerations or

Tissue
necrosis;
significant
spontaneous
bleeding; life-
threatenmg
consequences

Progtits

Progtitis

Rectal discomfort,
itervention not
indicated

Symptoms not
interfering
with ADL;
medical
intervention
dicated

Stool mcontmence
or

other symptoms
interfermg with
ADL;

operative
intervention
indicated

Life-
threatening
consequences
(eg.

pe;foration)

Mild pain not
interfering

Moderate pam;
pain or

Severe pam; pam
or

Diszbling
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- Research:level:‘archiviazione

Research Level Planning CT DICOM

Treatment DICOM
planning-CT

Table. 1 Overview data collection — VATE Project Treatment DICOM
Variables | Definition | Measurement planning-
Eligibiiity Critera RTSTRUCT

— Treatment DICOM
General characteristics planning-

| Palientnumbec—-iaster Patient Index (MP1) Automatically generated number to identify patient RTPLAN

Treatment DICOM
Study/Trial Protocol number number
numger planning-

S v — - - i i RTDOSE
Medication Concomitant medication (not therapeutic) According to the Anatomical Therapeutic Chemical
(ATC) Classification System Table 4 RT algorithm AAA, Acuros, Pencil efc.

http:/iwww whocc.no/atc ddd index/ RT dose to OAR | DVH

Pre-existing QoL | Record the worst grade of general complaints according the RTQC Yes/No
general EORTC QLQ-C30 and EQ-DL5, which occurred within 4 weeks | Appendix C1— Appendix C2 indipendent MU
challenges before the date of histology calculation

RT QC in vivo Mosfetm diode, EPID
Pre-existing QoL | Record the worst grade of rectal complaints according the dosimetry

rectal.challenges | EORTC QLQ-C29, which occurred within 4 weeks before the Appendix C3 RT QC patient Phantom, EPID, none
| datesf histology specific pre-
Tumor characteristics ireatrefT A

e — Tone | yStaging (in case of preoperative treatment)

K-ras positive DiagrestiecLDICOM

EGFR positive Diagnostic PET | DICOM
HER-Neu

p53 Diagnostic MR DICOM

Outcome

Cromogranin A FUP-Acute QoL | Record the worst grade of general complaints according the
CDX2 general EORTC QLQ-C30 and EQ-DL5, which occurred within 3 months
challenges after the end of radiotherapy

PNARWN
o

Appendix C1— Appendix C2

< FUP-Acute QoL | Record the worst grade of rectal complaints according the
Tumor Markers - -Biopsy : rectal challenges | EORTC QLQ-C29, which occurred within 3 months after the end
specimen 1:Surgical specimen of radiotherapy

Appendix C3

o Follow-up CT, PET,MR
Diagnostic CT DICOM imaging

Diagnostic PET | DICOM
Diggnestic iR [ DIcom

0: No imaging FUP
1:CT

2 PET
3:MR
999: missing data

Radiotherapy treatment characteristics (T+N) Diagnostic CT

[ Planning eT- Toicom Diagnostic PET

Treatment DICOM Diagnostic MR
planning-CT

Treatment DICOM
planning-
RTSTRUCT
Treatment
planning-
RTPLAN Medication code | Agents
Treatment DICOM None

planning- Cardiac Therapy
RTDOSE Antihypertensives

RT algorithm AAA, Acuros, Pencil etc. Diuretics _
RT dose to OAR | DVH gztlgmcckr:anneﬁ;tosckers
Edrioﬁdent MU Yoo Agents acting on the renin-angiotensin system
cakgjelauon Lipid modifying angents

RTQCinvivo | Mosfetm diode, EPID ngs for obstructing aiway disease
dosimetry insulins and analogqes :
RT QC patient Phantom, EPID, none Blood glucose lowering drugs, exl insulins
specific pre- ’ ’ Missing data

treatment QA
T—

DICOM Table 4: Concomitant medication

| co| ~|o|infas|w|ro|=| of
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Sum of scores
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Score
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pT stage

N . . d Surgery procedure

’ ' ) - e’ ’ Adjuvant chemotherapy

Sum of scores
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