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English version of the ITARECIPE eCRF:
ITA RECIPE

1) ITARECIPE ENROLLMENT FORM Italian Registry Chronic Pancreatiyis

2) ITARECIPE FOLLOW UP VISIT FORM

First part - ITARECIPE ENROLLMENT FORM

Compilation Date* / /

Patient Initials* Sex* Date of Birth*

Region of birth*

Region and Province of Residence*

Signature Date of informed consent*

Inclusion Criteria*
e Enrollment age > 12 years
e First diagnosis within 1 year from the enrolment date (e.g., 10/2022 enrolment; diagnosis 10/2021)
o Definite/probable diagnosis according to Mannheim

DATE OF DIAGNOSIS*

NB: If any of these elements are missing, the patient should not be enrolled and cannot be recruited

Classification according to M - ANNHEIM
e DEFINITE

O pancreatic calcifications (parenchymal/ductal)

[0 moderate or severe ductal alterations - alteration of the main pancreatic duct and dilation of
the second-order ducts (Cambridge/Rosemont)

O severe/persistent exocrine insufficiency (steatorrhea improved by replacement therapy)

O typical histology

e PROBABLE

O mild ductal alterations - dilation of second-order ducts (Cambridge/Rosemont)
O recurrent pseudocysts
[0 altered exocrine function test (faecal elastase 1/secretin)

PHYSIO-PATHOLOGICAL HISTORY

Usual weight 12 months before diagnosis kg --- Current weight kg -- Height cm

> Smoking [ NO O YES (for ___ years) O Previous (for ___ years) Packs/day

*mandatory
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- Alcohol

Comorbidities*

O NO O YES (for ___ years) O Previous (for ____ years) Alcohol units/week

&=
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Italian Registry Chronic Pancreatiyis

O COPD O Eating disorders

O Cerebrovascular disease O Anxiety disorders

O Ischemic heart disease O Depressive disorders
O Peptic ulcer O Bipolar disorders

O Congestive heart failure O Schizophrenia

O Peripheral vascular disease O Addictions

O Dementia O Other

O Mild chronic liver disease

O Cirrhosis IBD

O Diabetes mellitus

a Diabgtes mellitus with end-stage disease O Ulcerative colitis (UC)
O Hemiplegia o . O Crohn

a Moderat.e/severe chronic kidney disease O Indeterminate colitis
O Leukemia

O Lymphoma - .

O C);ngective tissue disease Dyslipidemia

O Solid tumor stage IV (metastatic)

o AIDS O Cholesterol

O History of thromboembolism o TG

O Previous pathological fractures O Mixed

Psychiatric Disorders

Family History (specify type of relative and age of onset):

o Diabetes* O No O Yes
¢ Chronic pancreatitis® O No O Yes
e Acute pancreatitis® O No O Yes
e Pancreatic Cancer* O No O Yes

Chronic therapy (for more than 6 months) [0 No [ Yes

Therapy
Aspirin
Other antiplatelets drugs
Anticoagulant medications
Mesalazine
Corticosteroids
Immunosuppressants
Statins
Fenofibrates
Antihypertensives
Antidiabetics
Proton Pump Inhibitors
Neuropsichiatric drugs
Antidepressants
Benzodiazepines

Specify Drug and Dosage

*mandatory
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CHRONIC PANCREATITIS DIAGNOSIS

Diagnosis* O Incidental O Symptomatic
(= which symptoms: [0 pain O steatorrhea O weight loss O
diabetes O jaundice O Gl obstruction symptoms [ need for
hospitalization at diagnosis)

TIGAR-O

Toxic-metabolic:
O alcohol
O smoking
O hypercalcemia — etiology
O hypertriglyceridemia — etiology
[ chronic renal failure
Idiopathic:
O early-onset (< 35 years)
[ late-onset (> 50 years)
Genetic:
O CFTR
O SPINKA1
O PRSSH
O CTRC
O CPA1
O MODYS8
O OTHER (report)
Autoimmune:
O type 1 (IgG4 +)
O type 2
[ not otherwise specified (NOS)
Recurrent:
[ recurrent acute pancreatitis O post necrotic O ischemic O post-radiation
— Number of episodes ___ of which severe ____ Year of first episode ___ Year of last episode___
— Etiology: O Biliary O post ERCP O post-radiation O post-ischemic O infectious O idiopathic
Obstructive:

O pancreas divisum O malignancy O duodenal/ampullary cysts O post-trauma

Endocrine Insufficiency (PEI) * ONo O Yes  Year of diagnosis Therapy
Exocrine Insufficiency* ONoOYes Year of diagnosis

O Mild or Undocumented, does not require PERT
O Severe or Documented by tests, symptoms reduced with PERT

— Symptoms: O diarrhea (number of evacuations/week + Bristol number __ ) O
bloating O colic abdominal pain O involuntary weight loss >10%
— Fecal Elastase (date __/_/  ): 0 <2000 <100 value mcg/g of stools
— Enzyme replacement therapy O No O Yes startdate __/_/
PERT Dosage: breakfast lunch dinner

Pain* O No [ VYes Startdate _ / /

(specify diagnosis date, type, therapy)

Numeric Rating Scale (NRS) for pain 0-10 (value
of the worst day in the last 7)

*mandatory
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Inability to work CP-related O No O Yes = if yes: O permanent O 1 year O 1 month O 1 week

Severe Organ Complications O Reversible O Irreversible

IMAGING

e ABDOMINAL ULTRASOUND* [0 No [ Yes date

Features:
= Parenchyma O Normal O Atrophic
= Echotexture O Homogeneous O Heterogeneous
= Masses O No O Yes
» Mass Size Head/Body/Tall
= Wirsung Diameter O Normal O Dilated (>2mm)
= Calcifications O No O Yes — O Diffuse O Focal
= Cysts O No O Yes — Size

e CT-scan* [ No [ Yes date

Features:
O Cysts
O Hyper-echogenicity of main
pancreatic duct (MPD) walls

O Parenchymal calcifications
O Biliary tract stricture
O Focal damage: <30% of

O MPD stones the gland

O Suspicion of tumor O Ductal irregularities

[0 Pseudoaneurysms O MPD 2-4mm

O Parenchymal heterogeneity O Invasion of contiguous
O Tissue in the paraduodenal organs

(groove) region
O Less than 3 dilations of

O Peripancreatic collections
O Gland enlargement 1-2

secondary pancreatic ducts times
O Contour irregularity O Diffuse damage: >70% of
O MPD stenosis/obstruction the gland

e MRI* [ONo O Yes date (O only MRI O MRI + MRCP O only MRCP)
Features:
O Cysts O Contour irregularity
O Hyper echogenicity of MPD O MPD stricture/obstruction
walls O Parenchymal calcifications
O MPD stones O Biliary tract stenosis
O Suspicion of tumor O Focal damage: <30% of
O Presence of the gland
pseudoaneurysms O Ductal irregularities
O Parenchymal heterogeneity O Pancreatic duct 2-4mm
[0 Presence of tissue in the O Invasion of contiguous
paraduodenal (groove) region organs
O Less than 3 dilations of O Peripancreatic collections
secondary ducts
*mandatory
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O Gland enlargement 1-2 O Diffuse damage: >70% of
times the gland
¢ EUS* O No O Yes date FNA/FNB* O No O Yes

Features (Rosemont criteria):
Major Criteria:

O Hyperechoic foci with shadowing (Major A)
O MPD stones (Major A)
O Honeycombing lobularity of pancreatic parenchyma (Major B)

Minor Criteria:

Lobularity without honeycombing (Noncontiguous lobules)
Hyperchoic foci without shadowing

Cysts

Hyperechoic stranding

Irregular MPD contour

Dilated side branches (>1 mm)

MPD dilation (>3.5 mm)

Hyperechoic MPD margin

ooooooogo

e DEXA (dual-energy X-ray absorptiometry) in the last 12 months [0 No (I Yes date

Therapy for osteopathy:

LABORATORY TESTS*

Date_ / / Value Upper Reference Limit
Red Blood Cells (x 10r12/L)
Hematocrit (%)
Hemoglobin Hb (g/dl)
MCV (fL)
White Blood Cells (x 1079/L)
Neutrophils (%)
Lymphocytes (%)
Platelets (x 1079/L)
C-Reactive Protein [CRP] (mg/dl)
Ferritin (ng/mL)
Transferrin (g/L)
Vitamin B12 (pg/mL)
Folate (ng/mL)
Vitamin D3 (ng/ml)
Calcium (mmol/l)
Phosphorus (mmol/l)
Magnesium (mEq/L)
Parathyroid Hormone (PTH) (pg/mL)
Total Cholesterol (mg/dl)
HDL Cholesterol (mg/dl)
Triglycerides (mg/dl)
Hb A1c (%)

*mandatory
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Date_ / / Value Upper Reference Limit
Total Proteins (g/L)
Albumin (%)
Prothrombin Time

SURGICAL OR ENDOSCOPIC TREATMENT

Indication:

Characteristics at the time of treatment choice:

O MPD dilation (> 5 mm in the body) O Exo/endocrine insufficiency

O GROOVE pancreatitis O MPD stones, location, and size
O Pancreatic head enlargement (> 4 cm)

O MPD stricture, location, duct size upstream, contrast flow in cholangiography?
O Bile duct stricture, location, duct size upstream, contrast flow in cholangiography?

O Pseudocysts, location, size and symptoms

Interval between symptoms and first treatment:

Surgical Treatments* 0 No [ Yes
If yes, specify:

O Duodenum-preserving pancreatic head resection (DPPHR)

O Conventional pancreatoduodenectomy / /
O Total pancreatectomy / /
O Lateral pancreaticojejunostomy with Roux-en-Y loop / /

O Frey's procedure (resection of a portion of the parenchyma + pancreaticojejunostomy) __ /_ /
Percutaneous Treatments* [ No [ Yes

e [OESWL / /
Endoscopic Treatments* 00 No O Yes

If yes, specify:

e [1 DPP stone extraction ]
e [ Stenosis dilation and pancreatic duct stenting Y |
e [ EUS-Guided DPP drainage Y |
e [ Biliary stenting _
e [ EUS-Guided pseudocyst drainage I |
e [ EUS-Guided celiac plexus block/neurolysis |

[Specify the history of procedures, revision strategy (e.g., at fixed timing, on-demand), refractoriness (e.g.,
persistent stricture after 1 year of endoscopic stenting or stricture recurrence); type of used devices (type of
stent)]

*mandatory
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ITARECIPE FOLLOW UP VISIT FORM

Second part - ITARECIPE FOLLOW UP VISIT

Type of follow up visit*: O Scheduled O Unscheduled for urgency O Hospitalization due to complications

Current weight kg -- Height cm

- Smoking O NO O YES Packs/day

- Alcohol O NO O YES Alcohol units/week

Endocrine insufficiency* [0 NO O YES

Therapy: O Only diet O Insulin O GLP-1 analogues [0 Oral hypoglycemic agents

Exocrine insufficiency (PEI) * O NO O YES

O Mild or Undocumented, does not require PERT
O Severe or Documented by tests, symptoms reduced with PERT

— Symptoms: O diarrhea (number of evacuations/week + Bristol number ____ ) O bloating
O colic abdominal pain O involuntary weight loss >10%
— Fecal Elastase (date _ / /_ ):O<2000< 100 value mcg/g of stools
— Enzyme replacement therapy 00 No O Yes start date __/_/
PERT Dosage: breakfast lunch dinner

Need for nutritional evaluation?* (0 NO O YES

Pain* O No [OYes Startdate _ /_/
(specify diagnosis date, type, therapy)
Numeric Rating Scale (NRS) for pain 0-10 (value of the worst day in the last 7)
e Severe Organ Complications O Reversible O Irreversible

IMAGING. LABORATORY TESTS AND SURGICAL/ENDOSCOPIC TREATMENTS FORMS are the same

of the enroliment form section (mandatory fields are also the same)

Hospitalization since last visit?* O NO O YES date _ / /

*mandatory
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Reason: O Malignancy O Infection O Thromboembolic event O Ischemic event [0 Trauma O Others
(specify)

De novo Comorbidities

Psychiatric Disorders

COPD O Eating disorders
Cerebrovascular disease O Anxiety disorders
Ischemic heart disease O Depressive disorders
Peptic ulcer O Bipolar disorders
Congestive heart failure O Schizophrenia
Peripheral vascular disease O Addictions

Dementia O Other

Mild chronic liver disease

Cirrhosis IBD

Diabetes mellitus

Diabetes mellitus with end-stage disease Ulcerative colitis (UC)

Ooooodbooooboooooobooooooono

Hemiplegia g Crohn
Moderatle/severe chronic kidney disease O Indeterminate colitis
Leukemia

Lymphoma . .

Connective tissue disease Dyslipidemia

Solid tumor stage IV (metastatic)

AIDS O Cholesterol

History of thromboembolism O TG

Previous pathological fractures O Mixed

Age adjusted Charlson Index

Death* ONO O YES date  / / Main reason

M-ANNHEIM severity index

*mandatory
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