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* Registry on ESD for GI tract neoplasia CRF


	[image: image5.jpg]


(RSN) Registry Site Number: 

	(PI) Patient initials: ___ ___ ___
	(DOB) Date of birth: ___ ___ ______  dd mm yyyy


1 DEMOGRAPHICS
	1.1
	Age: ____
	

	1.2
	Gender:  FORMCHECKBOX 
 Male       FORMCHECKBOX 
 Female
	

	1.3
	Previous treatment of GI tract neoplasia at same organ  FORMCHECKBOX 
 No      FORMCHECKBOX 
 Yes

	
	If Yes
	

	1.4
	Endoscopy:
	 FORMCHECKBOX 
 No

	
	
	 FORMCHECKBOX 
 Polypectomy

	
	
	 FORMCHECKBOX 
 EMR

	
	
	 FORMCHECKBOX 
 ESD

	1.5
	Surgery:
	 FORMCHECKBOX 
 No        FORMCHECKBOX 
 Yes

	1.6
	Radiotherapy:
	 FORMCHECKBOX 
 No        FORMCHECKBOX 
 Yes

	1.7
	Chemotherapy:
	 FORMCHECKBOX 
 No        FORMCHECKBOX 
 Yes


2 COMORBIDITY
	2.1
	ASA score:  FORMCHECKBOX 
 I        FORMCHECKBOX 
 II        FORMCHECKBOX 
 III        FORMCHECKBOX 
 IV

	2.2
	Pacemaker:  FORMCHECKBOX 
 No        FORMCHECKBOX 
 Yes

	2.3
	Coagulation defects:  FORMCHECKBOX 
 No         FORMCHECKBOX 
 Yes

	2.3.1
	If Yes – precise: ___________________________

	2.4
	Anticoagulation therapy:  FORMCHECKBOX 
 No         FORMCHECKBOX 
 Yes

	2.4.1
	If Yes – stopped:  FORMCHECKBOX 
 No        FORMCHECKBOX 
 Yes

	2.4.2
	If Yes - on heparin:  FORMCHECKBOX 
 No        FORMCHECKBOX 
 Yes

	2.5
	Thrombocyte inhibitor:  FORMCHECKBOX 
 No        FORMCHECKBOX 
 Yes

	2.5.1
	If Yes – stopped:  FORMCHECKBOX 
 No        FORMCHECKBOX 
 Yes


3 PREPARATION (CR-neoplasia)
	3.1
	Peroral bowel prep:  FORMCHECKBOX 
 No        FORMCHECKBOX 
 Yes

	3.2
	Enema:  FORMCHECKBOX 
 No        FORMCHECKBOX 
 Yes

	3.3
	Prep evaluation: 
	 FORMCHECKBOX 
  Excellent

	
	
	 FORMCHECKBOX 
 Good

	
	
	 FORMCHECKBOX 
 Fair

	
	
	 FORMCHECKBOX 
 Insufficient


4. SEDATION
	4.1
	Propofol:  FORMCHECKBOX 
 No        FORMCHECKBOX 
 Yes
	

	4.1.1
	If Yes – by anestesiologist:  FORMCHECKBOX 
  No        FORMCHECKBOX 
 Yes
	

	4.2
	Opiod:  FORMCHECKBOX 
 No        FORMCHECKBOX 
 Yes
	

	4.3
	Midazolam/Diazepam…:  FORMCHECKBOX 
 No        FORMCHECKBOX 
 Yes
	


5 PROCEDURE
	5.1
	Date: ___ / :__ / 20 ___
	

	5.2
	Previous ”electro-surgery” of the lesion:


	 FORMCHECKBOX 
 No

	
	
	 FORMCHECKBOX 
 Yes – incomplete endoscopic resection

	
	
	 FORMCHECKBOX 
 Yes - recurrence

	5.3
	Macroscopic pattern (base) by Paris Classification / LST

 FORMCHECKBOX 
 0 Ip protruded, pedunculated

 FORMCHECKBOX 
 0 Is protruded, sessile
 FORMCHECKBOX 
 0 IIa superficial, elevated
 FORMCHECKBOX 
 0 IIb flat

 FORMCHECKBOX 
 0 IIc superficial shallow, depressed
 FORMCHECKBOX 
 0 III excavated
 FORMCHECKBOX 
 Granular-type LST (LST-G)
 FORMCHECKBOX 
 Nongranular-type LST (LST-NG)
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Granular-type LST (LST-G)
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Nongranular-type LST (LST-NG)

	5.4
	Location of neoplasia
	

	
	 FORMCHECKBOX 
 Esophagus upper         FORMCHECKBOX 
 Esophagus mid         FORMCHECKBOX 
 Esophagus lower

	
	 FORMCHECKBOX 
 Stomach cardia         FORMCHECKBOX 
 Stomach fundus         FORMCHECKBOX 
 Stomach corpus         FORMCHECKBOX 
 Stomach antrum

	
	 FORMCHECKBOX 
 Duodenum bulb         FORMCHECKBOX 
 Duodenum post bulb

	
	 FORMCHECKBOX 
 Small bowel upper         FORMCHECKBOX 
 Small bowel mid         FORMCHECKBOX 
 Small bowel lower

	
	 FORMCHECKBOX 
 Coecum        FORMCHECKBOX 
 Colon ascend        FORMCHECKBOX 
 Colon hep flex         FORMCHECKBOX 
 Colon transv

 FORMCHECKBOX 
 Colon splen flex         FORMCHECKBOX 
 Colon descend         FORMCHECKBOX 
 Colon sigm

 FORMCHECKBOX 
 Rectum

	5.4.1
	If rectal – precise:  Anterior         FORMCHECKBOX 
 Posterior         FORMCHECKBOX 
 Right         FORMCHECKBOX 
  Left

	5.4.2
	Distance from lower part to anal margin: ___ mm (for rectal lesions)

	5.5
	 (all locations) Height: ___ mm
	

	5.6
	(all locations) Diameter: ___ mm or part of circumference (percent)

	5.7
	Worst histology on previous biopsy:  FORMCHECKBOX 
 No biopsy

Biopsy: _____________________________________________


6. SUBMUCOSAL INJECTION

	6.1
	Saline
	_____ total vol. ml/cc

	6.2
	Hyaluronic acid
	_____ total vol. ml/cc

	6.3
	Indogocarmine added
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	6.4
	Adrenalin added
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	6.5
	Other substance used
	___________________________________________________


7. INSTRUMENTS
	7.1
	Cap
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	7.2
	Snare
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	7.3
	IT-knife
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	7.4
	Hook-knife
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	7.5
	Flex-knife
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	7.6
	Triangular-knife
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	7.8
	ERCP Needle-knife
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	7.9
	Water-jet-knife
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	7.10
	Other 1
	___________________________________________________

	7.11
	Other 2
	___________________________________________________

	7.12
	Other 3
	___________________________________________________

	7.13
	SPOT marking
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No


8 PROCEDURE result

	8.1
	Duration
	____ minutes

	8.2
	En-bloc resection
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	8.2.1
	
	If Yes – precise size: ____ x ____ mm

	8.3
	Piece-meal
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	8.3.1
	
	If Yes – precise no. of pieces: [  ] 2-3    [  ] 4-5   [  ] 6-10    [  ] >10


9 COMPLICATIONS during procedure

	9.1
	Bleeding
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	9.1.1
	
	If Yes – bleeding, no. episodes requiring Tx ____

	
	
	Treatment used 
	

	9.1.2
	
	Coagulation
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	9.1.3
	
	Clipping
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	9.1.4
	
	Injection
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	9.1.5
	
	Surgery
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	9.1.6
	
	Outcome of bleeding
	Recovery
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	9.1.7
	
	
	Death
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	9.2
	Perforation
	[  ] Yes       [  ] No
	

	
	
	Treatment used
	

	9.2.1
	
	Endoscopic
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	9.2.2
	
	Surgery
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	9.2.3
	
	Outcome of perforation
	Recovery
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	9.2.4
	
	
	Death
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No


10 COMPLICATIONS @ DAY 30
	10.1
	Bleeding
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No 

	10.2
	Pain
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	10.3
	Fever
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	10.4
	Perforation
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	10.5
	Death
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No


	
	Treatment of 30 day complications

	10.6
	Medical
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	10.7
	Endoscopic
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	10.8
	Surgical
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	
	Outcome of complications

	10.9
	
	Recovery
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	10.10
	
	Death
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	10.11
	
	Length of hospital stay due to complications  ____ days

	10.12
	COMMENTS:
	

	
	
	

	
	
	


11 INFORMATION @ DAY

	11.1
	Largest specimen:  ____ x ____ mm
	

	
	Worst histology (Vienna category):
	

	11.2
	 FORMCHECKBOX 
 1      FORMCHECKBOX 
 2       FORMCHECKBOX 
 3      FORMCHECKBOX 
 4      FORMCHECKBOX 
 5
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	11.3
	Complete free margin (Vienna 1 to 4.1)
	Vertically
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	11.4
	
	Horizontally
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No


12 FOLLOW-UP
	(RSN) Registry Site Number: ___ ___ ___

	(PI) Patient initials: ___ ___ ___
	(DOB) Date of birth: ___ ___ ______  dd mm yyyy


	12.1
	Date of FU: ___ / ___ / 20___

	12.2
	Spot mark visible
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	12.3
	Nothing visible at resection site
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	12.4
	Scar
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	12.5
	Granulation tissue
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	12.6
	Persistant/recurrent neoplastic lesion
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	12.7
	Biopsy taken
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No

	
	
	

	
	Complementary treatment
	

	12.8
	Endoscopy
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No
	

	12.9
	Surgery
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No
	

	12.10
	Other
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No
	

	
	
	
	

	
	Comments:
	
	

	12.11
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