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RANDOMISATION FORM

Go to rectalcancersurgery.eu to register patient, or send this form by email to trialbureau@iknl.nl

1015 01 - PR SEER
Name reSPONSIDIE PRYSICIAN: ......iiiiiiii e e e e e e s et e e e e e e s sa b e teeeraaesssanteteeeeeaeessanrnnaneeaaeann
[ 0= T PP TSP PPR PRSI
L= (=] o] 0T =T G o =T =Y PRSP
PATIENT KEY 1ottt T O T
STRATIFICATION

1) T stage (1=T1-3a, 2 =T3b+), assessed by CENtral FEVIEW ..........cococciiiieiie e |
2) Downstaged with chemoradiotherapy (0=NO, 1=Y€S, 2=NA) ...ccoiiiiiiiiiiie e |
3) Preoperatieve radiotherapy (0=NO, 1oYES) .uviiii ittt ettt e e e e e |
4) Height of the tumour (1=0-2.0cm, 2=2.1-5.0cm, 3=5.1-10.0cm), assessed by central review ................. |
5) Sex (1=Male, 2=FemMale) ... |
6) BMI (1= 30.0, 27 330.0) ..eeeiiiiiiieeiiie ittt ettt e et e e st et e sa e e e b e e e ket e sbe e e nRr e e e re e e rreennre e e nnneean |

Inclusion criteria 0=No, 1=Yes

1) Solitary adenocarcinoma of the rectum within 10 cm from anal verge defined by MRI...........cccccceiiiinnnnn. |
2) Stage 1-3 according to the AJCC classification including downstaged tumours based on adequate

imaging of the thorax and abAOMEN ............oii e rbe e e nnes |

3) Intention for Low Anterior Resection (LAR) with total mesorectal excision(TME) with an anastomosis

either COIOrectal OF COIOANA ..........coiiiiii ittt et e et e e et e e et e e e e e nanas |
4) Suitable for elective laparosScopiC SUrgiCal FESECHION .........ceiiiiiiiiiiiiiiee e |
5) Informed consent according to local reqUIrEMENLS .........cooviiiiiiiiiiicee |

Exclusion criteria 0=No, 1=Yes

1) T3 tumour with margins less than 1 mm to the mesorectal fascia or T4 tumour, determined by MRI-scan

(staged after (chemo)radiotherapy if applicable)............ccoo ]
2) Intention to perform No anastoMOSIS (APR) ....cioiiiiiiiiie e |
3) Malignancy other than adenocarcinoma at histological examination.............ccccoviieiiiniiee e, |
4) PatientS UNAEr 18 YEAIS OF A0 ...c.iiuiiii ittt e ettt e e st bt e e e sbe e e e e aabe e e e s anbbeeeesbbeeeeanes |
L) R (=0 1= T[0T PR PP PPP TP |
6) Previous radical prostatectomy or rectal surgery (excluding TURP or local excision)............................... ]
7) Signs of acute intestinal ObSIIUCLION...........ccooiiiii i ]
8) Multiple Colorectal tUMOUIS..........coei e, ]

9) Familial Adenomatosis Polyposis Coli (FAP), Hereditary Non-Polyposis Colorectal Cancer
(HNPCC),active Crohn’s disease or active ulcerative COIItiS..........occuviiiiiiiiiiii e ||

10) Planned synchronous abdominal Organ reSECHONS ........c..eeiiiiiiiiiiiiiiiii et ||

in situ carcinoma of the cervix uteri, iN the [aSt 5 YEAIS.........coiiii i ||
12) Absolute contraindication to general anaesthesia .............ueeiiiiiiiiiii e ]
Is this patient eligible for randomisation? (0=N0, 12YES) ...uiiiiiiiiiiiiiiiiieie et ]
DA .. Investigator’s signature:...............................



