Q8 e COLORI i KNL

OB ®J December 2015

FOLLOW-UP FORM - 6 months (6-12-18-24-36-48-60)  romsare

INSTRUCTIONS: Please complete this form send it within 3 months after surgery to IKNL clinical research department
trialbureau@iknl.nl

Patient seqnr. Site nr:
| ] Hospital: .................. Physician:.............cooeeeen.

DATE OF VISIT

= (o1 A0 F= 1 (I ] ARY/ 1 | ATTTT 1 T 1 O I

Number of MONtNS AftEr SUMGEIY ..o e e e s e e e e e e e e s e s e ereaaeessnnsraneeeaeees |

COMPLICATIONS

LATE COMPLICATIONS (02NO, LEYES) weiiitiiieeitiieeeitteeeeateeeeesteeeesssteeeesanbeeeesssteeeesssteeeesasteeeesssseeeesssneeessns |

Anastomotic leak/ (pre)sacral absSCeSS(0=NO, 1ZYES) ...uuuiiiiiiiiiiiiiiiiiee ettt e e e e e e e e e e annes |
Date of anastomMOLiC 18AK .........coevueiiiieie e 1 T 1 O O
(1= To [0 B [T 1 Vo [P PRRRT |

1= Requiring no active therapeutic intervention
2= Requiring active therapeutic intervention but manageable without relaparotomy
3= Requiring re-laparotomy

Diagnosis by (1= CT scan, 2= ENdoSCOPY, 3=MRI........cuuiiiiiiiiiiiiieiie e e e |
Treated by (0O=None, 1= Percutaneous drainage, 2=Trans anastomotic drainage, 3=Endovac, 4=
Colostomy (Takedown Of ANASIOMOSIS) ......c.uuiiiiiiiiieiiiiie ettt et e e ]
Clavien Dindo (1-2-38-3D-48-4D-5) .......uiiiiiiiii e |
ChIONIC PrESACIAL SINMUS .....veiiiiiiiie et et e et et e et e et e et et e re e et e e eet e een et ree et et eet e nenene e e |
Diagnosis by (1= CT scan, 2= Endoscopy, 3=MRI, 4=0ther .......cccccceeeiiiiiiiiieece e |
01 T=T Y o =T o | PSSR
QL= LC=0 [N oY/ PRSPt
ClavienDindo (1-2-38-3D-4@-4D-5) .....cccuiiieiiii s |
Complication 0=No, 1=Yes Clavien-Dindo Date complication
(1-2-3a-3b-4a-4b-5)
Chronic presacral abscess | ] | |
Pain || ||| |
Urinary incontinence | . | | A
Sexual dysfunction || | ] Y Y
Faecal incontinence || || | Y Y I
Fascial dehiscence || || | Y Y I
Fistula || ||| |
Small bowel obstruction | | Y Y Y
Parastomal hernia | | ]
Stenosis anastomosis | | ]
Incisional hernia | | [ [ | [ | | |
DAL ..t e Investigator’'s signature: .........cccceeviiiiiii e,
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FOLLOW-UP FORM - 6 months (6-12-18-24-36-48-60)  romsare

INSTRUCTIONS: Please complete this form send it within 3 months after surgery to IKNL clinical research department
trialbureau@iknl.nl

Patient seqnr. Site nr:

| I Hospital: .................. Physician:............ccoooeee e,
Other (I ||| Y | I
S 01T o1 Y PP SPPRPR
RE-ADMISSIONS
(YR 10 LTRSS o] g S (0 AN o TR e = SRR |
(ST 0] = o T T F= £SO |
1Y ST T == {0 ] o PR UP SRR |
Please complete serious adverse event form if this is possibly related to study treatment
RE-INTERVENTIONS(incl ileostomy reversal)
SR Y (=T VLT a1 Lo TSy (0Ll N o TR = PR |
If yes please complete event form
Has ileostomy been reversed(0=N0, 12YES, 27 NA) cii it e e s e e e e e e s s e e e e e s s ennrreneeaaees |
LY=o Fo Y (SRS 1 I I O
Complications after ileostomy reversal (0=NO, 1TYES) ....ouuuiii ittt |
T SR (O N Lo T e ) PP P PP PP PPPPRRNY ]
Diagnosis by (1= CT scan, 2= Ultrasound, 3=MRI, 4=Clinical, 5=0ther..........cc.cccceriiriiririrrriiiinnnen. |
00 11 g T= T RS o =T o | SRR
JLILCE= L= [N oY/ SRR
Clavien DINd0 (1-2-38-30-48-4D-5)......cuuiiiieiiiiiiiiiiee e e e e e e e s e e e e e anees |
ANAStOMOLIC 1€aK (0FNO, LY BS) .iiiiiiiieiiiiiiee ittt etttk e e bt e e st e e e e abr e e e e abr e e e e sabreeeeaans ]
(CTr: (o [N o) H[T: 1 Lo L= O PP PP PP PP ]
1= Requiring no active therapeutic intervention
2= Requiring active therapeutic intervention but manageable without relaparotomy
3= Requiring re-laparotomy
Diagnosis by (1= CT scan, 2= Endoscopy, 3=MRI.......ccooiiiiiiiii e, |
Treated by (O=None, 1= Percutaneous drainage, 2=Trans anastomotic drainage, 3=Endovac, 4=
(670] (01511011177 FE T OSSP PTT PP PPP PP |
Clavien DINd0o (1-2-38-3D-48-4D-5).......ueiiiiiiiii e ]
Abdominal 8DSCESS (0TNO, LTYES) ..uiiiiiiiiieiitiie ettt ettt et e e et e e e b e e e e nb e e e e aneee |
I OtNEr, SPECITY ..o
TrEALEA DY e ————
Clavien DINAO (1-2-3a-30-4a-4-5) ...uuuiiiii ittt ettt et ettt eeseatssessesaseesesssteseesssesresnsaasessnnns
DAL ..t e Investigator’s signature:.......
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INSTRUCTIONS: Please complete this form send it within 3 months after surgery to IKNL clinical research department
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Patient seqnr. Site nr:
| ] Hospital: .................. Physician:.............cooeeeen.

ViYL e 10 oo Mol {=Tex (o] W (O A\ Lo T e =) RS |
JLILC=.LC=0 [N o) Y/ UEEPt
Clavien DINAO (1-2-38-30-48-4D-5) ......uuuiiiieiiiiciii et e e e e e e e e e s e e e e e e

L@ 11 1= PR o 1Yo | PO
Diagnosis by (1= CT scan, 2= Endoscopy, 3=MRI, 4=0ther ..........ccccciiiiiiiiiiieeeeeee e ]

101 (=T B =T o | Y RSP PPPRR
JLILCCEE LC=T0 N o) VPO PUPRPPT
Clavien DINd0 (1-2-38-30-48-4D-5) .......ueeiiieiii e a e e

ADJUVANT TREATMENT

Adjuvant therapy (0=None, 1= Chemotherapy, 2= Radiotherapy, 3= Chemo + RT) .....ccccccccceviiiniiinreeennnnns |
ST LT 1 Y TP PPPPPPPPRP

EXAMINATIONS
CEBA TBVEI ..ottt et e e oo oottt et e e e e e o e h b b be e e e e e e e e e e babbeeeeee e e e e nbnnrneeaaeaeaann ]

ABDOMINAL EXAMINATIONS

(00] (o] aToXTolo] o) Y (0] L] o [0 o 1= T K =) SRR |
CT-colonography(0=NOt dONE, 1= YES) ...uuuiiiiiieeiiiiiiiit et e e e e e et ee e e e et e st r e e e e e s et e e e e e e e e sastntaeeeaeeeesnnsrnneees |
O3 -1 oo (o) 0 0[] a1 (0 =] NN o) ale Lo L= TN K SRS |
Liver ultrasound(O=NOt AONE, 12 YES) ..uuuuiiiieeiiiiiiieieeee e e s ettt ee e e e e s s st e e e e e e s e ssnataaeeeaeeessssntaaeeeaeeesasnnnraneeaaens |
YT Y I (O N o e (o] = i = TP ]
S Y T | B (O L] e [ [T i =) PR |
S Y (o o (0 N o e (o] = i = PRI |
(01 T Y Y =SR] o 1T o | P ERPPR PR |

THORACIC EXAMINATION

D = VA (O N Lo] o [ 1= T e = SRR |
(g It STo7= 1 I (0N o e [0 LT K T SRR |
(011 [ Y Y =SR] o 1T o | PRSP |
e SN (0 N (o] e (o] g T o =T IO PRSP O PP PP PPPPPPPPPRPN |
DAL ..t e Investigator’s signature:.......
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INSTRUCTIONS: Please complete this form send it within 3 months after surgery to IKNL clinical research department
trialbureau@iknl.nl

Patient seqnr. Site nr:

| I Hospital: .................. Physician:............ccoooeee e,
Results (0O=Normal, 1= recurrence, 2= Stenosis, 3= 2" tumour, 4=0ther) ..........cccccceeveeiiieeiiieeecie e, |
RECURRENCE

=o€ (=T aToT I (O N Lo T R SRR |

If yes complete recurrence form

DEATH

(Do W (O N (o T e =) TSP |
D 1 (o) o [=T Lo OSSR | | |
Cause of death (1= Not cancer related, 2=Rectal cancer related, 3= Other cancer)............ccccoeeeeeeiiniinnnn. |

Specify cause Of death ... ...c.oiiiii

COMMENTS

DAL ..t e Investigator’'s signature: .........cccceeviiiiiii e,



