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The study is well on its’ way and 31 patients have been randomized and 53 patients have been prerandomized.

Participating departments

19 departments are registered as participants: 

Poland:

Medical University of Lodz


Adam Dziki

Sweden:

Danderyd Hospital AB


Mats Bragmark

Karolinska University Hospital, Solna

Anna Martling

Karolinska University Hospital Huddinge 
Monika Svanfeldt

Central Hospital Västerås


Rolf Smedh

Sahlgrenska University Hospital,Gothenburg 
Jonas Bengtson

Malmö Academic Hospital


Ingvar Syk

Södertälje Hospital


Stefan Dedorson

Central Hospital, Kristianstad

Johan Ottoson

University Hospital, Umeå


Birger Sandzén

Academic Hospital, Uppsala

Lars Påhlman

Denmark:

Bispebjerg Hospital, Copenhagen

Peer Wille-Jørgensen

Hospital Fyn, Svendborg


Per Vadgaard Andersen

Viborg Hospital


Mads Mark

Horsens Hospital


Henrik Thomsen

Hillerød Hospital


Per Jess

Herning Hospital


Mogens Rørbæk Madsen

Esbjerg Hospital


Karl Erik Juul Jensen

Århus Sygehus


Henrik Christensen 

One department in Uruguay has also expressed interest in the study and has been accepted to participate by the COLOFOL steering group, but is not registered as yet. 

FAQ 

The most frequently asked questions are about the database and how to avoid errors.

Here are some examples:

Question: ”Is it correct that a full datasheet should be filled for excluded patients? I have a patient who has had cancer previously, where can I write that?” 

Answer: “Yes we would like to have as much information as possible about excluded patients. Unfortunately, the space for Previous cancer has been forgotten in the database, so there’s no way to mark that.”

Question: “Is it ok that the Clean Colon isn’t performed by colonoscopy but by using X-ray, which is more common in Sweden?”

Answer: “Yes, we accept Clean Colon done either by colonoscopy or X-ray”.

Question: “I have an acutely curatively operated patient that hasn’t been randomized. Why?”

Answer: “Only patients that have gone through elective operation can be randomized”.

Question: “Two of my patients (ID 72 and ID 75) haven’t been randomized. What did I do wrong?”

Answer: “ID 72: You have answered:  

Colonoscopy for clean colon or X-ray of Barium performed preoperatively or planned 3 months after surgery: NO”.

Signed consent for participation: NO

ID 75: Elective or emergency operation: ACUTE”

Question: “I’m trying to randomize a patient with rectal cancer, verified by a biopsy. She went through preoperative radiation. At surgery no remnant tumour was found. This was confirmed by the pathologist’s report, i.e. preoperative radiation succeeded in total removal of the tumour. When filling in the T-stage in the inclusion form, there is no suitable choice in this case. What should I do?”

Answer: After discussion in the steering-group it has been decided to use the clinical staging before eventual down staging chemo radiation as the inclusion criteria. The protocol has been changed according to this (version 7.1)
Question: “We made an error filling in the TNM stage. Is it possible to go back an correct the error?”

Answer: “No, unfortunately, it’s not possible to go back and change the information once you’ve submitted it, contact the office, and we will take care of changing so reregistration can be made”.

Question: “I have randomized a patient, but I’m still waiting for the results of the postoperative CEA. Is it possible to add information to the pre-randomisation data sheet after randomisation?” 

Answer: “No. You can add data to the pre-randomisation data sheet if you save it, but not if you submit it.”

Within shortly, it will be possible to ask Peer (administrator) or Mette (secretary) to correct errors in already submitted data via a message module on the database.

New demo version

A new demo version of the database can be visited at www.demo.colofol.com where you can practice how to enter data into the database. 

Please notice that patients’ authentic personal data should NOT be used for practicing!

Colofol meeting in Malmö
The 19th of May, a meeting for all Swedish participating departments took place at Malmö Academic Hospital. Ingvar Syk hosted the meeting. 

The status of the study: 

10 Swedish departments are registered as participants and at date 14 Swedish patients have been randomized and 19 patients have been pre-randomized.

Funding: 
Each department has to fund the follow-up examinations, but it was suggested that all the Swedish departments should make a common applications to the Swedish Cancer Fund.

Collaboration with colleagues.

Several participants complained about the difficulties in prioritizing the patients because the radiologists are very overworked. In connection to this, questions were asked about how much it’s allowed to deviate from the given follow-up intervals. Ingvar will discuss this with the steering group. The 1-month postoperative CEA can be done 3 to 6 weeks postoperatively.  

Working together with oncologists may cause some problems even though adjuvant treatment is allowed for Colofol patients. 

Multidisciplinary teams 

Experiences with multidisciplinary teams via teleconferences were shared. 

New demo database

Mette demonstrated the demo database for the participants.

Side-protocols

It was proposed to add another side-protocol concerning patients with recurrence. 

After lunch Gudrun Lindmark was supposed to talk about the side-protocol Blood and tissue bank but unfortunately she had to attend to other business. 

Quality of Life by Per Jess, Hillerød Hospital    

Studies of quality of life after colorectal surgery were reviewed. In accordance with a Cochrane Review by Pachler & Wille-Jorgensen (2005) on quality of life after rectal resection for cancer, the present studies do not allow firm conclusions. Studies of the impact on quality of life of the intensity of the follow-up program do not exist.

The Danish Quality of Life side-protocol was looked over. The Quality of Life questionnaires used here are SF-36 assessing the health-related quality of life, EORTC QLQ-C30 assessing the cancer-related quality of life and EORTC QLQ-CR38 assessing the colorectal cancer-related quality of life.

Time for quality of life assessments are 4-6 weeks, 1, 2 and 5 years after the operation. 

There was a discussion afterwards about the possibility of pooling the Danish and Swedish quality of life results. Presumably is it not possible, but it will be further discussed with the Danish expert in quality of life studies, professor Per Bech. 

Best regards,

Peer Wille-Jørgensen, administrator   pwj01@bbh.hosp.dk

Mette Agerkvist, secretary
                  ma40@bbh.hosp.dk

