 SEQ CHAPTER \h \r 1REGISTRATION AS PARCIPATING DEPARTMENT IN COLOFOL
Department:.....................................................................................................

Address............................................................................................................

..........................................................................................................................

Country:................................................................

Name of local responsible investigator:.......................................................................

E-mail:...........................................................

Fax:...............................................................

Telephone:+..................................................

Departments protocol ID:..............(to be filled out by COLOFOL secretariat)

In order to participate in the COLOFOL study, you will have to fulfill following demands:

1. Read the full protocol and it´s appendices:     Yes.....    No.....

2. Beeing in a country, in which the protocol has been accepted at the Ethical Committe:      Yes....   No....    Waiting........

3. Intending to include at least 50 patients during the study period:    Yes....   No....

4: Intending to include at least 30% og eglible patients:    Yes....    No:.....

5: Being able to report on all patients scheduled for curative surgery: Yes....  No ....

6. Being able to report on all patients included and thir follow up.  Yes... No....

7: Made contracts with the local radiology departrment in order to have the planned investigations performed.        Yes......   No.....     Waiting.....

8: Participating in a local multidicplinary team in order to treat recurrencies: 

    Yes....   No....    Waiting.....

Name of oncology department:.....................................

Name of Liversurgery department...................................

Name of Thoracicsurgery department.................................

9. Being able to withhold local oncology departments for interferring with the COLOFOL- protocol. This means no extra investigations for recurrence unless symptoms

    Yes...... No......

10. Keeping out from reportning any results which refers to the allocation of patients in the COLOFOL-study:              Yes....  No....

11: Being able to inform the primary referring doctor of the project:    Yes...   No....

12. Being able to inform the patient of his/her participation:     Yes....    No.....

This form together with CD-ROM of CT-scans of the liver as well as description of hardware (see protocol Appendix 1A-D) has to be send to the Central Secretariate

COLOFOL

c/o Peer Wille-Jørgensen

Department of Surgery K

Bispebjerg Hospital

DK-2400 Copenhagen NV

DENMARK

For the COLOFOL secretariate exclusively:

Liver scans approved:     Yes....    No.....

Department included:        Yes....   No...
INFORMATION FOR REFERRING DOCTOR OF PATIENTS INCLUDED IN THE COLOFOL - PROJECT

Dear xxx

Your patient (xxx patient ID) has now in our department (xxx department ID) been operated for colorectal cancer with a curative intend.

For follow-up in order to detect recurrence, the patient has accepted to participate in a multicenter randomised controlled study evaluating the efficacy of the intensity of follow-up investigations. This study investigates the interval of follow-up ivestigations. The full protocol of the study can be retrieved from the COLOFOL-website at: www.xxx.xxx.xx

Your patient has been randomised to xx (high intensity or low intensity)

This means that your patient will be called for:

Control of CEA one month after surgery

CT/MRI of the liver and X-ray or CT  of the thorax

at (12 and 36 month / 6, 12 18,24 and 36 months) after surgery

If any recurrence is to be suspected due to these investigations, the patient will be send for proper treatment of the recurrence (e.g. metastatectomy or palliative chemotherapy).

If your patient at any time during the follow-up period (5 years) claimes of symptoms to you which can be suspected as reccurrence of his/her colorectal cancer, we would be pleased if you refer him/her to the department, who took care of the primary surgical treatment before doing any effort in diagnosing the recurrence, as we have a protocol for this.

If you are in doubt, please contact

xxx (department primary investigator).

Sincerely

The COLOFOL- study is a multicentre / multicountry study, recruting patients from Denmark, Sweden, Poland, Hungary, Holland and UK, aiming to investigate the follow-up regimens in a randomised setting, including 2,500 pattients operated for colorectal cancer with curative intend. Further information can be retrieved from the website: xxxxxxx

PATIENTINFORMATION

Dear xxxxxxx

You have accepted to participate in the controlled investigation on follow-up after your succesful operation for colorectal cancer. We are very thankfull for your participation in this study and we hope that your contribution can lead us to set the guidelines for treatment of future patients which we know will come, as we not as yet have find the way to avoid this disease.

You have been set up yo have the control schedule as follows:

CT or MRI scan of you liver and X-ray or CT-scan of you breats at (12 and 36/ 6, 12, 18, 24 and 36) motns after your surgery.

Besides these investigations we will take/have taken blood samplles from you befor surgery and one month after surgery. These blood sampels will b erepeated at the same intervals as the other investigations.

If we find any suspicipon of recurrence of your disease the COLOFOL- group has set up a system ensuring that you will receive the best treatment available.

It is allthouh importpant for the study evaluation, that you do not undergo any investigations for recurrence of your cancer, which we are nor aware of. This means, that if any doctor, not involved in the COLOFOL study will send you to any kind of investigation on suspicion of recuurence - then please refer to the center, who did the primary surgery on you. Then this center will send you to the most relevant investigations - and enetually the proper treatment

If you are interested the full protocol for the study can be found at: www xxxxxxxxxxxx. The study recuits patients all over Europe

Sincerely

xxxxxxxxx 

(Local investigator in COLOFOL)

Peer Wille-Jørgensen, MD, DrMed Sci, Ass. Professor

Department of Surgery K

Bispebjerg Hospital

DK-2400 Copenhagen NV

DENMARK

e-mail: pwj01@bbh-hosp-dk

(Chief of steering-group of the COLOFOL study)

