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Dear Madam, Dear Sir,

We would like to ask you to consider your participation in the European PRO-MC collaboration research project. This scientific study has been approved by a local medical-ethical review board.

You’re approached because you have been diagnosed with a chronic bowel disorder called microscopic colitis (MC). This condition is characterized by chronic, watery diarrhoea.
You are free to choose whether you want to participate in this study or not. Before you decide on your participation, we ask you to read this information brochure carefully. Discuss your considerations with your partner, relatives, or friends if necessary. If you have any remaining questions after reading this brochure, please feel free to contact the local investigator. You will find his/her contact details on the last page of this brochure.

Aim of the project
MC is an inflammatory bowel condition. It may be known to you as lymphocytic or collagenous colitis as well. The main symptom of the condition is (watery) diarrhoea. 
Although there are some hypotheses, but the exact cause of the disease remains unknown. Furthermore, we do not know how the disease develops over time, how many patients need treatment or for how long. 
In order to investigate possible causes for the disease, differences in disease activity, treatment response, and treatment time, it is of relevance to systematically collect detailed medical information of a large number of patients. Therefore the PRO-MC collaboration was initiated to follow a large group of MC patients all across Europe.

Participation
By accepting to participate in this study, you agree:

1. To collect medical data from your patient charts.
In order to investigate the cause, therapy effect, and disease course of MC, we need access to your medical data. The data we need can be retrieved from your personal patient’s chart at your hospital / GP / pharmacy or from national registries. Besides, during study contacts (visit or telephone contact) the research physician will ask you to give additional information regarding e.g. your diagnosis, medical history, medication use, and symptoms.  

2. To fill out standardized questionnaires and diary
Every time a visit or telephone contact is scheduled for this study, we ask you to complete a short questionnaire regarding your general well-being (5 minutes). You’re also asked to fill in a 7-day stool diary. These documents can be handed over to the research physician or returned by regular mail (port paid).

Additional studies have been planned and further studies will follow. Therefore, we ask you to grant us permission:

1. To store your data for future research
Because the data that are collected for this study will be used in several scientific studies, it is of relevance to store your data for 15 years. All data will be coded, so your identity will remain unknown to future researchers. All studies that apply for access to data of this project need approval of a special review committee.

2. To contact you in future
In the near future this study may be extended by the collection of other medical data or so called biomaterials (blood and feces [stool]). You can indicate on the consent form whether you give permission to the research team to contact you in future about these additional options. 


Time schedule of the study contacts
Study contacts are planned according to a standard schedule. 
Contact 1	Day 0 			the day you sign for participation 
Contact 2	Month 3		first follow-up moment, 3 months after inclusion
Contact 3	Month 6		second follow-up moment, 6 months after inclusion	
Contact 4	Month 12		third follow-up moment, 12 months after inclusion
Contact X	+12 Months  		next follow-up moment, +12 months after last contact

The first contact will always be a scheduled visit, because you have to sign for participation. Hereafter, the predefined study contacts will be joined with regular hospital visits. If they do not match with your visits to the hospital, a telephone contact can be planned instead. The diary and questionnaire will then be sent and returned by regular mail or e-mail. 

During each contact a standard list of data will be documented in the study database by the research physician/nurse. Some will be retrieved from your patient file, others will be asked to you directly. In advance to each contact you will be asked to fill in a 7-day stool diary. You will also be asked to fill out a short questionnaire consisting of 4 questions about your general well-being. 
If you visit your physician in between the predefined study contacts, e.g. because of an increase in complaints or to change any medication you take for MC, some medical data will be documented in the study database as well. 

Duration of your participation
You will be a participant in this study until one of the following events occurs:
· The study stops early
· You actively withdraw your participation for any reason
In all other cases we consider you as an active participant.

Voluntariness of participation
You are free to decide whether you would like to participate or not. You have the right to refuse participation, or to withdraw your participation at any time without giving a reason. Declining participation or withdrawal of accept will in no way influence the medical care and attention you are entitled to.

Potential risk factors or unexpected side effects
Participation in this study is not involved with any risks, and no side effects are expected from your participation. The study is based on data collection only. 

Advantages and disadvantages of participation
You will not experience any direct advantages of your participation in this study. However, the knowledge about MC and the care for MC patients might enhance due to the results of this study. 
A disadvantage of participation will be the time it takes to fill-out the questionnaire and stool dairy. 

Information about the study results
You will not receive any (personal) study results directly. You can indicate on the informed consent form whether you want to receive any general (group) study results after the end of the study.

Privacy
All (medical) data that will be collected for this study will we handled confidentially. Any personal information leading to your identity will be stored according to the applying laws and regulations. This personal information is only known by and accessible to your physician and the local research physician, and will not be provided to third parties. All collected data will be coded. The key to this code rests with, and is only known by the local research physician. 
The anonymized results of the studies performed within this project will be published in peer-reviewed medical journals.

Approval by a medical-ethical committee
Performance of this study is approved by the local medical-ethical committee (NAME!!). This committee monitors all obligatory legal and ethical aspects of scientific research. 

Costs
If you have to come to the hospital for any study purposes specifically, any travel expenses will be reimbursed. 

Questions
If you have any questions regarding the study or your participation, after reading this letter, you can contact the local research physician. You will find his/her contact data at the end of this letter.

Complaints
If you have any complaints regarding your participation in this study, you can indicate this to your physician, the local research physician or the official committee for complaints of your local hospital.

Participation
If you are willing to participate, we request you to contact the local research physician (by e-mail or telephone). If you don’t want to participate, you don’t need to take any further action, but a short notice of your decision is appreciated.


Yours sincerely,  



(name + contact details local investigator)



Dr. A. Münch, project leader
University Hospital Linköping, Sweden. 
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