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Kansallinen lastenlaakkeiden tutkimusverkosto
A minor’s (ages 6 to 10) informed consent for a clinical trial

Name of trial:

Doctor’s name:

em

@

My doctor has asked me to take part in this trial. | would be suitable for the trial because

This trial helps to find out if the study medication will help children feel better.

During the trial | will have a doctor’'s appointment times. The last appointment will be on
. The doctor will do research

My doctor has told me about this trial.
He/she has told me what will happen during the trial. | have been able to ask questions about the ftrial.

The medicine may cause me , but usually
that goes away quickly.

If I notice | feel different, | should tell about it right away and
will tell my doctor about it.

My doctor has spoken with about the trial.
also consented to my participation in the trial.

| have been allowed to say if | want to take part in this trial. | know | don’t have to if | don’t want to.

If | later want to stop taking part in the trial, no one will be angry at me. In that case | should tell
or some other grown-up who is working with the trial. The doctors and nurses will
still take care of me in the best possible way.

It could also happen that my doctor thinks | shouldn’t continue taking part in the trial. In that case the doctor will
tell and me about it, and | will get another treatment that is just as good as before.

Only 1, , my doctor and the grown-ups working with this trial will get to see
information about me.

If | want to take part in this trial, | will write my name below.

My name:

Date:

Doctor’s name

and signature:

Date and place:
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FINPEDMED
Instruction 1
This form can be filled either electronically with existing options, with options that the researcher can modify from existing options to suit the trial, or by hand on a blank printed form. The information on the form can also be modified and re-written on a separate form. Signatures are written on a filled and printed form.


FINPEDMED
Instruction 2
Fill in with reason for participation in trial e.g. because I have…name of illness etc. The sentence must be an easily understandable reason.


FINPEDMED
Instruction 3
The child must be told about the trial in an easily understandable way; duration of trial, reason / symptom or what is being investigated, treatment / observation in a ward etc. Concrete procedures and tasks are stated. If the trial involves drawing blood samples which are expected to cause discomfort or pain, the local anaesthetic (Lidocain, Prilocain; plaster / cream / gel; e.g. EMLA®) must be given enough time to take effect!

FINPEDMED
Instruction 4
In addition to discussing the trial protocol, supplementary material can be used e.g. pictures, video, equipment, etc.

FINPEDMED
Instruction 5
A simple description of the possible expected adverse / side effects during the trial. If there are none, this can be explained in the blank space beside / below.

FINPEDMED
Instruction 6
Child’s name written by himself / herself, which can be made (in addition) clearer by the guardian if needed

FINPEDMED
Instruction 7
Location; city, hospital / clinical trial unit / ward, where consent was received
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