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BRIEF DESCRIPTION OF THE STUDY

- _HAS ASKED ME TO TAKE PART IN THIS STUDY. | WOULD BE
SUITABLE FOR THIS STUDY BECAUSE

| HAVE BEEN TOLD ABOUT THIS STUDY AND WHAT HAPPENS DURING THE STUDY. | HAVE
BEEN TOLD WHAT KIND OF PROCEDURES ARE INCLUDED IN THE STUDY AND THAT SOME
OF THESE MIGHT BE A LITTLE UNPLEASANT. | HAVE BEEN TOLD HOW THESE
PROCEDURES WILL BE DONE AND HOW THEY CAN BE MADE LESS UNPLEASANT.

| HAVE BEEN TOLD THAT | MIGHT FEEL DIFFERENT DURING THE STUDY. | MIGHT HAVE

— THESE CAN
BE TREATED AND THEY USUALLY GO AWAY SOON. IF | FEEL DIFFERENT IN SOME OTHER
WAY | SHOULD TELL MY AND THE DOCTOR OR NURSE RIGHT AWAY.

| HAVE BEEN TOLD THAT THIS STUDY MIGHT NOT HELP ME OR MAKE ME BETTER, BUT
IT MIGHT HELP OTHER CHILDREN OF THE SAME AGE WHO HAVE THE SAME DISEASE.

| HAVE BEEN TOLD THAT THIS STUDY MIGHT CLEARLY HELP ME OR MAKE ME BETTER.

| HAVE BEEN ALLOWED TO SAY IF | WANT TO TAKE PART IN THIS STUDY. | KNOW I DON’T
HAVE TO IF | DON’T WANT TO. IF | DON’T WANT TO TAKE PART IN THIS STUDY, | HAVE
BEEN TOLD WHAT OTHER OPTIONS | HAVE. THE DOCTORS AND NURSES WILL STILL TAKE
CARE OF ME IN THE BEST POSSIBLE WAY.

IF | DECIDE TO PARTICIPATE NOW, | KNOW THAT | CAN CHANGE MY MIND LATER AND
STOP TAKING PART IN THE STUDY. IF | LATER WANT TO STOP TAKING PART IN THE
STUDY, NO ONE WILL BE ANGRY WITH ME. IN THAT CASE I SHOULD TELL _______________
OR SOME OTHER GROWN-UP WHO IS WORKING WITH THE STUDY. THE DOCTORS AND
NURSES WILL STILL TAKE CARE OF ME IN THE BEST POSSIBLE WAY.
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9. IT COULD ALSO HAPPEN THAT MY DOCTOR THINKS | SHOULDN’T BE IN THE STUDY
ANYMORE. IN THAT CASE THE DOCTOR WILL TELL ME AND MY __ WHY. I
WILL STILL BE TAKEN CARE OF IN THE BEST POSSIBLE WAY.

10. MY HAS ALSO BEEN TOLD ABOUT THIS STUDY AND ASKED IF | CAN
PARTICIPATE. MY HAS SAID THAT | CAN PARTICIPATE.

11. | HAVE BEEN TOLD THAT INFORMATION WILL BE COLLECTED ABOUT ME FOR THIS
STUDY. THIS KIND OF INFORMATION INCLUDES MY NAME, BIRTHDAY AND
INFORMATION ABOUT MY ILLNESSES AND MEDICINES. THIS INFORMATION IS NEEDED
TO TREAT ME AS WELL AS POSSIBLE. ALL INFORMATION IS KEPT CONFIDENTIAL AND
STORED IN A LOCKED PLACE. ONLY PEOPLE WORKING IN THIS STUDY WILL SEE THIS
INFORMATION.

12. IF I WANT, | AND MY __ CAN ASK THE DOCTOR OR NURSE TO SHOW US
WHAT INFORMATION HAS BEEN COLLECTED ABOUT ME.

13. | HAVE BEEN ALLOWED TO ASK QUESTIONS. | AND MY __ _ HAVE BEEN
TOLD WHO WE CAN ASK QUESTIONS LATER. WE BOTH HAVE THE DOCTOR’S OR NURSE’S
NAME AND PHONE NUMBER.

IF | WANT TO TAKE PART IN THIS STUDY, | WILL WRITE MY NAME BELOW.
IF | WANT TO TAKE PART, ALSO HAS TO SIGN.

MY NAME: DATE AND PLACE:

THIS CONSENT WAS RECEIVED AND INFORMATION ABOUT THE STUDY WAS GIVEN BY
(A DOCTOR/NURSE FILLS IN):

NAME: TITLE:

Signature: Date and place:

THIS CONSENT FORM IS PREPARED IN TWO COPIES. ONE IS GIVEN TO THE PERSON PARTICIPATING IN THE STUDY. THE OTHER IS
ARCHIVED IN A STUDY FILE.
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