Submission No. TMEC ………………..

FTM-ECF-038-00(EN)

Informed Consent Form for Data Sharing/ Data and Leftover Specimen Storage 
from Current Study for Future Use
Date/Month/Year

(Where the participant is aged ≥ 18 years or 13 to < 18 years)

I,  ……………………………..…………, aged………….years, address…………..………..  Moo/Village No. ………. Sub-district…..……. District/Amphoe ……...……Province…………….
E-mail……………… Telephone number……………….. have expressed my consent to participate in the research project entitled: …………………………………………………………………………………………….…..…….....
And/Or (For the parent of a participant aged ≥ 13 years)
I ……………………………………………, aged………. years, address………..……..……   Moo/Village No. ………. Sub-district…..……. District/Amphoe ……...……Province……………. who am the Father/ Mother/ Guardian of my child named……………………..…..aged……..years E-mail……………… Telephone number……………….. have expressed my consent to permit the child under my care to participate in the research project entitled:

…………………………………………………………………………………………….…..……....
I have been informed and know that this research project will be ……………………………. (e.g share data and/or store data and specimen/leftover specimen) from this research project for …………years for future use (in the scope related to this project or any scope that may not be related to this project (please specify)). However, any data and/or specimen/leftover specimen of the child(ren) under my care from this current study in any future research project, the investigator will submit the project to the Ethics Committee affiliated to the investigator for due consideration before use.     
           
If the data and/or specimen/leftover specimen of the child(ren) under my care) has value in the future, ……………………………….(specify Unit/Organization) will be the owner, including for the purposes of copyright and product registration. I agree that I (or the child(ren) under my care) will not receive any additional compensation.
I consent to the researcher sharing the data/storing the data and specimen/leftover specimen from the current study of myself (or the child(ren) under my care) under the following conditions (please mark ( in the appropriate checkbox): 
( 
Permit the researcher to maintain the data/ store the data and specimen/leftover specimen of myself (or the child(ren) under my care) without specifying the name(s) or data that could reveal personal information. In this case, I will no longer be informed about information related to the future research study.
(     Permit the researcher to maintain the data/ store data and specimen/leftover specimen of myself (or child(ren) under my care), specifying the name(s) or data that may identify personal information, or convert from name to code, which can be linked to personal information, and I wish to advise of an additional request, as follows:
(     When the data and specimen/leftover specimen is to be used for future research, I request that the researcher contact me at the address/ e-mail/ telephone number above, to inform me about the research study that will use these data and specimen/leftover specimen, and again request my consent.
(     It is not necessary to request consent again when the data and specimen/ leftover specimen will be used in any future research study. If needed, the researcher can contact me at the given address/ e-mail/ telephone number given above.
I consent to the researchers’ use of the data and specimen/leftover specimen, which may be presented as part of a comprehensive report, but will not be published separately. If there be any additional information which may benefit or have negative consequences for me (or the child(ren) under my care), the researcher will inform me promptly.
I have the right to request the suspension of data sharing/ data and leftover specimen storage for which I (or the child(ren) under my care) consented to use, or to request the destruction of data and any specimen/leftover specimen at any time without any negative consequences for the service or healthcare that I (or the child(ren) under my care) will receive in future, despite having already signed for consent in this form.
If I (or the child(ren) under my care) have any questions about data sharing/ data and leftover specimen storage from the current study for future use, I (or the child(ren) under my care) can contact……………………….. (Indicate the name of the person in charge who is available for contact by phone and the address, at any time, 24 hours per day).
I fully understand the statements in the Informed Consent Form for Data Sharing/ Data and Leftover Specimen Storage from the Current Study for Future Use, and I hereby affix my signature.

Participant Signature........................................
(...................................................................)
Day/Month/Year ………………………..

Legal Representative Signature........................................
(...................................................................)
Day/Month/Year ………………………..

Informant/ Consent Obtainer’s Signature.....................................
(...................................................................)
Day/Month/Year ………………………..

Where a participant is illiterate, a fingerprint is required.

I cannot read this consent form, but the researcher has read the statement in this consent form to me, such that I clearly understand it. Therefore, I willingly stamp my fingerprint on this form with the witness present.

                Signature of the person who explained/ read the statement

……………………………………..

                                                                                                                                                                   Stamp the fingerprint of the participant                                 (………………………...…………..)

                                        ……. Date/ Month/Year………

                                    Witness’ Signature (Not Explainer) 

          







….………………………………….                                                                           


                            



        
            (…..….……………………………..)




          




      ……. Date/ Month/Year………
Remarks

(1) 
If the participant is aged between 13 to < 18 years, they can make their own decisions. The participant and their parent will co-sign this consent form.
(2)

The witness must not be a physician or a researcher.

(3)
The informant or statement reader must not be the patient’s physician, to prevent obligated participation.
(4)
Legal guardians can be classified into 3 cases, as follows:


1)
Where the legal guardian of the minor is a parent.

2) 
Where the minor does not have parent(s) or the parent(s) was/were withdrawn from caretaking, and the court was requested to appoint a guardian. In this case the appointee can be considered a legal guardian.

3) Where the minor is adopted, the adopter can be the legal guardian of the adopted child.

(The researcher should provide a copy of this Informed Consent Form to the participant/ guardian)
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