Sample informed consent form for participation in a clinical trial
_____________________________________

Study protocol number: ____________________________________________________

Medical organization: _______________________________________

Principal Investigator
                                                                  Full name, position, organization, degree

__________________________________________________________________

INFORMATION FOR THE STUDY PARTICIPANT

We invite you to take part in a study being conducted at __________________________________________________________________. name of the organization(s).

Participation in this study is voluntary. You may refuse to take part in the study or withdraw from it at any time. In either case, you will not be denied anything to which you are entitled without being a study participant.
Your participation in the study may not bring you any additional benefit. However, as a result of the study we may gain knowledge that will benefit other people in the future.
Some people may have personal, religious or other beliefs that make participation in the study difficult. If you have such beliefs, please discuss them with your doctor or other specialists before agreeing to participate.
Before you give your consent to take part in the study, take your time and discuss everything with any member of staff of this clinic or with your friends, relatives, attending physician or other specialists.

1. Study title:

2. Purpose of the study:

3. Description of the study 
(study methods; where appropriate, specify the treatments (including placebo) and the probability of random assignment of patients to groups with different treatments; a description of the study procedures and whether the subject's data or tissue samples will be used or stored for future purposes; the responsibilities of the subject participating in the study; the expected duration of participation in the study; a notice as to whether participation in the study precludes participation in other studies)

4. Payment terms/ possible expenses 
(what expenses the subject will incur in the study, whether payment is provided for, for which item and in what amount)

5. Foreseeable risks and inconveniences: 

6. Expected benefit:

7. Alternatives to participation in the study: 
(where appropriate, describe what alternative treatments are available (their advantages and disadvantages)

8. Statement of participants' rights:

9. Confidentiality:

10. Compensation/treatment 
(whether compensation will be provided in the event of study-related harm, disability or death, or any other physical injury- amount, terms of provision, etc.)

If you believe that, as a participant in this study, you have suffered harm to your health related to this study, you should contact Dr______________________ by telephone at __________________________. 

11. Voluntary participation 

12. Termination of participation

13. Contact person:………………

If you have any problems or questions concerning this study, your rights as a study participant or study-related harm, please contact

the Principal Investigator:__________________________________________.
(full name, address and telephone number of the Principal Investigator)

You may also contact:	________________.
(full names, addresses and telephone numbers of other investigators).

You may also call the person who will represent your interests in matters relating to the study (the organizations conducting the study must specify the surname and first name of a person not associated with the study who can act as the representative or advocate of the subject's interests in the study).
___________________________________________________________________________

Written consent of the patient to the conduct of the studies listed above

I,_________________________________________________,residing at _______________________________________________________,
tel.______________________________________________________________ identity card No. ______________, issued _______________
have been informed by the investigator______________________________________
of the nature of the planned clinical trial

I have received written and oral information about the aims, objectives and nature of the forthcoming clinical trial.
[__] I have had the opportunity to discuss with the investigator all the questions of interest to me and to receive explanations on them.
[__] I voluntarily agree to take part in the clinical trial and have been informed that I have the right to refuse or to discontinue participation in this trial at any time without giving reasons for my decision.
[__] I agree to follow instructions, to cooperate in good faith with the investigator physician and to inform him or her immediately of any disturbances in my health or changes in how I feel.
[__] I agree that the information obtained in the course of the clinical trial will be used for scientific purposes.
[__] I have been informed that if my health is harmed in connection with my participation in the clinical trial, the investigator guarantees me compensation. The amount or terms of compensation may be revised if the deterioration in my health is my own fault.
[__] I have received a signed and dated copy of the study participant's informed consent to participate in the clinical trial.
On _______  pages.

Signature of the study participant                            date

I confirm that I have explained in detail the purpose and possible risk of the clinical trial to the study
participant_______________________________________
Signature: _______________________________
of the responsible investigator_________________________
Date________________________________

I confirm that I have   witnessed the explanation given by the investigator physician to the study participant and the fact of signing of the informed consent.

Full name,
of the independent witness______________________________
Signature: _______________________________
Of the independent witness_______________date___________

Signature: _______________________________
Of the head of the study____________date___________
 
