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ASSENT TO PARTICIPATE IN RESEARCH (Child)

(SAMPLE Form ONLY)

Participant Name:      



Medical Record#:      


Principal Investigator:      



Protocol#:      


Principal Investigator Address/Phone/Fax:      


Title of Study:      
PURPOSE OF STUDY

Describe why the research study is being done.  Explain what is investigational in the study.

PROCEDURES TO BE FOLLOWED

Include an invitation to participate.  Address the parents.  Describe all the procedures to be carried out, including the number of times they will be done.  Indicate if a specific procedure or therapy is experimental.

RISKS

Describe any risks or discomforts to the subject/patient from the research procedure or the study, and any side effects which may reasonably be foreseen.  For women of child-bearing potential, include a warning statement of any risk to an embryo or fetus if the subject is or should become pregnant while in the study, and the need for a pregnancy test.

BENEFITS

Describe any benefits to the subject, which can reasonably be expected from participation in the study.  State if there are no direct benefits to the subject, and describe any benefits to a particular population of subjects/patients.

ALTERNATIVES

If innovative therapy is being offered in the research, describe the alternative (standard) therapy available.

PRINCIPAL INVESTIGATOR’S PHONE NUMBERS

Include the name and phone number of the investigator or designate whom the subject may contact if he/she should have any problems or questions about the study.  (Include both daytime and after-hours numbers.)  Include the co-investigators’ phone numbers, as well.

COSTS

If there are costs to subjects related to being in the study, explain them and indicate who will be financially responsible.

STIPEND

If subjects are to be paid for their participation, indicate the schedule of payment as well as the total amount to be paid.

PARENT’S STATEMENT

I have read this consent form and have discussed with Dr. ______________ or his/her representative the procedures described above.  I have been given the opportunity to ask questions, which have been answered to my satisfaction.  I understand that any questions that I might have will be answered verbally or, if I prefer, with a written statement.

I understand that I will be informed of any new findings developed during the course of this research study.

I understand that participation in this research study is voluntary.  I understand that I/my child may refuse to participate in this study.  I also understand that if, for any reason, I/my child wishes to discontinue participation in this study at any time, I/my child will be free to do so, and this will have no effect on his/her future care or treatment by his/her physicians or this hospital. I understand that I/my child’s participation in this study may be terminated without regard to consent for any reason.

I understand that in the event my child becomes ill or is injured as a result of participating in this research study, medical care will be provided to him/her.  However, such medical care will not be provided free of charge, even if the injury or illness is a direct result of this research study.  I understand that University Medical Center has no funds to provide financial compensation for research-related injury or illness.

If I have any questions concerning my child’s rights as a research subject in this study, I may contact the Institutional Review Board at (702) 383-7336.

I have been fully informed of the above-described study with its risks and benefits, and I hereby consent to the procedures described above.  I have received a signed copy of this consent form.

I understand that as a participant in this study my child’s identity and medical records and data relating to this research study will be kept confidential, except as required by law, and except for inspections by the U.S. Food and Drug Administration which regulates investigational drug studies, and the study sponsor.

______________________________________

_________________

Child Assent





Date

______________________________________

_________________
Parent/Legal Guardian




Date

I have fully explained to ________________________________ the nature and purpose of the above-described study and the risks that are involved in its performance.  I have answered all questions to the best of my ability.

_____________________________________

_________________




Principal Investigator/Representative


Date 

DO NOT SIGN THE INFORMED CONSENT IF THE EXPIRATION STAMP IS MISSING OR CONSENT HAS EXPIRED.
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