 Check List for Elements of Informed Consent
Consent form should be done in first person active tense
1.   Why is the Study Being Done?

 I am being asked to take part in a research study of  (state what is being studied).
The physicians/investigators at The Hospital for Special Surgery want to learn (state what the study is designed to discover or  establish).

I am being asked to take part in this study because (state why the subject was invited).

2.  Who should not be in the study?
Exclusion Criteria:
3.  What will I be asked to do?  What are my requirements?
If I decide to take part in the study, the following routine and/or experimental procedures will be performed (describe in lay language all procedures, their purposes, how long  they will take, and their frequency).   Describe total time  over which  the subject will be studied.

4.  What adverse (bad) effects can happen to me by participating in the study?  What is known about the study drug/study device?
The known hazards, effects, discomforts and foreseeable risks with regard to physical, psychological, sociological, or other harm which I may reasonably expect to occur as a result of my participation in this study are:

Describe the possibility of costs to the subject because of participation.

5. Therapeutic Objectives (to be completed by Principal Investigator).

6. What benefit can I expect?

(Describe any benefits to reasonably be expected.  If benefits are mentioned, add:  The physicians/investigators do not guarantee that I will benefit from taking part in this study.  If the subject will receive any compensation, describe the amount or nature, and how it will be pro-rated if the subject does not complete the study.)
7. Are there any other drugs that I may be able to take or things that I can do for my condition/disease, if I do not want to take part in the study?

I understand that the following medications and/or procedures are available as alternative treatment:

Disclose any standard treatment being withheld.

8.  Who will be able to see my records and know that I am in the Study?
Be sure to insert name of sponsor in this section, if applicable.
9.  Voluntary participation – right to withdraw.
POSSIBLE  ADDITIONAL ELEMENTS, WHERE APPLICABLE

10. Pregnancy statement

11. Assent Form to be completed if a  child over the age of 7 is participating in the study.
12. Signature of parent/guardian; minor's assent (if age 7 or older).

