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CONSENT FOR PARTICIPATION IN SCIENTIFIC INVESTIGATIONS

The purpose of this consent form is to provide you with the information you need to consider in deciding 
whether to participate in this research study.
	NAME OF SUBJECT
	NAME OF INVESTIGATOR: 

	TITLE OF PROJECT


	PROJECT NUMBER/IRB APPROVAL


(All italicized instructions should be deleted before submission of this form.  Please add more space within the document as your needs dictate.  Only consent forms with SBH letterhead with an approval stamp can be used for your research).

Study Purpose:

You are invited to participate in a research study of  … (State what the study is designed to discover or establish, and give some background information on the study hypothesis)

You qualify as a possible participant in this study because…(State why or how the person entering the study was chosen.  Information about the number of subjects and the location of the study should also be included.)

Study Procedure
If you decide to participate…(Explain what will happen to subjects as a result of their participation in the study.  Begin by explaining what the main procedure is, and then continue with all of the procedures that will be included, in chronological order.  The explanation should be in non-medical terms.  Provided here is a web-based resource that provides a glossary of terms that are acceptable substitutes for medical terminology: http://salk.cpmc.columbia.edu/dept/irb/.  Click on “Glossary.”

Provide such details:

· The amount of blood to be draw (convert to lay terms)

· Any other tests or procedures done for the purpose of the study

· Method and schedule of administration of medications

· Radiation exposure

· Location and Duration of the Study.

· When participation will require extra visits to a doctor

Study Risks
Your participation in this study involves the following risks…(Describe the risks, discomforts and inconvenience that can reasonably be expected, including the risk that the study treatment may not be as effective as standard treatment, or that the subject may worsen as a result of treatment.  If the study uses experimental or approved drugs include the principal side effects, listed in order of frequency.  If percentages are used, they should be stated as “…__ out of a hundred persons…”  When appropriate, include the following sentence: “Because this treatment is experimental, there may be additional risks which are currently unforeseen.”

Study Benefits
You may or may not benefit personally from this study.  Benefits to you may include… ( Describe ways in which the subject may benefit personally from participation)
Alternatives

(Describe alternative treatments that are available, and their comparative advantages and disadvantages.  Indicate if any standard diagnostic procedure or treatment may be withheld as a result of study participation.  If the study is non-therapeutic, the alternative is simply not to participate.)

Costs

Describe whether or not there will be any additional monetary cost to the patient as a result of study participation.)

Compensation

(Describe the compensation that participants will receive for this study.)

Confidentiality
Any information obtained in this study and identified with you will remain confidential.  (Describe procedure for maintaining confidentiality.  If the information will be released to anyone for any reason state this.  If there is a drug sponsor, indicate their access to the medical record.  Conclude with the following statement: The Food and Drug Administration may access the medical records related to this study.

If any of the investigators, or St. Barnabas Hospital, has a financial interest in the study drug, device or process, disclose that information here.

You should be aware that (name or institution) might stand to benefit financially from the results of this study.

Participation is Voluntary
Your participation in this study is completely voluntary.  You can refuse to participate, or withdraw at any time.  If you refuse or withdraw from the study your medical care will not be affected, now or in the future.  Signing this form does not waive any legal rights.

(Include here any consequences of withdrawing early, such as the necessity to taper medications or any other risks.  Indicate adverse reactions that may lead to a termination of a participant’s continuation in the study.)

Questions

If you have any questions, please ask, and we will do our best to answer them.  If you have additional questions in the future, you can reach Dr.____ (Fill in your beeper number.  If the study involves a drug or procedure a second number should be given of a physician familiar with the study.  The page operator’s number is unacceptable.)

Statement of Consent

I have discussed this study with (list name of investigator) to my satisfaction.  I understand that my participation is voluntary and that I can withdraw from the study at any time without prejudice.  I have read the above and agree to enter this research study. 

I have been informed that if I sustain injury as a result of participating in a research study, I may contact (name of Principal Investigator) at___________.  I understand that I will receive a copy of this consent form.

Signatures:

Person Giving Consent




Date

Investigator Eliciting Consent



Date

Signature of Translator

Date


Signature of Witness

Date
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