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Elements of the
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(Principal Investigator: This is a basic sample form to help you address all possible situations.  Please adapt as appropriate for your research protocol.)





Prospective research subject - Read this consent form carefully and ask as many questions as you like before you decide whether you want to participate in this research project.





Project Title:    						





Project No.:   						PNNL IRB No.       





Sponsor:  





Principal Investigator:   					Phone:                     


Organization:


Location:





Other Investigators:   					Phone:                     


Organization:


Location:





1.	PURPOSE OF THIS RESEARCH STUDY





C	Include 3-5 sentences written in a nontechnical language - "You are being invited to participate in a research study designed to.."  The purpose of this research is to...."


C	Define what is unique or different about this project.


C	Indicate population types, approximate age and number of people to be included in the study.  In particular, note if any vulnerable populations such as women, children, the aged, mentally or physically disabled, institutionalized, fetuses, etc. will be used in this study.


C	Note populations that will be excluded and/or withdrawn, pregnant women for instance.





2.	PROCEDURES





	C	Briefly explain the study design relative to what will be done to the subject.  If blood is to be drawn, the amount should be expressed in lay terms (for example, one teaspoon).


	C	Describe procedures:  "The following is what you will be asked to do . . . ."


	C	Identify any procedures that are experimental.


	C	Define expected duration of subject=s participation (# of hours, days, etc).


	C	Indicate type and frequency of monitoring during and after the study.


	C	Risks unique to the study should be described; estimate their severity and likelihood; and/or compare them to the risks the subject might encounter in regular activities.  If similar research has been conducted, describe the incidence of adverse effects or injuries that occurred.





3.	POSSIBLE RISKS OR DISCOMFORTS





	C	Describe known, possible, or reasonably foreseeable risks or discomforts.  If unknown, state so.


	C	Indicate special risks to women of childbearing age; if relevant, state that study may involve risks that are currently unforeseeable, e.g., to developing fetus.


	C	If subject=s participation will continue over time, state: "any new information developed during the study that may affect your willingness to continue participation will be communicated to you."





4.	POSSIBLE UNFORSEEN RISKS OR DISCOMFORTS





	C	If applicable, state that a particular treatment or procedure may involve risks that are currently unforeseeable (to the subject or to the embryo or fetus, for example).





5.	SPECIMENS/TISSUES





	C	Describe intended use, ownership, access, protection, length of retention, and method of disposal of samples taken during the study.  Describe any future potential use and method of gaining informed consent for that use.  If blood, tissue, or body products will be drawn in the study for possible future use in another protocol, include the following statement:  "I understand that there is a possibility that the (blood, etc) that I am providing under this study may also be used in other research studies and could potentially have some commercial applicability.  I voluntarily and freely donate the (blood, tissues, etc) to PNNL and the U.S. Government and hereby relinquish all right, title, and interest to said item."





6.	POSSIBLE BENEFITS





	C	Describe any benefits to the subject that may be reasonably expected.  If the research is not of direct benefit to the participant, explain possible benefits to others.





7.	COMPENSATION 





	C	Explain any financial compensation involved or state: AThere is no financial compensation (other than your normal salary, if applicable) for your participation in this research project.@ 





8.	POSSIBLE COSTS TO YOU





	C	Describe any additional costs to the subject that might result from participation in this study.  It should be clearly indicated whether the subject will be asked to pay any costs associated with this study.  If so, list all items that will be charged to the subject, such as tests or drugs.





9.	AVAILABLE ALTERNATIVE COURSES OF TREATMENT





	C	If the procedure involves an experimental treatment, indicate whether other non-experimental (conventional) treatments are available and compare the relative risks (if known) of each.





10.	AVAILABLE MEDICAL TREATMENT FOR ADVERSE EXPERIENCES





	C	Introduce currently available material with AThis study involves (minimal risk) (greater than minimal risk).@  (In the event that greater than minimal risk is involved, provide the subject with the information that follows.  It may also be advisable to repeat here the name of the contact for assistance or to report a research-related injury, side effect, etc.)





	AIf you are injured as a direct result of taking part in this research study, emergency medical care will be provided by_________________________ medical staff or by transporting you to your personal doctor or medical center.  Neither the Pacific Northwest National Laboratory (PNNL) nor the federal government will be able to provide you with long-term medical treatment or financial compensation except as may be provided through whatever remedies are normally available at law.@





11.	CONFIDENTIALITY





	C	Describe the extent to which confidentiality of records identifying the subject will be maintained.





	AYour identity in this study will be treated as PRIVATE.  The results of the study, including laboratory or any other data, may be published for scientific purposes but will not include your name or any identifiable references to you.





	However, any records or data obtained as a result of your participation in this study may be inspected by the sponsor, by any relevant governmental agency (e.g., U.S. Department of Energy), by the PNNL Institutional Review Board, or by the persons conducting this study (provided that such inspectors are legally obligated to protect any identifiable information from public disclosure, except as otherwise required by law. 





	These records will be KEPT PRIVATE in so far as permitted by law.@





	In addition, list steps to protect confidentiality, i.e., codes for identifying data (note that you can=t say you can protect people without a certificate of confidentiality, which is an agreement that the person receiving the data will not disclose the data).














12.	TERMINATION OF RESEARCH STUDY





	AYou are free to choose whether or not to participate in this study.  There will be no penalty or loss of benefits to which you are otherwise entitled, if you choose not to participate.  You are also free to discontinue your participation in this study at any time without penalty or loss of benefits to which you are otherwise entitled.





	You will be provided with any significant new findings developed during the course of this study that may relate to or influence your willingness to continue participation.





	In the event you decide to discontinue your participation in the study,





	C	These are any potential consequences that may result: (Enumerate)





	C	Please notify (name, telephone no., etc.) of your decision or follow this procedure (describe), so that your participation can be orderly terminated.





	In addition, your participation in the study may be determined by the investigator without your consent under the following circumstances: (Describe)





	It may be necessary for the sponsor of the study to terminate the study without prior notice to, or consent of the participants in the event that (describe circumstances, such as lack of funding support).@





13.	AVAILABLE SOURCES OF INFORMATION





	AAny questions you may have about this study will be answered by the Principal Investigator:





	 _________________________________Phone No._________________.@








	Any questions you may have about your rights as a research subject will be answered by:


	


	 the PNNL Institutional Review Board Administrator, Phone No. (509) 375-3610.








	In case of a research-related emergency, call:   __________________________________  


 


	Day Emergency No._______________                        Night Emergency  No.__________.@








Note: If translations of the Informed Consent are provided, the following statement and information is required on the English language version of the translated consent form: AI certify that this is an accurate and true translation.@  Include the translator=s signature, name, address, phone, and fax number.








14. 	 AUTHORIZATION





	AI have read and understand this consent form, and I volunteer to participate in this research study.  I understand that I will receive a copy of this form and (IF APPLICABLE)...THE RESULTS OF MY PARTICIPATION IN THIS STUDY.  I voluntarily choose to participate, but I understand that my consent does not take away any legal rights in the case of negligence or other legal fault of anyone who is involved in this study.  I further understand that nothing in this consent form is intended to preempt any applicable federal, state, or local laws regarding informed consent.@





SUBJECT VOLUNTEER





	____________________________________


 	Name of Subject (Printed or Typed)





	_________________________________________________________________________


 	Signature of Subject				Date			Time








LEGAL REPRESENTATIVE (If required)





	____________________________________________


	Name of Legal Representative (Printed or Typed)





	__________________________________________________________________________


	Signature of Legal Representative		Date			Time





PERSON OBTAINING CONSENT:





	I, __________________________ (Print or Type), verify I have discussed this research study, its objectives, methods, associated risks, and benefits with the subject volunteer or their legal representative and have fully answered all questions to their satisfaction.            





	__________________________________________________________________________


	Signature of Person Obtaining Consent	Date			Time





WITNESS (If required)





	___________________________________________________________________________


	Name of Witness (Printed or Typed)





	___________________________________________________________________________


	Signature of Witness (If required)		Date			Time





	___________________________________________________________________________


	Consent Form Approved Through					Date
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