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National University of Natural Medicine & Helfgott Research Institute 
Basic Blood Draw Informed Consent & Authorization Form 
TITLE: ____________________
	PRINCIPAL INVESTIGATOR:

CO-INVESTIGATORS:

	


SPONSOR(S): ______________________________
This form contains important information about the study in which you are being invited to participate.  Please read the form carefully, ask questions of the investigators or others who are obtaining your consent to participate in the study, and take time to think about your participation.  You may want to discuss the study with your family or friends before agreeing to be in the study.

What is the purpose of this study?

The purpose of this study is to investigate _______________. This study does not involve any genetic testing. <-This sentence is required by Oregon law.  
What is required to participate in this study?

To qualify for this study, you must meet the following criteria: 

1. No current diagnosis of cancer.

2. No diagnosed autoimmune diseases. 
3. No chronic infections (HIV, hepatitis, etc).
What can I expect as a study participant?

This study requires 1 visit to the clinic for a blood draw, and will take about half an hour. We will draw 10 teaspoons of blood from a vein in your arm. 

If you have any questions regarding this study now or in the future, contact (PI information).

What effect will this study have on my care?

Being in this study will not affect any care that you might receive at NUNM.

How will my privacy be protected?

We will protect your privacy in the following ways: 

1. Your name or other protected information will not be used.  Instead, we will identify your blood sample by a unique code assigned to each participant.

2. No one will know that the blood sample belongs to you. 

The specific health information we will collect from you will be only the blood sample we collect.  The purposes of our use of the blood sample and disclosure of data generated from this sample are described above in “What is the purpose of this study?”. 
The persons who are authorized to use your sample and/or disclose data generated from your sample are all of the investigators who are listed on page one of this Consent Form and the NUNM Institutional Review Board.  

The people authorized to receive this information are the Office for Human Research Protections and the Department of Health and Human Services as required for their federal research oversight and public health reporting in connection with this research study.


This authorization will expire and we will no longer keep the sample that we collect from you in this study. Your sample will be properly discarded within 30 days of study completion.  
What are the possible risks of participating in this study?

Although we have made every effort to protect your identity, there is a minimal risk of loss of confidentiality.

You may feel some pain when your blood is drawn. There is a small chance the needle will cause bleeding, a bruise or an infection to the affected area.
What are the possible benefits of participating in the study?

You will not benefit from being in this study.  However, by serving as a subject, you may help us learn how to benefit others in the future.

Will it cost anything to participate?

There is no cost to participate in this study, and participants will not be compensated for participating.

What if I am harmed or injured in this study?

If you believe you have been injured or harmed while participating in this research contact (PI Info).

You have not waived your legal rights by signing this form. If you are harmed by the study procedures, you will be treated. The National University of Natural Medicine does not offer to pay for the cost of the treatment. Any claim you make against NUNM may be limited by the Oregon Tort Claims Act (ORS 30.260 through 30.300). If you have questions on this subject, please call the NUNM Research Integrity Office at (503) 552-1758 or rbarrett@nunm.edu.

It is not the policy of the U.S. Department of Health and Human Services to compensate or provide medical treatment for human subjects in the event the research results in physical injury.
What are my rights as a participant?

If you have any questions regarding your rights as a research subject, you may contact the NUNM Research Integrity Office at (503) 552-1758 or dhanes@nunm.edu.  


You do not have to join this or any research study. If you refuse to join the study, there will be no penalty or loss of any benefits to which you are otherwise entitled.

Since there will be no way to link your identity to the blood sample collected, you cannot withdraw from the study after your sample has been collected and de-identified.
If the researchers publish the results of this research, they will do so in a way that does not identify you.

The participation of NUNM students or employees in NUNM research is completely voluntary and you are free to choose not to serve as a research subject in this protocol for any reason.  If you elect not to participate in this study, this will in no way affect your relationship with NUNM, Helfgott Research Institute, the investigator, the investigator’s department, or your grade in any course.

To participate in this study, you must read and sign this consent and authorization form. 

We will give you a copy of this form.

SIGNATURES:
Your signature below indicates that you have read this entire form and that you agree to be in this study.  

________________________________

_________________________________

Participant signature



Signature of person obtaining consent

_________________________________
_________________________________

Print name of person obtaining consent

Print name of person obtaining consent

________________________________

_________________________________

Date





Date
Study Title: 

PI: 

IRB#: 

Approval Date: 
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