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Print on LBNL Letterhead

STANDARD CONSENT FORM FORMAT   -Routine Phlebotomy

-This form is not sufficient for genetic studies, tissue banking, or to obtain the assent of young children.

- NOTE:  Statements in bold are examples of standard wording.  These statements should be printed in regular type on the actual consent form.  Statements in regular type are provide for guidance.

- Leave a 1.5" bottom margin on the first page for the Institutional Review Board approval stamp.  

Delete this box when done.

 [STUDY TITLE]
You are being asked to participate in a research study conducted by [Susan Smith, PhD and John Doe, MD], of Lawrence Berkeley National Laboratory.   The purpose of this study is to [insert 2 -3 sentences, written in non-technical language, describing the study].  This study is being funded by …  [required for non-state or federal sponsors].  You are being asked to participate because… [you have a type of anemia, or are a normal control, etc]. 

1.
PROCEDURES.
If you agree to be in this study, the following will happen.  Your height, weight and blood pressure will be measured at our office located….  You will be asked questions about your general health.  


A little less than one teaspoonful (4 milliliters) [or other commonly understood units such as tablespoons or cups] of blood will be taken from a vein in your arm. This blood will be drawn at . . . by … . 


The blood draw will take about five minutes, and the entire procedure will take about __ hours of your time. [If appropriate:]  You will be asked to return to have this procedure repeated…. 


Your blood will be tested for… . 

2. 
RISKS/DISCOMFORTS
The risks of having blood drawn include temporary pain from the needle stick, bruising, and, rarely, infection.


[Confidentiality risks may be included in this section or separately summarized.  Three examples are given below]


[For studies where no special confidentiality risks exist.]  Participation in research may involve a loss of privacy. Your records will be kept as confidential as possible under the law. When the results of the research are used in reports or papers, no information will be included that would reveal your identity.  

[For studies where co-workers will be used as research subjects.]  Participation in research may involve a loss of privacy. Your samples and data will be given a code number.  The records will be kept ………… and the code key will be kept locked in ……[a separate location of greater security.]  However, because the researchers work here at Berkeley Lab it is possible that others may find out if you take part in the research and may guess which data is yours.  Your records will be kept as confidential as possible under the law.  When the results of the research are used in reports or papers, no information will be included that would reveal your identity.  
[For studies where a special confidentiality risk exists.]  Participation in research may involve a loss of privacy.  Your samples and data will be given a code number.  The records will be kept ………… and the code key will be kept locked in ……[a separate location of greater security.]. In this study you will be tested for [or] asked about [state the special confidentiality concern, e.g., AIDS or illegal behavior such as drug use]. The researchers will keep information about you as confidential as possible, but complete confidentiality cannot be guaranteed. On rare occasions, research records have been subpoenaed by a court. When the results of the research are used in reports or papers, no information will be included that would reveal your identity.  
3.
COMPENSATION FOR INJURY [Required for all studies with physical intervention equivalent to or more significant than a routine blood draw or injection. This statement must be used without changes.] 


If you are injured as a result of taking part in this study, medical care and treatment will be available to you as a participating subject. The costs of this care may be covered by the University of California [add where appropriate: ,or the study sponsor Xxxxxxx,] depending on a number of factors.  If you have any questions regarding this assurance, you may consult or call the Berkeley Lab Human Subjects Quality Assurance Committee, MS 26RO143, 1 Cyclotron Road, Berkeley, CA 94720-8239 (510-486-5507) or the Committee for the Protection of Human Subjects, 2150 Shattuck Ave., Suite 313, University of California, Berkeley, 94720-5940 (510-642-7461)
4.
BENEFITS  


There will be no direct benefit to you from taking part in this study. However, it is hoped that the information gained from the study will help researchers learn more about . . . . [Where appropriate:] If you wish to sign a release form, the researchers will notify your personal physician and supply him or her with the results of the blood test.

5.
STORAGE OF SAMPLES/DATA  


After testing, the remainder of your blood sample and any personally identifiable information will be discarded.


[or] 


After testing, your blood sample will be stored for future research in [specify general type(s) of research].  The same confidentiality protections described above will be used.  Some of the stored sample may be given to other researchers, but they will only be told… [your age and gender].  They will not be given your name or any other information that may identify you. 


[or] 


After testing, your name and any information which may identify you will be destroyed.  Your anonymous sample will then be stored for future research in [specify general type(s) of research]. Some of the stored sample may be given to other researchers.

6.
FINANCIAL CONSIDERATIONS  You will be paid $10 for your participation.  A check will be issued in about four weeks. [or:] You will not be paid for your participation, nor will you be charged.

7.
QUESTIONS


Any further questions you have about taking part in this study will be answered by: 



Dr. Smith at (510) 486-xxxx.


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


 Berkeley Lab Human Subjects Quality Assurance Committee at (510-486-5507) or the UCB Committee for the Protection of Human Subjects at (510-642-7461).
8.
ALTERNATIVES [NOTE:  For diagnostic testing or medical treatment protocols.]  

9.
PARTICIPATION IN RESEARCH IS VOLUNTARY You have the right to not take part in this study or to stop taking part at any time.  You will be given a copy of this consent form and the Experimental Subject's Bill of Rights to keep. You are not waiving any legal claims, rights or health care that you are otherwise entitled to because of your participation in this research study. [For studies involving Berkeley Lab employees:]  Neither whether or not you choose to take part nor the data collected about you will have any effect on your standing as a Berkeley Lab employee or your right to health care or other benefits to which you are otherwise entitled. [Optional for all projects:] You may be asked to participate in other research in the future, but will be free to refuse to do so. If you wish to participate, you should sign below.
_____

AUTHORIZATION:  I have read this consent form.  All of the questions I have asked have been answered to my satisfaction.  I volunteer to participate in this research.

Date

Subject's Signature



Subject’s Name (print legibly)

Date

Person Obtaining Consent (Signature)



Name (print legibly)

[STOP!  Do not use the following signature lines unless third party consent is being requested and has been addressed in detail in the protocol.]

AND/OR:

Date

Legally Authorized Representative

(i.e., parent, legal guardian, conservator, or individual with power of attorney for health care of the subject)



Name (print legibly)

Date

Person Witnessing Signature of Representative



Name (print legibly)


