UNIVERSITY OF MASSACHUSETTS MEDICAL SCHOOL

Committee for the Protection of Human Subjects in Research

Blood Draw Consent 

Title of the Study:

Principal Investigator:

Co-Investigator:

Research Subject’s Name:







Date:  

The purpose of this research project is to…..

You are being asked to donate blood for a research study.  The blood will be collected in the usual way by inserting a needle into a vein in your arm.  Approximately (insert the amount of blood to be drawn in mls and in teaspoons or tablespoons as well ) of blood will be drawn as part of this research study (on how many occasions).
RISKS

The risks involved include:

· Slight pain when the needle is inserted.
· Some people become dizzy or faint.

· There may be a harmless bruise at the place where the needle is inserted.

The likelihood of these risks occurring will be minimized by having the blood collected by individuals well trained in the procedure.

RISKS INVOLVED WITH GENETIC TESTING ( Remove if not  applicable)

Use the following points to explain genetic testing risks and what will be done for the patient.

1) All reasonable efforts will be taken to protect you from future discrimination based upon the results of genetic testing. (e.g. placing the subjects at increased risk for criminal or civil liability, insurance denial, and/or be damaging to the subjects' financial standing, employability, reputation, etc.)

2) Genetic counseling: 

a) Free genetic counseling by a qualified physician must be provided to anyone who tests positive for a specific genetic defect. 

b) Free genetic counseling by a qualified physician must be provided to both donors and recipients involved in genetic engineering. 

c) The counseling must include a discussion encouraging but not requiring the subject to contact relatives, if knowing about the possibility of a genetic abnormality might be medically helpful to them.

d) Free genetic counseling is not required for relatives seeking information. 

The consent form must include an appropriate variation of the following statement in the risk section.

If you are found to carry the abnormal gene, there is a _____ % chance it may have come from one of your parents and it that case, your siblings will also have a ______ % chance of carrying the abnormal gene. There is a (high, low, %) probability that a person with the abnormal gene (will, will never) have any symptoms. The symptoms of the gene are _____.

The gene may increase the risks associated with ______.

COMPENSATION (If applicable)
You will be paid…..to reimburse you for your time, travel and other expenses associated with this research study. 
CONFIDENTIALITY
Your privacy is important to us.  Your research records will be confidential to the extent possible. In all records, you will be identified by a code number and your name will be known only to the researchers.  Your name will not be used in any reports or publications of this study. 
(Edit the following paragraph as applicable to your study)

However, the study sponsor (insert sponsor’s name) and/or their representatives, the U.S. Food and Drug Administration (FDA), and the UMMS Institutional Review Board and/or their representatives may inspect your medical records that pertain to this research study.  We will not allow them to copy down any parts of your identifiable information (e.g. your name) or take any of your identifiable information from our offices.

Your participation is entirely voluntary. 
I agree to donate my blood voluntarily.

Research subject’s Signature




Date

STATEMENT OF PERSON OBTAINING CONSENT
I, the undersigned, have fully explained the details of this clinical study as described in the consent form to the subject named above.

______________________________________________ Date: ________________


Signature of person obtaining consent
_______________________      ________________

PI Signature                                               Date
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