TEMPLATE CONSENT FORM - BIOMEDICAL STUDIES W/ CELL COLLECTION
INSTRUCTIONS:  Use language appropriate for 7th grade reading level.  Bold face print is standard language and must be included unless it is irrelevant to your study.  Text in “(  )” instruct how to address each section.  At the bottom of each page please identify the consent form version with a unique identifier (a combination of letters and numbers is recommended so as not to confuse with an IRB approval date). 
CONSENT TO PARTICIPATE IN A RESEARCH STUDY

Study Title: (include study title)

	Key Information

· You are being invited to participate in a research study.  Participation in research is completely voluntary. 

· The purpose of the study is to (one brief sentence only).
· The study will take a total of (state total time commitment) and you will be asked to (one sentence explanation of study procedures). 
· Risks and/or discomforts include (list risks/discomforts).

· There is no direct benefit to you (or list direct benefits). The results from the study may (one sentence explanation of indirect benefits).
· (If applicable, list appropriate alternative procedures)


Investigator’s Name(s), Department(s), Telephone Number(s):________________________________

PURPOSE
You are being asked to participate in a research study.  We hope to learn . . . (state what the study is designed to discover. Be concise - 2-4 sentences usually suffice).
Sample: The purpose of this research is to develop human stem cell lines from the somatic cells you have provided. Human stem cells have the unique combination of capacities to divide with no known limit and to develop into most of the different types of cells of the body. These stem cell lines will be used for basic science experimentation and may be used at some future time for human transplantation research. If appropriate add:  The donated somatic cells can be genetically manipulated so that they behave like stem cells. The cells after genetic manipulation are called “induced pluripotent stem (iPS) cells”. 
The stem cells lines that are developed will be used to study… (Complete this sentence and include an explanation of what cells are being used and why. Examples include “to develop a stem cell line that will allow researchers to study Huntington’s disease in a human model system, and provide a cell model to screen new drugs for treatment.”  
SUBJECTS:

Inclusion Requirements

You are eligible to participate in this study if you… (Complete this sentence or use a bulleted list of inclusion criteria) Examples include, “are at least 18 years of age or older,” “you or a member of your family has Huntington’s disease.”

Exclusion Requirements DO NOT LIST THE CONVERSE OF THE INCLUSION CRITERIA
You are not eligible to participate in this study if you... (Complete this sentence or use a bulleted list of exclusion criteria) Examples include, “you have had uncontrolled high blood

pressure within the past 6 months; you smoke more than 20 cigarettes per day.”

Number of Participants and Time Commitment

This study will include approximately       subjects and will involve approximately       of your time over the next       weeks/months.

PROCEDURES
If you decide to volunteer, you will be asked to . . .  (describe in simple language the procedures to be followed, including their purposes, duration, frequency, if applicable. Clearly identify any procedures or elements of a procedure that are experimental.  Indicate location where procedures will take place (e.g., lab, hospital, home, or other setting), and amount of time needed for each procedure.  Also note total amount of time required for study participation, at the beginning or end of this section.]

[If there are screening procedures:]

Before you begin the main part of the study...
You will need to have the following screening exams/ tests/ procedures to find out if you can be in the main part of the study. [List and describe tests/ procedures as appropriate.  If more than one screening procedure will be done, use bulleted format.] 

If samples will be sent out of UCM for analysis or other purposes, include the statement: Your samples will be sent outside of UCM for… (Provide an explanation of where the sample will be sent and why).

(If applicable) Induced pluripotent stem cells (iPS) research should additionally include information about Genetic Reprogramming. Individuals must initial and date their consent to use their somatic cells for iPS or other methods of genetic reprogramming. Example language:

Genetic Reprogramming (e.g. induced Pluripotent Stem Cells or iPS) is when certain genes are put into your somatic cells to study how the cells can be changed, or reprogrammed, into embryonic-like cells.

Stem cell lines may be made from the method described above. Cells multiply by dividing in two, and the genetic material is replicated every time a cell divides. It is possible that these lines, which can live indefinitely, may contain all or part of your DNA.

Any cell lines created may be kept for many years and may be used in further studies, by researchers at UCM or other research institutions outside of UCM which cannot be predicted at the present time. They may include research that involves genetic manipulation.

It is possible that derived cells or cell products may be placed into humans or animals. There are no restrictions on the ultimate recipients of these derived cells or cell products.

	_________

Initials
	__________

Date
	I consent to donate my somatic cells to 
I consent to donate my somatic cells to be used for Genetic Reprogramming (which may result in the production of stem cell lines).




ALTERNATIVES 

(If the study does not involve therapeutic or diagnostic procedures, this section may be omitted.  If you are offering extra credit as a subject in connection with or as part of a course, state that other options are available for obtaining credit, should the subject decline to participate.)

RISKS  (Possible risks, discomforts, and/or side effects related to the [procedures, drugs, interventions, devices] include:
Examples of risks/discomforts include: 

· Skin biopsy may cause bruising, swelling, pain, bleeding, infection, or scarring. If you have a biopsy, it is important that you follow skin care instructions that are given to you; otherwise, it is possible that you may develop a skin infection.
· Blood draw may produce pain, bruising, bleeding, swelling, dizziness, or rarely, fainting or infection 
· Psychological discomforts such as embarrassment, anxiety, or distress.

· Breach of confidentiality - While the research team will make every effort to keep your personal information confidential, it is possible that an unauthorized person might see it.

BENEFITS

It is possible that you will not benefit directly by participating in this study.  (This statement will suffice.  If you wish to mention expected benefits, do so following the standard statement.)

CONFIDENTIALITY



(Inform subjects of the degree to which data yielded by his/her participation will be anonymous of confidential.  For example, disclose who, if anyone, will have access to data which can be linked to the individual subjects.  In any case, this section must contain the following statement):  Absolute confidentiality cannot be guaranteed, since research documents are not protected from subpoena.
Retaining research records:  When the research is completed, I may save the [samples/ tapes and notes/ study records] for use in future research done by myself or others.  I will retain this study information for up to XX months/years after the study is over.  The same measures described above will be taken to protect confidentiality of this study data.  [Or if different, give accurate information about retention and use of study data in future, e.g., "I will destroy the samples/ tapes and notes/ study records at the end of this study."]
[Ownership of specimens/"Moore Clause" – if inclusion of such a statement is applicable, this UCOP-recommended wording should be used:]  If you consent to giving blood or tissue specimens (including cheek swab and saliva samples) as part of this study, these specimens will become the property of the University of California.  The specimens and the DNA they contain may be used in this research and in other research, and may be shared with other organizations.  The specimens could lead to discoveries or inventions that may be of value to the University of California or to other organizations.  Under state law, you do not have any right to money or other compensation stemming from products that may be developed from the specimens.]

[If the research involves the collection of identifiable private information, one of the following is required:

Identifiers might be removed from the identifiable private information. After such removal, the information could be used for future research studies or distributed to other investigators for future research studies without additional informed consent from the subject or the legally authorized representative.

--OR--

Your information collected as part of the research, even if identifiers are removed, will not be used or distributed for future research studies.]

COSTS/COMPENSATION

(If the subject will receive compensation, describe the amount and method of payment.  Payment must be staged/pro-rated, per Federal regulations, as the subject may withdraw before completion of the study and is entitled to receive partial compensation appropriate for what he/she has undergone.) There is no cost to you beyond the time and effort required to complete the procedure(s) described above.  
EMERGENCY CARE AND TREATMENT FOR INJURY

It is important that you promptly tell the person in charge of the research if you believe that you have been injured because of taking part in this study. If you are injured as a result of being in this study, the University of California will provide necessary medical treatment. Depending on the circumstances, the costs of the treatment may be covered by University or the study sponsor or may be billed to your insurance company just like other medical costs. The University and the study sponsor do not normally provide any other form of compensation for injury.  For more information about compensation, you may call the IRB Office at (209) 383-8655 or email at IRBoffice@ucmerced.edu.
RIGHT TO REFUSE OR WITHDRAW






            

You may refuse to participate in this study.  You may change your mind about being in the study and quit after the study has started. If you decide to donate your cells you may withdraw your consent up to 30 days from the time this informed consent is signed. The derivation process will not begin until after the 30 day wait period.  However, somatic cells cannot be returned; the only alternative is to discard them.  After 30 days the donation is irrevocable. To withdraw your consent during the 30 day wait period, you must do so in writing to [name individual here], University of California Merced, [provide address and phone number here].

FUTURE RESEARCH (Delete this section if not applicable) 
Your tissue, cells or other materials derived from these tissues may be used by other researchers at UCM or by researchers at institutions outside of UCM in future studies, which are currently undefined. They may include research that involves genetic manipulation. However, the tissue, cells or other materials will not contain any identifiable information about you (for example it will not include your name, social security or any other personally identifying information). 

It is possible that derived cells or cell products may be placed into humans or animals. There can be no restrictions placed on the ultimate recipients of these derived cells or cell products, except in the case where the donation is intended for autologous transplantation (where you, the donor, would also be the recipient).

The results of the study of your samples will be used for research purposes and tissue derivatives may also be used in human therapies.

You must be given the opportunity to impose restrictions on future uses of donated materials. However, researchers may choose to use materials only from donors who agree to all future uses without restrictions.

 FORMCHECKBOX 
 I consent to my samples [name cell type and/or tissue] be saved for future research.


 FORMCHECKBOX 
 No restrictions.


 FORMCHECKBOX 
 Restrictions (please specify): ________________________________________

 FORMCHECKBOX 
 I do not consent to my samples being saved for future research that is currently undefined.

QUESTIONS










If you have any questions about this research project please contact  (give the name of the principal investigator or his/her co-investigators) who will answer them at (give a phone number and address)

For questions about your rights while taking part in this study call the Office of Research at (209) 228-4613 or write to the Office of Research,5200 North Lake Rd, UC Merced, Merced, CA 95343.  The Office of Research will inform the Institutional Review Board which is a group of people who review the research to protect your rights.  If you have any complaints or concerns about this study, you may address them to Rose Scott, Chair of the IRB at (209) 228-4362, irbchair@ucmerced.edu.  ___________________________________________________________________________________________
CONSENT










YOUR SIGNATURE, BELOW, WILL INDICATE THAT YOU HAVE DECIDED TO VOLUNTEER AS A RESEARCH SUBJECT AND THAT YOU HAVE READ AND UNDERSTOOD THE INFORMATION PROVIDED ABOVE.  YOU WILL BE GIVEN A SIGNED AND DATED COPY OF THIS FORM TO KEEP.  

Signature of Participant

or Legal Representative__________________________________Date_____________Time________________

Signature of

Investigator____________________________________________Date_____________Time________________

Consent Form Version: 







Subject’s Initials_______




