UNIVERSITY OF CALIFORNIA DAVIS
ADDENDUM CONSENT 
ADDITIONAL INFORMATION FOR CONTINUING RESEARCH PARTICIPANTS
[Insert title of the study]
[Insert a lay or working title of the study – for study participants]
You are participating in the above named research study. When you agreed to participate, the researchers told you they would share any new information about the study that might affect your willingness to continue to participate in the study. 
The study now involves a temporary new procedure that is described below. The researchers will explain the new procedures and risk information, and then ask for your consent to participate as well as to continue participating in the study.

WHAT ARE THE NEW PROCEDURES INVOLVED IN THIS STUDY?
Due to a flood in the pharmacy room where your study drug is prepared, a new temporary preparation plan had to be created in order to ensure you received your study drug at this visit.  This plan is only in place for subjects that must immediately receive their study drug while the pharmacy room is cleaned and sterilized (which is a process that removes all forms of bacteria, fungi, viruses, and parasites).
WHAT KINDS OF RISKS OR DISCOMFORTS COULD I EXPECT?
The temporary method of study drug preparation includes a potential for an increased risk of exposure to pathogenic microorganisms during the preparation process.  A pathogenic microorganism is a very small (can only be seen using a microscope) infectious thing, such as a virus, bacterium, fungus, or parasite, which causes a disease.  This new temporary preparation method uses sterile pieces and tools, and a sterile technique to minimize the risk of contamination of your study drug.  

Some symptoms of infection include fever, chills or sweats, diarrhea, vomiting, and low white blood cell count.  If you experience any of these symptoms, or any not listed here or in the main consent form, please contact your study doctor immediately.

WHAT OTHER CHOICES DO I HAVE IF I DON’T WANT TO PARTICIPATE?
[Describe any appropriate alternative procedures that should be considered before the subjects decide whether or not to continue to participate in the study.]
WHAT ARE MY RIGHTS IF I DECIDE TO CONTINUE TO TAKE PART IN THIS STUDY? 

Continuing to take part in this study is your choice. You can choose whether or not you want to continue to participate. Whatever decision you make, there will be no penalty to you and you will not lose any of your regular benefits.

· You have a right to have all of your questions answered before deciding whether to take part.

· Your decision will not affect the medical care you receive from UC Davis.

· If you decide to continue to take part, you can leave the study at anytime. 

· If you decide to stop being in this study you should notify the research team right away. The researchers may ask you to complete some procedures in order to protect your safety. 

· If you decide not to take part, you can still get medical care from UC Davis.

ARE THERE ANY RISKS TO ME IF I DECIDE NOT TO CONTINUE TO TAKE PART IN THIS STUDY?

[Describe any foreseeable risks that should be considered before the subjects decide not to continue to participate in the study (e.g. side effects of study drug washout, inability to start alternative treatments right away, etc.).]
WHO CAN I CONTACT IF I HAVE QUESTIONS ABOUT CONTINUING IN THIS STUDY?

The Research Team:

You may contact one of the following researchers with any questions or concerns about the new information in this consent or your continued participation in this study: [Insert the name(s) and phone number(s) of the appropriate investigators.] You can also call the UC Davis Page Operator at (916-734-2011) to reach [insert name(s)] 24 hours a day, 7 days week.
UC Davis Institutional Review Board:

If you have questions about your rights while taking part in this study, or you have concerns or suggestions and you want to talk to someone other than the researchers about the study, you may contact the UC Davis IRB at (916) 703-9151, 
hs-irbadmin@ucdavis.edu, or 2921 Stockton Blvd, Suite 1400, Room 1429, Sacramento, CA 95817
HOW DO I INDICATE MY AGREEMENT TO PARTICIPATE? 

If you want to continue to participate in this study, you should sign and date below. You will be given a copy of this document to keep.  
SIGNATURE OF THE PARTICIPANT 

[Note: Additional signature lines may be required.  Please be sure this section is consistent with the protocol (for example, enrollment of minors and/or cognitively impaired adults).]
______________________________________

Name of Participant

______________________________________
______________________

Signature of Participant




Date

SIGNATURE OF PERSON OBTAINING CONSENT

______________________________________
______________________

Name of Person Obtaining Consent


Contact Number

______________________________________
______________________

Signature of Person Obtaining Consent


Date
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