
INSTRUCTIONS
Greater than minimal risk Consent (Main Consent) - This consent is for all research involving intervention and/or deviation from the subjects’ standard of care regimen. 


Participant’s Name: ____________________________Subject ID Number: ______________

Official Study Title: (Insert official title here as listed on http://www.ClinicalTrials.gov or, the full title listed in the protocol.)
Principal Investigator: (____________)

Sponsor (if applicable): (________)


Before consenting to participate in this research study, you should have enough time to read the information in this form, or have it read to you.  A member of the research team will discuss it with you.  Be sure to ask questions about anything that is not clear before giving consent. 

CONCISE SUMMARY
More examples are located in [files]
 (For example ) We are asking you to consent to participation in a research study.  Your participation is voluntary.  
This is a research study to find out if a drug called ABC-123 is safe and to determine the safest, most effective dose of the drug for patients with {Primary Diagnosis/Eligibility}.  This is an early study of an investigational drug.
Depending on when you enroll in this study, you will receive higher doses of ABC-123 until the safest and best tolerated dose is reached.  ABC-123 is given via i.v. infusion in the clinic.  You will have tests and procedures that are part of your standard care and for study purposes. Each clinic visit will last 4-5 hours.  Infusions of study drug will be given during week 1 of each 3-week cycle.  After two cycles, you will be evaluated and you may be able to continue receiving ABC-123 if you have had no bad reactions to the study drug or disease progression. 
There are risks to this study drug that are described in this document. Some risks include: nausea, diarrhea, low white & red blood cell count, being tired & weak, fever, muscle pain and radiation risks from CT scans.  It is possible that you may have some benefit from the study drug although this is unknown. 
If you are interested in learning more about this study, please continue reading below.





You can choose not to participate at any time, even after starting the study, without any penalty or loss of benefits to which you are entitled.  

You will have procedures done that are considered research and may or may not be a part of the usual care for you condition. If you decide to participate, your private health information will be collected; however the researchers in this study will take appropriate measures to ensure confidentiality of your information. In the case you are injured in result of the study, medical treatment is available. 
[bookmark: _GoBack]If you go to [name of institution] or another healthcare facility or provider for any reason while participating in this study, you should inform them that you are involved in this research study, as it may impact the type(s) of care provided and protect your safety.  

Why me:  You are being asked to participate in a research study because (________).
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