SAMPLE INFORMED CONSENT KEY INFORMATION SUMMARY

AS DESCRIBED IN THE 2018 REVISED COMMON RULE


INSTITUTION
SUBJECT INFORMATION AND INFORMED CONSENT FORM

Protocol Title: 
Protocol #:

Sponsor:

Principal Investigator:  
Institution:


Address: 


Telephone:


KEY INFORMATION ABOUT THIS RESEARCH STUDY

You are being asked to be a subject in a research study because you have____________. 
The following table is a concise and focused presentation of key information to assist you in understanding why you might or might not want to participate in the research.
	Purpose
	Examples:
This is a research study to evaluate the safety and effectiveness of the study drug/device NAME.
-----------
This is a research study to evaluate the effectiveness of the study drug compared to Standard of Care treatment.

	Experimental/ Investigational
	Examples:
Study drug/device NAME is experimental which means that it is being tested and is not approved by the United States Food and Drug Administration (FDA).
You will/may receive standard of care drug(s) in addition to the experimental drug.

You will/may receive placebo (‘dummy drug’) used to compare results to the experimental drug.

-----------

You will not receive any experimental drugs or procedures as part of this study.

	Voluntary Participation
	Your decision to be in this study is voluntary.

	Withdrawal
	If you decide to be in this study and then change your mind, you can leave the study at any time without penalty. 

	Length of Participation
	Examples:
Your participation is expected to last up to ## weeks / months / years. 
During that time you will have about ## study visits. [Include number of visits if excessive # or length of visits is very long.]
-----------

The length of time you are in this study and number of study visits depends on your response to the study drug regimen. It may last up to ## months/years. 

	Procedures
	Include ONLY major procedures, i.e. not ECG, blood draw, eDiary, optional tests.
The main procedures in the study include:

--- 

---

Examples: 
---Study drug infusions/injections/tablets taken weekly/daily/once
---Implant of study device

---Imaging scans

---Biopsies
---Angiogram

---Genetic testing

The study doctor will explain which procedures are being done for research, and which would be done as part of your standard care even if you don’t participate.

	Risks 
[Use if more than minimal risk]
	Taking part in this research may expose you to risks (side effects). Not all risks of the study drug(s)/device are known at this time. There are risks from study procedures. Side effects may range from being mild to life-threatening and may go away with treatment or be permanent. 
The common/main risks of the study drug(s)/device include:

--- 

---

Examples:
--- increased risk of infections

--- severe allergic reaction

--- damage to liver, kidney and other organs

--- breakage of the stent damaging nearby organs
The study doctor will explain the risks of this research to you before you decide about participation.

	Risks 
[Use if minimal or no physical risks]
	There are not expected to be any physical risks to you as part of this study.

	Benefit
	Examples:
There is no guarantee that you will benefit as a result of your participation in this study, however the study results may help people in the future.
-----------
There is no benefit to you from taking part in this study

	Alternative(s) to Study Participation 
[For 'treatment' studies only; otherwise delete box]
	There may be other options for treatment of your condition including creating a treatment plan with your doctor.

	Costs
	The study sponsor will pay for the cost of the study drug(s)/device and for procedures that are required for the study.

	Confidentiality
	There are provisions in place by the study protocol and study site to help protect the privacy and confidentiality of your personal health information and study information. 


	This overview does not include all of the information you need to know before deciding whether or not to take part. Much additional detail is given in the full consent document, which can be found on the pages that follow. Be sure to review the rest of this consent form before deciding about participation.


INFORMED CONSENT FORM

This consent form explains the research study. Before you decide about being part of this study, you need to know why the research is being done, what it involves and the risks and benefits. Ask the study doctor and study staff to explain anything in this form or if you want more information. Read this form carefully. Feel free to discuss it with your relatives, friends and primary care physician. To take part in this research study, you must sign this consent form. 

DISCLOSURE OF FINANCIAL INTERESTS  
ETC….
Version A

Protocol #: 

Page 1 of 4

