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CONSENT TO PARTICIPATE IN A RESEARCH STUDY

Study Title: ARCADIA CSI (Cognition and Silent Infarcts)

Sponsor/Protocol Principal Investigators:  Maarten Lansberg, MD, PhD; Ronald 
Lazar, PhD

Performance Site Principal Investigator: Scott Kasner, MD 

Performance Site: The Hospital of the University of Pennsylvania 

Participant Name: _____________________________________________ 

Telephone Number: ___________________________________________ 

KEY INFORMATION 

Purpose of the 
Study:

This is a research study looking to compare the effects (good and bad) of the 
ARCADIA study drugs (apixaban and aspirin) on the occurrence of silent strokes 
and memory loss after stroke.

Your participation is entirely voluntary.

This add-on study to the ARCADIA trial involves cognitive testing (tests designed 
to measure your memory, thinking, reasoning and understanding) and an MRI 
scan of your brain.

Length of the 
Study:

Approximately 3 years, or for as long as you are in the ARCADIA study. There 
will be about 5 visits.

Risks: Cognitive testing: There are no known major risks.

MRI scan of the brain: There are no known major risks. Some patients 
experience anxiety from lying in a tight space in the MRI scanner.

See section titled “What are the Risks and Discomforts of the Research Study?” 
for additional risks related to the study.

Benefits of the 
Study:

You may help others in the future by taking part in this study.  The researcher 
and sponsor of this study do not promise that you will receive any benefits from 
this study.

Alternative: The alternative to participating in this research study would be to continue to 
take part in the ARCADIA study, but to not take part in this add-on study.
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INTRODUCTION
The study doctor wants to know if you would like to be part of a research study. This 
informed consent document contains important information about the research. 

If you have any questions about, or do not understand something in this document, you 
should ask the study doctor or study staff. You should also discuss your participation 
with anyone you choose in order to better understand this study and your options.  

Participating in a research study is not the same as getting regular medical care. The 
purpose of regular medical care is to improve your health. The purpose of a research 
study is to gather information. 

You may choose either to take part or not to take part in this research study. If you 
decide to take part, you may decide to leave the study at any time. Leaving the study 
will not result in any penalty or loss of benefits to you. 

WHY HAVE YOU BEEN ASKED TO TAKE PART IN THIS RESEARCH STUDY? 
You are being asked to take part in this research study because you have been 
diagnosed with a stroke and are participating in the ARCADIA stroke prevention trial. 

WHY IS THIS RESEARCH BEING DONE? 
The purpose of this research study is to compare the effects (good and bad) of the 
ARCADIA study drugs (apixaban and aspirin) on the occurrence of silent strokes and 
memory loss after stroke. 

HOW LONG WILL YOU BE IN THE RESEARCH STUDY? 
You will be in the research study for as long as you are also participating in the 
ARCADIA trial. 

The researcher may decide to take you off this research study at any time for one or 
more of the following reasons: 
• the study is canceled 
• other administrative reasons 

You may withdraw from the study at any time.  If you withdraw from the study, we may 
ask you to undergo the end of study MRI scan and cognitive testing.

Approved: 3/31/2021IRB #: MOD03_2019-0518-047



                         Page 3 of 13
Version 2.0 

WHO IS CONDUCTING THE RESEARCH STUDY? 
This study is funded by the National Institute of Neurological Disorders and Stroke. 

This study is conducted by Dr. Maarten Lansberg at Stanford University and Dr. Ronald 
Lazar at the University of Alabama. 

Medical supervision for the study is provided by Scott Kasner, MD.

HOW MANY PEOPLE WILL TAKE PART IN THE RESEARCH STUDY?  
About 500 people will take part in this study at 108 sites. A total of 20 people will take 
part in this study at The Hospital of the University of Pennsylvania. 

WHAT IS INVOLVED IN THE RESEARCH STUDY? 
In this add-on study to the ARCADIA trial, we will measure the occurrence of silent 
strokes (strokes that can be seen on brain imaging but that do not cause any 
symptoms) and the memory/cognition of study participants.

If you agree to participate, you will undergo the following:

First visit: whenever possible, this visit will occur in conjunction with an ARCADIA 
study visit, either in clinic, by telephone, or by telehealth. Activities at this visit include: 

 Providing information about the study, answering your questions, and signing of 
this informed consent document

 Cognitive testing. These tests will be administered by telephone in a private clinic 
room by a member of the research team at the University of Alabama. If the 
testing cannot be scheduled in conjunction with an ARCADIA clinic visit, the 
phone call will instead be scheduled when you are at home.

 If you have not already undergone an MRI scan for clinical purposes at the time 
of your stroke, you will be scheduled to undergo an MRI scan at the start of your 
study participation

Annual visits (for approximately 3 years or as long as you are in the ARCADIA study)
 Cognitive testing, identical to the testing performed at the first visit, will be 

administered yearly.  Whenever possible, testing will be administered by 
telephone during one of your regular ARCADIA clinic visits.

End of study visit:  
 You will undergo an MRI scan of your brain when you complete your participation 

in the ARCADIA study.  For most patients, this will be after approximately three 
years of follow-up in the ARCADIA study.  The MRI scan will take approximately 
30 minutes.  
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OTHER INFORMATION ABOUT STUDY PROCEDURES
Cognitive testing: This consists of tests designed to measure your memory and other 
cognitive abilities such as thinking, reasoning and understanding.  The testing will take 
about 20 minutes. These tests may be audio recorded for scoring. Recordings will be 
kept on a secure server and deleted upon study completion. The results of your 
cognitive testing from this project will be used for research purposes only, and you will 
not be told the results of the tests.

MRI Scans: The results of your MRI scans will be shared with you and will be a part of 
your medical record.  The MRI images will be sent to the study imaging core lab and will 
be reviewed for research purposes.  If any critical incidental findings are made at your 
local hospital or at the study core lab, your study physician will be notified of these 
findings.

PARTICIPANT RESPONSIBILITIES

As a participant, your responsibilities include:
 Follow the instructions of the Principal Investigator and study staff.
 Keep your study appointments.  If it is necessary to miss an appointment, please 

contact the Principal Investigator or research study staff to reschedule as soon 
as you know you will miss the appointment.

 Tell the Principal Investigator or research study staff about any side effects, 
doctor visits, or hospitalizations that you may have.

 Ask questions as you think of them.
 Tell the Principal Investigator or research staff if you change your mind about 

staying in the study.

While participating in this research study, you should not take part in any other research 
study, other than the ARCADIA trial, without approval from the Principal Investigator of 
each study. This is to protect you from possible injury arising.

WHAT ARE THE RISKS AND DISCOMFORTS OF THE RESEARCH STUDY? 
Participation in this research involves the following risks:

Risks associated with cognitive testing: 
There are no major risks associated with cognitive testing.  Some patients may feel tired 
after the testing.

Risks Associated with MRI: 

Flying Objects – The greatest risk of MRI is a magnetic object flying through the air toward 
the magnet and hitting you. To reduce this risk, we require that all people involved with 
the study remove all magnetic metal from their clothing and all magnetic metal objects 
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from their pockets. No magnetic metal objects are allowed to be brought into the magnet 
room at any time except by approved personnel. In addition, once you are in the magnet, 
the door to the room will be closed so that no one inadvertently walks into the room.

Medical Implants and Foreign Bodies – There is also a potential risk of MRI for subjects 
with medical implants or other metallic objects in their body.  All subjects undergoing MRI 
scanning must complete a screening evaluation risk in advance of the study for the 
presence of medical implants or other foreign bodies that could pose an injury. Every 
effort will be made to insure that disclosed implants or foreign bodies do not pose a risk 
to subjects. In cases where there is insufficient information to evaluate the risks 
associated with an implant or foreign body, the MRI study will not be allowed to proceed.

Pregnancy – Although there are no known risks related to MRI on pregnant women or a 
fetus, there is a possibility of yet undiscovered pregnancy related risks. Since there is no 
possible benefit from participating in this protocol for a pregnant woman, we will exclude 
pregnant women.

Incidental Findings Clause – This MRI is not a clinical scan. It is possible that during the 
course of the research study, the research staff may notice an unexpected finding(s). 
Should this occur, the finding(s) will be considered by the appropriate personnel and the 
PI will inform you if necessary. These possible finding(s) may or may not be significant 
and may lead to anxiety about your condition and to further work-up by your physician.

ARE THERE BENEFITS TO TAKING PART IN THE RESEARCH STUDY? 
If you agree to take part in this research study, there may not be a direct benefit to you. 
We hope the information learned from this research study will benefit other patients with 
ischemic stroke in the future. 

WHAT OTHER CHOICES FOR CARE ARE THERE? 
The alternative to participating in this research trial would be to continue to take part in 
the ARCADIA study, but to not take part in this add-on study which involves undergoing 
cognitive testing by telephone and an MRI scan of your brain.

WHAT ARE YOUR RIGHTS AS A PARTICIPANT?
You may choose either to take part or not to take part in this research study. If you 
decide not to participate, you do not lose any benefits to which you would otherwise be 
entitled. If you decide to take part, you may decide to leave the study at any time. 
Leaving the study will not result in any penalty or loss of benefits to you. 

You will be told of any important new information that is learned during the course of 
this research study, which might affect your health, welfare or your willingness to 
continue participation in this study.
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Nothing in this consent document waives any legal rights you may have nor does it 
release the investigator, the sponsor, the institution, or its agents from liability for 
negligence.

WHAT IS A CERTIFICATE OF CONFIDENTIALITY? 
To further protect your privacy, the researchers have obtained a Certificate of 
Confidentiality from the Department of Health and Human Services (DHHS). With this 
certificate, the researchers may not disclose information (for example by court order or 
subpoena) that may identify you in any federal, state, or local civil, criminal, 
administrative, legislative, or other proceedings. Disclosure will be necessary, however, 
upon request of DHHS for audit or program evaluation purposes. 

A Certificate of Confidentiality does not prevent you from voluntarily releasing 
information about yourself or your involvement in this research. 

Even with the Certificate of Confidentiality, if the investigator learns about abuse of a 
child or elderly person or that you intend to harm yourself or someone else, or about 
certain communicable diseases, they will report that to the proper authorities. If keeping 
information private would immediately put you or someone else in danger, the 
researchers would release information to protect you or another person. 

AVAILABILITY OF INFORMATION
You will receive a copy of this signed and dated consent document. 

You will be told about any new information from this or other studies that may affect 
your health, welfare, or willingness to stay in this study.

Any results from research related tests or assessments may be used in your clinical 
care. 

WHAT ARE YOUR COSTS TO BE IN THIS STUDY?
There are no extra costs for you to participate in this study. 

The cognitive tests and MRI performed as part of the study, will not cost you anything. 

The study will not pay for the standard medical care that you receive during the course 
of the study. 

WILL YOU BE PAID TO PARTICIPATE IN THIS RESEARCH STUDY? 
No, you will not be paid to participate in this research study.
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HOW WILL INFORMATION ABOUT YOU BE KEPT PRIVATE AND CONFIDENTIAL? 

Your identity will be kept as confidential as possible as required by law. Except as 
required by law, you will not be identified by name, social security number, address, 
telephone number, or any other direct personal identifier outside of NIH StrokeNet. Your 
research records may be disclosed outside of The Hospital of the University of 
Pennsylvania, but in this case, you will be identified by a unique code number. This 
information will be kept in a secure location and access limited to research study 
personnel. The results of this research study may be presented at scientific or medical 
meetings or published in scientific journals. However, your identity will not be disclosed. 

Patient information may be provided to Federal and other regulatory agencies as 
required. The Food and Drug Administration (FDA), for example, may inspect research 
records and learn your identity if this study falls within its jurisdiction.

USE AND DISCLOSURE OF PROTECTED HEALTH INFORMATION
Authorization to Use Your Health Information for Research Purposes

A federal regulation known as the Privacy Rule gives you certain rights concerning the 
privacy of your health information.  Researchers covered by this regulation are required 
to get your authorization (permission) to use and disclose (share with others) any health 
information that could identify you. You should have received a Notice of Privacy 
Practices when you received health care services here. If not, let us know and a copy 
will be given to you. 

If you sign this informed consent document, you are giving permission for the use and 
disclosure of your health information for purposes of this research study.  You do not 
have to give this permission. Your health care outside of the study, payment for your 
health care, and your health care benefits will not be affected if you choose not to sign 
this document. However, if you do not sign this document, you will not be able to 
participate in the study. 

Who Will Use and Disclose My Health Information? The study doctor and research 
staff (the study team) may use your health information to conduct, review, and 
determine the results of the study. The study team may also use your information to 
prepare reports or publications about the study. However, your name will not appear in 
any report or publication without your permission.  

What Health Information will be Used and Disclosed? The study team will record 
your medical history, the treatment you receive, and the results of examinations and 
tests done during the study on study forms. The study team will send the completed 
study forms to the study sponsor. Representatives from the groups identified below may 
need to look at your medical records to make sure that the information on the study 
forms is correct or that the study was conducted properly. Your medical records may 
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include other health information about you and may include documents that directly 
identify you. Reviews like that will take place at the study center or where the medical 
records are stored and can take place after the study is over. 

Who Will Receive My Health Information? Your study information or medical records 
(as described above) or both may be shared with the following people or groups: 

 The Office for Human Research Protections in the U.S. Department of Health 
and Human Services.

 The funder of this research, National Institute of Health.
 The representative of companies/Institutions working on the study on behalf 

of the Sponsor may have access to, inspect and review your information 
during and after the study for verification of clinical and scientific research 
procedures and/or data.

 Data and Safety Monitoring Boards and others authorized to monitor the 
conduct of the Study. 

 Other collaborating institutions.
 The results of imaging studies may be disclosed to outside institutions, not 

directly involved in this research study, as part of a collaborative imaging 
project. Your name and other identifying information will not be disclosed.

 Department of Health and Human Services (DHHS) agencies.
 The StrokeNet Central Institutional Review Board and any other committees 

responsible for overseeing the research.
 StrokeNet Central Institutional Review Board Human Research Protection 

Program staff.
 The StrokeNet National Data Management Center (NDMC), housed in the 

Data Coordination Unit (DCU) in the Department of Public Health Sciences at 
the Medical University of South Carolina (MUSC).

Will My Information be Protected by the Privacy Rule After it is Disclosed to 
Others?  The Hospital of the University of Pennsylvania is required by the Privacy Rule 
to protect your health information. After your information is shared with others, such as 
the study sponsor, it may no longer be protected by the Privacy Rule. The people who 
receive this information could use it in ways not discussed in this form and could 
disclose it to others. The sponsor will use and disclose your information only for 
research or regulatory purposes or to prepare research publications. In addition to using 
it for this study, the sponsor may reanalyze the study data at a later date or combine 
your information with information from other studies for research purposes not directly 
related to this study. The goal of any such research would be to learn more about drugs, 
devices or diseases or to help design better studies in the future. When using your 
information in these ways, the sponsor may share it with regulatory authorities, other 
researchers, its business partners, or companies it hires to provide research-related 
services.  
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What Happens if I Leave the Study Early? If you stop participating in the study early 
for any reason, the study team will tell the sponsor why. If the study team asks you to 
come to any more study visits and you agree, the study team will send the sponsor 
information from those visits as well. All information collected about you may continue to 
be used and disclosed. 

Will My Authorization Ever Expire?  This Authorization does not have an expiration 
date. The study team may need to correct or provide missing information about you 
even after your study participation is over and a review of your medical records may 
also take place after the study is over. 

May I Take Back My Authorization? You have the right to take back (revoke) your 
Authorization at any time by writing to the person in charge of this research study whose 
information is listed on the front of this document. If you revoke your Authorization, the 
study team will not collect any new health information about you. However, they can 
continue to use and disclose any already-collected information if that is necessary for 
the reliability of the study. The sponsor can also still keep and use any information that it 
has already received. If you revoke your Authorization, you can no longer continue to 
participate in the study. 

May I Look At My Study Information? You have a right to see and make copies of 
your medical records. However, to ensure the reliability of the study, you will need to 
wait to see your study records until the study is completed. 

Will access to my medical record be limited during the study?

To maintain the integrity of this research study, you may not have access to any health 
information developed as part of this study until it is completed. At that point, you would 
have access to such health information if it was used to make medical or billing decision 
about you (e.g., if included in your official medical record).
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Who Can Answer Your Questions?
If you have questions, concerns, complaints and or suggestions about this research 
study or to report a research-related injury, please contact the Principal Investigator: 
Scott Kasner, MD at 215-349-5990. 

You can also call the StrokeNet CIRB at 513-558-5259, Monday-Friday 8AM--5PM EST 
if you:

 Think the research has hurt you. 
 Have general questions about giving consent or your rights as a research 

participant in this research study. 
 Have questions, concerns, complaints and/or suggestions about the 

research, cannot reach the research team or you want to talk to someone 
else.

To report complaints or concerns to an independent agency in an anonymous and 
confidential manner, please call the Research Compliance Hotline at 1-800-889-1547.
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Investigator Information:

Maarten Lansberg, MD
Principal Investigator Name

The Hospital of the University of Pennsylvania
Local Site Name
Scott Kasner, MD 215-349-5990

Local Principal Investigator Name Telephone Number 24 hr Emergency Contact

I have read or someone has read to me, this Informed Consent Document which 
describes the purpose and nature of this research. I have had time to review this 
information and have been encouraged to ask questions. If I do not participate or if I 
discontinue my participation, I will not lose any benefits or any legal rights.  My 
participation in this research is completely voluntary. I have received (or will receive) a 
copy of this signed and dated document for my records and future reference. I have 
been given the information about the use and disclosure of my health information for 
this research study.  

I give my consent to participate.

________________________________ 
Name of Participant (PRINT)

_________________________________________________              _________________              
Signature of Participant (18 or older with capacity to consent)       Date               

Approved: 3/31/2021IRB #: MOD03_2019-0518-047



                         Page 12 of 13
Version 2.0 

Person Obtaining Consent

I attest that the requirements for informed consent for the medical research project 
described in this document have been satisfied – that the participant has been provided 
with the Experimental Subject’s Bill of Rights, if appropriate, that I have discussed the 
research project with the participant and explained to him or her in non-technical terms 
all of the information contained in this informed consent document, including any risks 
and adverse reactions that may reasonably be expected to occur.  I further certify that I 
encouraged the participant to ask questions and that all questions asked were 
answered.

______________________________________
Name of Person Obtaining Consent (PRINT)  

____________________________________ ______________
Signature of Person Obtaining Consent                Date
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WITNESS STATEMENT:

The participant was unable to read or sign this consent because of the following reason:
____ The participant is illiterate
____ The participant is visually impaired
____ The participant is physically unable to sign the consent form. Please describe: 

______________________________________________________________________

Other (please specify):

______________________________________________________________________

______________________________________________________________________

I confirm that I was present as a witness for the consent process for this study. I confirm 
that the participant named above was read the information in the consent document and 
that the participant has agreed to take part in the research study. 

_______________________________________

Name of Witness (PRINT)

________________________________          ________________

Signature of Witness Date
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