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A Message From The SATURN Study Team:

We hope everyone has had a great start to the Autumn season! We are excited to have ended
summer on such a great note, with August being our second highest enrolling month finishing
at 18 subjects!! Now, we are focused on reaching our next target of 300 subjects. The SATURN
team has been diligently reaching out to sites in order to discuss how to overcome barriers to
enrolling subjects over the past few weeks. Please feel free to reach out if you need any
refreshing on best strategies for approaching subjects, families or providers about the trial and

alert the team if you have a possible eligible subject. We are looking forward to continuing our
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Got Questions?

e E-Mail us at:
SATURN@bidmc.harvard.edu
e For 24 /7 Clinical Hotline
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Enrollment by Site

University of Alabama Hospital, Birmingham, AL
Kaiser Permanente Los Angeles Medical Center, Los Angeles, CA
Barnes Jewish Hospital, St. Louis, MO
Beth Israel Deaconess Medical Center, Boston, MA
Oregon Health & Science University Hospital, Portland, OR
UPMC Presbyterian Hospital, Pittsburgh, PA
Cox Medical Center South, Springfield, MO
The Mount Sinai Hospital, New York, NY
University of Kentucky Hospital, Lexington, KY
Rhode Island Hospital, Providence, Rl
Carolinas Medical Center, Charlotte, NC
Hamilton General Hospital, Hamilton, ON, Canada
Harborview Medical Center, Seattle, WA
Hartford Hospital, Hartford, CT
Intermountain M edical Center, Murray, UT
London Health Sciences Center, London, ON, Canada
NYP Columbia University Medical Center, New York, NY
OU Medical Center, Oklahoma City, 0K
SUNY Upstate Medical Univer: Syracuse, NY
University of Maryland Medical Center, Baltimore, MD
Yale New Haven Hospital, New Haven, CT
Baylor College of Medicine Medical Center, Houston, TX
Baystate Medical Center, Springfield, MA
Brigham and Women's Hospital, Boston, MA
Cedars-Sinai Medical Center, Los Angeles, CA
Hospital of the University of Pennsylvania, Philadelphia, PA
Tufts Medical Center, Baston, MA
| Center, Orange, CA
University of Nebraska Medical Center, Omaha, NE
Wake Forest Baptist Medical Center, Winston-Salem, NC
Wellspan York Hospital, York, PA
Augusta University Medical Center, Augusta, GA
Kaiser Permanente Fontana Medical Center, Fontana, CA
Massachusetts General Hospital, Boston, MA
MetroHealth Medical Center, Claveland, OH
Ochsner Medical Center - Main Campus, New Orleans, LA
OSF 5t. Francis Medical Center, Peoria, IL
0SU Wexner Medical Center, Columbus, OH
Prisma Health Greenville Memorial Hospital, Greenville, SC
St. Joseph's Hospital and Medical Center, Phoenix, AZ
St. Luke's Baptist Hospital, San Antonio, TX
Stanford University Medical Center, Stanford, CA
The University of Vermont Medical Center, Burlington, VT
Toronto Western Hospital, Toronto, ON, Canada
UH Cleveland Medical Center, Cleveland, OH
UM ass Memorial Medical Center, Worcester, MA
University of Minnesota Medical Center Hospital, Minneapolis, MN
University of Utah Healthcare, Salt Lake City, UT
University of Wisconsin University Hospital, Madison, Wi
UVA Medical Center, Charlattesville, VA
Aurora St. Luke's Medical Center, Milwaukee, Wl
Jackson Memorial Hospital, Miami, FL
Keck Hospital of USC, Los Angeles, CA
Lehigh Valley Hospital - Cedar Crest, Allentown, PA
Mayo Clinic, Jacksonville, FL
McLaren Flint, Flint, M1
Mercy San Juan Medical Center, Carmichael, CA
Moses H. Cone Memorial Hospital, Greensboro, NC
NYP Weill Cornell Medical Center, New York, NY
UAMS Medical Center, Little Rock, AR
UCSD Medical Center - Hillcrest Hospital, San Diego, CA
University of Cincinnati Medical Center, Cincinnati, OH
University of lowa Hospitals & Clinics, lowa City, 1A
University of Kansas Hospital, Kansas City, KS
University of Michigan University Hospital, Ann Arbor, M1
WWVU Healthcare Ruby Memorial Haspital, Morgantown, WV
Abington Memorial Hospital, Abington, PA
Buffalo General Medical Center, Buffalo, NY
Huntington Memorial Hospital, Pasadena, CA
Lahey Hospital & Medical Center, Burlington, MA
Long Beach Memorial Medical Center, Long Beach, CA
Mercy Health Saint Mary's, Grand Rapids, M1
Metro Health Hospital, Wyoming, MI haven’t randomized yet,
Montefiore Medical Center, Bronx, NY
NYU Langone Hospital - Brooklyn, Brooklyn, NY A
Ottawa Hospital, Ottawa, ON, Canada please reach out to us if
Rush University Medical Center, Chicago, IL
San Francisco G eneral Hospital, San Francisco, CA
St. Cloud Hospital, St. Cloud, MN
St. Mary's Medical Center, Grand Junction, CO
Tampa General Hospital, Tampa, FL
Thomas Jefferson University Hospital, Philadelphia, PA
UCSF Medical Center, San Francisco, CA
UF Health Shands Hospital, Gainesville, FL
University of New Mexico Hospital, Albuguergue, NM
Banner University Medical Canter - Tucson Campus, Tucson, AZ
Creighton University Medical Center - Bergan Mercy, Omaha, NE
Detroit Receiving Hospital, Detroit, MI
Froedtert Hospital, Milwaukee, W1
Loyola University Medical Center, Maywood, IL
Montreal Neurological Institute and Hospital, Montreal, QC, Canada
NewYork-Presbyterian Brooklyn Methodist Hospital, Brooklyn, NY
North Share University Hospital, Manhasset, NY
NYU Langone Medical Center - Tisch Hospital, New York, NY
Saint Luke's Hospital of Kansas City, Kansas City, MO
Scripps Memorial Hospital La Jalla, La Jolla, CA
Spectrum Health Hospitals Butterworth Hospital, Grand Rapids, M1
Staten Island University Hospital - North Campus, Staten Island, NY
Temple University Hospital, Philadelphia, PA
Tulane Medical Center, New Orleans, LA
University of Calgary - Foothills Medical Centre, Calgary, AB, Canada
University of Louisville Hospital, Louisville, KY
University of South Alabama University Hospital, Mo

To all of our sites who

you need help finding the
perfect SATURN braaaain!
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Enrollment Updates
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Webinar Highlights!

Thank you to everyone that attended our September webinar, and to those who
participated in our Kahoot game! We hope you had fun with our SATURN trivia

and we wanted to give a special shout-out to our three winners:

1) UPMC Presbyterian Hospital, Pittsburgh, PA
2) Creighton University Medical Center - Bergan Mercy, Omaha, NE
3) University of Maryland Medical Center, Baltimore, MD

The winning sites will receive a special Halloween treat in the mail in the

coming weeks! Please join us for our next exciting monthly webinar on
Thursday, October 27th, 2022!
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Adverse Events Discovered by Assessors

FAQ for Adverse Events reporting:
During follow-up visits, central assessors may discover new adverse events have occurred, and they
will report them under CRF 504. Adverse Events may include a new stroke, seizure, surgery, random
hospital admission etc. When CRF 504 is submitted, the site will receive a WebDCU generated email
alerting about a possible AE discovered. At this point, there are likely many questions and panic is
setting in. However, no need to fret: here is a guide with frequently asked questions about site AE

reporting.

Why does the F504 not provide a lot of information?

Central assessors can only report the information that was provided by the subject or proxy during
follow-up. Most times, the individual reporting the event to the assessor does not have a perfectly

complete account of the event including all clinical details. Assessors will try to gather maximum

information to provide the site in order for the event to be found via medical records review.

How can the site learn more about the event?
The central assessors will reach out to the site with more information, if any is available. Since PHI
cannot be shared on WebDCU, assessors will use identifying words such as “enrolling hospital”, if the

event occurred at the enrolling site, or “local hospital” if at a smaller nearby institution. If more specific

information is available,
they will follow-up on the | WebDCU™ Email Notification
WebDCU generated email

and also send you a brief

Possible SAE Noted by Central Assessor

A Central Assessor has noted a possible SAE for Subject 0001 at Boston Red Sox Fenway Hospital, Boston, MA

2 To review information entered by central assessor on Form 504, click on [Subject CRF List] and filter for CRF ID
file via secure file transfer

so that no PHI is used in
email or WebDCU.

This email was generated by Paul Revere.
For more information, log on to the WebDCU study website.
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Adverse Events Discovered by Assessors

FAQ for Adverse Events reporting (continued):

How can the site complete an SAE report in 24 hours if information is requested from an outside
hospital?

Stay up all night by the fax machine and hope the documents come in time— just kidding! Mark Q07
Outcome as ‘““continuing review,” and submit the event with the information that the assessors provided.
If the event being reported requires an event packet, and the records are pending, upload a document that
says “Awaiting records from OSH before event packet can be completed. Will upload a proper redacted

event packet once records are available.”

What if this subject no longer follows-up at the enrolling site?
The enrolling site is responsible for subjects from enrollment to end-of-study, even if the subject is no
longer clinically affiliated with the site. This includes investigating and reporting all adverse events that

may come to light via follow-up visits or site medical record review.

One of my subjects had a seizure, but was not admitted to a hospital;
why do I have to report it as an SAE?

Good question! All seizures are considered reportable in SATURN, even if
the subject did not have to be admitted for it. If the subject was discharged
directly from the ED, or didn’t even go to the ED, the seizure would still
need to be reported as an SAE.

One of my subjects had a TIA; do I have to report it as an SAE?

It depends. It’s especially Sometimes, a subject will claim they had a TIA even if they didn’t really, so
it’s especially important for TIAs that the site PI evaluates them on a case-by-case basis to determine if
the event really was a TIA or if the subject was being hyperbolic. If it was truly a TIA, then yes, you will
need to report it as an SAE.
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Updates and Reminders

SATURN Best Practices
e Screen daily and consider patients early in the hospitalization,
as it can take the whole 7-day enrollment window to reach the

patient’s LAR, PCP or cardiologist in some cases.

e Work closely with the clinical team to introduce the trial and

use the video link (https://www.nihstrokenet.org/saturn-

trial) with the patient/LAR to introduce them to the trial.
o Consider using the provided script for explaining the study to collaborating cardiologists.
e Remember that remote electronic consent (i.e., weblink can be texted) is an option if the

patient’s LAR cannot come to the hospital.

SATURN Q3 Metrics

Reminding all sites that Q3 Metrics were recently sent to your site. Please review carefully and
remember to complete all study visits for your subjects, check for open DCRs and reach out to

the WebDCU team if you have any questions.

SATURN MRI

Remember to approach all of your active, eligible subjects for SATURN MRI participation. During
follow-ups, central assessors will approach subjects about the trial if the site has not. If the
subject is interested, the assessor will email you with information on how to best reach the

subject or proxy for enrollment.
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