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FIRST-EVER COMPARISON OF
MICROCT AND HISTOLOGY IN SELF-
EXPANDING TRANSCATHETER
AORTIC VALVE REPLACEMENT
PATIENTS WITH HYPO-ATTENUATED
LEAFLET THICKENING

TCT 2022: Pathological Findings Confirm Importance of Early Detection and Treatment of Thrombus on Valve Leaflets
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Medtronic today announced findings from its Pathological Study of Hypo-Attenuated Leaflet Thickening (HALT) in
Self-Expanding Transcatheter Aortic Valves, as part of the CoreValveTM EvolutTM Program. The study is the first to
compare microCT and histology findings of valve leaflet thickening, the results of which may provide clinical
insights for long-term durability of transcatheter aortic valves (TAVs) and treatment of HALT. The findings were
presented as Late-Breaking Clinical Science in Structural Heart Disease at the 34th Transcatheter Cardiovascular

Therapeutics (TCT) conference, the annual scientific symposium of the Cardiovascular Research Foundation.

HALT is observed on CT imaging and indicates possible formation of a blood clot on prosthetic heart valve leaflets,

potentially affecting their ability to open and close freely. HALT may occur in at least 10% of TAVR patients and can
impact valve deterioration.! While HALT can typically be treated with oral anticoagulants (OAC), it is sometimes

resistant to drug therapy.2-3

The study evaluated the extent of pathologic changes of valve thrombosis, neointimal thickening, inflammation,
and calcification over time in 110 TAVs explanted at surgery or autopsy. The explanted valves were collected from
11 clinical studies that included more than 7,500 participants. Additionally, the study also evaluated areas of leaflet
thickening by two methodologies, microCT and histology, to assess the prevalence, length, and underlying cellular

composition of these areas.

Although clinical thrombosis rates are extremely low in CoreValve/Evolut clinical trials of self-expanding TAVs (0%-



1.3%), the study found that approximately 45% of leaflets in explanted valves showed at least some degree of
leaflet thickening; the prevalence was comparable with microCT and histology assessment. Histological scores by
implant duration showed there was no change in thrombus and inflammation scores over time, however neointima,
structural changes, and calcification scores increased with greater implant duration. Thrombi begin organizing

after 30 days and by one year had a more organized morphology that may be resistant to treatment.

“As TAVR continues to grow as a treatment option for aortic stenosis, identifying pathological changes to TAVs
over time is critical for understanding their long-term durability,” said Nina Goodheart, Senior Vice President and
President of the Structural Heart & Aortic business, which is part of the Cardiovascular Portfolio at Medtronic.
“Today's results offer additional clinical evidence for our CoreValve Evolut Program to better understand the

importance of early treatment when HALT is detected.”

“These findings help to address the need to better understand HALT development and treatment, particularly in
cases where OAC therapy fails. Further, we believe these findings underscore the need for early detection and
treatment within the first year after implantation. This may help to optimize outcomes for patients receiving

transcatheter aortic valves.” said Yu Sato, MD, CVPath Institute study lead.

The Medtronic CoreValve™ Evolut™ R, CoreValve™ Evolut™ PRO, and Evolut™ PRO+ systems are indicated for
relief of aortic stenosis in patients with symptomatic heart disease due to severe native calcific aortic stenosis who
are judged by a heart team, including a cardiac surgeon, to be appropriate for the transcatheter heart valve

replacement therapy.
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global healthcare technology company that boldly attacks the most challenging health problems facing humanity
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better outcomes for all. In everything we do, we are engineering the extraordinary. For more information on
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Any forward-looking statements are subject to risks and uncertainties such as those described in
Medtronic's periodic reports on file with the Securities and Exchange Commission. Actual results may differ

materially from anticipated results.
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