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Commentary: It looks good, but
will it last?

Rachel Eikelboom, MD, and
Michael H. Yamashita, MDCM, MPH, FRCSC

There is a global need for a prosthetic valve that has the
durability of a mechanical valve that minimizes the risks
of redo valve replacement yet has low thrombogenicity to
avoid the lifelong systemic anticoagulation that is associ-
ated with morbidity and mortality. Chen and colleagues'
present the first-in-human results of a new bioprosthetic
valve designed to achieve greater durability and a larger
effective orifice area (EOA) than existing bioprosthetic
valves.””

The authors present a series of 197 patients who received
161 aortic and 49 mitral Cingular (Shanghai Cingular
Biotech Corporation, Shanghai, China) valve replace-
ments.” Their primary outcome was a composite of throm-
boembolism, valve thrombosis, major bleeding, major
paravalvular leak, and prosthetic valve endocarditis, in
accordance with the objective performance criteria estab-
lished by the Society of Thoracic Surgeons (STS) for
introduction of new prosthetic valves into the market.’
Transthoracic echocardiography at 1 and 12 months as-
sessed EOA and incidence of patient—prosthesis mismatch.

The authors should be complimented on the excellent
1-year results of their new bioprosthetic valve. These results
must be interpreted in context of the study’s nonrandomized
nature and small sample size. The inclusion of both aortic
and mitral valve replacements makes interpretation of
results less clear; a case series of isolated aortic valve
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‘ ") Check for updates
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CENTRAL MESSAGE

Longer-term outcomes are
required to determine whether
the Cingular bovine pericardial
valve will maintain its excellent
1-year hemodynamics and prove
durable.

replacements would have been more straightforward.
Furthermore, the study population had low surgical risk
based on STS score and European System for Cardiac Oper-
ative Risk Evaluation II score; thus, selection bias may have
an influence on these excellent results.

The authors report a low incidence of patient—prosthesis
mismatch (1.3%) and higher EOAs than seen in similarly
sized bioprosthetic valves already on the market. It remains
to be seen whether these results reflect the valve itself, or the
population into which it was implanted. Chinese patients
tend to have a lower average body surface area, and 40%
received a 19- or 21-mm valve. The valve hemodynamics
seen in this study may not be generalizable to all
populations.

Two important questions remain regarding the Cingular
valve. First, participants received warfarin with an interna-
tional normalized ratio target of 2.5 for 3 to 6 months
following valve replacement, which is supported by recent
American Heart Association/American College of Cardiol-
ogy guidelines.” However, a recent STS survey revealed
that most North American institutions treat patients with
aspirin alone after bioprosthetic aortic valve replacement.’
It is not yet clear if the Cingular valve is sufficiently non-
thrombogenic that once-daily aspirin would be safe in the
first 3 months after implantation. Second, although the
short-term results of the Cingular valve are encouraging,
longer follow-up is required to determine durability. Other
bioprosthetic valves also showed promising short-term
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results, but subsequent reports demonstrated these valves to
be prone to early structural valve degeneration.®” We look
forward to the 5-year and longer results of this study, which
will help determine whether we are indeed 1 step closer to a
durable prosthetic valve that does not require lifelong
anticoagulation therapy.
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