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rug-eluting stents (DES) offer patients

less invasive options to reopen and main-

tain blocked coronary arteries. Advances

in the design and manufacture of DES
have made them smaller, allowing them to be placed
in more severely blocked arteries. This also allows
more complex patients to undergo less invasive
stenting procedures.

A recent review of high harm event reports sub-
mitted to the Pennsylvania Patient Safety Report-
ing System (PA-PSRS) included a patient safety
event involving the failure of a DES during a per-
cutaneous coronary intervention that resulted in
a patient’s death. In this event, the balloon shaft
broke, and the balloon was left in the coronary
artery. Attempts to retrieve and remove the bal-
loon failed, and the patient suffered cardiac arrest
and passed away.

This event report prompted further investigation
into the complications associated with the placement
of DES. Balloon tears or ruptures,’* stent separation
from the balloon,® and guidewire fractures* are
serious complications that can arise when placing
DES and can result in patient harm. We searched
PA-PSRS for other similar event reports and found
an increase in the number of these types of events
from 2021 to 2022. Representatives from the Patient
Safety Authority (PSA) also spoke with clinicians
familiar with the placement of DES. From these
conversations, it was determined that these types
of events were likely due to a failure of the device.
Furthermore, these events may be underreported
in PA-PSRS, as there is some expectation of com-
plications from a clinician’s perspective, especially
given the complexity of some of the patients who
require this type of procedure.

It is important for clinicians to remember that
any occurrence that meets the definition of an
incident or serious event® must be reported to
PA-PSRS, including events that are not anticipated
by the patient. Accurate reporting is crucial for
keeping track of any new or upgraded devices
and understanding any potential complications
to ensure patient safety. When these events are

reported to PA-PSRS, the PSA can analyze their
impact on patient safety and identify any trends
or mitigating factors to improve patient safety. The
PSA can then share this information with facilities
and practitioners across the state and beyond, ulti-
mately preventing harm by providing awareness
and tools to enhance patient safety.

References

1. Sofidis G, Kartas A, Karagiannidis E, Stalikas
N, Sianos G. A Case of Balloon Rupture During
Coronary Angioplasty: Slow Flow Requiring
Swift Action. Cureus. 2020;12(7):e9335. Epub
2020/08/28. doi: 10.7759/cureus.9335. PubMed
PMID: 32850209; PubMed Central PMCID:
PMCPMC7444855.

2. Christopoulos G, Luna M, Brilakis ES. The
Clinical Implications of Balloon Rupture During
Cardiovascular Interventions. J Invasive Cardiol.
2015;24(4):E45-E50.

3. Yelamanchili VS, S H. Coronary Artery Stents.
Treasure Island, FL: StatPearls Publishing; 2023
June 11, 2022.

4. Datta G. Broken Guidewire A Tale of Three
Cases. Indian Heart J. 2015;67 Suppl 3(Suppl
3):S49-52. Epub 2016/03/21. doi: 10.1016/;.
1hj.2015.07.025. PubMed PMID: 26995432;
PubMed Central PMCID: PMCPMC4799027.

5. Pennsylvania Department of Health. Medical
Care Availability and Reduction of Error
(MCARE) Act, Pub. L. No. 154 Stat. 13 (2002).
DOH website. https://www.health.pa.gov/top-
ics/Documents/Laws%20and%20Regulations/
Act%2013%200f%202002.pdf. Published 2002.
Accessed May 30, 2023.

About the Author

Patient Safety Authority (patientsafety.pa.gov) is
an independent state agency that oversees the Penn-
sylvania Patient Safety Reporting System (PA-PSRS),
the largest database of its kind in the United States.

Patient Safety | Vol 5, Highlights of 2023 | 107


https://conta.cc/43lBqOr



