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Registry data confirms safety and reliability of
Durata leads with Optim insulation
The Associated Press
ST. PAUL, Minn.--(BUSINESS WIRE)--May 1, 2012-- St. Jude Medical, Inc.
(NYSE:STJ), a global medical device company, today released its bi-annual product
performance report (PPR) on its website, sjmprofessional.com. The PPR updates the
performance of all the company's cardiac rhythm management devices, including
actively-monitored registry data that supports the safety and reliability of the
current-generation Durata(R) lead with Optim(R) insulation. The report also provides
a new, expanded analysis specifically addressing the performance of the company's
high-voltage leads.
The April 2012 PPR provides an update on the combined Optim lead registries
enrolling either Durata or Riata(R) ST Optim leads, which is comprised of the
OPTIMUM registry, the SCORE registry, and the SJ4 Post Approval Study. These postmarket evaluations are prospective, outcome-oriented, and actively monitored. A
total of 10,950 Optim-insulated defibrillation leads are enrolled in these studies at
292 sites. These leads have been followed for up to more than five years with a
total of 27,477 patient-years of follow-up.
The performance results for the combined Optim lead registries, for data collected
through Feb. 29, 2012, include: -- No instances of externalized conductors caused
by inside-out abrasion -- 99.96 percent rate of freedom from all-cause insulation
abrasion -- 99.84 percent rate of freedom from all-cause mechanical failure "The
performance data from the combined registries confirm that the Durata lead
performs, at five years, as well as or better than other ICD leads on the market,"
said Dr. Charles Love, Professor of Medicine and Director of Cardiac Rhythm Device
Services, Wexner Medical Center at The Ohio State University. "These data
demonstrate that the changes in design and addition of Optim insulation material
on St.
Jude Medical's current-generation leads have significantly reduced the abrasionrelated issues associated with Riata silicone-only leads." St. Jude Medical also
announced today that the largest of the three registries, the OPTIMUM registry, will
be enhanced to further extend the study's follow-up duration to follow patients
indefinitely. In addition, the registry protocol is currently in the process of
implementing plans to collect fluoroscopic images of these leads going forward. This
expanded protocol will provide additional insight into the performance of our
current-generation leads.
"Our bi-annual product performance report is part of our commitment to providing
physicians complete and accurate information so they can make decisions about
how to best treat their patients," said Eric S.
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Fain, M.D., president of the St. Jude Medical Cardiac Rhythm Management Division.
"The combined registry data on our Optim leads represent the most robust postmarket surveillance monitoring system in the ICD industry, which will also be
independently verified by a third-party research institution. We are committed to
ensuring that we deliver the highest quality devices possible." Data in the active
registries are collected on case report forms at each scheduled and unscheduled
patient visit with additional information documented for any adverse event. A
dedicated field monitoring organization ensures that the data from the clinical site
are accurately and completely submitted. Because of the size and scope of these
actively monitored registries, they represent the true commercial experience with
the company's current-generation high-voltage leads.
In March, St. Jude Medical announced that at the company's request, the Population
Health Research Institute (PHRI), an academic health science research institute
affiliated with McMasters University, Hamilton, Ontario, has agreed to analyze data
from the combined Optim lead registries. The analysis will be entirely under the
control of PHRI, who will complete a review of the raw data and report their findings
independent of the company.
Update on Riata Lead Evaluation Study St. Jude Medical is conducting the
prospective Riata Lead Evaluation Study, which will now enroll approximately 700
patients from the U.S., Canada, and Japan to provide information that will assist
clinicians in the management of patients with Riata leads. The company stopped
selling these silicone-only insulated leads in 2010 due to higher rates of abrasion
than current generation products. The study began in December 2011 and
continues to enroll patients; the study has already enrolled more than 600 patients
and fluoroscopic images are currently being adjudicated by independent physicians.
The company expects to have the initial results reporting on the incidence of
externalized conductors compiled and communicated before the end of June 2012.
The study will continue to follow patients to evaluate the performance of leads that
have externalized conductors over the next two years to further inform patient
management.
About St. Jude Medical St. Jude Medical develops medical technology and services
that focus on putting more control into the hands of those who treat cardiac,
neurological and chronic pain patients worldwide. The company is dedicated to
advancing the practice of medicine by reducing risk wherever possible and
contributing to successful outcomes for every patient. St. Jude Medical is
headquartered in St. Paul, Minn. and has four major focus areas that include:
cardiac rhythm management, atrial fibrillation, cardiovascular and
neuromodulation. For more information, please visit sjm.com.
Forward-Looking Statements This news release contains forward-looking statements
within the meaning of the Private Securities Litigation Reform Act of 1995 that
involve risks and uncertainties. Such forward-looking statements include the
expectations, plans and prospects for the Company, including potential clinical
successes, anticipated regulatory approvals and future product launches, and
projected revenues, margins, earnings and market shares. The statements made by
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the Company are based upon management's current expectations and are subject
to certain risks and uncertainties that could cause actual results to differ materially
from those described in the forward-looking statements. These risks and
uncertainties include market conditions and other factors beyond the Company's
control and the risk factors and other cautionary statements described in the
Company's filings with the SEC, including those described in the Risk Factors and
Cautionary Statements sections of the Company's Annual Report on Form 10-K for
the fiscal year ended December 31, 2011. The Company does not intend to update
these statements and undertakes no duty to any person to provide any such update
under any circumstance.
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