3:17-cv-03045-SEM-TSH #1 Page 1 of 20 E-FILED

Thursday, 23 February, 2017 12:56:44 PM
Clerk, U.S. District Court, ILCD

IN THE UNITED STATES DISTRICT COURT
CENTRAL DISTRICT OF ILLIINOIS
CIVIL ACTION NO.

EDWIN SPINKS.
PlaintifT,
COMPLAINT

VS,

LivaNova PLC, Sorin Group Deutschland
GMBH. and Sorin Group USA, Inc.,

Defendants.

The Plaintiff, complaining of the acts of the Defendants above-named. would respectiully

show unto the Court as follows:

PARTIES TO THIS ACTION

1. Plaintiff Edwin Spinks is a resident and citizen of Sangamon County. State of
lfinois. On February 24, 2015, Plaintiff underwent a coronary artery bypass grafting procedure
at Memorial Medical Center (“MMC™) in Springfield, Illinois. During the procedure, the Sorin 3T
Heater-Cooler System was used, exposing him to non-tuberculosis Mycobacteria.

2. The Defendant LivaNova PLC (“LivaNova™) is a foreign for-profit corporation,
incorporated in England and Wales with headquarters in Milan, ftaly. LivaNova is a global
medical device company specializing in medical devices used in the treatment of cardiovascular
diseases. LivaNova is the party responsible to purchasers in the United States for the Sorin 37T

Heater-Cooler Systems.'

! This information was obtained from the FDA website through the various communications published online
regarding the Sorin 3T System. {See Exhibit A)
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3. Upon information and belief, the Defendant Sorin Group Deutschland GMBH
(“Sorin™) is a foreign for-profit corporation, with headquarters in Munich, Germany. Sorin
designed, manufacturcd and marketed the Sorin 3T Heater-Cooler System used in Plaintifts’
surgical procedure in Springfield, Illinois. Plaintiff is under the information and belief that Sorin
merged with LivaNova in October, 2013, with LivaNova continuing as the named entity.

4. Upon information and belicf, the Defendant Sorin Group USA, Inc. (“Sorin
USA™) is a United States designer, manufacturer, marketer, and distributor of the Sorin 3T Heater-
Cooler System. with its principal place of business in Arvada. Colorado. Plaintiff is under the
information and belief that Defendants Serin and Sorin USA are wholly-owned subsidiaries of
LivaNova and market and setl medical devices and products under the name of LivaNova.

JURISDICTION AND VENUE

5. This Court has personal jurisdiction over this action pursuant to FRCP 4 and
pursuant to llinois law. The Defendants are non-domiciliaries of the State of Illinois and contract
business within the State of Illinois. The Defendants have committed tortious acts within the State
of Ilinois, causing injury to a person within the Statc of Iilinois, and said Defendants cxpect or
should reasonably expect to have consequences in the State of Illinois; the Defendants solicit
business and engage in persistent courses of conduct and derive substantial revenue from goods
used and services rendered in the State of Illinois. The Defendants are in the business of
researching, designing, developing, testing, manufacturing, distributing, licensing. labeling. and
marketing, either directly or indircctly through third-party related entities, Sorin Group Stockert
HeaterCooler 3T thermal regulator devices in the State of Illinots.

0. This Court has subject matter jurisdiction over this action pursuant to 28 U.S.C. §
1332 because complete diversity exists between the parties and the amount in controversy exceeds

$75,000.00.
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7. Venue is proper in the Central District of Illinois pursuant to 28 U.S.C. §1391(a)(2)
because a substantial part of the events or omissions giving rise to the causes of action occurred in
Central Illinois and 28 U.S.C. § 1391(c) becausc Defendants arc subject to personal jurisdiction in

the Central District of Illinois.

FACTUAL ALLEGATIONS

8. The Plaintiff incorporate by reference, as if fully sct forth herein, each and every
allegation in this Complaint.

9. The Defendants market and sell thermal regulator devices to be used on patients in
the operating room. including the Sorin 3T Heater-Cooler System (**Sorin 3T System”™).

10. Prior to February 24, 2015, the Defendants manufactured, introduced, and/or
delivered for introduction intlo interstate commerce, the Sorin 3T System.

11. The Sorin 3T System is intended to provide temperature-controlled water to heat
exchanger devices (cardio-pulmonary bypass heat exchangers, cardioplegia heat exchangers, and
thermal regulating blankets) to warm or cool a patient during cardio-pulmonary bypass
procedures lasting six (6) hours or tess. The Sorin 3T System is a Class [1 Medical Device that is
subject to the Food and Drug Administration’s (“FDA™) Section 510K premarket notification
process (*510K” or “510K process™).”

12.  Before commercial distribution in the United States of the Sorin 3T System, the
Detendants submitted a 510K premarket notification of intent to market the Sorin 3T System with
the Secretary of Health and Human Services for FDA approval. The FDA determined that the

Sorin 3T System was substantially equivalent to legally marketed predicate devices that do not

2 A 510K premarket notification is a premarket submission made to the FDA to establish that the device to be marketed
is substantially equivalent to a legally marketed device that is not subject to premarket approval {(PMA). 21 CFR
807.92(a}3). See Exhibit B.
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require approval of a premarket approval (“PMA™) application. This determination was retayed
to the Defendants via letter on June 6., 2006, 510K number K052601. Essentially. the 510k process
differs from the PMA process in how carefully the FDA examines the safety of the medical device.
The PMA process is required for Class 11I medical devices while Class I and Class II predicate
medical devices can be approved through the less rigorous 310K process.

13.  The FDA approval allows the Defendants to commercially distributc the Sorin 3T
System in accordance with the conditions and regulations described in the approval letter. Any
commercial distribution of the Sorin 3T System that does not comply with the conditions set forth
in the letter are violations of the Federal Food, Drug, and Cosmetic Act (“the Act™). Generally, the
manufacturer must comply with all of the Act’s requirements, including but not limited to:
“Registration and Listing (21CFR part 807); Labeling (21CFR part 801): Good Manufacturing
Practice Requirements as sct forth in the Quality Systems Regulation (2ICFR part 820); and if
applicable, the Electronic Product Radiation Control Provisions (Sections 531-542 of the Act):
21CFR 1000-1050.

14. That on November 4, 2016, MMS sent out letters to patients who had open-heart
surgery about a potential infection risk related to this surgery. The letter indicated that The Centers
for Disease Control and Prevention (CDC) and the Food and Drug Administration (FDA) were
investigating “...a device commonly used to heat and cool blood during open-heart surgery has
been linked to a rare bacterial infection caused by Mycobacterium chimacra, a type of bacteria

known as nontuberculous mycobacterium (NTM).™

* Please see the FDA Determination Letter of Approval attached hereto as Exhibit C.
4 Please see “Exhibit D attached hereto, which is a copy of the letter submitted to the patients by MMS,
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15. M chimaerais atype of nontubercuious mycobacterium (NTM) classified as a slow
grower, which can cause scrious illness or death®.

16. M. chimaera has been identified in numerous environmental sources, including
watcr. If allowed within the operating field. it poses a significant health risk to surgical patients.®

[7.  Tissue that has been infected with M. chimaera can range in possible signs and
symptoms including: fatigue, fever, pain, muscle and joint pain, night sweats, weight loss.
abdominal pain, nausea, vomiting, and irritation at the surgical sight.’

18. Diagnosis of M. chimaera can be made from a laboratory analysis of a sample or
biopsy of the infected area. In severe cascs, the infection can be found in the blood from a blood
sample. Targeted cultures, screenings, and proper testing are usually not performed unless the
physician has been made aware of this type of mycobacterium exposure.

19. While death is certainly a risk of this type of infection, there are treatments
available. Those include draining collections of pus or removing the infected tissue, coupled with
rigorous administration of a series of appropriate antibiotics for prolonged periods of time. The
type and period of treatment can vary greatly from patient to patient.

20. On July 15, 20135, the FDA issued a Class II Recall of the Sorin 3T System due to
the “potential colonization of organisms, including Mycobacteria, in Sorin Heater-Cooler
Devices, if proper disinfection and maintenance is not performed per instructions for use.”®

21. The recall instructed all affected customers to follow new Instructions for Use,

which were outlined in the June 15, 2015 Field Safety Notice Letter for EU English-speaking

5 Please see “Exhibit E” attached herein, which is M.chimaera infection information.
f1d.

71d.

8 Please see the 07/15/15 Recall Letter attached hereto as Exhibit I,
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countries, followed up by a similar letter to users in the United States on August 6, 2015°. both
issued by Christian Peis, the Director of Quality Assurance for Sorin.
22. Sorin indicated that it was providing the Tield Safety Notice Letters for the
following reasons:
A. [To] remind [affected users] of the importance of following the company’s
disinfection and maintenance procedures;
B. [To] inform [affected uscrs] that there is a possibility that bacteria can
become aerosolized when the heater-cooler device is operated and serve as a source
for contamination; and
C. [To] provide [affected users] with updated instructions for use regarding

disinfection and maintenance procedures. "

23, Upon information and belief, the Defendants knew or should have known that
design and/or manufacturing defects in its Sorin 3T System made it susceptible to bacterial
colonization, specifically Mycobacteria, despite any cleaning and disinfection procedures utilized.

24, On December 29, 20135, the FDA issued a Warning Letter to the Defendants, which
indicated that its inspection of Sorin’s Germany and Colorado facilities revealed that the Sorin 3T
System devices had been “adulterated.” meaning the “methods used in, or the facilities or controls
used for, their manufacture, packing, storage, or installation [were] not in conformity with the
current good manufacturing practice requirements of the Quality System regulation found at Title

21, Code of Federal Regulations (CFR), Part §20.!!

? Please see the 6/15/15 Field Safety Notice Letter, attached hereto as “Exhibit G and 8/6/15 letter.
10 14d.
11 Please see the 12/29/15 Warning Letter, attached hereto as “Exhibit H.”
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25.  The FDA noted scveral other violations by the Defendants in the Warning I etter,

which include, but are not limited to, the following:
A. Failure to establish and maintain procedures for the identification,
documentation, validation or where appropriate verification, review, and approval
of design changes before their implementation, as required by 21 CFR 820.30(i);
B. Failure 10 validate a process, with a high degree of assurance and approved
according to established procedures. a process where results cannot be futly verified
by subsequent inspection and test, as required by 21 CFR 820.75(a):
C. The devices were misbranded in that Sorin failed or refused to furnish
material or information respecting the device that is required by or under § 519 of
the Act 21 USC § 360t and 21 CFR Part 803 — Medical Device Reporting:
D. Failure to adequately develop, implement, and maintain written MDR
procedures, as required by 21 CI'R 803.17;
k. Defendants’ Sorin 3T System was misbranded due to its failure to notify the
agency of its intent to introduce the device into commercial distribution as required
by § 510(k) of the Act, 21 USC §360(k); and
F. Failure to notify the agency of significant labeling changes that affected the
safety and effectiveness of the device (e.g., distributing the device with modified
instructions for use with respect to thc operating, maintaining, cleaning, and
disinfecting of the device, among other modifications).

26. Contrary to the Defendants’ representations and marketing to the FDA, medical
community, and to the patients themselves, Defendants® Sorin 3T System has high injury and
complication rates, fails 1o perform as intended, requires patients to undergo additional operations,

and has caused severe and sometimes irreversible injuries, conditions, and damages to a significant
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number of patients, including Plaintiff, all of which are violations of Federal and lllinois Statc
rules and regulations.

27.  In violation of Federal and Illinois Statc requirements, the Defendants consistently
under-reported and withheld information about the propensity of the Sorin 3T System to
experience complications and its failure to perform as expected, has misrepresented the efficacy
and safcty of Defendants’ system through various means and media, actively misleading the FDA,
the medical community, patients, and the public at large.

28. Defendants knew, and continue to know, that its disclosures to the FDA, the public,
and Plaintiff were, and are, incomplete and misleading and that the Sorin 3T System was and is
causing numerous patients severe injuries and complications, which violates Federal and State
requirements. Defendants suppressed this information and failed to accurately and completely
disseminate or share this and other critical information with the FDA, the medical community.
health care providers, and patients. As a result, the Defendants actively and intentionally misted
the FDA and the public, including the medical community, healthcare providers. and patients, into
believing that the Sorin 3T System was safe and effective, leading to the use of Defendants™ system
during surgical procedures, such as the one undertaken by Plaintiff, as more fully described herein.

29. In violation of Federal and State rules and regulations, the Defendants failed to
perform and/or rely on proper and adequate testing and research in order to determine and evaluate
the risks and benetits of the Sorin 3T System.

30. As compared to similar systems. fcasible and suitable alternative designs,
procedures, and instructions for use have existed at all times relevant.

31.  The Defendants’ 3T Sorin System was at all times relevant, utilized in a manner

{oreseeable to the Defendants.
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32. The Defendants provided incomplete, insufficient, and misleading instructions,
training, and information to hospitals and physicians, which is in direct violation of Iederal and
State regulations and in violation of regulations required pursuant to the 510K Approval of the

Sorin 3T System in order to increase the number of hospitals and physicians utilizing the device,

thercby increasing its sales.

33. The Sorin 3T System used during Plaintiff’s surgical procedure was in the same or
substantially similar condition as it was when it left the possession of the Defendants, and in the
condition directed by and expected by the Defendants.

34.  The injurics, conditions. and complications Plaintiff suftered due to the Sorin 3T
System include, but are not limited to. excruciating pain, weakness, excessive additional and
debilitating medical treatment, suffering, and permanent injury. Additional information that may
be necessary to further establish Plaintiff’s claims will be gathered throughout the discovery
process of this litigation since Plaintiffs are privy to limited supporting documentation at this time.

35. Despite Defendants’ knowledge of the catastrophic injuries. conditions, and
complications caused by the Sorin 3T System. in violation of Federal and State requirements, it
continued to manufacture, market, provide inadequate instructions for use, and sell the Sorin 3T
System, and also failed to adequately warn, label, instruct, and disseminate information with regard
to Defendants® Sorin 3T System both prior to and after the marketing and sale of the System.

FACTS SPECIFIC TO THIS CASE

36. Defendants’ Sorin 3T System was used during Plaintiff’s Coronary Artery Bypass
Grafting Procedure, performed at MMS, on or about February 24, 2015, wherein the Plaintiff’s
surgeon, used the device to assist in the cooling and re-warming of Plaintiff’s blood.

37.  Over the following days, Plaintiff’s condition began to deteriorate. The Plaintiff

had a sternal would infection.
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38. On or about February 26, 2015, Plaintiff began treatment at MMS for infection in
the sternal wound area which appeared to be swollen and contain fluid. Plaintiff was placed on
antibiotics. Plaintiff was fitted with a wound vac, and was continued on the antibiotics while the
wound contents were culturcd. Plaintiff was discharged home with home the wound vac and PICC
line, and was scheduled for home health carc, as well as regular treatment by his cardiologist and
family physician.

39. That shortly after surgery, the Plaintiff began having problems with balance, night
sweats, intermittent fevers, and extreme fatigue.

40. That the Plaintiff is currently secing an infectious disease specialist. He is
undergoing blood cultures to determine if he does in fact have a confirmed case of NTM.

COUNT I - NEGLIGENCE

41. The Plaintiff incorporates by reference, as it fully set forth herein, cach and every
allegation in this Complaint.

42, The Defendants owed a duty of reasonable care to the general public. including
Plaintiff, when it designed, labeled, manufactured, assembled, inspected, tested, marketed, placed
into the stream of commerce, instructed, and sold the Sorin 3T System, to assure that the product
was in compliance with FDA regulations and not defective and/or unreasonably dangerous for its
intended purposes and foreseeable uses.

43, The Defendants breached this duty by designing. labeling, manufacturing,
assembling, inspecting, testing, marketing, distributing, instructing, and selling the Sorin 3T
System in a defective and unreasonably unsafe condition including, but not limited to, its
propensity for the colonization of organisms, including Mycobacteria.

44, The Defendants owed Plaintiff a duty of reasonable care to discover defects and/or

errors in the machine and to inform and/or warn the FDA and Plaintiff of a defect once it was
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discovered. The Defendants violated these duties when they failed to do so, which further placed
Plaintiff at risk for harm and injury.

45. The Sorin 3T System differed in design, manufacture, packaging. storing, warning,
labeling. instructions for use, distribution and advertising from the system that received approval
through the 510K process. and thus the design, manufacture, packaging, storing, warning. labeling,
instructions for use, distribution and advertising of the Sorin 3T System used at GHS during
Plaintiff's heart procedure was done so in violation of those requirements.

46. The Defendants had the duty to comply with and not deviate from statutory
requircments, which amongst other things, require that the device be manufactured, labeled, and
designed according to the standards laid out in the FDA approval. The Defendants violated these
duties when it failed to comply therewith and deviated from the statutory requirements.

47. As a direct and proximate result of Defendants’ violations, Plaintiff has suffered
severe debilitating injuries, cconomic loss. and other damages, including, but not limited to, cost
of medical care, rehabilitation. lost income, and pain and suffering.

48. Under Illinois law, the Defendants’ violations of said Federal statutcs and
regulations establish a prima facie case of common law negligence.

49, Under Ilinois common law, a money damages remedy exists for violation of the
Act and regulations promulgated pursuant to the Act, which resulted in an unreasonably dangerous

product proximately causing injuries to the Plaintiff,

COUNT I - STRICT PRODUCTS LIABILITY

50. The Plaintiff incorporates by reference, as if {ully set forth herein, each and every

allegation in this Complaint.



3:17-cv-03045-SEM-TSH #1 Page 12 of 20

51. Under [llinois 815 ILCS 505/2. the Defendants’ sale of the product in a defective
condition or unreasonably dangerous condition, along with Delendants’ violations of fedcral
regulations as outlined herein, establish a prima facie case of strict liability in tort.

52. As a direct and proximate result of Defendants’ violations of Federal and Statc
laws. Plaintifl has suffered severe, debilitating injuries, economic loss, and other damages,
including but not limited to, cost of medical care. rehabilitation, lost income, pain and suffering,
and death.

53. Under Illinois common law, a money damages remedy exists for violation of the
Act and regulations promulgated pursuant to the Act, which resulted in an unreasonably dangerous

product proximately causing injuries to Plaintiffs.

COUNT III - BREACH OF EXPRESS WARRANTY

54. The Plaintiff incorporates by reference, as it fully sct forth herein, each and every
allegation in this Complaint.

55. The Defendants warranted, both expressly and impliedly, through its marketing,
advertising, distributors and sales representatives, that the Sorin 3T System was of merchantable
quality, and fit for the ordinary purposes and uses for which it was sold.

56. The Defendants arc aware that health carc providers and patients, including
Plaintiff, rely upon the representations made by the Defendants when choosing, selecting. and
purchasing its products, including the Sorin 3T System.

57. Due to the defective and unreasonably dangerous design, labeling, and
manufacturing of the Sorin 3T System, which was in violation of statutory requirements and

regulations, the product was neither of merchantable quality. nor fit for the ordinary purposes for
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which it was sold, presenting an unreasonable risk of injury to patients, including Plaintiff, during
foresceable use.

58. The Defendants’ violations of Federal and State statutory rules and regulations and
the defective and unreasonably dangerous condition of the Sorin 3T System constituted a breach
of the Defendants’ express and implied warrantics, and such breaches were a direct and proximate
cause of the incident and injuries described herein, and for which Plaintiffs are entitled to attorncy's

fees. compensatory, and punitive damages in an amount to be proven at trial.

COUNT 1V - BREACH OF IMPLIED WARRANTIES

59. The Plaintiff incorporates by reference, as if fully set forth herein, cach and every
allegation in this Complaint.

60. Defendants warranted impliedly, through its marketing, advertising, distributors
and sales representatives, that the Sorin 3T System was of merchantable quality, and fit for the
ordinary purposes and uses for which it was sold under 810 ILCS 5/2-314 and 810 ILCS 5/2-315.

61. When the Sorin 3 System was used during Plaintiff’s heart procedure, the system
was being used for the original purposes for which it was approved and intended.

62. Plaintiff, individually and/or by and through his healthcare provider, relied upon
Defendants’ implied warranties of merchantability in consenting to have the heart procedure
performed with assistance of the Sorin 3T System.

63. Defendants breached these implied warranties of merchantability because the Sorin
3T System was neither merchantable nor suited for the intended uses as warranted.

64. Defendants’ breach of its implied warranties resulted in the use of an unreasonably
dangerous and defective product during Plaintiff’s heart procedure, placing Plaintiff’s health and

safety in jeopardy.
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65. As a direct and proximate result of the Defendants’ breach of the aforementioned
implied warranties and violations of Federal and State laws, the Plaintiff has suffered injury and
has further experienced significant mental and physical pain and suffering. sustained permanent
injury, underwent rigorous and debilitating medical treatment, suffered financial and/or gconomic
loss, including. but not limited to, obligations for medical services and expenses, and/or lost

income and other damages, for which Plaintiff is entitled plus costs of suit.

COUNT V - NEGLIGENT MISREPRESENTATION

60. The Plaintiff incorporates by reference, as if fully set forth herein, each and every
allegation in this Complaint.

67. The Defendants negligently misrepresented to the FDA, the medical community,
Plaintiff, and the public, the defective nature and extent of adverse reactions and labeling errors of
the Sorin 3T System.

68. The Defendants failed to adhere to FDA regulations by failing to appropriately
report all of the information and knowledge in their possession in regards to the dangers that the
Defendants knew their product presented, including, but not limited to, the fact that colonization
of Mycobacteria inside the Sorin 3T System could occur if specific disinfection and maintenance
procedures were not implemented.

69. Had the Defendants accurately and truthfully represented to the FDA, the medical
community. Plaintiff, and the public, the material facts relating to the risks of the Sorin 3T System.
Plaintiff and/or Plaintiff’s healthcare provider would not have utilized the Sorin 3T System as it
did during Plaintiff’s heart procedure.

70. Under Illinois law, the Defendants® violations of said Federal statutes and

regulations establish a prima facie case of negligent misrepresentation.
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71. Under 1llinois common law, a money damages remedy exists for violation of the
Act and regulations promulgated pursuant to the Act. which resulted in the negligent
misrepresentation of an unreasonably dangerous product proximately causing injuries to Plaintift.

72.  As a direct and proximate result of the Defendants’ negligent misrepresentations
and violations as outlined above. Plaintiff has suffered injuries and have further experienced
significant mental and physical pain and suffering, sustained permanent injury, underwent rigorous
and debilitating medical treatment, suffercd financial and/or economic loss, including, but not
limited to, obligations for medical services and expenses, and/or lost income and other damages,
for which Plaintiff is entitled to attorney's fees and compensatory and punitive damages in an

amount to be proven at trial.

COUNT VI - MISREPRESENTATION BY OMISSION

73. The Plaintiffs incorporate by reference. as il fully set forth herein, each and every
allegation in this Complaint.

74. Throughout the relevant time period. Defendants knew that the Sorin 3T System
was defective and unrcasonably unsafe for intended purposes, which the Defendants failed to
properly report to the FDA.

75. The Defendants were under a duty to disclose to the FDA, Plaintift, and the medical
community, the defective nature and extent of adverse reactions and labcling errors of the system
because the Defendants were in a superior position to know the true quality, safety. and efficacy
of the Sorin 3T System.

76.  The Defendants concealed from and/or failed to disclose to the FDA, Plaintitf,
Plaintiff's heaithcare providers, and the medical community that its Sorin 3T System was defective,

unsafe, and unfit for the purposes intended, and that it was not of merchantable quality.
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77. The facts concealed and/or not disclosed to the FDA, Plaintiff. or the medical
community were material facts that a rcasonable person would have considered important in
deciding whether 1o utilize the Sorin 3T System, and were facts that were required to be disclosed
pursuant to Federal and State statutes and regulations.

78. Under Ilinois law, the Defendants’ violations of said Federal statutes and
regulations establish a prima facie case of misrcpresentation by omission.

79. Under llinois common law, a money damages remedy exists for violation of the
Act and regulations promulgated pursuant thereto. which resulted in Defendants’
misrepresentation by omission of an unreasonably dangerous product that proximately caused
injuries to the PlaintifT.

80. As a direct and proximate result of the Defendants™ concealment and
misrepresentations by omission and violations outlined above, the Plaintiff has suffered severe
injuries and have further experienced significant mental and physical pain and suffering,
sustained permanent injury, underwent rigorous and debilitating medical treatment, suffered
financial and/or economic loss, including, but not limited to, obligations for medical services and
expenses, and/or lost income and other damages. for which Plaintiff is entitled to attorney's fees

and compensatory and punitive damages in an amount to be proven at trial.

COUNT VII - VIOLATION OF THE ILLINOIS CONSUMER FRAUD AND
DECEPTIVE BUSINESS PRACTICE ACT

81. The Plaintiff incorporates by refercnce, as if {ully set forth herein, each and every
allegation in this Complaint.
82. At all times, relevant to this action, the Illinois Consumer Fraud and Deceptive

Business Practice Act, codificd at 815 ILCS 505/1 et.seq. The section states:
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a Unfair methods of competition and unfair or deceptive acts or
practices including but not limited to the use or employment of any
deception, fraud, false, pretense, false promise, misrepresentation or the
concealment, suppression or omission of any material fact, with intent
that others rely upon the concealment, suppression or omission of such
material fact, or the usc or employment of any practice described in
Section 2 of the “Uniform Decceptive Trade Practices Act”™, approved
August 5. 1965, in the conduct of any trade or commerce are hereby
declared unlawful whether any person has in fact been misled. deceived
or damaged thereby.

83.  The Defendants have engaged in deceptive acts or practices in violation of the
Hlinois Consumer Fraud and Deceptive Business Practice Act, including but not limited to,
utilizing deception, fraud, misrepresentation, concealment, omission. and suppression of research
from investigations, adverse events reported to the FDA, and clinical trials regarding the safety,
efficacy, instructions for use, and the unreasonably dangerous nature of the Sorin 3T System.

84. The Defendants violated the lllinois Consumer Fraud and Deceptive Business
Practice Act by concealing, omitting, and failing to inform the FDA, the Plaintiffs, the medical
community, and other purchasers of the failures, adverse reactions, complications, and the
insufficiency of the Instructions for Use as it related to the Sorin 3T System.

85. Defendants’ deceptive acts and practices occurred during a course of conduct
involving trade or commerce.

86. As a direct and proximate cause of the Defendants’ violations of Federal

requirements and the Illinois Consumer Fraud and Deceptive Business Practice Act. Plaintiff has
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sustained severe physical and emotional injuries and economic loss, for which Plaintiff is entitled

compensatory damages in an amount to be proven at trial.

ACTUAL DAMAGES
87. The Plaintiff incorporates by reference, as if fully set forth herein, each and every
allegation in this Complaint.
88. As a direct and proximate result of the acts, omissions, and violations of the

Defendants alleged herein, Plaintiffs suffered injurics and damages. The injuries and damages for
which Plaintiffs seek compensation from the Defendants include, but are not limited to:

a physical pain and suffering of a past, present and future nature;

b emotional pain and suffering of a past, present and future nature;

permanent impairment and scarring;

(o]

d medical bills and expenses of a past, present and future nature;

e loss of earnings;
f loss of earning capacity:
g loss of enjoyment of life;

h any and all such further relief. both general and specific, to which they may be
entitled to under the premises.

PRAYERS FOR RELIEF

89. The Plaintiff incorporates by refercnce, as if fully sct forth herein, cach and every

allegation in this Complaint.
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90, WHEREFORE, PREMISES CONSIDERED, the Plaintiff brings this Complaint
against the Defendants for personal injuries and pray for a judgment against the Defendants for
compensatory and punitive damages, in an amount considered fair and reasonable by a jury and
for al! such further relicf, both general and specific, to which Plaintiff may be entitled under the
premises.

Respectfully submitted. g

Geisler Law (&_ficcs
7/ / é\

Gary F. Gelbler

ARDC No. 0930350

241 S. Main Street
Decatur, 1llinois 62523
Telephone: (217) 423-8081
Facsimile: (217) 423-8221

JURY REQUEST o

The Plaintiff hereby respectfully requests a trial by jury. ¥ \\
s
~ 7
' / S
)

Gary F. Geisler

ARDC No. 0930350

241 §. Main Street
Decatur, [llinois 62523
Telephone: (217) 423-8081
[Facsimile: (217) 423-8221

By:
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Rule 11 Certification

Pursuant to Rule 11 of the Federal Rules of Civil Procedure, the undersigned docs hereby
certify and represent that he is an Attorney at Law licenscd by the State of Illinois and to appear
before the district courts of the Central District of Ilinois and that he has made a reasonable
investigation of the facts hercin, and has determined that there is a good faith basis for the
bringing of this action under existing law or the establishment of new law, that the all&gations
and other factual contentions have evidentiary support and that it is no}being presented for an
improper purposc.

Lr

February 15,2017 - C /’/(
Gary F{ Geisler
ARDC No. 0930350
241 S. Main Street
Decatur, lilinois 62523
Telephone: (217) 423-8081
Facsimile: (217) 423-8221
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/Z DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Servico
"h,“"_
\ ) Food and Drug Administration
9200 Corporate Boulevard

Rockville MD 20850

KON -6 2006

Sorin Group Deutschiand GmbH

c/o Ms. Rosina Robinson

Principal Consultant, Regulatory Services
49 Plain Street

North Attleboro, MA 02760

Re: K052601
Stockert Heater-Cooler System 3T
Regulation Number: 21 CFR 870.4250
Regpulation Name: Cardiopulmonary Bypass Temperature Controller
Regulatory Class: Class Il
Product Code: DWC
Dated: May 15, 2006
Received: May 16, 2006

Dear Ms. Robinson:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially cquivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (sce above) into either class 11 (Special Controls) or class IIT (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can

be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

EXHIBIT

s




3:17-cv-03045-SEM-TSH #1-1 Page 2 of 16

Page 2 -- Ms, Rosina Robinson

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (2!
CFR Part 807); labeling (21 CFR Part 801); good manufaciuting practice requircments as set
forth in the quality systems (QS) regulafion (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050,

This letter will allow you to begin marketing your device as described in your Section $10(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device resuits in a classification for your device and thus, permits your device

to proceed to the market,

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801}, please
contact the Office of Compliance at (240) 276-0120. Also, pleasc note the regulation entitled,
“Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consuiner Assistance at its toll-free number (800) 638-2041 or

(240) 276-3150 or at its Internet address hitp /iwww. fda.goviedrh/industry/support/index.htmi.

Sincercly yours,

o B\t Ay

(. » Bram D. Zuckerman, M.D.
' Director
* Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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JUN -6 20 K_OSZO ol

Traditional 510(k) Premarket Notification
510(k) Summary
Sorin Group Deutschland GmbH, Stickert Heater-Cooler System 3T

1. SUBMITTER/HOLDER

Sorin Group Deutschland GmbH
Lindberghstrasse 25

80939 Munich

Germany

Contact:  Helmut H5fl, Director, Quality Assurance and Regulatory Affairs
Telephoue: 011 49 89 323 010

Date Prepared: September 19, 20035

2. DEVICE NAME

Proprietary Name: Stdckert Heater-Cooler System 3T

Common/Usual Name: Heater-Cooler
Classification Name: Cardiopuimonary bypass temperature controlier

3. PREDICATE DEVICE

s  Cincinnati Subzero Hemotherm (CSZ Hemotherm) (K811742)
»  Alpha Omega, Inc. Dual® Cooler-Heater (K001520)
s Jostra AB Heater-Cooler Unit 30 (K031544)

4, DEVICE DESCRIPTION

The Sorin Group Deutschland GmbH Stéckert Heater-Cooler System 3T consists
of standard and optional components. The standard components comprise the
heater-cooler base unit, water connectors, CAN-connecting cable for the S3
System, potential equalization cable, and Operating Instructions. Patient blankets
used with the System are already legally marketed in the United States.

Sorin Group Deutschland GmbH September 19, 2005
Traditional 510(k): Stéckert Heater-Cooler System 3T EXHIBIT

%

—— . . —
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5.

INTENDED USE

The Stéckert Heater-Cooler Systemn 3T is intended to provide temperature-controlled
water to heat exchanger devices (cardiopulmonary bypass heat exchangers,
cardioplegia heat exchangers, and thermal regulating blankets) to warm or coal a
patient during cardiopuimonary bypass procedures lasting six (6) hours or less.

TECHNOLOGICAL CHARACTERISTICS AND SUBSTANTIAL EQUIVALENCE

Sorin Group Deutschiand GmbH bases the claim of substantial equivalence of the
Stockert Heater-Cooler System 3T to the cited predicate devices based on
equivalence in intended usc, fundamental technological and operational
characteristics. Testing submitted in this premarket notification demonstrates that the
Stockert Heater-Cooler System 3T complies with specifications, meets user
requirements, and the differences between the proposed deviée and cited predicate
devices do not raise new issues of safety or effectiveness. :

Sorin Group Deutschiand GmbH September 19, 2005
‘Traditional 510(k): Stockert Heater-Cooler System 37T Page 5-2
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Indications for Use

S$10(k) Number: K052601

Device Name:  Stdckert Heater-Cooler System 3T

Indications for Use:

The Stockert Heater-Cooler System 3T is used with a Stdckert S3
heart-lung machine and/or any other heart lung machine featuringa -
separate temperature control for extracorporeal pcrfusmn of

durations of up to 6 hours.

Prescription Use __X AND/OR Over-The-Counter Use
(Part 21 CFR 80! Subpart D) (21 CFR 807 Subpart C}

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDORH, Office of Device Evaluation (ODE)

N AV Y

{Division Sign-Off)
Division of Cardiovascular Devices -

510(k) Number_K05260{

Sorin Group Deutschland Gmbl May 15, 2006
Stgckert Heater—Coolcr System 3T - Additional Information ~ K052601 A'I'I'ACIIMEN'I‘ 29

EXHIBIT

] &
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d
M m r.I I e 01 North First Street » Springfield, {liinois 62781-0001
e 0 Ia l-l. y www.memorialmedical.com « Phone {217) 788-3000

MEDICAL CENTER A Memarial Health System Affiliate
November 4, 2016

Edwin W. Spinks
6523 Brent Dr .
Springfield, IL 62712-7523

Dear Patient:

Memorial Medical Center is notifying patients who had open-heart surgery about a potential
infection risk related to this surgery. You have been identified in clinical records as a patient who
had open-heart surgery during the timeframe associated with this risk.

The Centers for Disease Control and Prevention (CDC) and the Food and Drug Administration
(FDA) are investigating reports that a device commonly used to heat and cool blood during open-
heart surgery has been linked to a rare bacterial infection caused by Mycobacterium chimaera, a type
of bacteria known as nontuberculous mycobacterium (NTM). Due to this risk, the CDC has issued a
national alert with guidelines regarding this device, which is used in 60 percent of open-heart
surgeries worldwide. For patients who have had one of these surgeries, the chances of getting this
infection are very low. CDC estimates the risk to be less than 1 percent. To date, MMC has not had
any patients with this rare bacterial infection; in addition, there are no reported cases in Illinois.

This infection grows very slowly and may be difficult to diagnose. It is possible to develop
symptoms years after surgery, so it is important to know the symptoms.

Symptoms of an NTM infection include:

night sweats
muscle aches
weight loss
fatigue
unexplained fever

e » & & @

Discuss any symptoms or questions you may have with your primary care physician. This infection
cannot be spread person to person.

We understand that you and your family might have additional questions or concerns about this
information. To help answer your questions, we have established a hotline at 217-588-3727.

Sincerely,

Z\A Q}r/}nM HD.

Rajesh G. Govindaiah, MD
Senior Vice President & Chief Medical Officer
217-788-3527

EXHIBIT

A D
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Unilad Stales Offica of Sclance and Tachnology EPA-022.F-02-002
Environmental Protscllon Olfce Of Waler March 2002
Agoncy Washinglon DC, 20460 .

@ EPA MYCOBACTERIA: DRINKING WATER FACT SHEET

GENERAL INFORMATION

@ Mycobacteria belong io the
+* Order Aclinomycetalas,
*+ Family Mycobactetiaceas, and
*+ Genus Mycobaclerium,

@ There are approximately 80 racognized
species of Mycobacteria, over 20 of
which are known to cause disease In

humans.

© Non-tuberculosis mycobacterla (NTM)
have been Identified in numerous

environmental sources, including water.

© There has been recent Interest In the
NTM spscles, due to thelr ablilty to
cause disease in humans and animals
after envlronmental exposures,

Characteristics and Classlification:

® Mpycobacterla are rod-shaped bacleria
which requlre oxygen for growth, Each
specias has an acld-fast staining
properiy during some stage of Its
growth gycle.

° Mycobaclerlum have bsen refsrred to
as the 'ducks of the microblal world’
due fo thelr thick, waxy, outer coating
which enables them to thrive In aquatic
ehvironments,

@ The varlous species of Mycobacterla
are classifled based on thelr growth

rates In culiure Into the following three
catagorles: slow growers, rapld growers
and lhose not yet cuilivated,

ENVIRONMENTAL OCCURRENCE

@ NTM have been found to be ublquitous
In the environment,

® NTM species have been isolated from
numerous watar sources, including
waste water, surface water,
recreational water, ground water and
tap water.

©® Plpad water supplies are readlly
colonized by mycobacteria. Blofilms
mMay sarve as a raservolr for these
opportunislic pathogens.

@ Few studies are avallable which
quantify the concentrations of NTM In
water. Some reports indlcate that NTM
have besn racovered In 11% to 38% of
raw water samples at conceniratlons of
<0.1 to 48 organisms per mllfiliter of

walsr.
HEALTH EFFECTS IN HUMANS

Transmission to Humans:

@ NTM are not thought to be transmittad
by the human to human route, buf are
instead thought o be transmitted from
environmenial sources.

EXHIBIT

E.

tabbles
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Exposure paihways of potential
concern include Ingestion, inhalation
and entry of organlsms through
abraded skin.

mptioms;

The clinical symptoms seen following
Infection with NTM depend greatly on
the mycobacterlal species.

Common clinical syndromes include:
** Pulmonary Infection

** Infection of the lymph nodas

«+» Earlinfeclion

¢s Skin & soft {lssus infectlon

*» Catheter-assoclated infactlon

*+ Whole Bady (e.g., blood) ffaction

in general, symploms seen in children
are sImllar to those repotted in aduits.
Pulmonary disease is relatively rare in
chiidren. The most common form of
clinfcally significant NTM infecilon in
children ls Infection of the lymph nodes
In the neck.

Treatment:

L]

Treatment of NTM Infection depends on
the location and extent of disease
Involvement, status of tha host's
Immune system, and the mycobacterlal
speclas,

** Treatment of pulmonary and whole
body Infectlons mast often requires
a multldrug regimen,

*» Treatment for cutaneous lestons
may include surglcal removal or
drug therapy. Often, cutansous
lesions will disappear without
raqulring treaiment.

Disease Qceurrence and Qutbreals:
® NTM diseases are not reportable,

therefore, information regarding the
occurrencs of dlsease outbreaks is

Ikely to be undereslimated. However,
human infeclions due fo NTM appear lo
be Increasing at a significant rate
across the Unlted States,

CDC estimates that NTM dlseases
{non-AlDS retated) oceur in 1.8 out of
100,000 individuals per year in the
U.S., of which approximately 72% are
attributable to M. avium complex-
{MAC), :

lthas been estimated that In the U.S,,
25% to 50% of Individuals with AIDS
wil develop NTM diseases, primarily
altributable to MAC. The recent use of
highly active antl-retro viral therapy
(HAART) In AIDS patients suggests a
decreass in the risk and rate of NTM
infectlons In these individuals,

Waterborne NTM have baan
assoclated with hospital (nosocomial)
oulbreaks worldwlde. These disease
outbreaks usuaily Involve sternal
wound Infections, plastic surgery
wound Infectlons or postinjection
abscesses. Mycobacterlal Infections in
patlents undergoing dialysls-treatment
have also been reported.

Although not reported frequently, some
outbreaks of mycobacterial infectlon
have been reported afler exposures In
public swimming aress,

Some false outbreaks have bean
reportad as a resull of contaminated
sampling equipment or water supplles
used for diagnostic procadures,
Tharefore, It is Important that
precautions be laken when performing
diagnostic tests in order to lessen the
chance of false-positive test results.




al
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HEALTH EFFECTS (N ANIVIALS

® Savaral of the NTM specles are known
to cause disease In anlmals, These
Include MAC, M. marinum, M. ulcerans,
M. paratubsrculosls, M. simiae, M.
fortuitum and M. smegmais.

@ Symptoms seen following infection
dopend on the host organism and the
spscles of NTi.

® M. paratuberculosisis the causatlve
agent of Johne's disease; a slow,
progresslve Infection of the intestine
which ocour mainly In cattle, shasp and
goats,

® M. marinum is an Imporlant cause of
death and economic loss In flsh

populallons.

@ M, fortuitum and M. smegmalls are
known to produce mastills In sheep and
caflle and skin and soft tissue disease
in domestic house cats,

@ Destrucllon or Isolation of Infected
animals Is the most common forim of
treatment, howaver, drug therapy has
been successful in some cases.

RisK FACTORS

® The goneral population {healthy
ndividuale) Is fairly resistant to
Infection.

@ Certain indlviduals are at Increased risk
for developing NTM assogclated
diseases due lo the prasence of
predlsposing factors, Including:

v [raumalic breaches of the skin

++ pra-existing pulmonary diseass or
damage

++ |ung architectural defects

-3.

oo hronchiectasts

=+« generallzed congenltal and acquired
immunoauppresslve disorders (8.9,
HIV)

ANALYTICAL METHODS

L

The most comman method for the
Identification of mycobacterlal specios
In water samples Is through culture
lsclation. Tha bacterial culture is
evaluated for morphology. growth rates
and other biochemlcal parameters In
order to determine the species.

Several othar methods have been
developed for the detectlon of
mycobacteria in samples, Including;
*+ Polymerasa chain reaction (PCR}
»+ Radiometrlc methods (BACTEC)
+9 GCIMS

*+ Nuclelc acid probes

Aithough promising, these methods
only provide qualitative Information
regarding the presence of mycobacieria
in water and do not provide a measure
of concentration.

When collecting sampies for use In
culture Jsolatlon, a decontamination
step Is necessary to kil the other
bacteria and fungi present in the water.
This Is becausse there Is a large
problem of contamination of samples
due lo the prasance of non-
mycobacterial bacleria which are
capable of growing at faster rates than
the spacies of interest. Aclds, alkalis
and detergents are often used during
the decontaminalion process gince
mycobacteria are gensraily more
reslstant to these chemlcals than are
other bacteria,

WATER TREATMENT
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@ In general, iwo mechanisms can be
used to efiminate microbes from
drinking water: removal or disinfection.

© Removal trealments such as flltration,
sedimentation, coegulation, flocculation
and adsorption are primarlly physlcal
operalions that remove bacterla from
the water,

© Disinfacfion treatment technologles
may kill bacterla usihg chemlcals such
as chlotins, ozone, brominse, lodine or
hydrogen peroxide which are added (o
the water, or may inactivate microbss
via UV radlation.

® NTM are relatively reslstant to standard
water disinfecllon procedures and,
therafore, can ocecur in potable water.

6 OQOverall, there g little Information
avallable regarding the sffectiveness of
varjous disinfsction treatments on
mycobacterlal specles In water,
However, EPA is aclively studying
methods fo reduce the occurrence of
Mycobacteria in drinking water and will
update this fact sheet when belter
Information becomes available.

REGULATORY INFORMATION

© EPA has sslablished a Maximum
Contaminant Level Goal {MCLG) of

zero organisms (bacterla and viruses),
ncluding mycobacterla, for drinking
water. An MCLG Is a non-enforceable
guldeline based solely on an evaluation
of possthle health risks, taking Into
conslderatlon a margin for public
safely.

ADDITIONAL INFORMATION

@ EPA has established the Safe Drinking
Water Hofline, a toli-free humber for
further Informatlon on drinking water
quality, treatment technologles, and for
obtaining Heallh Advisorles or other
ragulatory [nformalion.

@ Safe Drinking Water Hofline:
800-426-4791
9:00 am. - 5:30 p.m, (Eastern Time)
Monday-Friday {(excluding
holldays).Your state or county health
officlals or experts in your state's
Depariment of Environmental
Protectlon or Natural Resources may
also bs of assistance.
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UPDATE: Mycobacterium chimaera
Infections Associated with LivaNova PLC
(formerly Sorin Group Deutschland GmbH)
Stockert 3T Heater-Cooler System: FDA
Safety Communication

The FDA is updating its June 1, 2016 Safety Communication
(/MedicalDevices/Safet: _!ﬁler__tsandNothes_fucm5042_1_3”hltm” to provide new information about
Mycobacterium chimaera (M. chimaera) infections associated with the use of the 3T in U.S. patients who have
undergone cardiothoracic surgeries. This communication also contains updated recommendations to help
prevent the spread of infection related to the use of these devices.

October 13, 2016
Audiences:

« Heailth care providers who use 3T Heater-Cooler System

. Primary care providers who are responsible for the ongoing care of patients who have undergone cardiothoracic
surgery

« Patients who have undergone cardiothoracic surgery

« Hospital staff who are responsible for operating and maintaining 3T Heater-Cooler System

+ Health care facilities that perform procedures using the 3T Heater-Cooler System

Medical Specialties: Cardiothoracic Surgeons, Cardiovascular Surgeons, Orthopedic Surgeons, Neurosurgeons,
General Surgeons, Anesthesiologists, Infection Control, Infectious Disease Physicians, Pediatrics, Primary Care, and
Intensive Care Physicians

Product: The Stdckert 3T Heater-Cooler System {3T), manufactured by LivaNova PLC ({formerly Sorin Group
Deutschland GmbH), is intended to provide temperature-controlled water to 1) oxygenator heat exchangers, 2)
cardioplegia (paralysis of the heart} heat exchangers, and/or 3) warming/cooling blankets to warm or cool a patient
during cardiopulmonary bypass procedures lasting six hours or less.

Purpose: The FDA is updating its June 1 2016 Safety Communlcatlon

chimaera (M. chimaera) infections associated with the use of the 3T in U.S. patients who have undergone
cardiothoracic surgeries. This communication also contains updated recommendations to help prevent the spread of
infection related to the use of these devices.

htip:/Awww.fda.gov/medicaldevices/safetyfalertsandnoticesfucm 520191, htm 16
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As the FDA continues to investigate infections associated with the 3T, we believe health care facilities should take
additional steps to help mitigate the risk of infection associated with the use of these devices

Summary of Problem and Scope:

Heater-cooler devices
http:/h fda, ow'MedicaIDevices!ProductsandMedicalProcedurestardiovascuIarDevicesfHeater-

devices have water tanks that provide temperature-controlled water to external heat exchangers or warmlng!coollng
blankets through closed circuits. Although the water in the circuits does not come into direct contact with the patient,
there is the potential for contaminated water to enter other parts of the device and aerosolize, transmitting bacteria
through the air and through the device 5 exhaust vent imo the environment and to the patient. In October 2015, the

recommendations to help minimize patlent risk of infections associated with heater-cooler devices. Slnce issuing that
communication, the FDA has continued to evaluate the causes and risk factors for transmission of microbial agents
associated with heater-cooler devices and has collaborated with professional societies, public health partners, and
experts to develop strategies to minimize patient exposure.

A European study} published in April 2016 describes a link between M. chimaera clinical samples from several
European infected cardiothoracic patients, samples from the heater-cooler devices used during these patient's
procedures, and environmental samples from the device manufacturer’s production and servicing facility in Germany.
The results of this paper suggest a direct link between the M. chimaera that infected European patients during open-
chest cardiac surgery, and the M. chimaera isolated from the 3T heater-cooler model utilized during these patients’
surgeries.

M. chimaera is a type of nontuberculous mycobacterium (NTM) classified as a slow grower. M. chimaera may cause
serious iliness or death. The FDA believes M. chimaera infections associated with the 3T are rare. However, they are
difficult to detect because infected patients may not develop symptoms or signs of infection for months to years after
initial exposure.

On June 1, 2016, the FDA issued a Safety Communication
{{MedicalDevices/Safety/AlertsandNotices/ucm504213. htm] specific to M. chimaera infections associated with the
use of the 3T. Testing conducted by the manufacturer in August 2014 found M. chimaera contamination on the
production line and water supply at the 3T manufacturing facility. The 3T devices manufactured at this facility were
distributed worldwide. In response to the M. chimaera findings in August 2014, the manufacturer added cleaning and
disinfection procedures to the production line in September 2014. Samples taken at the same manufacturing facility,
by the German Regulatory Authorities in July 2015 did not show M. chimaera, potentially indicating the contamination
at the manufacturing facility had been resolved. Although the manufacturer of 3T devices added cleaning and
disinfection procedures to the production line in September 2014, the FDA is now aware of some 3T devices
manufactured after September 2014 which have tested positive for M. chimaera. It has not been confirmed whether
these devices were contaminated at the manufacturing facility or became contaminated at the user facility. To date,
the FDA is not aware of M. chimaera patient infections associated with 3T devices that were manufactured after
September 2014.

The June 1, 2016 Safety Communication (/MedicalDevices/Safety/AlertsandNotices/ucm504213.htm) alsc
stated the FDA received reports of U.S. patients infected with M. chimaera after undergoing cardiothoracic éurgery
that involved use of the 3T devices. Each of those reporis related to 3T devices that were manufactured prior to
Septerber 2014. The Centers for Disease Control and Prevention (CDC) in conjunction with National Jewish Health
has performed (https:/iwww.cdc.govimmwrivolumes/65/wr/imm6540a6.htm?s_cid=mm6540a6_w) whole

genome sequencing on clinical isolates from infected patients and samples taken from the 3T devices from hospitals

hitp:/iwww fda.govimedicaldevices/safety/alertsandnotices/ucm 520191 .htm 216
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representing geographically distinct regions within the U.S. (Pennsylvania and lowa) where clusters of patient
infections with M. chimaera were identified. Each of the isolates tested were associated with devices manufactured
before September 2014. Samples of the water drained from the 3T devices and air samples collected while the
devices were in operation were also tested. The results obtained strongly suggest that the tested 3T devices had a
common source of M. chimaera contamination. Sequence comparisons between U.S. and European Union (EU)
samples, as well as samples from the manufacturing site, would provide additional information in evaluating the
potential for point source contamination at the production site. However, EU sequencing results have not been shared
to date.

As new information becomes available, the FDA will evaluate the information and update its recommendations, as
appropriate.

UPDATED Recommendations for Health Care Facilities and Staff:
If your facility uses 3T devices, you should:

. Immediately remove from service any heater-cooler devices, accessories, tubing, and connectors that
have tested positive for M. chimaera or have been associated with known M. chimaera patient infections

at your facility.

» Use new accessories, tubing, and connectors to prevent recontamination when using a different heater-
cooler device.

. Direct and channel the heater-cooler exhaust away from the patient, e.g., to the operating room exhaust
vent.

« Be aware that device contamination also may occur from other sources such as environmental
contamination or device contact with contaminated accessories.

. Review the recommendations in CDC's Health Advisory (https://emergency.cdc.gov/han/han00397.asp)

« Be aware that heater-cooler devices are important in patient care. In appropriately selected patients, the
benefits of temperature control during open chest cardiothoracic procedures generally outweigh the risk
of infection transmission associated with the use of these devices.

if your facility has 3T devices manufactured prior to September 2014, you should:
« Strongly consider transitioning away from the use of these devices for open-chest cardiac surgery until

the manufacturer has implemented strategies for these devices to mitigate the risks of patient infection.

o Use of these devices should be limited to emergent and/or life-threatening situations if no other heater
cooler devices are available.

¢ Follow the FDA's earlier recommendations to help mitigate the risks of patient infection.

o Be aware that testing of heater-cooler devices to identify units contaminated with M. chimaera
presents technical challenges related to sample collection, the long culture time, and the high rate of
false negative tests. Therefore, it is not recommended at this time.

If your facility has 3T devices manufactured after September 2014, you should:

+ Be aware that testing of heater-cooler devices to identify units contaminated with M. chimaera presents
technical challenges related to sample collection, the long culture time, and the high rate of false
negative tests. Therefore, it is not recommended at this time.

hitp:iwww fda.gov/medicaldevices/safety/alertsandnoticesfucm 52019 1.htm 38
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The FDA recommends facilities and staff using heater-cooler units CONTINUE to implement the following measures
to help reduce risk to patients:

Strictly adhere to the cleaning and disinfection instructions provided in the manufacturer's device labeling. Ensure
you have the most current version of the manufacturers' instructions for use readily avaitable to promote
adherence.

Do not use tap water to rinse, fill, refill or top-off water tanks since this may introduce NTM organisms. Use only
sterile water or water that has been passed through a filter of less than or equal to 0.22 microns. When making ice
needed for patient cooling during surgical procedures use only sterile water or water that has been passed through
a filter of less than or equal to 0.22 microns. Deionized water and sterile water created through reverse osmosis is
not recommended because it may promote corrosion of the metal components of the system.

Direct the heater-cooler's vent exhaust away from the surgical field to mitigate the risk of aerosolizing heater-cooler
tank water into the sterile field and exposing the patient.

Establish regular cleaning, disinfection and maintenance schedules for heater-cooler devices according to the
manufacturers' instructions to minimize the risk of bacterial growth and subsequent patient infection.

Develop and follow a comprehensive quality control program for maintenance, cleaning, and disinfection of heater-
cooler devices. Your program may include written procedures for menitoring adherence to the program and
documenting set up, cleaning, and disinfection processes before and after use.

Immediately remove from service heater-cooler devices that show discoloration or cloudiness in the fluid
lines/circuits, which may indicate bacterial growth. Consult your hospital infection control officials to perform the
appropriate follow up measures and report events of device contamination to the manufacturer and to the FDA yia

Consider performing environmental, air, and water sampling and monitoring if heater-cooler contamination is
suspected. Environmental monitoring requires specialized expertise and equipment to collect and process samples,
which may not be feasible in all faciiities.

Health care facilities should follow their internal procedures for notifying and culturing patients if they suspect
infection associated with heater-cooler devices.

{/Safety/MedWatch/HowToReport/ucm2007306.htm), if you suspect heater-cooler devices have been

associated with patient infections.

Recommendations for Patients:

Be aware that:
o in the U.S., most cardiopulmonary bypass procedures involve the use of a heater-cooler device.

o heater-cooler devices are important in patient care and, in appropriately selected patients, the benefits of
temperature control necessary during open chest cardiothoracic proceduresgenerally outweigh the risk of
infection transmission associated with using these devices.

o the FDA has received reports of patient infections associated with exposure to M. chimaera when contaminated
3T heater-cooler device were used during surgery.

o M. chimaera infections are difficult to detect because infected patients may not develop symptoms or signs of
infection for months to years after initial exposure.

o there may be an increased risk of infection if you received a heart vaive, graft, left ventricular assist device
(LVAD), or any other prosthetic product/material or had a heart transplant.

http:/Aww fda.govimedicaldavices/safety/alertsandnotices/ucm320191.5im 46
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« If you have undergone cardiopulmonary bypass, be aware of the possible signs and symptoms of NTM infection.
These may include:

o fatigue

o fever

o pain

o redness, heat, or pus at the surgical site
o muscle pain

e joint pain

o night sweats

o weight loss

¢ abdominal pain
e nausea

o vomiting

« If you have undergone a cardiopulmonary bypass procedure and are experiencing any of the signs and symptoms
of NTM infection as outlined above, contact your health care provider as soon as possible.

« If you are not currently experiencing any changes in your general heaith, inform your health care provider during
your next wellness visit that you have undergone a cardiopulmonary bypass procedure to determine if you require
further testing or monitoring for possible exposure to NTM.

Additional information for patients is available on FDA's Heater-Cooler Devices "Information for Patients
(/MedicalDevices/ProductsandMedicalProcedures/CardiovascularDevices/Heater-

CoolerDevices/ucm492585, htm)" webpage.
FDA Activities:

On December 29, 2015, the FDA issued a Warning Letter
{ICECIEnforcementActions/WarningLetters/2015/ucm479684.htm) to LivaNova PLC (formerly Sorin Group

Germany and Arvada, Colorado revealed significant issues, including quality system and premarket clearance
violations. Given the serious nature of the violations, the 3T devices manufactured by the Munchen facility are subject
to import alert. This restricts the availability of the 3T devices to only those facilities that determine use of the device is
medically necessary.

Sorin Group Deutschland GmbH initiated an ongoing corrective action for the 3T in July 2015, and has included
updates to instructions for use with new cleaning instructions and instructions for determining if a device is
contaminated with biofilm or NTM. Further updates to this recall are expected and will be evaluated by the FDA for
their ability to further reduce infection I'ISk Please see the FDA medical device recall database entr

more mformat|on regardmg Correctlve actlons by the manufacturer,

In June 2016, the FDA convened

hitp:/fwww fda.govimedicaldevices/safety/alertsandnatices/ucm 520191 .htm 56
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accessories (e.g. tublng) on a regular basis, and testing for water quality to assure adequate dlsmfectlon procedures
are being performed. These recommendations are included in this Safety Communication.

The FDA continues to be actively engaged with the manufacturer, health care facilities and the CDC in evaluating risk
and mitigation measures and will provide updates, as appropriate, as new information becomes available.

Reporting Problems to the FDA:

Prompt reporting of adverse events can help the FDA identify and better understand the risks associated with the use
of medical devices. Health care providers should submit voluntary reports of infection transmission associated with
heater-cooler devices or reports describing difficulty following the manufacturers' instructions for use to the agency via
the Medical Device Reporting {MDR) (/MedicalDevices/Safety/ReportaProblem/ucm2005291.htm) process. if a
health care provider suspects bacterial contamination of the heater-cooler device following use, we encourage the
health care provider to file a voluntary report through MedWatch, the FDA Safety Information and Adverse Event

Additional Resources:

« FDA Communications on Heater-Cooler Devices

o Mycobacterium chimaera Infections Associated with Sorin Group Deutschland GmbH Stéckert 3T

Heater-Cooler System: FDA Safety Communication

+ From the Centers for Disease Control and Prevention (CDC)

o Perkins KM, Lawsin A, Hasan N, et al. Mycobacterium chimaera Contamination of Heater-Cooler Devices
Used in Cardiac Sur ery — United States (hilps:/www. cdc ov/mmwr/volumes/65/wr/mm6540a6.htm?

hitp./iwww.fda.gov/imedical devices/safety/alertsandnolices/ucm520191 htm 6/6
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Product Classification

Praduct
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Recalling Firm/
Manufacturer

For Additional
information Contact

Manufacturer Reason
for Recat!

FDA Determined
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Action

Quantity in Commerce

Distribution

Mew Search

Class 2 Dovice Recall STOCKERT ( SR
HEATERCQOLER SYSTEM 3T Nz’ Informalion 22

Date Posted July 15, 2015

Recall Status! Cpen

Recall Number 2-2080-2015

Recall Event ID 715932

510{K)Number K0526014

Controller, lemperature, cardiopulmonary bypass?® - Product Code DWG28

Sorin Stockert Heater-Cooler 3T, 120V /60 Hz
Temperature control for extracorporeal perfusion of durations up to € hours,

Product code 16-02-85 Serial number 18$10958-18515634

Sorin Group USA, Inc.
14401 W 65th Way
Arvada CO 80004-3503

Cheri Voorhees
303-467-6306

Potantial colonizaticn of organisms, inciuding Mycobacleria, in Sorin Heater Cooler Devices,
if proper disinfection and maintenance Is not perfermed per Instructions for Use.

Errorin labeling

Sorin Group issued a Field Safety Nolice dated June 15, 2015, to all affected customers.
The letter identified the product, the problem, and the aclion to be taken by the customer.
Customers were Insiructed lo review their inveniory and Identify any affected devices. For
each unit customers were instructed to determine if the device has been maintained
according to the Instructions for Use. If yes, customers should strictly adheare to the new
Instructions for Use. Customers were also provide with a Response form to confirm lhey
received, read and understood the Field Notice. Customers were insiructed to relurn the
completed form to assist in monitoring lhe effectiveness of the communication. For technical
support customers should call 1-800-221-7943, exl 8355. For queslions regarding this recalt
call 303-467-6306.

1755

Worldwide Distribution - US {nationwide) and Internationally to AL, AT, BE, BG, CH, CY, C2,
DE, DK, EE, ES, FI, FR, GB, GR, HR, HU, IE, IT, LT, LU, LV, MC, MK, MT, NL, NO, PL, PT,
RO, RS, SE, SK, AE, AR, AU, AZ, BD, BH, BR, BY, CA, CL, CN, CO, GR, DZ, EC, EG, ET,
GE, GY, HK, ID, IL, IN, IQ, IR, JO, JP, KR, KW, KZ, LB, LK, LY, MA, MN, MU, MX, MY, NG,
NP, NZ, OM, PA, PE, PH, PK, PR, PS, QA, RE, RU, SA, SG, 8V, SY, TH, TN, TR, TT, TW,

EXHIBIT

hitp://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm?id=138337 % ]
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Class 2 Device Recall STOCKERT HEATERCOOLER SYSTEM 3T

UA, WN, ZA,

Total Product Life Cycle  TPLC Device Report??

Page 2 of 3

f For details about termination of a recall see Cod ederal Regulations ifte 21 §7.55%8
2 par FDA policy, recall cause determinalions are subject to modification up to the point of termination of the recall.

510{K) Database

510(K)s with Product Code = DWC and Original Applicant = SORIN GROUP

DEUTSCHLAND GMBH?®

Links on this page:

1.

N w s W

10,
11.
12,
13,
14,
15,
16.
17,
18,
19,
20.

21.
22,
23.

24,
25,

26.

27.
28,
29,

http://www.addthls.com/bookmark.php?u508=truetv=1528username=Ffdamain
http://www.addthis.com/bookmark.php

http:/fwww.fda.gov/default.htm
http://www.fda.gov/MedlcalDevices/default.htm

http://www.fda.gov/MedIcalDevices/DeviceRegulationandGuldance/Databases/default.htm

/scripts/cdrh/devicesatfda/index.cfm
[scripts/cdrh/cfdocs/cfPMN/pmn.cfm
/scripts/cdrh/cfdocs/cfpmn/denove.cfm
Jscripts/cdrh/cfdocs/cfRL/rl.cfm
/scripts/cdrh/cfdocs/cFMAUDE/TextSearch.cim
/scripts/cdrh/cfdocs/cfRES/res.cim
/scripts/cdrh/cfdocs/cfPMA/pma.cfim
/scripts/cdrh/cfdocs/cfHDE/hde.cfm
/scripts/edrh/efdocs/cfPCD/classification.cfm
/scripts/edrh/cfdocs/cfStandards/search.cfm
[scripts/edrh/cfdocs/cFCFR/CFRSearch.cfim
[scripts/cdrh/cfdocs/cfPCD_RH/classlfication.cfm
fscripts/cdrh/ckdocs/cfAssem/fassembler.cfm
Jscriptsfcdrh/cfdocs/Medsun/searchReportText.cfm
/scripts/edrh/cidocs/cfClia/Search.cfm
/scriptsfcdrh/cfdocs/cfTPLC/tple.cfim
http://www.fda,.gov/safety/recalls/enforcernentreports/defauit.htm
[scripts/cdrh/cfdocs/cFRES/res.cFm?start_search=18event_ld=71593
/scripts/cdrh/cfdocs/cfpmn/pmn.cfm?ID=K052601
Jscriptsfcdrh/cfdocs/cfPCD/classification.cfm?ID=DWC
/scripts/edrh/cfdocs/cfPCD/classification.cfm?ID=DWC
/scripts/cdrh/cfdocs/cfTPLC/tplc.cfm?id=DWC
/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=7.55

Jscripts/cdrh/cfdocs/cfPMN/pmn.cfm?
start_search=1&productcode=DWC&knumber=&applicant=SORIN%20GROUP%

20DEUTSCHLAND%20GMBH

http:/fwww.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm?id=138337
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22 SORIN GROU

AT THE HEART OF MEICAL TECHNOLOGY

SORIN GROUP DEUTSCHLAND GMBH - Lindbarghst. 25 + D-80938 MOnchen

August 8, 2015

Customer Name
Address
City, State Zip

Subject: Update to the Fleld Safety Notice for Heater-Cooler System 3T

Dear Valued Customer:

You recently received a Field Safety Nofice from Sorin Group regarding the Heater-Cooler System 3T
(Reference # 9611109-06/03/15-002-C, dated June 15, 2015).

The purpose of this Field Safety Notice was to;
* Remind you of the importance of following disinfection and maintenance proceduras.

* inform you that if your Heater-Cooler 3T is not properly maintained and it becomes
contaminated, there is a possibility that bacteria can be aerosolized when the device is
operated serving as a potential source for contamination.

» Provide you with updated instructions for use regarding disinfection and maintenance
procedures.

This ietter Is to Inform you that the Heater-Cooler System 3T Operating Instructions provided with the
Field Safety Notice dated June 15, 2015 were intended for distribution to Engilsh speaking countries in
the Eurcpean Unicn (EU) rather than for the United States.

Aithough the EU and USA cleaning and disinfection procedures are equivalent, the EU procedure
Includes additional chemicals only available in other countries, Additionally, the USA Operating
Instructions include information specific to the U.S. such as English units of measure and an indications
for Use statement.

The USA Heater-Cooler System 3T Operating Instructions are attached to this letter.

For your convenience, the USA Heater-Cooler System 3T Operating Instructions are available on the
Sorin Group website at www.sorin.com/3t. They can be viewed, saved or printed as you prefer.

SORIN GROUP Geschiftsiithrar Amisgerlcht MOnchen

DEUTSCHLAND GMBH Alexander H. . Neumann HRB 100852

Lindbarghsic. 25 - D-80839 Mbnchen Glulio Cordano UStIdNr, (VAT) DE 128304251

T.: +48-{0)88-323 01 0 Slever-Nummter: 143/181/70420

F.: +49-{0}88-323 01 100

wAWY, Sorin.com EXH'B‘T

I G
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A SORIN GROUP

AT THE HEART OF MEDICAL TECHNOLOGY

Customer Actions:

» Please discard all existing Heater-Cooler System 3T Operating Instructions and replace them
with the attached USA Heater-Cooler System 3T Operating Insiructions.
Note: The current USA Heater-Cooler System 3T Operating Instructions are CP_IFU_16-XX-
XX_USA_014. This identification number is printed at the bottom of each page.

e Follow the actions detailed in the Heater-Cooler System 3T Fisld Safety Nofice dated June 15,

2015,
« Please complete and return the attached Customer Response Form by fax to 303-467-6502 or

by email to USFSN@sorin.com.

Contact Information:
Please contact your Sorin Group account representative if you have any questions. If further assistance
is required, please contact:

Technical Services hotline at 1-800-221-7943, extension 6355

For your reference, we have also created a list of Frequently Asked Questions, Quick Start Instructions
and a 3T Disinfaction Video on our website at www.sorin.com/3t .

Sorin Group is commitied to providing quality products and services. Thank you for your cooperation in
this matter. This information will also be provided to the FDA.

Sincerely,
T -3
1S

(& e >

Christian Peis
Director Quality Assurance

Attachment 1. Affected Products List
Attachment 2: Customer Response Form
Attachment 3; USA Heater-Cooler System 3T Operating Instructions

SCRIN GROUP GeschdftsiChrer. Amtagericht MOnchen
DEUTSCHLAND GMBH Alexander H. J. Neumann HRB 100852

Lindberghstr. 25 » D-80930 Minchen Glullo Cordano USt-idNr. (WAT) DE 128304291
T.: +46-(0)09-323 01 0 Sfeusr-Nummer: 143/181/70428

F.: +40-(0)89-323 01 100
WWNW.S0EN.COm
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AT THE HEANT OF MEDICAL TECHNQLOGY

ATTACHMENT 1

Affected Product List

UPDATE TO THE FIELD SAFETY NOTICE
Cardiac Surgery Mycobacterium Risks
Disinfection and Cleaning of Sorin Heater Cooler Devices
Reference # 9611109-06/03/15-002-C

Product Code Product description Affected Serial Number range |
16-02-80 Heater-cooler 3T, 230V 16810027 - 16515641
16-02-81 Heater-cooler 3T, 240V 16510743 - 16511708
16-02-82 Heater-cooler 3T, 208V 16510772 - 16515523
16-02-83 Heater-cooler 3T, 127V 16811455 - 16815190
18-02-85 Heater-cooler 3T, 120V 16510958 - 16815634
16-02-85 Heater-cooler 3T, 200V 16512004 - 16515385

Please nots, all Sorin Heater-Cooler System 3T Devices are affected. Refer to the Customer Response

Form for your affected products.

SORIN GROUP

DEUTSCHLAND GMBH
Lindberghsir. 25 - D-80938 Minchen
T.: +49-(0}B0-32301 0

F.: +49-(0)80-323 01 100
WWW.SOrin.com

Gaschafisflhrer:
Alexander H. J. Neumann
Glyllo Cordane

Amisgericht Minchen

HRB 100852

USt-ldNr. (VAT} DE 120304291
Steusr-Nummer; 143/181/70428
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M. SORIN GROUP

AT THE HEART OF MEDICAL TECHROLOGY

ATTACHMENT 2

Customer Response Form

UPDATE TO THE FIEL.D SAFETY NOTICE
Cardiac Surgery Mycobacterium Risks

Disinfection and Cleaning of Sorin Heater Cooler Devices

Reference # 9611109-08/03/15-002-C
A Heater- ler 3T Svstem Operating Instruction

According to our records you have the following affected products:

Product Code

Product description Affected Serial Number

Please correct any inaccurate information above.

Please return this completed form: By fax to 303-467-6502 or by email to USFSN@sorin.com.

Section 1 - Please Complete this sectlon:

We HAVE reviewed and understand this Field Safety Notice [ Yes [ No

WE HAVE implemented the proper Operating Instructions ] Yes I No

Customer Name:
Contact Name:
E-mail:

Fax No.:

Phone Number:

Submitted by ...........

......................................

Slgnature

S0ORIN GROUP
DEUTSCHLAND GMBH

Lindberghstr. 25 - 0-80839 Minchen

T +48-{0)89-323 010

F.: +40-(0)89-323 01 100

VAYW.SOIN.COMmM

Date UTUPTR AUSTOUT A
Geschéfsflhrer: Amisgericht Minchen
Alexandor H. J. Neumann HRB 100852
Gilullo Cordano USt-IdNr. (VAT) DE 129304201

Slever-Nummer: 143/181/70429
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K]
ﬁ AT THE HEART OF MEDICAL TECHHQLOGY

ATTACHMENT 3

USA Heater-Cooler System 3T Operating instructions
UPDATE TO THE FIELD SAFETY NOTICE

SORIN GROUP

DEUTSCHLAND GMBH
Lindberghstr. 25 - D-80839 MOnchen
T.. +48-(0)89-323 01 0

F.. +49-{0)89-323 01 100

WAL SOTin.com

Geschilfisithrer:
Alexander H. J. Neumann
Giuflo Cordano

Amlisgericht MOnchen

HRB 100852

USL-IdNr. {(VAT) DE 129304281
Steuer-Nummer: 143/181/70429
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- SORIN GO

AT THE HEART OF MEDICAL TECHHOLOGY

SORIN GROUP DEUTSCHLAND GMBH * Lindbarghstr, 26 - D-80239 Minchon

aNamei»
gName2»
«Name3»
«Address»
«Addrass»

Affected Dovices:
Date:
Refersnce No:

Attention:

Reason:

SORIN GROUP
DEUTSCHLAND GMBH

FIELD SAFETY NOTICE
Cardiac Surgery Mycobacterium Risks

Disinfection and Cleaning of Sorin Heater Cooler Devices

Sorin Group perfusion system ~ Heater Cooler 1T and Healer Cooler 3T devices
(refar fo Alttachment 1 for affected catalog and serlal numbars)

03. June 2015

9811109-06/03/15-002-C

Hyglene Speclafists, Cardiac Surgery Operating Room Responsible, Risk/ Safety
Managers, Dislsibulors, Clinicians, Perfusionist and other users of these devices

Sorin has become aware thal the aclual disinfection practices and the water
maintenance that some users have been performing are not always conducted
according to our Instructions for Use. Wilhout vigilant performance of the disinfection
and mainlenance procedures per the Instructions for Use, organisms can mulliply in a
heater cooler device and potentially form biofilm. The biofllm provides an cpporlunity
for bacteria, including Mycobacteria, to colonize within the device. Once colonized,
there Is a possibility that bacteria can become aerosolized when the heater cooler
device Is operated and serve as a source for conlamination. Although water from the
heater cooler device is not intended lo contact the patient directiy, fluid leakage from
the device or aerosolizallon generated by a contaminated water circult during device
operation may create condilions In which the organisms could potentially contact the
palient and subsequently contaminate the surgical site. Sorin Group is providing lhis
notificalion to: (1) remind you of the Importance of following the companys
disinfection and malntenance procedures; (2) inform you thal there is a possibility that
bacteria can become aerosolized when the heater cooler device is operated and
serve as a source for contamination; and (3) provide you with updated Instruclions for
Use regarding disinfection and maintenance procedures.

Gaschifisflhrar: Amtagericht Minchen
Alexander H. J. Neumann HRB 100852

Lindberghsty. 25 - D-80939 Minchen Giulio Cordano USt-IoNr. (VAT) DE 126304291

T.: +48-{0)89-323 010
F.: +49-(0)89-323 01 100
W Sorn.com

Steuer-Nummer: 143/181/70420
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'SORIN RO

]
i AT THC HEART OF MEDICAL TEGHNOLOGY

Dear Valusd Customer:

The purpose of this lelter is to advise you that Sorin Group Deutschiand GmbH (“Sorin”) is execufing &
voluntary field safety correction for the Heater Cooler 1T and the Heater Cooler 3T devices {“heater cocler
devices”). This field safety notice describes below, immediate action to be taken by you.

« If your heater cooler device has been siriclly mainlained according lo the Instruclions for Use, please

strictly adhere to the new Instructions for Use provided in Attachment 1 of this leiter.
« If your healer cooler device has nof been siriclly maintained according to the Instructions for Use,

please perform the steps included In the jinmediate Cusiomer Aclion seclion of this lstter.

Descrintion of I1ssue

Sorin has becomse aware of cases of non-tuberculous mycobacleria endocarditis or deep infection following
cardiac surgery during which the healer cooler device was used. There is a risk that surgical patienls may
experience invasive cardlovascular infection, including endocarditis, or other desp-surgical-site infeclions due
to non-tubsrculous mycobacteria, such as Mycobacterium chimaera. Because the symptoms may be slow to
manifest, it i3 possible that many months may pass after completion of the surgical procedure before a
surgical patient presents with an Infectlon. In some cases, it Is possible that infection could lead lo death.
Sorin's invesligallon into these cases is ongoing. To date, he investigation has not determined a causal
conneclion belwsen the healer cooler device and these cases. In some instances there has been a
suggestion of such a link; howaver, infection following cardiac surgical procedures can be caused by
numerous, other sources,

The heater cooler device which Is provided non-sterlle may develop highly contaminated water due to the
failure to follow the Instructions for Use for water maintenance and water clrcult disinfection. If contaminated
water Is used in the device and the user performs inadequate maintenance and/or falls to strictly adhere to the
user instructions for cleaning of lhe heater cooler device, the device could become a source for contaminating
the surgical environment. This condition can occur where there has been a build-up of biofilm within the waler
dlreult of the device. Although water from the heater cooler device is nol Intended to contact the patient
directly, fluid leakage from the device or aerosolization generated by a contaminated water circuit during
device operatlon may create conditions In which the organlsms couid potentially contact the palient and
subsequently conlaminate the surgical site.

Contaminaiion of heater cooler units with other waterborne pathogens, like Mycobacleriuin abscossus and
non-fermenting gram-negative bacteria, has also been detscted in the water of certain heater cooler unils.
However, no cases of pafienl infection have been determined to be caused by healer cooler devices. Further,
Sorin's investigations into the potential association of heater cooler unils with infections by Mycobaclerium
chimaera and other pathogens are ongoing.

I there is a need for further communication based on the investigalion results, we will provide you the
Infermation.

SORIN GROUP Gaschafiskinrer Amtsgercht Manchen
DEUTSCHLAND GMBH Alexander H. J. Neumann HRB 100252

Lindberghsir. 26 - D-80939 Minchen Glulio Cordanc USH-IaNr, (VAT) DE 128304291
T.: +49-{0)88-32301 0 Stever-Nummer: 143/181/70429

F.: +49-(0}88-323 01 100
WAYW. BOMN.com
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2 SORIN GROUE

AT THE HEART OF MEDICAL TECHHOLOOY

Immediate Customer Action

¥ Sorin reminds its customers using heater cocler devices aboul the Imporlance of adhering to correct
maintenance of lhe device at all fimes and, in particular, 1o assure thaf the cleanfiness of the water is
maintained. Attachment 1 of this notification includes the new Instructions for Use for the cleaning
and disinfection of the Sorin heater cooler devices. Please discard the existing IFU and follow this new
IFU which Includes updated c¢leaning and disinfection instruciions.

o Assure that your team understands Mycobacteria and the potential conlamination risks for
cardiac surgical procedures, for example, that Mycobacterlum is widely distrlbuted in the
ecosystem [ncluding chlorlnated drinking water from the tap, it is inherently resistant to
chemical disinfectants and antlbiotlcs, and under the right conditlons, it has a propensity to
form bloflim and 1t can also be aerocsolized,

v Healthcare providers involved in the care of patients who have undergone open heart surgery should
be vigilant for cases of endocarditis or other cardiovascular infection of unidentified origin with specific
tesling for slow-growing non-tuberculous Mycobacteria such as Mycobacterium chimaera performed

as indicated.

v Verify that this letter has reached your local team and thal the recommended monitering has been
considered for your cardiac surgery operating rooms and area. This includes the monitoring of the
area waler nol only for lypical microorganisms, bul also for slow growing non-iuberculosis
Mycobacteria that requires speclal monitoring praclices.

Actions to he taken by the user on the device
v Review your invenlory and identify any heater cooler devices per the attached list, Attachment 2,

¥ For each unit, determine if the device has been maintained according fo the Instructions for Use, If
yes, striclly achere to the new Instructions for Use provided in Attachment 1 of this notification.

Note: It is mcommended to Implemen! a microbiological monitoring of the waler quality (by
helerolrophic plate count (HPC) measurement), including monitoring for non-tuberculous
Mycobacteria on a moniiy basls (Colfform bacleria, P. asruginoss and non-tubsrculous mycobacleria
should not be defeciable In 100mi). The waler In the device should meet microbiological drinking-
waler qualily according fo national drinking-waler standards.

SORIN GROUP Geschéftsfihrer: Amisgericht Monchen
DEUTSCHLAND GMBH Alexander H, J. Neumann HRE 100852

Lindberghstr. 25 - D-80939 MGnchen Givlio Cordano USt-IdNr. (VAT) DE 129304291
T.: +49-(0)88-323 01 0 Stever-Nummer: 1431181770429

F.: +49-(0)83-323 01 100
YAVW.SCIIN.com
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If the device has not been maintained according to the Instructions for Use, follow Instructions in the

table below:
Note: Please consult your Infection Conlrol Manager for execuling the following steps.

Stop 1/ Submission of Test Sample

v

Take two 100ml or grealer water samples from ona of the drain valves at the back of the device
prior to the disinfection step: (1) for heterolrophic plate count measuremeni; and (2} for non-
tubsrculous mycobacleria analysis.

Submit samples (1 & 2) to a microbiotogical lab for heteroirophic plate count measurement of the
water and to determine if non-luberculous mycobacterla are detectable.

Perform disinfection of the water circuit of tha heater cooler device(s} according to the new
instructions for use providad in Attachment 1 of this notification.

Replace any accessories and producis that are used in conjunction with the heater cooler device
which may be potentially contaminated (e.g. tubing and connectors, graduated beaker, warming
blanket) by new or re-processed parts.

While awaiting tes! results from the microbiological fab, operate the heater cooler device outside
of the operaling room, if structurally possible, and proceed to Step 2.

Nole: For technical support regarding the installalion oulside lhe OR (max. distance, routing)
please contact your local service representative.

If it is not possible to move the heater cooler device outside the operafing room, lake the device
out of service or proceed to Step 3.

Step 2/ Interim Process (if heater ppple_r,c.llpy'_i.qe can be operated outside the opsrating room)

v

v

4

Parform the water maintenance and disinfection of lhe waler circuit of the device(s) according to
the new Instructions for use provided in Attachmant 1 of this netification.

implement a bi-weekly microblological monitoring of the water quality (by heterotrophic plate count
{HPC) measurement), including monitoring for non-luberculous mycobaclerla. The samples shall

be taken prior disinfection.
When you receive ths resulls from the Jab go to Stop 4

SORIN GROUP Geschafisfohrer: Amtsgarich! Mnchen

CEUTSCHELAND GMBH
Lindbarghstr. 25 + D-80939 Minchen
T.: +49-(0)88-323 01 G

F.. +49-{0)88-323 01 100
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‘Stap 3/ Heater Cooler operated in operating room

Place the heater cooler in a way that the flow conditions of the surgical side are not disturbed by
the healer cooler device fans.
o Malntain maximum distance from surgical field;

< Posltion heater cooler such lhat the fan exhausts of the device are directed away from the
surgical field,
o Positlon heater cooler fan exhausts close to the suction exhausl (ouitake) of the operating
room.
The water in the fank must be changed every day.

In order to prevent microbial growth and to avold biofilm build-up, add medical grade 3%
hydrogen peroxide solution to the tank contents (follow instructions provided in the new IFU, which
direct 150 mi for the heater cooler 3T or 50 mi for the heater cooler 1T).

Perform a weekly disinfaction as described in lhe new IFU to kill the walerborne pathogens such
as non-tuberculous mycobactenia.

Implement a bi-weekly microbiologlcal monitoring of the water guality (by haterotrophic plate count
{(HPC) measurement), including monitering for non-fuberculous mycobacleria. The samples shall

be taken prior lo disinfection.

Take microbiological alr samples for non-tuberculous mycobacteria In the operating room when
the heater cooler is running on a bi-weekly basls.

When you receive the resuits from the lab go to Step 4

~Step 4/ Review of Lab Analysis and Action

if the microbial counts are within the specified limits {meet microbiological drinking-water quality
and Coliform bacteria, P. aeruginosa and non-luberculous mycobacteria are not detected in
100ml)}, lhe device can be placed back Into the operaling room. Continue to use and maintain the
device according to the new IFU, Attachment 1

Implement a microbiclogical monltoring of the water qualily, including monitoring for non-
tuberculous Mycobacleria on a monthly basls.

If you find microbial counts In the water are greater than the limils specified above, contact your
infection control manager to determine appropriate actions and immediately contacl your service
represeniative for support.

If non-tubercutous mycobacteria are found in the air of the operaling reom, when the heater cooler
is operated, remove the heater cooler from service and immediately contacl your service
represenlative for support.

o For emergency surgeries please consult your infaction control manager to determine
appropriate aclions.

For technical support pleasa contact your local service representalive.

SORIN GROUP Geschifisfhrer;
DEUTSCHLAND GMBH Alexander H. J. Neumann
Lindberghstr, 25 - D-80932 Mbnchen Giulio Cordano
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Piease complele and relurn the attached Confirmation Form {see Attachment 3) by fax to «Numbers or by
emall 1o «E-mait Address».

Transmission of this Fleld Safety Notice

Please assure wilhin your arganization that this notice is communicated fo all personnel who need to be aware
of lhis Field Safety Nolice. In case you have Iransferred producis to a third parly please communicate this
Informatlon to them and also Inform the below mentioned contact person.

Please maintain awareness on lhis nolice and resulting aclion for an appropriate period to ensure
effectiveness of the correclive aclion.

Contact reference person

For questions regarding lhis Fleld Safety Notice, please conlact Christian Peis, Direclor QA, Sorin Group
Daulschiand GmbH at +48 88 323 01 152, via fax at +49 89 323 01 333 or via e-mail at SGD.fsca@sorin.com

A copy of lhis Field Safely Notice has been provided lo the appropriate Regulatory Agencies who are aware of
these aclions. '

Thank you for your cooperation in this malter. Sorin Group is commilted lo provide quality products and
service o its cusiomers and we apologize for any Inconvenience this siluation may have caused.

Sincerely,

Co fo

i.V. Christian Pels
Director Quallly Assurance

Enclosures;

Attachment 1: New Instructions for Use
Aftachment 2: Affected Product List
Altachment 3; Customer Response Form

SORIN GROUP Geschafsfihrer: Amtsgericht Minchen
DEUTSCHLAND GMBH Alexender H, J, Neumsann HRB 100852
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Attachment 2

Affected Product List

FIELD SAFETY NOTICE
Cardiac Surgery Mycobacterium Risks
Disinfection and Cleaning of Sorin Heater Cooler Devices
Reference # $611109-06/03/15-002-C

Product Code Product description Affected Serial Number range |
16-02-50 Heater-cooler 17, 230V 16500808 - 18502268
16-02-80 Heater-cooler 3T, 230V 16510027 - 16315641
18-02-81 Healer-cooler 37, 240V 16510743 - 16811708
16-02-82 Heater-cooler 3T, 208V 168510772 - 16816523
16-02-83 Heater-cooler 3T, 127V 16511455 - 16515190
16-02-85 Heater-cooler 3T, 120V 16510958 - 16815634
16-02-95 Heater-cooler 3T, 200V 16512004 - 16515385

Please refer to Atltachment 3 for affecled Systems at your site.

SORK GROUP Geschafisfohrar
CDEUTSCHLAND GMBH Alaxander H. J. Neumann
Lindberghsk, 26 - D-80039 Mdnchen Giutio Cordano

T.: +49-(0)89-323 010
F.: +49-{0}88-323 01 100
WWW. S0TIN.com

Amitsgearicht MGnchen

HRB 100852

UStIdNr, (VAT) DE 129304251
Stever-Nummer. 143181/7042%
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Attachment 3 -
Customer Response Form

FIELD SAFETY NOTICE
Cardiac Surgery Mycobacterium Risks
Disinfection and Cleaning of Sorin Heater Cooler Devices
Reference # 9611108-06/03/15-002-C

According to our records you have the following affected products:

<Fill in the customer refatod codes and ssrial numbers only- Use Atlachmeant 4_Product lrace list (Excel File}>

Product Code Product description Affectod Serlal Number
Please corract any inaccurate informallon above.
Please return this complated form to;
Sorin Site/ Distributor Name: s<brnnd Your Conwny nams higns -
Counlry: “=<int o Connity b
Contact Name: “e iRk Yaur Gonlail ilania hegoies
E-mall: =P Yo Cepgl ackdpoes, frares -
Fax No.: <= Pind Your Fay No, hees
Phone Number; < Fnnd Yo hons pio e
Saclion 1 - Please Compleie:
1. Woe HAVE reviewed and understand the atlached Fiald Safety Notice nyes one
2. We DO NOT understand lhs atlached Flakd Safaly Notice and request more Informatlon ayes ane
3. WE HAVE discarded the old Instruclion for use ayes ono

Please conlact us:

Chrislian Pels, Diractor QA, Sorin Group Deutschland GmbH at +49 89 323 01 152, via fax at +49 85 323 01 333 or vlae-

mall et $GD.fsca@sorin.com

Customer Name:
Counlry:

S Vondr Conoeaye eapan e s

Ces YO Dannty e

Contact Name: STt el Sl e Jiane s
E-mail; T U T A TRE Y (e TE N TEY S A P ST

Fax No.; P e A PRy o

Phone Number: setEIOT ik 1T b e

Submilted by

Signature -

Date P SR S

SCRIN GROLUP Geschaftsfithrer.
DEUTSCHLAND GMEBH Alexander H. J. Neunann
Lindberghstr, 25 - D-80939 Minchen Giuliv Cordano

T. +49-(0)89-323 01 0
E.. +45-(0}89-323 1 100
Y. sorin.com

Amitegeticht Mbachen

HRB 100852

USH{dNe. {VAT) DE 128304291
Steuar-Nummaer: 143/181/70426
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U.8. Foad and Drug Administration
Protecling and Promoiing Your Health

Sorin Group Deutschiand GmbH 12/29/15

/dlq-
{ 4 Department of Health and Human Services i .
o Public Health Service
Food and Drug Administration
10903 New Hampshire Avenue
White Oak Building 66
Silver Spring, MD 20993
DEC 29, 2015

WARNING LETTER

VIA UNITED PARCEL SERVICE

André-Michel Ballester

Chief Exscutiva Officer

LivaNova (formerly Sorin Group S.p.A.)
Via Benigono Crespl, 17

Milano, 20158

Italy

Dear Mr. Ballester:
The Unlted States Food and Drug Administration (FDA} conducted the following inspections at your facilities:

+ Sorin Group Deutschland GmbH, Lindberghstrasse 25, Munchen, 80939, Germany, (Munchen Facility),
dated August 24,2015, through August 27, 2015; and

« Sorin Group USA, Inc., 14401 W, 65th Way, Arvada, Colorado 80004, U.S.A,, (Arvada Faciiily), dated
August 24, 2015, through September 1, 2015.

During the inspection at your Munchen facility, investigaters from the United Stales Food and Drug
Administration (FDA} determined that your firm manufactures Stockert Heater Cooler 3T thermal regulator
devices. Under section 201(h) of the Federal Food, Drug, and Cosmetic Act (the Act), 21 U.S.C. § 321(h), these
products are devices because they are Intended for use in the diagnosis of disease or other conditions or in the
cure, mitigation, treatment, or prevention of disease, or to affect the structure or function of the body.

These inspections revealed that your firm's devices are aduiterated within the meaning of section 501{h) of the
Act, 21 U.S.C. § 351(h), in that the methods used in, or the facilities or controls used for, their manufaciure,
packing, storage, or installation are not in conformity with the current good manufacturing practice requirements
of the Qualily System regulation found at Title 21, Code of Fedsraf Regulations (CFR), Part 820.

We received a response from Mr, Thierry Dupoux, Vice Prasident, Sorin Group Cardiopulmonary BU, Sorin
Group Deutschland GmbH, dated September 15, 2015, concerning our investigator's cbservations noted on the
Form FDA 483s (FDA 483), List of Inspectional Observations, which was issued to your firm's Munchen,
Germany facility. We address this response below, in relation te each of the noted viclations. These violations
include, but are not limited {o, the following:
EXHIBIT

} W

http://www.fda.gov/ICECI/Enforcement Actions/ WarningLetters/201 5/ucm4 79684 him
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1. Failure to establish and maintain procedures for the identification, documentation, validation or where
appropriate verification, review, and approval of design changes befora their implementation, as required by 21
CFR 820.30(j) (Munchen Fagllity]. For example:

a. Your firm created Design Change Order #8115, dated December 11, 2012, as part of the corrective actions
to the FDA Warning Letter dated August 2, 2011, to the Munchen Facilily, to address deficiencies in the design
change procedures. The change order documents the decisions to change the design input for waler quality to
add new cleanliness criteria, test the cleaning instructions for use (IFL) to the new input, update the cleaning
instructions for use, and validate the new IFU. However:

i. The changed design input is incamplete in that there is no information on how rnaintaining a
cleanliness standard for drinking water applies to the requirement that "biofiim should not grow in the 3T
davices”, Additionally, there is no information on a water quality standard ensures that the device does
not cause walerborne infection; and,

ii. The design validafion for the change to the cleaning IFU is inadequate. In the IFU, end users are
responsibile for conducting the cleaning and disinfection procedure on devices at user facllities. There is
no documentation that your firm tested the updated IFU under actual or simulated use condilions to
ensure the usability of the ¢leaning IFU. Your firm has received complaints of patient deaths dus to
infection from non-tuberculosis myccbacteria (NTM), specifically mycobacleria chimaera, since January
2014, where the cause of the infection appeared to be 3T devices colonized with the mycobacteria. Your
firm investigated the compiaints and determined that the user facilities had not been following the
cleaning IFUs, potentially contributing to patient infections.

b. Your firm issued Desigh Change Orders 2416, 9416-01, 9711, and 9690, corresponding to CAPA 2015-03,
and submitted a recall in June, 2015 (#2-2076/2081-2015), to update the cleaning and disinfection IFU after
recelving complaints of patient deaths due to infections caused by lhe 3T device. As part of this design change,
your firm ¢ontracted a iaboratory to conduct a test on the cleaning procedure in the updated IFU. The resuiting
test report, dated April 7, 2015, describes the test protocol and results. However, your firm's test report doss not
demonstrate an adequate verification or validation of the new cleaning IFU because: (reduction) for bacteria, as
required by your test procedure. In addition the acceptance criteria do not appear to correspond to the design
inputs of drinking water qualily, controliing blofiim, or that the dsvice does not cause waterborne infection;

l.  The acceptance criteria for the test do not demonstrate that the updated cleaning and disinfection
instructions produce a {b)(4) level (reduction) for bacteria, as required by your test procedure. In addition
the acceptance criteria do not appear to correspond fo the design Inputs of drinking water quality,
controlling biofilm, or that the device doss not cause waterborne infection;

ii. Puristeril is not available in the United States, and therefore your firm recommends using Clorox as a
substitute in the IFUs. However, the test report does not demonstrate the amounts of Clorox described in

the IFU are equivalent to Puristeril;

iii. Two of the challenge bacteria, {b){4} and (b){4), used in the test procedure were not used at a high
enhough concentration to demonslrate the (b}(4) level acceptance criteria;

iv. The exact disinfectant dilution is not clear, because the exact water amounts ussd were not
measured. Water levels were determined by (b)(4}. No validation for the accuracy of these (b}(4) for
detecting water levels was documented in the test report;

v. There is no description for how the sampling locations, sampling methods, and machine conditions
used represent worst case condition for finding bacteria;

vi. There is no statistical rationale documented in ihe test report for using testing (b){4), to demonstrate
that the cleaning instructions for use will consistently maintain water qualily requiremants inside 3T
devices {n the field or clinical setting; and,

hitp://www.fda.gov/ICECI/EnforcementActions/WarningLetters/201 5/ucm4 79684 . htm 6/2/2016
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vii. There is no documentalion that your firm tested the updated IFUs for usability by the end user.
Specifically, those responsible for conducting the cleaning and disinfection procedure on devices at user

facility.

Your firm's response did not address this deficiency. We note that this is a repeat from a nonconformance
noted in the Warning Letter issued to the Munchen facilily on August 2, 2011.

2. Failure to validate a process, with a high degree of assurance and approved according to esiablished
procedures, a process where results cannot he fully verified by subssquent inspection and test, as required by
21 CFR 820.75(a) {Munchen facility]. For example, your firm designed and implemented a new cleaning, drying,
and disinfection process using (b}{4) at the contract manufacturer, {(b}{4}, as part of a corrective

action. However, the new pracess was nol adequately validated or verified prior to Implementation on

preduction units or monitored after implementation. Specifically:
a. Your firm contracted an “efficacy test” at a testing firm, {b)(4), on November 17, 2014, to conduct an in-

house validation of the use of the {b){4) disinfection and drying process to eliminate a mycobacterium test strain
from 3T devices to validate the new process. However, the efficacy test was not an adequate verification or

validaticn of the disinfection and drying process becausa:
i. The efficacy test report documented testing to {b){(4} mixture; however, the disinfecticn and drying
process (b){4). There was no documentation of justification for using a different concentration, and
therafore ihe test does hot accurately reflact the (h){4) disinfection procedurs;
li. No conirols were used in the efficacy test;
iil.  Your firm did not provide documentation to describe if a (b)(4) was used (b){4); and

v.  Your firm did not provide documentation for how the bacteria were {b}{4}.

b. Your firm conducted further monitoring of manufactured devices after the (b)(4} disinfeciion and drying
precess was implemented. However, the monitoring was inadequate because the following required information
for a cleaning and disinfection monitoring report was not documented:

i. The data for recovery efficiancy of bacteria from the 3T devices;

il. The data for complete bioburden: asrobic bacteria, anaeroblc bacteria, spores, fungi, and yeast in the
devices prior to disinfection. Oniy aerobic mesophilic bacteria are noted;

iii. The data for bacteriostasis or fungistasis;
iv. The concentrafion of {b)(4) used in sampling;
v. The time of exposure o the {b){4}; and
vi. Whether (b)(4) was performed after {b}{4).
c. Your firm's disinfection and drying procedure and validation protocol, “(b){4) cleaning, disInfection, and

drying process designed and impfemented by your Munchen facility at the contract manufacturer (b)(4).
Howaever, the procedure was not adequately validated to ensure that the process complstely dries the device.

For example.

i. The protocol states that the transparent pump tubing (b){4} The protocol dlid not indicate whether any
{b)(4) after drying was acceptable; and ’

http:/fwww.fda. gov/ICECI/EnforcementActions/WarningLetters/2015/ucm479684.htm 6/212016
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ii. The validation did not include key technical parameters required for validation of a disinfection
process. For example:

a. The amount of (b}(4) at time 0 (siart of expeariment);
b. Data to provide a rationale for choosing (b){4) dry the tanks and tubing;

c. Quantification of the term ®visually dry" and how to measure dryness by a validated method;

d. Documentation of lhe {b}{4); and

e. Documentalion of environmental conditions for temperature and humidity during the {b){4) device prior to
sampling.

Wa reviewed your firm’s response and conclude that it Is not adequate. Your firm did not evaluate the potential
impact of these violations on distributed devices, and take steps to mitigate the risks as needed.

Our inspection also revealed that your firm's devices are misbranded under section 502(t)(2} of the Act, 21
U.S.C. § 352(t)(2), in that your firm failed or refused to furnish materiai or information respecting the device that
is required by or under section 5189 of the Act, 21 U.S.C. § 360i, and 21 CFR Part 803 - Medical Device
Reporting (MDR), but are not limited to, the following:

3. Fallure to adequately develop, implement, and maintain written MDR‘procedures, as required by 21 CFR
803.17 (Arvada facility). For example: '

Your firm's MDR procedure, "Standard Operating Procedure for Medical Device Reporting”, (b}{4), Rev. AA,
updated on October 15, 2012, has the following deficiencies:

a. The procedure does not establish internal systems that provide for timely and effective identification,
communication, and evaluation of events that may be subject to MDR requirements. For example, the
procedure omits definition of the term “reasonably suggests,” found in 803.20(c}(1). The exclusion of this

definition for this term from the procedure may lead your firm to make an incorrect reportability decision when
gvaluating a complaint that may meet the criteria for reporting under 21 CFR 803.50(a);

b. The procedure does not establish internal systems that provide for imely transmission of compiete medical
device reports. Specifically, the procedure does not address how your firm will submit all information reasonably
known to il for each event;

¢. The procedure does not describe how it will address documentation and record-keeping requirements,
inciuding: '

i. Documentation of adverse eveni related information maintained as MDR event files'
ii. Information that was evaluated fo determine if an event was reportable;

fii. Documentation of the deliberations and decision-making processes used to determine if a device-
related death, serious injury, or malfunction was or was not reportable; and

iv. Systems that ensure access lo information that facllitates imely follow-up and inspection by FDA.

In addition, we have noticed deficlencles In your firm's (Munchen facility) MDR procedure, “(b}{4), Rev. 603.
Specifically, the MDR procedure does not have an effeclive date,

http://www . fda,gov/ICECL/EnforcementActions/WarningLetters/201 5/uem4 79684 . him 6/2/2016
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Pleass note, the MDR procedures at the Munchen and Arvada facilifies include refarences to submilting MDRs
- lo FDA using the following address: FDA, CDRH, Medical Device Reporting, P. O. Box 3002, Rockville, MD
20847-3002. Please note that effective August 14, 2015, MDRs shouid be submitted electronically and paper
submissions will not be accepted, except under speclal circumstances, directed by FDA. For more information
about electronic reporting, please refer to the eMDR website and the eMDR guidance document.
httg:ﬂwww.fda.goﬂForlndustgx!FgAeSubmltterfucm107903.htm

{httg;waw.fda.govaorlndustMEDAeSubmilten‘ucm1 07903 htm}

Our inspection at your Munchen facility also revealed that the Heater Cooler 3T device is adulterated under
section 504(f)(1)(B) of the Act, 21 U.S.C. § 351(f){1)(B), because you do not have an approved applicaticn for
premarket approval (PMA) in effect pursuant {o section 515(a) of the Act, 21 1.8.C. § 360e(a}, or an approved
application for an investigalional device exemption under section 520{(g} of the Act, 21 U.S.C. § 360j(g). The
Healer-Cooler System 3T is also misbranded under section 502(0) the Act, 21 U.S.C. § 352(0), because you
did not notify the agency of your intent fo intraduce the device into commercial distribution as required by

section 510(k) of the Act, 21 U.S.C. § 360(k).

Specifically, your firm distributed the Heater-Cooler System 3T, cleared under K052601, with modified
Instructions for Use (Versions 013 and 014) with respect to the operating, maintaining, cleaning and disinfecting
of the device. Soms of the modifications found in Versions 013 and 014 include: adding more instruction details,
changes to the cleaning/disinfecting process (e.g., chemicals used and amounts used), and expansion to the
process lo include the entire circuit instead of only the tanks. These are significant labeling changes that can
affect the safety or effectiveness of the device, and therefore require a new 510(k} in order to be assured that
appropriate testing and validation of the cleaning/disinfecting protocols have taken place.

For a device requiring premarket approval, the nofification required by section 510(k} of the Act, 21 U.S.C. §
360(k), is deemed satisfied when a PMA is pending before the agency, 21 GFR 807.81(b). The kind of
information you need to submit in order to obtain approval or clearance for the device is described on the

Infernet at;

httg:waw.fda.govJMedicalDevic-as.'DavlceReguIationandGuIdanceJHowtoMarketYourDavlce!defauIt.htm.
[IMedicaiDevices/default.htm)

The FDA will evaluate the information that you submil and decide whether your product may be legally
marketed.

Our inspections also revealed that your firm’s Heater-Cooler System 3T devices are misbranded under section
502()(2) of the Act, 21 U.S.C. § 352(1)(2), in that your firm failed or refused to furnish material or information
respecting the device that Is required by or under seclion 519 of the Act, 21 U.8.C. § 360i, and 21 CFR Part
806 — Medical Devices; Reports of Corrections and Removals. Significant violations include, but are not timited

to, the following:

Failure to submit a written report to FDA of any correction or removal of a device initiated to remedy a violation
of the act caused by the device which may present a risk to health, as required by 21 CGFR 806.10. For
example: A change order was initiated on December 20, 2011, refated to a change consisting of updating the
devices' IFU to Indicate a new cleaning and disinfection procedure. Subsequently, the change was
implemented in the IFU to indicate the use of a water filter and to add Hydrogen Peroxide to the water used in
the devices. A lelter was sent to your custemers notifying them of the new IFU. The letter stated that the
instructions for the device had been updated to assure the user can maintain the cleaniiness of the water in the
device, and that the ‘Updated Instructions for Water Cleanliness’ replaced the previous water cleaning
Instructions for the 3T Heater Cooler. Your firm did not submit a written report to FDA of the correction and
removai, as required by 21 CFR 808,

Given the serious nature of the violations of the Act, the Heater Cooler 3T devices, and other devices

manufactured by your Munchen facility are subject to refusal of admission under section 801(a) of tha Act, 21
U.S.C. § 381(a), in that they appear to be adulterated. As a result, FDA is taking steps to refuse entry of these
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devices into the United States, known as “detention without physical examination,” uniif these violations are
corrected. In order to remove the devices from detention, your firm should provide a written response to this
Warning Letter as described below and correct the violations described in this letter, We will notify you
regarding the adequacy of your firm's response and the nead to re-inspect your firm’s facliity to verlfy that the
appropriate corrections and/or corrective actions have been made.

Also, U.S. federal agencies may be advised of the issuance of Warning Lelters about devices so that they may
take lhis information into account when considering the award of coniracts. Additlonally, premarket approval
applications for Class ll devices lo which the Quality System regulalion deviations are reasonably related will
not be approved unill the viclations have been corrected.

Pleass nofify this office, in writing within fifteen business days from the date you receive this letter, of the
specific steps your firm has taken to correct the noted violations, including an explanation of how your firm
plans to prevent these violations, or similar viotations, from occurring again. include documentation of the
corrections andfor corrective actions {(which must address systemic problems) that your firm has taken. If your
firm’s planned corrections and/or corrective actions will occur over time, please include a timetable for
implementation of those aciivities. If corrections and/or corrective actions cannot be completed within fifteen
business days, state the reason for the delay and the time within which these activilies will be compleled
Please provide a translation of documentation not in English to facilitate our review.

Your firm's response shouid be sent to: Food and Drug Administration, Center for Devices and Radiological
Health, Office of Compliance, Field Inspections Support Branch, White Oak Building 66, Rm 2622, 10803 New
Hampshire Ave., Silver Spring, MD 20993.Refer to CMS case #484629 when replying. If you have any
questions about the contents of this lelter, please contact: Shumaya All, Acling Chief, Forelgn Enforcement
Branch, at feb@fda.hhs.gov (email), or +1 (240) 402-4020 (phone), or +1 (301) 847-8139 (fax).

Finally, you should know that this letter Is not intended to be an all-inclusive list of the violalions at your firm's
facllily. Itls your firm's responsibility to ensure compliance with applicable laws and regulations administered
by FDA. The specific viotations noted in this lstter and in the Inspectional Observations, FDA 483, issued at the
close of the inspection may be symptomatic of serious problems In your firm's manufacturing and quality
management systems. Your firm should investigate and determine the causes of the viotations, and take
prompt actions to correct the violations and bring the products into compliarice.

Sincerely yours,

ISt

CAPT Sean Boyd

Acting Director

Office of Compliance

Center for Devices and
Radiological Health

Cc:

Thierry Dupoux

Vice Prasident of Quality Assurance and Regulatory Affairs
LivaNova {formerly Sorin Group Deutschtand SmbH}
Lindberghslrasse 25

Munchen, 80939

Germany

Carrie Wood

Director

Customer Qualily

LivaNova (formerly Sorin Group UsaA)
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14401 Westh Way
Arvada, CO 80004

More In 2015
{iICECUEnforcemantActions/MWarningLatters/204&/default.htm)

hitp://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/uem479684. htm 6/2/2016




3:17-cv-03045-SEM-TSH #1-3 Pagelofl E-FILED

CIVIL COVER SHEETursday, 23 February, 2017 12:56:44 PM
U.S. Distri%y%ourt, ILCD

_ _ _ g i e of plcadir 2 IETK
The JS 44 civil cover sheet and the information contained herein neither replace nor supﬂcmcm the filing and service of pleadings or ot er papers as require w, except as
provided by local rules of court. This form, approved by the Judicial Conference of the United States in September 1974, is required for the use of the Clerk of Court for the
purpose of initiating the civil docket sheet. (SEE INSTRUCTIONS ON NEXT PAGE OF THIS FORM,)

EdNINSAMRETFES

1544 (Rev. 08/16)

Li?ﬂgﬁ%@:@orin Group Deutschland GMBH, and Sorin Group
USA, Inc.

County of Residence of First Listed Defendant  unknown
(IN U.S. PLAINTIFF CASES ONLY)

IN LAND CONDEMNATION CASES, USE THE LOCATION OF
THE TRACT OF LAND INVOLVED.

(b) County of Residence of First Listed Plaintifft SANGAMON
(EXCEPT IN U.S. PLAINTIFF CASES)
NOTE:

Attorneys (If Known)

GER LA TAN BreTeed s €/ (KIS THEET, DECATUR, ILLINOIS
62523, PHONE NUMBER (217) 423-8081

I1. BASIS OF JURISDICTION (Place an "X in One Box Only) ITI. CITIZENSHIP OF PRIN CIPAL PARTIES (Place an "X in One Box for Plaintff
(For Diversity Cases Only) and One Box for Defendant)
O 1 U.S Government X3 Federal Question PTF  DEF PTF DEF
Plaintiff (U.S. Government Not a Party) Citizen of This State r. 9 O 1 Incorporated or Principal Place a4 04
of Business In This State
0 2 U8 Government 0O 4  Diversity Citizen of Another State 32 O 2 Incorporated and Principal Place as 0ds
Defendant {Indicate Citizenship of Parties in frem 111} of Business In Another State
Citizen or Subject of a a3 0O 3 Foreign Nation a6 Xa
Foreign Country

IV. NATURE OF SUIT (Place an “X" in One Box Only) Click here for: Nature of Suit Code D
L CONTRACT TORTS FORFEITURE/PENALTY BANKRUPTCY oT ]
M 110 Insurance PERSONAL INJURY PERSONAL INJURY |1 625 Drug Related Seizure [ 422 Appeal 28 USC 158 3 375 False Claims Act
O 120 Marine 3 310 Airplane 0 365 Personal Injury - of Property 21 USC 881 |0 423 Withdrawal @ 376 Qui Tam (31 USC
3 130 Miller Act 3 315 Airplane Product Product Liability 3 690 Other 28 USC 157 3729(a))
3 140 Negotiable Instrument Liability 2 367 Health Care/ 3 400 State Reapportionment
O 150 Recovery of Overpayment | 320 Assault, Libel & Pharmaceutical PROPERTY RIGHTS 3 410 Antitrust
& Enforcement of Judgment Slander Personal Injury 3 820 Copyrights 3 430 Banks and Banking
3 151 Medicare Act 0 330 Federal Employers’ Product Liability O 830 Patent 3 450 Commerce
3 152 Recovery of Defaulted Liability 3 368 Asbestos Personal [ 840 Trademark O 460 Deportation
Student Loans O 340 Marine Injury Product O 470 Racketeer Influenced and
(Excludes Veterans) 3 345 Manine Product Liability LABOR SOCIAL SECURITY Corrupt Organizations
M 153 Recovery of Overpayment Liability PERSONAL PROPERTY |7 710 Fair Labor Standards 1 861 HIA (1395fT) M 480 Consumer Credit
of Veteran's Benefits 3 350 Motor Vehicle O 370 Other Fraud Act O 862 Black Lung (923) O 490 Cable/Sat TV
3 160 Stockholders® Suits O 355 Motor Vehicle 0 371 Truth in Lending 3 720 Labor/Management 0 863 DIWC/DIWW (405(g)) | D 850 Sccurities/Commoditics/
O 190 Other Contract Product Liability O 380 Other Personal Relations 0O 864 SSID Title XVI Exchange
M 195 Contract Product Liability | 3 360 Other Personal Property Damage [ 740 Railway Labor Act M 865 RSI (405(g)) M 890 Other Statutory Actions
O 196 Franchise Injury O 385 Property Damage 3 751 Family and Medical O 891 Agricultural Acts
3 362 Personal Injury - Product Liability Leave Act O 893 Environmental Matters
Medical Malpractice 0 790 Other Labor Litigation M 895 Freedom of Information
| REAL PROPERTY CIVIL RIGHTS PRISONER PETITIONS |0 791 Employee Retirement FEDERAL TAX SUITS Act
3 210 Land Condemnation 3 440 Other Civil Rights Habeas Corpus: Income Seeurity Act 3 870 Taxes (U.S. Plainuff J 896 Arbitration
3 220 Foreclosure 3 441 Voting O 463 Alien Detainee or Defendant) 3 899 Administrative Procedure
0 230 Rent Lease & Ejectment 3 442 Employment O 510 Motions to Vacate 0 871 IRS—Third Party Act/Review or Appeal of
0 240 Torts to Land 3 443 Housing/ Sentence 26 USC 7609 Agency Decision
[ 245 Tort Product Liability Accommodations 0 530 General 3 950 Constitwtionality of
3 290 All Other Real Property 0 445 Amer. w/Disabilities - | 3 535 Death Penalty IMMIGRATION State Statutes
Employment Other: M 462 Naturalization Application
M 446 Amer. w/Disabilities - | 7 540 Mandamus & Other |17 465 Other Immigration
Other 0 550 Civil Rights Actions
O 448 Education 3 555 Prison Condition
O 560 Civil Detainee -
Conditions of
Confinement

V. ORIGIN Ptace an "X in One Box Only)

p. @ Original 0 2 Removed from O 3  Remanded from 3 4 Reinstated or O 5 Transferred from O 6 Multidistrict 0 8 Multdistrict
Proceeding State Court Appellate Court Reopened Another District Litigation - Litigation -
(specify) Transfer Direct File

Cite the U.S. Civil Statute under which you are filing (Do not cite jurisdictional statutes unless diversity):
28 U.S.C. § 1332

Brief description of cause: .
Defective Pharmaceutical Device

VI. CAUSE OF ACTION

VII. REQUESTED IN 0 CHECK IF THIS IS A CLASS ACTION DEMAND § CHECK YES only if demanded in complaint:
COMPLAINT: UNDER RULE 23, FR.Cv.P. 9 JURY) DEMAND: M Yes O No
VIIL RELATED CASE(S) '
(See instructions).
IF ANY ‘ JUDGE DOCKET NUMBER

DATE

SIGNATURE OF ATTORNEY OF RECORD.~ ‘ /
Gary F. Geisler T FZ {
#

APPLYING IFP

FOR OFFICE USE ONLY

RECEIPT # AMOUNT JUDGE MAG. JUDGE



