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COMPREHENSIVE INTRA-
OPERATIVE SYSTEMS, INC.;
MICHAEL “MIC” McGRATH,
individually and d/b/a
COMPREHENSIVE INTRA-
OPERATIVE SYSTEMS, INC.;

DAVID TYSON;

INTERNATIONAL IMPLANTS, LLC;
WILLIAM CROWDER, individually and
d/b/a CROWDER MACHINE & TOOL
SHOP;

CROWDER MACHINE & TOOL SHOP;
PAUL RANDALL,

JACK AKMAKJIAN, M.D., individually
and d/b/a AKMAKJIAN SPINE AND
GENERAL ORTHOPEDICS CENTER,
INC,;

G. SUNNY UPPAL, M.D;

KHALID AHMED, M.D.; and

DOES 1 through 200,

Defendants.
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On information and belief, Plaintiff alleges as follows:
I. OVERVIEW

1. On February 21, 2014, the U.S. Department of Justice announced that Defendant
MICHAEL D. DROBOT (hereinafter “DROBOT”) had entered into a plea agreement in which he
admitted running a sophisticated fraud scheme involving the payment of kickbacks to doctors,
chiropractors and others who referred patients to Defendant HEALTHSMART PACIFIC, INC.
D/B/A PACIFIC HOSPITAL OF LONG BEACH (HEREINAFTER “PACIFIC HOSPITAL”) for
spinal fusion surgeries and other procedures. The kickbacks added up to tens of millions of dollars
and were derived as part of an even larger overarching conspiracy to bilk insurance companies and
individuals out of over $500 million, over a five year period, through the submission fraudulent
bills for spinal fusion surgeries. This was just the tip of the iceberg — as the conspiratorial plot to
secure fraudulent profits involved a much wider network of participants — and included a plan to
manufacture, distribute, sell and implant counterfeit medical devices used in spinal fusion surgeries
of patients.

2. At all times herein relevant Plaintiff MARY CAVALIERI (hereafter
“CAVALIERI”) was a patient of Defendant KHALID AHMED, M.D. (hereinafter “AHMED?”), an
orthopedic surgeon specializing in spinal fusion surgery. Unbeknownst to CALVALIERI,
AHMED was a major participant in the conspiracy — a surgeon whose selection of hospitals and
implantable spinal fixation devices was influenced by the payment of monetary kickbacks.

3. CAVALIERI underwent two separate lumbar fusion procedures, referred to as
“360” or “anterior/posterior lumbar fusion,” fusing the back and front of the spine at two levels.

4, On or about June 26, 2010, CAVALIERI underwent the anterior lumbar interbody
fusion (*“ALIF”) procedure at Defendant PACIFIC HOSPITAL, which was owned and operated by
DROBOT, with AHMED performing the surgery. On information and belief, AHMED selected
PACIFIC HOSPITAL as the location of the surgery to receive a kickback of an undisclosed
amount paid by or on behalf of Defendants DROBOT and PACIFIC HOSPITAL. In doing so,
AHMED agreed to use certain implantable spinal fixation devices supplied to PACIFIC
HOSPITAL through DROBOT’s “sham” distributorship of implantable medical devices,
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Defendant INTERNATIONAL IMPLANTS, LLC (hereinafter “I1”). 1l and PACIFIC HOSPITAL
regularly obtained implantable spinal fixation devices from Defendant SPINAL SOLUTIONS,
LLC (hereinafter “SS”), a distributor of medical devices that also manufactured and distributed
false, fraudulent, fake, counterfeit, non-FDA approved “knock-off” implantable spinal fixation
devices, including screws, rods and interbody cages that were produced in a machine shop in
Temecula, California.

5. Three months after the ALIF procedure, on or about September 18, 2010,
CAVALIERI underwent the posterior lumbar interbody fusion (“PLIF”) procedure at PACIFIC
HOSPITAL with AHMED again performing the surgery. AHMED selected PACIFIC HOSPITAL
as the location of the second procedure to receive a second kickback of an undisclosed amount paid
by or on behalf of Defendants DROBOT and PACIFIC HOSPITAL. In doing so, AHMED again
agreed to use implantable spinal fixation devices supplied to PACIFIC HOSPITAL through I1.

6. Due to complications associated with the spinal implants from the first two spinal
fusion procedures, CAVALIERI had a third procedure to surgically remove her posterior spinal
implants. This procedure was performed by Duncan Q. McBride, M.D. at UCLA medical center.
CAVALIERI did not have the two cages implanted into her spine removed or “explanted,” as it
would necessarily reverse the fusion, requiring a refusion procedure, and she was advised that there
is substantial risk associated with removing or explanting the interbody cages, including death.

7. CAVALIERI is among thousands of spinal fusion surgery patients in Southern
California and elsewhere who had such counterfeit, non-FDA approved medical devices implanted
into their bodies as a consequence of the systematic pattern of fraud and deceit carried on by
Defendants. With respect to CAVALIERI’s surgeries, SS supplied implantable spinal fixation
hardware.

8. This lawsuit is brought by CAVALIERI in an effort to stop the prevalent fraud and
abuse in our healthcare system by certain doctors, hospitals, marketers, and medical device
distributors who willfully engaged in fraudulent activity with a conscious disregard for the health,
safety, and well-being of individuals in need of medical care, including Plaintiff, in order to

promote their own financial gain. She also brings this lawsuit to seek damages for the implantation
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of foreign objects which were surgically implanted into her spine in the course of her spinal fusion
surgeries at PACIFIC HOSPITAL.

9. At the center of the scheme was a systematic pattern of fraud and deceit fueled by
the payment of illegal kickbacks, which were in turn derived from illegal profits generated by the
fraudulent inflation of health care charges billed to insurers and individuals for the cost of
implantable spinal fixation devices used in spinal fusion surgeries.

10. In furtherance of the conspiratorial scheme to unlawfully profit from spinal fusion
surgeries, Defendants, and each of them, conspired with and/or aided and abetted one another in
connection with the manufacture, distribution, sale and use of counterfeit, non-FDA approved
spinal fusion hardware that was implanted into the bodies of patients, including Plaintiff, without

their knowledge and consent.
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11.  As a legal result of the concerted wrongful acts of each of the Defendants,
CAVALIERI suffered the injuries and damages hereinafter set forth.
Il. JURISDICTION AND VENUE

12. This Court has jurisdiction over the entire action because this is a civil action where
the matter in controversy, exclusive of interest and costs, exceeds the jurisdictional minimum of the
Court. The conspiracy to defraud insurance companies that led to the implantation of foreign
objects into the body of Plaintiff occurred in or about the County of Los Angeles, State of
California.

13.  Venue is proper in the County of Los Angeles because the events giving rise to
Plaintiff’s claims and/or the injuries sustained by Plaintiff arise from tortious acts and/or omissions,
which occurred in the County of Los Angeles, State of California and at least one defendant resides
in the County of Los Angeles.

I1l. PARTIES
A Plaintiffs

14. CAVALIERI is an individual who, at all times herein relevant, was a resident of
Glendora, County of Los Angeles, California.

B. Defendants

1. The Hospital and Hospital Related Defendants

a. Pacific Hospital
15. Defendant PACIFIC HOSPITAL was, at all times herein relevant, a California
corporation with its principal place of business in the County of Los Angeles, at 2776 Pacific
Avenue, Long Beach, California. PACIFIC HOSPITAL is a for-profit hospital that specialized in
surgeries, particularly spinal and orthopedic surgeries, and has been one of the most prolific in
performing spinal fusion surgeries during the past decade.
b. Michael D. Drobot
16. DROBOT was a resident of the City of Newport Beach, County of Orange,
California and owned, controlled, and managed PACIFIC HOSPITAL. DROBOT purchased the

hospital in 1997 and immediately shifted its focus to spinal care for workers’ compensation
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patients.
C. Tri-City Hospital
17.  Atall times herein relevant, Defendant GARDENS REGIONAL HOSPITAL AND
MEDICAL CENTER INC. d/b/a TRI-CITY REGIONAL MEDICAL CENTER (hereinafter “TRI-
CITY”) was and is a hospital located in the County of Los Angeles, at 21530 Pioneer Boulevard,
Hawaiian Gardens, California.
d. Riverside Hospital
18. Defendant RIVERSIDE COMMUNITY HOSPITAL (hereinafter “RIVERSIDE”)
is, and at all times relevant was, a hospital located in the County of Riverside, at 4445 Magnolia
Avenue, Riverside, California. RIVERSIDE conducts approximately 10,000 inpatient and
outpatient surgeries per year, including spinal fusion surgeries.
e. Parkview Hospital
19. Defendant PARKVIEW COMMUNITY HOSPITAL MEDICAL CENTER, INC.
(hereinafter “PARKVIEW?”) is a 193-bed hospital located and doing business in the County of
Riverside, at 3865 Jackson Street, Riverside, California.
f. St. Bernardine Hospital
20. Defendant ST. BERNARDINE MEDICAL CENTER (hereinafter “ST.
BERNARDINE”) is a hospital located and doing business in the County of San Bernardino, at
2101 N. Waterman Avenue, San Bernardino, California. ST. BERNARDINE is part of Dignity
Health, one of the largest hospital providers in the country and the largest hospital system in the
State of California.
g. Doe Hospital and Hospital-Related Defendants
21. Plaintiff is ignorant of the names and capacities of additional hospital and hospital-
related defendants sued herein as DOES 1 through 25, inclusive, and therefore sue such Defendants
by fictitious names pursuant to California Code of Civil Procedure section 474. Plaintiff will
amend this Complaint to allege the true names and capacities of the fictitiously named Defendants

once they are ascertained.

COMPLAINT 5




© 00O N o o B~ wWw N PP

N N DD N D DD DD DD DN P PR, R R, PPk
co N o ot A W N PP O ©O 0N OO o~ w NN+, O

2. The Distributor and Distributor-Related Defendants

a. Spinal Solutions, LLC
22.  Atall times relevant, SS was a medical-implant distributorship owned and operated
by Defendant ROGER WILLIAMS and his then-wife, Defendant MARY SISLER WILLIAMS.
Defendant SS was located and doing business in the County of Riverside, at 26157 Jefferson
Avenue, Murrieta, California. SS is also a manufacturer defendant.
b. Orthopedic Alliance, LLC
23. Defendant ORTHOPEDIC ALLIANCE, LLC (hereinafter “OA”) was, at all times
herein relevant, another orthopedic device/implant distributorship owned and operated by
Defendant ROGER WILLIAMS and his then-wife, Defendant MARY SISLER WILLIAMS,
located at 26157 Jefferson Avenue, Murrieta, California. OA was a subsidiary of SS, operating at
the same facility with the same staff, officers, directors, managers, and inventory. OA is also a
manufacturer defendant.
C. Roger Williams
24. Defendant ROGER WILLIAMS (hereinafter “WILLIAMS”) is an individual who,
at all times herein relevant, resided in the County of Riverside, State of California.
d. Jeffrey Fields
25. At all times herein mentioned, Defendant JEFFREY FIELDS (hereinafter
“FIELDS”) was an individual residing in the County of Riverside, California. At all times herein
relevant, FIELDS was the Operations Manager of SS and OA.
e. Mary Sisler Williams
26. Defendant MARY SISLER WILLIAMS (hereinafter “MSW”) was an individual
who at all times relevant was the wife of Defendant WILLIAMS and resided in the County of
Riverside, California.
f. Comprehensive Intra-Operative Services, Inc.
217. Defendant COMPREHENSIVE INTRA-OPERATIVE SYSTEMS, INC.
(hereinafter “C.1.0.S.”) was at all times relevant a “marketer” and/or distributor of medical services

and/or implantable spinal fixation devices doing business as a sole proprietorship, corporation, or
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other legal entity in the County of Riverside, California.
g. Michael “Mic” McGrath
28. Defendant MICHAEL “MIC” McGRATH (hereinafter “McGRATH”) was at all
times relevant an individual residing in the County of Riverside, California. McGrath owned,
operated, and/or controlled Defendant C.1.O.S. with respect to the acts and/or omissions hereinafter
set forth. MCcGRATH also acted as a “marketer” for TRI-CITY and PACIFIC HOSPITAL
through his *“sham” distributorship C.1.O.S. for SS, paying kickbacks to spinal surgeons in
exchange for the referral of patients. He is both a distributor and marketer defendant.
h. David Tyson
29. Defendant DAVID TYSON (hereinafter “TYSON”) was at all times relevant an
individual residing in the City of Riverside, County of Riverside, California. TYSON was a sales
representative and technician for Defendants SS and C.1.0.S., and was involved in the sale of the
purported implantable hardware.
I. International Implants, LLC
30. Defendant INTERNATIONAL IMPLANTS, LLC (hereinafter “I1”) was at all times
relevant located at 20377 SW Acacia St., Suite 110, Newport Beach California. 1l was a “sham
distributorship” owned and operated by DROBOT to falsely inflate the cost of implantable
hardware on bills submitted to insurers.
] Doe Distributor and Distributor-Related Defendants
31. Plaintiff is ignorant of the names and capacities of additional distributors and
distributor-related defendants sued herein as DOES 26 through 50, inclusive, and therefore sue
such Defendants by fictitious names pursuant to California Code of Civil Procedure section 474.
Plaintiff will amend this Complaint to allege the true names and capacities of the fictitiously named
Defendants once they are ascertained.

3. The Manufacturer and Manufacturer-Related Defendants

a. William Crowder
32. At all times herein relevant, Defendant WILLIAM CROWDER (hereinafter

“CROWDER”) was and is an individual residing in the County of Riverside, California who owns
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and operates a machine shop doing business as CROWDER MACHINE & TOOL SHOP
(hereinafter “CROWDER MTS”) in Temecula, California.
b. Crowder Machine & Tool Shop
33. At all times herein relevant, Defendant CROWDER MTS was at all times relevant
located at 43339 Business Park Drive, Temecula, California. The machine shop was owned and
operated by CROWDER.
C. Doe Manufacturer and Manufacturer-Related Defendants
34, Plaintiff is ignorant of the names and capacities of additional manufacturers and
manufacturer-related defendants sued herein as DOES 51 through 75, inclusive, and therefore sue
such Defendants by fictitious names pursuant to California Code of Civil Procedure section 474.
Plaintiff will amend this Complaint to allege the true names and capacities of the fictitiously named
Defendants once they are ascertained.

4. The Marketer Defendants

a. Paul Randall
35. At all times herein relevant, Defendant PAUL RANDALL (hereinafter
“RANDALL”) was and is an individual residing in the City and County of Orange, California.
Defendant RANDALL recruited a network of loyal doctors and chiropractors who would refer
spinal cases to Defendant Hospitals in exchange for illegal kickbacks, paying chiropractors and
physicians kickbacks of approximately $15,000 each for a spinal fusion referral. RANDALL also,
at various times, acted as a distributor of various medical devices, including, but not limited to,
implantable spinal fixation devices.
b. Doe Marketer Defendants
36. Plaintiff is ignorant of the names and capacities of additional marketer defendants
sued herein as DOES 76 through 100, inclusive, and therefore sue such Defendants by fictitious
names pursuant to California Code of Civil Procedure section 474. Plaintiff will amend this
Complaint to allege the true names and capacities of the fictitiously named Defendants once they

are ascertained.
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5. The Doctor Defendants

a. Jack Akmakjian, M.D.

37. Defendant JACK AKMAKJIAN, M.D. (hereinafter “AKMAKJIAN”) is a spinal
surgeon performing surgeries in various hospitals throughout Southern California, including
PARKVIEW, TRI-CITY, RCH and PACIFIC HOSPITAL. His principal place of business is
located in the City of Riverside, County of Riverside, California. AKMAKJIAN owns and
operates ASGOC, which has a principal place of business located in the City of Riverside, County
of Riverside, California.

b. Gurvinder “Sunny” Uppal, M.D.

38. Defendant GURVINDER “SUNNY” UPPAL, M.D. (hereinafter “UPPAL”) is a
spinal surgeon performing surgeries in the Southern California region. His principal place of
business is located in the City of Riverside, County of Riverside, California.

C. Khalid Ahmed, M.D.

39. Defendant AHMED is a spinal surgeon performing surgeries in the Southern
California region and is the owner and operator of Khalid B. Ahmed Medical Corporation.
AHMED’s principal place of business is located in Pico Rivera, Los Angeles County,
California.

d. Doe Doctor Defendants

40.  Plaintiff is ignorant of the names and capacities of additional Defendant
Doctors sued herein as DOES 101 through 150, inclusive, and therefore sue such
Defendants by fictitious names pursuant to California Code of Civil Procedure section 474.
Plaintiff will amend this Complaint to allege the true names and capacities of the
fictitiously named Defendants once they are ascertained.

C. Doe Defendants

41.  The true names and capacities, whether individual, corporate, associate or
otherwise, of Defendants DOES 1 through 200, inclusive, and each of them, are currently unknown
to Plaintiff who therefore sues such defendants by such fictitious names and capacities. Plaintiff is

informed and believes, and thereupon alleges, that each fictitiously named defendant, whether
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acting for itself or as an agent, corporation, association, or otherwise, is liable herein. While at this
time Plaintiff is unaware of the true names and capacities of the DOE Defendants, Plaintiff will
amend this complaint to show the true names of each when then same has been ascertained.

IV. AGENCY AND CONCERT OF ACTION

42.  Atall times herein mentioned, Defendants and/or DOES 1 through 200, and each of
them, hereinabove, were the agents, servants, employees, partners, aiders and abettors, co-
conspirators, and/or joint venturers of each of the other Defendants named herein and were at all
times operating and acting within the purpose and scope of said agency, service, employment,
partnership, enterprise, conspiracy, and/or joint venture, and each Defendant has ratified and
approved the acts of each of the remaining Defendants. Each of the Defendants aided and abetted,
encouraged, and rendered substantial assistance to the other Defendants in wrongfully causing
injury and damage to Plaintiffs, as alleged herein. In taking action to aid and abet and substantially
assist the commission of these wrongful acts and other wrongdoings complained of, as alleged
herein, each of the Defendants acted with an awareness of his/her/its primary wrongdoing and
realized that his/her/its conduct would substantially assist the accomplishment of the wrongful
conduct, wrongful goals, and wrongdoing.

43. Plaintiff is informed and believes, and thereupon alleges, that Defendants and each
of the DOE Defendants are in some manner, responsible for the events and happenings herein set
forth and proximately caused injury and damages to the Plaintiff as herein alleged.

V. FEACTUAL BACKGROUND OF THE FRADULENT SCHEME

A. Spinal Fusion Surgery

44, Spinal fusion is major surgery to join or fuse two or more vertebrae to prevent
movement between the vertebrae. The surgery can be performed either through an incision in the
back, the abdomen, or a combination of both. In many cases, spinal fusion procedures involve the
implantation of a number of different metal spinal fixation devices, including but not limited to
plates, screws, rods, screw caps, and interbody cages, used to hold the vertebrae together until new

bone grows between them.
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As a result of the intrusive nature of the operation, the surgical hardware cannot be removed
without reversing the fusion and without significant risk of death or injury to the patient.

B. Defendants Fraudulently Inflate Medical Bills to Increase Financial Gains

45, Enacted in or around 2002, California Labor Code Section 5318 was intended by the
California State Legislature to be a “pass-through” provision requiring workers’ compensation
carriers in California to pay 100% of a hospital’s documented cost of implantable hardware
used in spinal fusion surgeries, plus $250. After the enactment of the legislation, the profits made
by manufacturers, distributors and hospitals soared, largely due to the exploitation of the
legislation, the creation of “sham” distributorships, and the inflation of the documented cost of
hardware through false and fraudulent invoices and bills. The legislation allowed DROBOT and
his hospitals and co-conspirators to force the carriers and others to pay whatever artificial,
fraudulent sum was listed on the bills. To accomplish this, DROBOT and others bribed and
influenced legislators in Sacramento to pass such legislation as fully set forth in Section V.H. of
this complaint.

46. At each stage between manufacture and implantation, the single pedicle screw
would be astronomically marked up. For example, a legitimate screw would cost $300 to $500
wholesale, or if counterfeit, it would cost roughly $65 but would be listed on a hospital bill

submitted to an insurance company at a cost of over $12,000.
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Attached as Exhibit 1, and incorporated herein, are true and correct copies of a series of bills and
invoices relating to a single surgery that occurred at TRI-CITY, identified as “James B.”

C. The Conspiratorial Scheme is Fueled By the Payment of Kickbacks

47.  With the lucrative profits garnered though the conspiracy to defraud carriers,
Defendant Hospitals sought to increase their number of spinal fusion surgeries and recruited the
assistance of distributors to maximize profit. With the staggering profit made from the illegal
scheme, the Hospital Defendants and Distributor Defendants entered into contracts with the
Marketer Defendants to pay spinal surgeons and others illegal kickbacks to perform surgeries at
Hospital Defendants’ facilities through sham consulting agreements. Attached are true and correct
copies of a sample marketing agreement and a sample consulting agreement as Exhibit 2 and
Exhibit 3, respectively, and incorporated herein. These illegal kickbacks were funneled through
the conspiracy and paid for by the inflated hardware bills.

48.  As an example of the money paid to the Marketer Defendants to draw spinal fusion
surgeries to the hospitals, TRI-CITY paid RANDALL more than $3.2 million to perform

“marketing” services involving unlawfully capping, running and steering spinal surgery patients
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and doctors to TRI-CITY between 2008 and 2011. As of August 2011, RANDALL entered into a
$100,000 per month agreement with DROBOT and PACIFIC HOSPITAL to cap, run and/or steer
patients and doctors to PACIFIC HOSPITAL, so that DROBOT, by and through his wholly owned
“sham” distributorship, Defendant II, could artificially and falsely increase the cost of the
implantable hardware. PACIFIC HOSPITAL would then prepare a false or fraudulent bill,
showing the fraudulently increased cost for the spinal hardware, all to defraud insurance companies
out of insurance benefits.

49.  As a further example, McGRATH owned and operated C.1.O.S. as a “sham”
distributorship, which sold and distributed implantable spinal fixation devices for SS and OA, and
served as a “marketer” for both TRI-CITY and PACIFIC HOSPITAL. McGRATH profited from
this conspiracy to defraud insurance carriers as a distributor of implantable spinal fixation devices,
paying kickbacks to surgeons, including, but not limited to, AKMAKJIAN and UPPAL, in
exchange for them designating C.1.0.S. supplied implantable hardware for use in spinal fusion
surgeries. At the same time, McGRATH profited as a hospital “marketer” where he was highly
compensated for engaging in prohibited capping, running, and steering for hospitals and paying
spinal surgeons and others kickbacks for the referral of spinal surgeries to the hospital.

50. The Hospital Defendants also paid kickbacks to health care professionals other than
spinal surgeons, including chiropractors and other medical doctors involved in MD/DC or
“multidisciplinary” clinics, often operating as “sham” medical corporations, in exchange for the
referral of potential surgical candidates in which implantable spinal hardware would be required.

51. The Doctor Defendants were regularly paid kickbacks by the Hospital Defendants
through the Marketer Defendants in exchange for the referral of surgeries to the hospitals, with the
marketers and hospitals paying the surgeons as much as $15,000 per surgery performed. Such
kickback activity was intended to: influence medical decision making; incentivize surgeons to
classify patients as surgical candidates; influence the medical decision on the number of vertebral
levels to be fused; influence the medical decision to use implantable spinal hardware, as well as the
selection of the specific implantable fixation devices; influence the medical decision on the specific

type of procedure for stabilization of the spine; and influence the medical decision as to whether
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extraction of implanted hardware is required, among other medical decisions. Under this
fraudulent scheme and conspiracy, it was axiomatic that the greater the number of procedures
performed, the more the Defendant Doctor would be paid in illegal kickbacks, and the more profit
all co-conspirators would derive from the illegal billing scheme.

52. The Doctor Defendants were also paid kickbacks by the Distributor Defendants, to
ensure the selection of implantable spinal fixation devices distributed by Defendant Distributors,
including those implantable spinal fixation devices which were counterfeit, non-FDA approved
“knock-offs.” The kickbacks were paid by the Distributor Defendants specifically to influence the
medical decision making of the spinal surgeons and to induce them to select and use products
distributed by the Distributor Defendants.

53.  Such kickbacks took different forms, including the payment of cash, the purchase of
valuable coins, “sham” consulting agreements, the purchase of sports memorabilia, the
“entertainment” by prostitute sand air travel, all of which was and is prohibited by federal and state
laws. For example, WILLIAMS leased or owned a number of airplanes which were used to
provide travel and entertainment, free of charge, to various spinal surgeons, including, but not
limited to the Doctor Defendants. Flight logs from November 2006 to September 2011, prepared
and maintained by pilots paid by WILLIAMS and SS/OA, show that flights were provided to a
large number of spinal surgeons, including the Defendant Doctors, and transported medical devices
and/or instruments, cash, and prostitutes or other “adult entertainers” for the spinal surgeons’
enjoyment. Attached as Exhibit 4 and incorporated herein are true and correct copies of excerpts

from flight logs kept by SS pilots.
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54. At all times relevant, the payment of prohibited kickbacks, which were paid as
rebates, refunds, commissions, preferences, patronage dividends, discounts, or other consideration,
whether in the form of money or otherwise, were paid by the Hospital Defendants, Distributor
Defendants, and Marketer Defendants to ensure the flow of spinal fusion surgery patients, all in
furtherance of the conspiracy to defraud insurance carriers.

55. At all times relevant, Defendants, and each of them, knew that the payment of
kickbacks was, and is, an activity prohibited by state and federal laws to prevent corruption of the
medical profession and ensure that medical decisions were in the best interests of patients,
unimpaired and free from the influence of the payment of money.

56. Notwithstanding such knowledge, Defendants knowingly and willingly engaged in
the payment or acceptance of kickbacks in various forms, or simply turned a “blind-eye” to such
activity, knowing that such payment was intended to influence the care and treatment of patients,
whose health, safety and well-being were subordinated to the Defendants’ interest in financial gain.
In addition, each Defendant engaging in the conspiracy alleged herein knew that the payment of
prohibited kickbacks cemented the participants to the conspiracy, subjecting them to extortion or
blackmail vis-a-vis licensure, professional and community reputation and standing, and
professional, personal and family relationships.

57. The Distributor Defendants and Hospital Defendants attempted to disguise or
conceal kickback as payments for “consulting services.” The Distributor Defendants and Hospital
Defendants created false and fraudulent consulting agreements which paid spinal surgeons
kickbacks in exchange for using SS or OA distributed product and/or for using specific hospitals
without the spinal surgeons performing any of the purported duties of the consulting agreements.

58. To accomplish the goal of the conspiracy, to prepare and present false claims to
insurers in connection with the implantable hardware, Defendants, and each of them, made material
misrepresentations of fact to insurers, patients, the FDA and others, concealing from them
information relating to the conspiracy, including the existence of the kickbacks paid, as herein
alleged, and/or that they were participating in a conspiracy to fraudulently inflate the cost of

implantable hardware in connection with spinal fusion surgeries.
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D. Inflated Billing and Kickbacks Incentivized Defendants to Perform More Surgeries

59.  Asaresult of the payment of kickbacks and financial greed, as well the existence of
California Labor Code section 5318 and the scheme to fraudulently inflate the cost of implantable
medical devices used in spinal fusion surgeries, the Hospital Defendants experienced a tremendous
increase in the number of spinal fusions performed, indicative of money influencing medical
decision making.

60. In 1998, spinal fusion surgery was the thirty-seventh most common surgery in the
United States. After the enactment of Labor Code section 5318 in California, and by 2008, spinal
fusion surgery had become the sixteenth most common surgery, costing $10 billion per year.

61. DROBOT acquired PACIFIC HOSPITAL in 1997 and, by 1998, began entering
into agreements with doctors, chiropractors, and marketers to induce them to perform spinal
surgeries at hospitals owned and/or controlled by DROBOT in exchange for kickbacks. In the year
before DROBOT acquired PACIFIC HOSPITAL, only 162 spinal fusion surgeries were performed
at that location. In the year after DROBOT acquired PACIFIC HOSPITAL, that figure increased
almost threefold, to 477 spinal fusion surgeries. Between 2001 and 2010, no fewer than 5,138
spinal fusion surgeries were performed on workers’ compensation patients at PACIFIC
HOSPITAL. For those surgeries, PACIFIC HOSPITAL billed approximately $533 million - three
times as much as any other hospital in California for the same period of time, including
significantly larger hospitals and major medical centers.

62.  TRI-CITY paralleled this growth. In 2007, TRI-CITY had only $3 million in
revenue from spinal fusion surgeries performed. As a result of its active participation in the
unlawful scheme described herein, however, that figure had risen to $65 million by 2010.

63. By approximately 2005 and largely due to Labor Code section 5318, the Hospital
Defendants had increased spinal fusion surgery profits by inflating bills and luring surgeries
through kickbacks. In an effort to increase profits and/or financial gains even more, the conspiracy
turned to even more illegal and egregious actions — namely counterfeiting medical devices.

111
111
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E. Counterfeit Hardware Devices Become A By-Product Of The Kickback And
Overbilling Scheme

64. At all times herein relevant, Defendants, and each of them, knew that all
implantable spinal fixation devices used in spinal fusion surgeries required the approval of the
FDA to assure their safety and effectiveness. Furthermore, they knew that the act of placing an
object of unknown origin or provenance in the body of a patient exposed the patient to an
unreasonable risk of harm and is inappropriate, unsafe, unethical, illegal, and below standard
practice. Each Defendant had an obligation, responsibility, and/or duty to exercise due diligence in
determining the origin and provenance of each implantable device which was to be placed into a
patient’s body and that such device had FDA approval. At all times herein relevant the
Defendants, and each of them, knew that the health, safety and well-being of the patient were
paramount to any other interest.

65. In furtherance of the conspiracy to defraud insurance carriers and to further increase
profits from spinal fusion surgeries requiring implantable spinal fixation devices, Defendants
manufactured, distributed, sold, purchased, and/or implanted counterfeit, non-FDA approved,
“knock-off” spinal fixation implant devices, including, but not limited to pedicle screws, rods and
cages.

66. From approximately 2005 and continuing until at least mid-2011, the Manufacturer
Defendants knowingly manufactured and mass-produced for commercial distribution false,
fraudulent, fake, counterfeit, and non-FDA approved “knock-off” medical devices at the request,
direction, and control of SS, OA, WILLIAMS, MSW, and FIELDS. In manufacturing such
devices, no controls were put in place by the Manufacturer Defendants to ensure that such devices
were safe and effective for implantation into human patients, such as Plaintiff. The devices and
packaging produced by the Manufacturer Defendants were “designed” and intended to give the
appearance of being authentic, FDA-approved spinal fixation devices from FDA qualified
manufacturers of medical devices.

111
111
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67.

CROWDER, at the direction, request, and control of WILLIAMS, MSW, FIELDS,

SS, and OA, attempted to copy and/or counterfeit authentic FDA-approved product, including but

not limited to those manufactured by U&I Corporation and by Ortho Sol Development (Pty) Ltd.

Attached hereto as Exhibit 5, and incorporated herein, are true and correct copies of drawings for a

“Multi-Axial Screw” and a “Rod Holder, Pedicle Screw System” prepared at the direction of

WILLIAMS to imitate Ortho Sol’s “Blue & Gold” product line.

68.

Representatives from U&I Corporation and Ortho Sol Development (Pty) Ltd. have

confirmed that samples of the product and packaging of supposed implantable spinal fixation

products bearing their logo and trade name supplied by the Distributor Defendants are not genuine

or authentic but are in fact counterfeit “knock-offs.” A true and correct copy of an email from
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President and CEO Richard Walker of Ortho Sol Development (Pty) Ltd. is attached as Exhibit 6,

and is incorporated herein.

69.  The Manufacturer Defendants sold such devices to the Distributor Defendants at a
fraction of the cost of genuine product. Attached hereto as Exhibit 7 and incorporated herein are
two exemplar invoices from CROWDER MTS.

111
111
111
111
111
111
111

COMPLAINT 20




© 00O N o o B~ wWw N PP

N N DD N D DD DD DD DN P PR, R R, PPk
co N o ot A W N PP O ©O 0N OO o~ w NN+, O

70. The Distributor Defendants, including SS, OA, WILLIAMS, and MSW, engaged in
such counterfeiting activity in furtherance of the conspiracy, including paying the Marketer
Defendants to “market” the counterfeit, non-FDA approved implantable hardware to the Doctor
Defendants, and to the Hospital Defendants, through the use of financial incentives, such as
kickbacks. As the hardware passed from the Manufacturer Defendants to the Distributor
Defendants to the Hospital Defendants the cost of the counterfeit hardware rose exponentially.

111
111
111
111
111
111
111
111
111

COMPLAINT 21




© 00O N o o B~ wWw N PP

N N DD N D DD DD DD DN P PR, R R, PPk
co N o ot A W N PP O ©O 0N OO o~ w NN+, O

71. The false, fraudulent, fake, counterfeit, and non-FDA approved, “knock-off”
medical devices were manufactured, distributed, sold, purchased, and ultimately implanted into
thousands of patients, including Plaintiff, by Defendants, and each of them, in furtherance of the
conspiracy, and in a conscious disregard for the health, safety and well-being of the patients. At all
times relevant, Defendants, and each of them, knowingly participated in the scheme to defraud
insurance carriers and engaged in this egregious, oppressive, malicious, and fraudulent conduct for
their own financial gain by betraying the inherent trust of an exploitable patient population.

72. At all times herein relevant, the Defendant Hospitals knowingly and willingly
entered into agreements with the Distributor Defendants, Marketer Defendants, and/or Doctor
Defendants for the purchase of counterfeit, non-FDA approved implantable spinal fixation
hardware. The Hospital Defendants readily accepted the surgical hardware, without any due

diligence into the origin or provenance of the devices. In light of the conspiracy to defraud
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insurers, the Hospital Defendants knowingly and willingly turned a “blind-eye” to any product that
was received from the Distributor Defendants. The Hospital Defendants accepted the counterfeit,
non-FDA approved “knock-off” spinal implants with the sole intent to fraudulently inflate the cost
so that false billing statements could be prepared and submitted to insurers. At all times herein
relevant, the safety and effectiveness of the material supplied by the Distributor Defendants was of
no concern to the Hospital Defendants. Defendants acted with a conscious disregard for the health,
safety and well-being of patients.

73. At all times herein relevant, Doctor Defendants and Hospital Defendants were
responsible for the selection of medical devices to be used in connection with spinal fusion
surgeries performed by Doctor Defendants at Hospital Defendants, including implantable spinal
fixation hardware, such as screws, rods, cages, screw caps and connectors. In selecting
implantable hardware or devices to be used in connection with spinal fusion surgeries, Doctor
Defendants and Hospital Defendants were required by law to exercise due diligence in determining
the origin or provenance of the medical devices to be implanted in patients and were, at all times,
fully aware that their decision to use specific implantable hardware was required to be based on the
best medical interests of the patient and that the decision was to be made free from the influence of
improper inducements, such as rebates, refunds, commissions, preferences, patronage dividends,
discounts, or other consideration.

74. At all times herein relevant, the Hospital Defendants knew, or should have known
through reasonable inspection and due diligence, that the implantable spinal fixation devices
designated by the Doctor Defendants and distributed through the Distributor Defendants were
counterfeit, non-FDA approved “knock-offs.” Yet the Hospital Defendants allowed the Doctor
Defendants to use such implantable hardware in spinal fusion surgeries so that they would be able
to submit false and fraudulent billings to insurers and other payers, in accordance with the
conspiracy.

75. At all times relevant, Hospital Defendants either willfully ignored their duties and
responsibilities, or conducted cursory due diligence in a reckless manner to facilitate the fraudulent

overbilling scheme. On information and belief, the counterfeit implantable spinal fixation devices
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passed through the materials department of Hospital Defendants with little or no inspection,
review, inquiry or investigation into the objects’ origin or provenance. In addition, hospital
management personnel at PACIFIC HOSPITAL and TRI-CITY, on the recommendation of
AKMAKIIAN, specifically advised the materials departments to not conduct due diligence
regarding FDA approval of any implantable spinal fixation devices entering the hospital.

76. The Hospital Defendants did not keep records of the implantable spinal fixation
products, including the status of 510(k) filings, the manufacturer, and the lot numbers as required
by state and federal law. Instead, the obligation of keeping track of the materials was delegated to
“technicians” supplied by the Distributor Defendants, such as TYSON, who willfully and
fraudulently failed to record any significant information in implant logs during the surgery or
willfully created false medical records by recording inaccurate or “made-up” lot numbers.

77. Because the implants were selected by spinal surgeons who could increase revenues
to hospitals through the performance of more spinal fusion surgeries, the material that the spinal
surgeons specified was accepted without question or inquiry. As a consequence, potentially
thousands of spinal fusion patients in Southern California had foreign objects implanted into their
spines by spinal surgeons/co-conspirators at the Defendant Hospitals under the guise of such
objects being FDA-approved spinal fixation devices.

78. Notwithstanding obligations and duties to conduct due diligence into the origin or
provenance of implantable spinal fixation hardware, and to keep records of the same, as well as
their knowledge that such duties are required for the health, safety and well-being of patients,
Doctor Defendants performed numerous spinal fusion surgeries at Hospital Defendants using
spinal fixation devices distributed by SS, OA, and C.1.O.S. that were false, fraudulent, fake,
counterfeit, non-FDA approved “knock-offs.”

79.  Atall times herein relevant, the Hospital Defendants knowingly failed to conduct a
reasonable inspection and/or their due diligence in connection with the implantable spinal fixation
devices supplied by SS, OA, and/or C.1.0.S. The Hospital Defendants acquiesced in the use of the
counterfeit, non-FDA approved “knock-off” hardware specified by the Doctor Defendants to keep

the lucrative spinal fusion surgeries at the Hospital Defendants’ facilities and to facilitate the
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submission of grossly inflated bills for the implantable hardware as part of the scheme and in
furtherance of the conspiracy.

80. Furthermore, the Hospital Defendants, based on the number of spinal fusion
surgeries performed by the Doctor Defendants, knew or should have known that the surgical trays
containing implantable spinal fixation devices supplied by SS, C.1.O.S., OA, McGRATH, and
WILLIAMS contained bogus, non-FDA approved material, yet willingly accepted the material
knowing that it would be implanted into the body of patients, all with a conscious disregard of the
rights, health, safety and well-being of patients, including Plaintiff. At all times herein relevant,
the Hospital Defendants, and each of them, were reckless in their review and inspection of material
provided by the Distributor Defendants and/or turned a blind-eye to their duties and responsibilities
of inquiring, knowing that they would make more money by having the Defendant Doctors
perform surgeries at their facility. Defendants, and each of them, chose profit over sound medical
decision-making.

81.  The conspiracy to defraud insurance companies resulted in health insurers, workers’
compensation carriers, other payers, including government entities, Medi-Cal and Medicare being
bilked out of hundreds of millions of dollars. It directly led to patients being implanted with non-
FDA approved medical devices that do not meet performance or safety standards and that can
cause harm to patients’ health due to implant failure, loosening, lack of sterilization and/or
biocompatibility. Caught in the incestuous web of profiteering by these Defendant conspirators,
were unsuspecting individuals, including Plaintiff, who, on information and belief, had foreign

objects surgically placed in her spine.

F. The FDA’s Surprise Inspection of SS and OA in 2011 Caused WILLIAMS, MSW,
FIELDS and Others to Engage in Spoliation of Evidence

82. Between July 20, 2011 and September 23, 2011, the FDA inspected both SS and

OA as “manufacturers” per FDA regulations for preparing surgery trays which contained
components of spinal fixations systems. On information and belief, the FDA was unaware of the
counterfeiting or any other manufacturing activities of Defendants when it initiated its inspection

of the offices and warehouse of SS and OA.
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83. In response to the inspection, SS, OA, WILLIAMS, MSW, FIELDS and others
concealed all such activity and all records relating to such activity from the FDA. Subsequent to
the commencement of the FDA inspections, SS, OA, WILLIAMS, MSW, FIELDS and others
began to destroy and/or hide evidence relating to the origin or provenance of any and all spinal
fixation components that were manufactured and/or distributed by SS and OA in an effort to
prevent the FDA from learning that such Defendants were manufacturing counterfeit, non-FDA
approved “knock-off” medical devices and to prevent the FDA, insurers, patients, and the public
from learning that they had manufactured, distributed, sold, and/or implanted counterfeit surgical
hardware despite the risk to the health, safety, and well-being of patients.

84. In addition, WILLIAMS and FIELDS lied to and/or intentionally misled the FDA in
sworn affidavits, all in furtherance of the conspiracy, by stating that SS and OA did not design or
manufacture “Spinal Fixation Systems or components including, screws, rods, caps, or vertebral
body replacements.” At the time they made such statements, WILLIAMS and FIELDS knew that
the statements were untrue, given that WILLIAMS, SS, OA, MSW, FIELDS, CROWDER,
CROWDER MTS and others had been involved in the design, manufacture, distribution and sale
the false and fraudulent spinal fixation components for approximately four years at that point.

Attached hereto as Exhibit 8, and incorporated herein, are true and correct copies of the sworn

affidavits, executed by WILLIAMS and FIELDS.

8b. Upon completion of the investigation, the FDA sent its observations to SS and OA.
With respect to SS, the FDA made sixteen observations ranging from failing to prepare or maintain
device history records to failing to prepare and maintain distribution records, including identifying
the consignee, identification of the quantity of items shipped, the date shipped, and the control
numbers for the Spinal Fixation Systems kits and components. True and correct copies of the
observations are attached as Exhibit 9, and are incorporated herein.

86. In response to the observations of the inspectors, Arnold Neves, Jr., General
Counsel for SS and OA, wrote to the FDA agreeing with all of the observations made and
deficiencies noted and promised that they would be corrected. A true and correct copy of Mr.

Neves’ September 29, 2011 correspondence is attached as Exhibit 10 and incorporated herein.
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87. Based on the investigation, the FDA issued two warning letters to SS and OA,
indicating that it had determined that SS was a manufacturer because it was a “repacker/kit
assembler of spinal implant systems, and an own-label distributor of spinal implant instruments.”
A true and correct copy of the January 19, 2012 and February 3, 2012 letters are attached as

Exhibit 11 and Exhibit 12, respectively, and incorporated herein. In the warning letters, the FDA

noted no fewer than fourteen (14) violations of Title 21, Code of Federal Regulations (CFR) Part
820. At the conclusion of the January 19, 2012 letter, the FDA stated, “Your firm should take
prompt action to correct the violations addressed in this letter. Failure to promptly correct these
violations may result in regulatory action being initiated by the FDA without further notice. These

actions include, but are not limited to, seizure, injunction, and civil money penalties.”
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88. On information and belief, WILLIAMS, MSW, and FIELDS did nothing to take
corrective action vis-a-vis the observations and continued to manufacture and distribute to hospitals
counterfeit, non-FDA approved “knock-off” implantable spinal fixation devices.

89.  After receiving the Warning Letter from the FDA, SS, OA and WILLIAMS hired
outside medical device and regulatory consultants to respond to the FDA warning letters to SS and
OA and to prepare a “Corrective and Prevention Action to Address 483’s and Warning Letter.”
The consultants inspected the facilities maintained by WILLIAMS, MSW and FIELDS and found
them to be in disarray, with product unmarked and stored in random locations in the warehouse and
in various offices. The consultants found no records showing product coming into SS from
outside suppliers, vendors and manufacturers. They found nothing to suggest that SS was
preparing or maintaining records related to manufacturers’ lot numbers on spinal fixation
products. They observed screws in bulk in plastic bags. They observed “consulting
agreements” with medical doctors haphazardly stored in boxes and other random locations.

90.  WILLIAMS and FIELDS intentionally misled and deceived the consultants into
believing that implantable spinal fixation devices were being manufactured by CROWDER at
CROWDER MTS under an agreement with Ortho Sol Development (Pty) Ltd. Believing in good
faith the misrepresentations made by WILLIAMS and FIELDS, the consultants inspected
CROWDER MTS with CROWDER present in 2012. At that time CROWDER admitted that he
was producing the surgical implant hardware and various tools used in implanting or explanting
such product. CROWDER informed the consultants that he did not calibrate his manufacturing
equipment to ensure that it met FDA guidelines. The consultants noted that the equipment used to
produce the product was antiquated and that the quality of the work was not in conformity with
FDA standards, such as screws with varying thread size.

91. Based on the inspection, the consultants immediately told WILLIAMS that any
and all product and tools produced by CROWDER must be quarantined and any product
sold or distributed that originated from CROWDER MTS must be recalled, since none of the
product met FDA standards and the product represented a safety hazard to patients. The

consultants created recall notices recalling the hardware for failing to meet performance, safety,
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testing, and documentation standards. Attached as Exhibit 13 and incorporated herein are two

recall notices prepared by the consultants.

92. Despite the consultants’ warning that all products emanating from
CROWDER and/or CROWDER MTS must be quarantined and recalled based on patient
safety, Defendants did nothing, all in furtherance of the conspiracy.

G. A Cover Up Was Absolutely Necessary to the Continued Success of the Scheme

93.  To achieve the goal of the fraudulent scheme it was necessary that the Defendant
co-conspirators actively conceal it from patients, insurers, other payers, and the FDA. The
fraudulent scheme included agreement by and among the co-Defendants/co-conspirators, and each
of them, to disguise the true identity, source, origin, provenance, actual cost and/or
manufacturer/producer of implantable hardware used in the spinal fusion surgeries, because
Defendants, and each of them, knew there was a lack of documentation or other supporting
evidence to establish that the implantable hardware used in thousands of spinal surgeries, including
Plaintiff’s surgery, was FDA approved or safe for use in spinal fusion surgeries.

94.  When the FDA first arrived to inspect SS on the basis that it was the manufacturer
of trays for spinal fusion surgeries, WILLIAMS, in conjunction with MSW and FIELDS,
willfully and intentionally destroyed and/or hid records and documents related to the
production, manufacture, distribution and sale of the implantable spinal hardware.

WILLIAMS, MSW and FIELDS willfully and intentionally engaged in multiple acts of spoliation
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of evidence, acting to conceal the fact that much of the inventory of items used in connection with
spinal fusion surgeries was counterfeit, bogus or a non-FDA approved “knock-off.” WILLIAMS,
MSW and FIELDS engaged in such spoliation to preclude the FDA from learning that
CROWDER, at CROWDER MTS was producing the counterfeit product and that thousands of
bills had been generated for payment reflecting the cost of original, genuine equipment, not fake
product. In doing so, WILLIAMS, MSW and FIELDS acted in their own financial interest with a
conscious disregard of the right of patients such as CAVALIERI.

95. Because of the intentional spoliation of evidence and failure to document required
information such as product lot numbers, quantity, and destination, the origin and provenance of all
products manufactured, distributed and sold by SS and OA cannot be determined. At the time
Defendants began to engage in spoliation of evidence in reaction to the FDA inspection,
Defendants knew that discovery of the conspiracy, including discovery of the manufacture of
counterfeit, non-FDA approved “knock-off” hardware, would cause the immediate cessation of the
conspiracy and criminal and civil legal battles. At the time of the destruction of evidence,
Defendants were in exclusive control of the documents.

H. Revelations Of The Depth Of The Scheme From The Drobot Indictment

96. The scope and depth of the scheme was publicly exposed on February 21, 2014,
when DROBOT, the owner and operator of PACIFIC HOSPITAL, entered into a Plea Agreement
regarding his participation and orchestration of a conspiratorial scheme to defraud patients of his or
her right to the delivery of honest medical services. A true and correct copy of the Information and

Plea Agreement are attached as Exhibit 14 and Exhibit 15, respectively, and incorporated herein.

97. Pursuant to the Plea Agreement, on or about April 24, 2014, DROBOT pled guilty
in the United States District Court, Central District of California, before the Hon. Josephine L.
Staton, U.S. District Judge, to paying kickbacks to doctors, chiropractors, marketers and others for
their referring workers’ compensation patients to PACIFIC HOSPITAL for spine surgeries, other
types of surgeries, magnetic resonance imaging, toxicology, durable medical equipment and other
services. DROBOT presently faces five years in federal prison when he appears for his December

2014 sentencing.
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98. In pleading guilty, DROBOT admitted that between 1998 through November 2013,
he recruited, as members of a conspiracy, doctors, chiropractors, and marketers, who received
kickback payments as a means to induce them to perform surgeries at hospitals owned and/or
controlled by DROBOT. DROBOT admitted to paying $15,000 per lumbar fusion surgery and
$10,000 per cervical fusion surgery. Additionally, DROBOT utilized medical hardware for
surgeries at PACIFIC HOSPITAL supplied by distributors with ties to DROBOT. He also
admitted to using Il to purchase medical hardware and inflating the price for so that PACIFIC
HOSPITAL could submit false claims to payers, including insurance carriers, for payment.
DROBOT conceded that the purpose of the conspiracy—utilizing kickbacks—was to artificially
increase the cost of the medical hardware as part of the resulting combined charge for spinal
surgery and related medical services, delivered by the physician and hospital to the patient.

99. The scheme was so wide in its reach that it included DROBOT paying a stream of
financial benefits to a California State Legislator in order to recruit his assistance in defeating
legislation that would have eliminated a loophole in the law that threatened the continued existence
of the scheme. To grease his way, DROBOT, as well as Defendants, and DOES 1 through 200,
donated approximately $1.9 million to political campaigns since 2000 and bribed other politicians
to influence legislation that supported their fraudulent scheme.

100. California State Senator Ronald Calderon and his brother, Tom Calderon, accepted
kickbacks through phony contracts, extravagant trips, and expensive meals to write, support, and/or
reject legislation in furtherance of Defendants’ conspiracy. The Calderon brothers also pushed
other legislators to introduce and support legislation that was favorable to DROBOT and
Defendants’ scheme.

101. In 2001, then California State Assembly member Tom Calderon carried a bill that
extended a favorable fee schedule for spinal surgeries that was due to expire at the end of 2001. In
2002, Tom Calderon wrote and passed a workers’ compensation overhaul bill that, buried within its
39,000 page, made it nearly impossible to cap spinal fusions surgeries prices. When Tom Calderon
lost his seat, he continued to influence legislation in favor of Defendants by becoming a consultant

to PACIFIC HOSPITAL.
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102.  As aresult of bribes and kickbacks, the Calderon brothers also attempted to block a
2012 bill that would have changed the state workers’ compensation and drastically cut Defendants’
profits. First introduced as Senate Bill 959, the bill would have eliminated the provisions that
allowed hospitals to charge extra for implanting hardware during spinal surgery on workers’
compensation patients — undercutting Defendants’ tactic of inflating medical bills. The bill was
incorporated into Senate Bill 863, which altered the workers’ compensation system. Senator
Ronald Calderon was one of the nine lawmakers who voted against the bill despite overwhelming
support from the other 111 California State Assembly and Senate members.

103. As a result of the donations, bribes, and/or kickbacks, Senator Calderon was
indicted on twenty-four criminal charges while Thomas Calderon was charged with eight counts in
February 2014. A true and correct copy of Senator Calderon’s Indictment is attached as Exhibit
16 and incorporated herein.

104. The fraudulent scheme to which DROBOT confessed was not limited to the doctors,
hospitals and/or suppliers of medical services and medical hardware at PACIFIC HOSPITAL. Nor
was the profiteering among the conspirators limited to payments of kickbacks and manipulation of
grossly inflated patient billing for surgeries and related hardware. As alleged herein, the scheme at
its worst and most despicable extreme involved the counterfeit manufacture and distribution of
non-FDA approved medical hardware, including rods, screws and/or cages implanted in patients
during spinal surgeries without their knowledge or consent.

l. Defendant Doctors Have Falsified Medical Records as Part of The Conspiracy

105. In addition to making entries in medical records that were and are false and
fraudulent, i.e. that FDA-approved implantable spinal hardware was used in connection with spinal
fusion surgeries, either expressly or impliedly, Defendant Doctors have made entries into records
suggesting that the nature and type of implantable spinal fixation devices was fully discussed with
patients prior to surgery. UPPAL clearly knew that the implants that were being placed into the
bodies of his patients were not FDA approved. Shortly after articles appeared in the Wall
Street Journal concerning spinal fusion surgeries in Southern California and the payment of

kickbacks, UPPAL began to indicate in operative reports and hospital records that he
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advised the patient that the implants that would be used were not FDA approved or
“experimental” and may require extraction as a means of trying to insulate himself from
liability with respect to the conspiracy and the implantation of counterfeit, non-FDA
approved “knock-off”” spinal fixation devices. True and correct copies of the February 9, 2012
Wall Street Journal article and the September 21, 2012 operative report prepared by UPPAL are

attached as Exhibit 17 and Exhibit 18, respectively, and are incorporated herein.

106. AKMAKIJIAN maintains such poor medical records that he is the subject of a
pending accusation by the Medical Board of the State of California, a true and correct copy of

which is attached as Exhibit 19 and incorporated herein. In his operative reports and other
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records prepared in connection with spinal fusion surgeries, he regularly represents that he
has discussed the implants to be used in the spinal fusion surgery as well as their FDA status,
both of which are untrue.

J. Cavalieri Becomes Collateral Damage to Defendants’ Fraudulent Scheme

82. Unbeknownst to CAVALIERI, AHMED was a willing and longstanding participant
in the fraudulent scheme carried out by Defendants predicated in the submission of fraudulent bills
to payers, including insurance carriers, for the cost of implantable hardware. Similarly,
CAVALIERI was unaware that AHMED regularly specified the use of certain specific implantable
hardware at PACIFIC HOSPITAL and other hospitals based on the payment of kickbacks to him
from the manufacturer, distributor, and/or marketer of such hardware; supplemented by kickbacks
paid by or on behalf of hospitals, including, on information and belief, PACIFIC HOSPITAL for
AHMED to conduct surgeries at PACIFIC HOSPITAL.

83. On information and belief, PACIFIC HOSPITAL and/or DROBOT, or a person or
“marketer” acting on behalf of PACIFIC HOSPITAL, paid AHMED a rebate, refund, commission,
preference, patronage dividend, discount, or other consideration, whether in the form of money or
otherwise, to perform surgeries at PACIFIC HOSPITAL as part of the larger scheme to defraud
insurance companies. AHMED, at all times herein relevant, was knowingly designating and
prescribing counterfeit, non-FDA hardware in spinal fusion surgeries through the use of SS, OA
and C.1.O.S. DROBOT, Il and PACIFIC HOSPITAL were also knowing purchasers and
distributors of the counterfeit, non-FDA approved “knock-off” implantable spinal fixation devices
supplied by WILLIAMS, SS and OA.

84. AHMED and PACIFIC HOSPITAL were exclusively responsible for the selection
of medical devices to be used in connection with CAVALIERI’s surgeries, including implantable
spinal fixation hardware, such as screws, rods, cages, screw caps and connectors. In selecting the
implantable hardware to be used in connection with CAVALIERI’s surgeries, AHMED and
PACIFIC HOSPITAL were fully aware that their decision to use specific implantable hardware
was required to be based on the best medical interests of the patient, and that the decision was to be

made free from the influence of improper inducements, such as rebates, refunds, commissions,
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preferences, patronage dividends, discounts, or other consideration offered and/or paid by the
manufacturer, distributor and/or other vendor of the implantable hardware. In short, Defendants,
and each of them, knew that the selection of implantable hardware to be placed into the body of
CAVALIERI could not, by law, be influenced, in any respect, by the payment of disguised
kickbacks or the prospect of filing a fraudulent insurance claim against CAVALIERI’s workers’
compensation carrier.

85.  As aresult of AHMED’s unlawful receipt of kickbacks from Defendants, in return
for his undivided patronage to his co-Defendants, AHMED knowingly and/or with reckless
disregard for the provenance or origin of the implantable spinal fusion hardware, implanted non-
FDA approved medical hardware in patients such as CAVALIERI. In short, AHMED used the
counterfeit, non-FDA approved spinal fixation hardware that was implanted into CAVALIERI’s
spine because he was being paid a kickback or kickbacks for doing so.

86. At all times herein relevant, like the other hospitals involved in the conspiracy,
DROBOT and PACIFIC HOSPTIAL perceived spinal fusion surgeries as a source of revenue due
to the unconscionable, fraudulent and illegal mark-up on spinal implants. As a consequence,
DROBOT and PACIFIC HOSPITAL abandoned all responsibility to Plaintiff, to ensure that the
material being placed into her body at PACIFIC HOSPITAL was safe, effective, properly
manufactured and FDA-approved. On information and belief, in accordance with the conspiracy, it
conducted little or no due diligence into the origin or provenance of the objects that were ultimately
surgically placed into CAVALIERI’s body by AHMED. Instead, in order to continue a revenue
stream from spinal fusion surgeries, DROBOT, PACIFIC HOSPITAL, Il, and AHMED designated
and used undocumented and counterfeit objects for use in surgeries, including Plaintiff’s surgeries.

87.  As a direct consequence of the conduct of Defendants, and each of them,
CAVALIERI sustained injury, including having foreign objects implanted into her spine without
her knowledge and consent.

88. In furtherance of the scheme, Defendants, and each of them, have to this day
knowingly conspired to conceal from CAVALIERI the true identity, source, origin, provenance

and/or manufacturer of the foreign objects that were implanted into her spine during the course of
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the ALIF and PLIF procedures performed by AHMED at PACIFIC HOSPITAL. Defendants’
concealment continues despite their superior knowledge and/or exclusive control of records and
other information concerning the origin or provenance of the foreign objects, despite DROBOT’s
pledge of cooperation in his plea agreement, and with full knowledge their legal obligation to
advise CAVALIERI, as a patient, that there was and is a substantial probability that foreign objects
were surgically placed into her body during the course of the surgeries.

89. To Defendants, and each of them, CAVALIERI was simply another patient in
whom implantable hardware could be placed, regardless of whether it was authentic, genuine, safe
and effective, so that the goal of the conspiracy could be achieved, to defraud insurance companies
and ensure a continued stream of unlawful profits for the participant co-conspirator Defendants. At
all times herein relevant, Defendants, and each of them, acted with a conscious disregard of the
rights, health, safety and well-being of CAVALIERI for the purpose of their own financial gain.

90. At all times herein relevant, CAVALIERI relied on AHMED, that he was placing
his obligations as a physician and surgeon to patients, including CAVALIERI, paramount to any
consideration of financial gain. CAVALIERI did not know, nor would have reason to know that in
exchange for kickbacks, AHMED was a willing participant in the conspiracy described herein. As
a consequence, she, like thousands of other patients, now suffers from having foreign objects in her
spine, the origin or provenance of which cannot be identified and the safety and efficacy of which
cannot be measured due to the extremely egregious conduct of the Defendants, and each of them.
Moreover, given the use of the “360” spinal fusion procedures, the cages implanted into
CAVALIERI’s body cannot be removed without substantial risk of injury or death.

VI. CAUSES OF ACTION

FIRST CAUSE OF ACTION

(Against All Defendants)
(Battery)
91. Plaintiff incorporates herein by reference and realleges all of the allegations stated

in this Complaint.
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92. Due to the conspiracy to defraud insurance carriers, as alleged herein, and the
concerted wrongful acts of Defendants, and each of them, Plaintiff consented to what he believed
was a spinal fusion surgery using FDA- approved implantable spinal hardware.

93.  On or about June 26, 2010 and September 18, 2010, AHMED performed two spinal
fusion surgeries on Plaintiff at PACIFIC HOSPITAL, using false, fraudulent, fake, counterfeit,
non-FDA approved “knock-off”, and defective spinal hardware, the origin or provenance of which
cannot be established save and except that it came from SS, knowing that Plaintiff and any other
patient in her position would object and would not consent to surgery using foreign objects under
the guise of being non-FDA approved hardware. Plaintiff, at all times herein relevant, believed
that AHMED was acting in her best interest, and in the interest of her health, safety and well-being
and never consented to the implantation of anything other than FDA approved spinal fixation
hardware. As herein alleged, AHMED implanted foreign objects into CAVALIERI’s spine on the
basis that he was being paid a kickback to use the foreign objects in lieu of FDA-approved spinal
hardware.

94, Defendants, and each of them, acting individually and/or in concert as part of a
greater conspiracy as hereinabove set forth, knew and/or acted with a wilful and conscious
disregard of Plaintiff’s rights with regard to the manufacture, supply, distribution, and/or
implantation of surgical hardware as part of the surgery performed on Plaintiff.

95.  Asa means of furthering their own independent economic interest in the continuing
flow of profits, kickbacks, and/or other financial rewards, Defendants, and each of them, acted with
a conscious disregard for the source of manufacture and/or supply of medical hardware from their
co-Defendants, with the knowledge that devices would be used in surgical procedures on patients.
Due to conflicts of interest in receiving kickbacks from their co-defendant suppliers of medical
hardware, co-defendant hospital and doctors willfully disregarded any inquiry into whether their
co-defendant suppliers were approved by the FDA to distribute the medical hardware used in
Plaintiff’s surgery.

96. Defendants, individually and/or in concert, intentionally, unlawfully, harmfully,

unreasonably, and/or offensively performed the spinal fusion surgery without obtaining Plaintiff’s
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informed consent that non-FDA approved medical devices were used in connection with her
surgery and for the purposes of Defendants’ financial gain.

97.  As a result of the use non-FDA approved spinal implant hardware, Plaintiff was,
and continues to be, harmed by the presence of foreign objects in her body, including cages that are
now part of a spinal fusion. On information and belief, the counterfeit hardware which has a
substantial likelihood of failure, places Plaintiff’s life at risk, and may subject Plaintiff to further
surgeries to replace the counterfeit hardware.

98.  As a direct and legal cause of the acts and omissions of Defendants, and each of
them, Plaintiff was hurt in her health, strength, and activity, and sustained bodily injuries, as
described herein, which have cause, and continue to cause Plaintiff great physical and severe
emotional pain, distress, and suffering, in an amount according to proof.

99. By reason of Defendants” wrongful conduct, Plaintiff was required to and continues
to employ physicians and other health care providers to examine, treat and care for her injuries
and/or to remove or replace the counterfeit, non-FDA spinal implant hardware. Plaintiff has
incurred, and will continue to incur, medical and incidental expenses for such examination,
treatment, rehabilitation and care in an amount according to proof.

100. By further reason of the incident, Plaintiff has suffered a loss of income and/or a
loss of earning capacity in an amount according to proof.

101. In doing the wrongful and intentional acts as herein alleged, Defendants acted with
oppression, fraud and malice and with conscious and willful disregard for the health, safety and
general welfare and rights of Plaintiff. Such action was done with malice, oppression and/or fraud
and was and is despicable, shocking and offensive and entitles the Plaintiff to an award of punitive
damages against Defendants in an amount to be determined at trial.

SECOND CAUSE OF ACTION

(Against All Defendants)
(Fraud — Concealment)
102. Plaintiff incorporates herein by reference and rellages all of the allegations stated in

this Complaint.
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103. Defendants, and each of them, had fiduciary duties to and/or confidential
relationships with Plaintiff in which Defendants had a duty to disclose material facts to Plaintiff
relevant to her spinal fusion surgery, including that AHMED implanted foreign objects in her body,
that the implanted hardware was counterfeit, non-FDA approved.

104. Only Defendants, and each of them, had knowledge and or access to knowledge of
the true source and/or FDA status of the surgical hardware.

105. Blinded by their own independent economic interests, Defendants, and each of
them, intentionally and/or in reckless disregard for the truth concealed, suppressed and/or failed to
disclose material facts relevant to the spinal hardware with the intent to deceive and influence the
actions of Plaintiff.

106. Defendants, and each of them, knew that patients would not and/or could not inspect
the hardware to ensure that the hardware was safe and FDA approved. Defendants orally, in
writing, and/or by implication led Plaintiff to believe that the medical devices met with FDA
approval and/or were safe for spinal fusions.

107. Plaintiff reasonably relied on Defendants’ deception in which Defendants concealed
the manufacture and supply of counterfeit hardware which Defendants, and each of them, knew
would be implanted in patients by co-Defendants. At the time Plaintiff acted in reliance on
Defendants’ misrepresentations, Plaintiff was unaware of the facts Defendants concealed,
suppressed, and/or failed to disclose and would not have consented to surgery if he had known the
true facts.

108. Due to Defendants’ individual and/or concerted concealment of material
information, Plaintiff consented to what she believed was a spinal fusion surgery using FDA
approved implantable hardware.

109. As a direct and legal cause of Defendants’ concealment, Plaintiff suffered, and
continues to suffer, the injuries and damages hereinabove set forth.

111
111
111
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THIRD CAUSE OF ACTION

(Against All Defendants)
(Fraud - Intentional Misrepresentation)

110. Plaintiff incorporates herein by reference and rellages all of the allegations stated in
this Complaint.

111.  In furtherance of Defendants’ individual economic interests, Defendants, and each
of them, intentionally and/or in reckless disregard for the truth represented to Plaintiff orally, in
writing, and/or by implication that the spinal fusion hardware met with FDA approval and was safe
for spinal fusion surgery.

112.  In order to maximize their flow of profits, kickbacks, and/or other financial rewards,
Defendants, and each of them, represented the true source and/or FDA status of the hardware to
Plaintiff with the intent to deceive and induce Plaintiff to consent to surgery.

113. As a direct and legal cause of Defendants’ misrepresentations, Plaintiff suffered,
and continues to suffer, the injuries and damages hereinabove set forth.

FOURTH CAUSE OF ACTION

(Against All Defendants)
(Breach of Fiduciary Duty)

114. Plaintiff incorporates herein by reference and realleges all of the allegations stated
in this Complaint.

115. Defendants, as medical device providers, practitioners, healthcare providers, and
surgeons, owed a duty to exercise and possess the degree of skill and care in the prognosis and
treatment of Plaintiff, including the performance of surgery and manufacture of medical devices,
ordinarily exercised by the average qualified medical device provider, practitioner, healthcare
provider, and/or surgeon.

116. In furtherance of Defendants’ individual and/or concerted efforts to maximize
profits, kickbacks, and/or other financial rewards, Defendants breached and/or encouraged, aided,
and/or assisted in breaching the fiduciary duty owed to Plaintiff by failing to advise Plaintiff of the

use of counterfeit, non-FDA approved spinal hardware and by failing to act as a reasonably careful
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physician, medical provider, supplier, and/or manufacturer of medical hardware.

117. As adirect and legal cause of Defendants’ conspiracy to breach the fiduciary duties
owed to Plaintiff, Plaintiff suffered, and continues to suffer, the injuries and damages hereinabove
set forth.

FIFTH CAUSE OF ACTION

(Against All Defendants)
(Strict Products Liability)

118. Plaintiff incorporates herein by reference and realleges all of the allegations stated
in this Complaint.

119. Defendants, and each of them, acted individually and/or in concert to illegally
increase profits, kickbacks, and/or financial payments from spinal fusion surgeries by
manufacturing, distributing, selling, and/or implanting counterfeit, non-FDA approved spinal
hardware.

120. The counterfeit spinal implant hardware, which was not FDA tested, and/or
approved, contained a manufacturing defect when it left Defendants’ possession, was defectively
designed so as not to perform as safely as an ordinary consumer would have expected FDA
approved hardware to perform, and had potential risks that were known and/or knowable to
Defendants at the time of the manufacture, distribution, sale, and/or use that presented a substantial
danger to patients when used in an intended or reasonably foreseeable way.

121. As a direct and legal result of these wrongful acts or omissions of Defendants,
Plaintiff suffered, and continues to suffer, the injuries and damages hereinabove set forth.

SIXTH CAUSE OF ACTION

(Against All Defendants)
(Breach of Express Warranty)
122.  Plaintiff incorporates herein by reference and realleges all of the allegations stated
in this Complaint.
123. In order to maximize Defendants’ independent financial rewards from the

conspiracy, Defendants, and each of them, represented orally, in writing, and/or by implication to
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Plaintiff that the spinal implant hardware used in Plaintiff’s spinal fusion surgery would be FDA
approved hardware when in fact the surgical implant hardware utilized in Plaintiff’s surgery was
non-FDA approved surgical hardware and was not of the same quality as FDA approved surgical
hardware.

124. As a direct and legal result of these wrongful acts or omissions of Defendants,
Plaintiff suffered, and continues to suffer, the injuries and damages hereinabove set forth.

SEVENTH CAUSE OF ACTION

(Against All Defendants)
(Breach of Implied Warranty)

125. Plaintiff incorporates herein by reference and realleges all of the allegations stated
in this Complaint.

126. Plaintiff reasonably relied on the skill and judgment of Defendants, and as such their
implied warranty, in undergoing spinal fusion surgery with surgical implant hardware
manufactured, designed, sold, selected, and/or implanted by Defendants, and each of them.

127. As a direct and legal result of these wrongful acts or omissions of Defendants,
Plaintiff suffered, and continues to suffer, the injuries and damages hereinabove set forth.

EIGHTH CAUSE OF ACTION

(Against All Defendants)
(Medical Monitoring)

128. Plaintiff incorporates herein by reference and realleges all of the allegations stated
in this Complaint.

129. Defendants, and each of them, manufactured, sold, supplied, and/or implanted
counterfeit, non-FDA approved spinal hardware into patients from approximately 2007 through
2013. Such patients are at risk of suffering adverse health effects and/or premature failure of those
counterfeit, non-FDA approved medical devices.

130. Plaintiff is similarly situated as a patient of AHMED who received surgery at
PACIFIC HOSPITAL and firmly believes that the above described deceitful and fraudulent scheme

resulted in a pattern and practice of implanting counterfeit, non-FDA approved surgical hardware.
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131. Due to Defendants’ fraudulent scheme and concealment of information of which
patients received counterfeit devices in their surgeries, Plaintiff will require reasonable future
monitoring to determine if Plaintiff has been exposed to health risks and/or premature failure of
hardware as a result.

NINTH CAUSE OF ACTION

(Against All Defendants)
(Constructive Trust)

132.  Plaintiff incorporates herein by reference and realleges all of the allegations stated
in this Complaint.

133. In the name of personal and corporate wealth, Defendants’ individual and/or
concerted actions resulted in a pattern and practice of promoting, prescribing, and/or performing
unnecessary spinal surgeries from 2008 to November 2013 using counterfeit hardware in a
conscious and reckless disregard for the health and safety of Plaintiff and other patients.

134. As a result of Defendants’ fraudulent conduct and unjust enrichment, Plaintiff
requests the imposition of a constructive trust created with the profits, plus interest, earned by
Defendants as a result of the conspiracy. The constructive trust will support the medical care and
treatment of Plaintiff and similarly situated patients.

TENTH CAUSE OF ACTION

(Against All Defendants)
(Unjust Enrichment)

135. Plaintiff incorporates herein by reference and realleges all of the allegations stated
in this Complaint.

136. As a result of their continuous and systematic misrepresentations and failure to
disclose the above described conspiracy, Defendants were unjustly enriched.

137. Defendants knew, or should have known, of the benefit they were receiving due to
their misrepresentations and failure to disclose, and enjoyed the benefit of increased financial
gains, to the detriment of Plaintiff, who paid for a surgery that was prescribed in order to increase

Defendants’ financial gains and who paid a higher price for a product of lower value. It would be
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inequitable and unjust for Defendants to retain these unlawfully obtained profits.
138. Plaintiff seeks an order establishing Defendants as constructive trustees of the
profits unjustly obtained, plus interest.

ELEVENTH CAUSE OF ACTION

(Against All Defendants)

(Intentional Infliction of Emotional Distress)

139. Plaintiff incorporates herein by reference and realleges all of the allegations stated
in this Complaint.

140. The actions of Defendants, and each of them, as described hereinabove, were
outrageous and abused Defendants’ positions of authority and/or power over Plaintiff.

141. Defendants, and each of them, intended to cause severe, emotional distress, and/or
acted in conscious disregard of the probability that Plaintiff would suffer emotional distress.

142. As a direct and legal result of these wrongful acts or omissions of Defendants,
Plaintiff suffered, and continues to suffer, the injuries and damages hereinabove set forth, including
but not limited to severe emotional distress.

TWELFTH CAUSE OF ACTION

(Against All Defendants)
(Negligent Infliction of Emotional Distress)

143.  Plaintiff incorporates herein by reference and realleges all of the allegations stated
in this Complaint.

144. Defendants breached the duties owed to Plaintiff by implanting counterfeit, non-
FDA approved spinal hardware in Plaintiff in furtherance of Defendants’ personal and/or corporate
financial gains.

145.  As a direct and legal result of these wrongful acts or omissions of Defendants,
Plaintiff suffered, and continues to suffer, the injuries and damages hereinabove set forth.
111
111
111
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THIRTEENTH CAUSE OF ACTION

(Against All Defendants)
(Negligence)

146.  Plaintiff incorporates herein by reference and realleges all of the allegations stated
in this Complaint.

147. At all times herein mentioned, Defendants, individually and in concert, acted
carelessly, negligently, recklessly, and/or unlawfully in respect to the acts hereinabove set forth.

148. As a direct and legal result of these wrongful acts or omissions of Defendants,
Plaintift suffered, and continues to suffer, the injuries and damages hereinabove set forth.

VII. PRAYER FOR RELIEF

WHEREFORE, Plaintiff prays for relief and judgment against Defendants as follows:

1. For compensatory and general damages according to proof;
2. For past and future medical and incidental expenses according to proof;
3. For past and future loss of earnings and earning capacity according to proof;
4, For an order for restitution and/or restitutionary disgorgement of profits wrongfully
obtained by Defendants;
5. For punitive damages to deter and make an example of Defendants;
6. For attorney fees and expert/consultant fees under existing law;
7. For pre-judgment and post-judgment interest as permitted by law;
8. For costs of suit incurred herein; and
0. For such other and further relief as the Court deems just and proper.
Dated: July/_g 2014 COTCHETT, PITRE & McCARTHY, LLP

FRANK M, PITRE

Attorneys for Plaintiff
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VIII. JURY DEMAND

Plaintiff demands trial by jury on all issues so triable.

Dated: July 15, 2014

COTCHETT, PITRE & McCARTHY, LLP

FRANK M. PITRE

Attorneys

ntlff

COMPLAINT
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CIOS, Inc. _
4130.Flat Rock Dr, Suite:i50 s
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{951)509-0246,
angela@cioservices.net
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Tri City Hospital - On Spinal Solutions Invoice

Pedicle Screw

Transverse Link Assembly

Transvers

Part Number
SG5030
SG5035
SG5040
SG6040
8G6045
SG6050
SG6540
SG6545
5GB6550
SG6555
SG7035
SG7040
SG7045
SG7050
SG7055
SG7540
SG7545
SG7550
SG7565
SG8040
SG8045
SG8050
8G8055

Part Number
SGAZ2103
SGA2160 -
SGA2170
SGA2180

e Link

$G2140
§G2150
S$G2160
$G2170
SG2180

Reduction Screw

Part Number
S$G6140
SG6145

Dimension

50X 30 mm
5.0 x 36 mm
5.0 x 40 mm
6.0 x40 mm
6.0 x 45 mm

6.0 X 50 mm

6.5 x40 mm
6.5 x 45 mm
6.5 x 50 mm
6.5 x55 mm
7.0 x35 mm
7.0 X 40 mm
7.0 x 45 mm
7.0 x50 mm
7.0 x 65 mm
7.5 x40 mm
7.5x45 mm
7.5 x50 mm
7.5 x 55 mm

" 8.0X40 mm

8.0 x 45 mm
8.0 x50 mm
8.0 x 55 mm

Dimension

Small
Medium

-Large

Dimension
40mm
50mm
60mm
70mm
80mm

Dimension
6.0 x40 mm
6.0 X 45 mm

Price
$1,395.00
$1,395.00
$1,395.00
$1,395.00
$1,395.00
$1,395.00
$1,395.00
$1,395.00
$1,395.00
$1,395.00
$1,395.00

Price’

$1,495.00

Price

$1,495.00

Price

Eff 2/1/09
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Tri City Hospital - On Spinal Solutions.invoice

Connectors

Screw Cap

Rod

Part Number
SG3601
SG3602
SG3603
SG3604

Part Number
SG3010

Part Number
SG1604
SG1605
SG1606
SG1607
S$G1608
5G1609
8G1610
8G1612
SG1615
S$G1620
SG1630
SG1640

ALIF Cages

Part Number
13025612
13025-614
13025616
13025618

Dimension

" 1.0mm

2.0mm -
3.0 mm
4.0 mm

Dimenslon
0

Dimension
6.0 x 40 mm
6.0 x50 mm
6.0 X860 mm
8.0 x 70 mm
6.0 x 80 mm
6.0 x 90 mm
6.0 x 100 mm
6.0 x 120 mm
6.0 x 150 mm
8.0 x 200 mm
6.0 x 300 mm
6.0 x 400 mm

Dimension
12mm '
14mm
16mm
18mm

Price
$596.00
$596.00
$596.00
$596.00

Price
$475.00

Price
$425.00
$425.00
$425.00

. $425.00

$425.00
$425.00
$425.00
$425.00
$425.00
$425.00
$425.00
$425.00

Price
$4,295.00
$4,295.00
$4,295.00
$4,295.00

Eff 2/1/09




o)

Tri City Hospital - On Spinal Solutions lnvoice

Geonex
Part Number Dimension
920-010 10cc

Price
$1,995.00

Eff 2/1/09




'8537.1id Lanefo Rend, smmm

. Newbiry Piek €A 53320 7

. (BUSy 878322 phovie
.1&05) szs.sssm

amm . P

; Tri-dlyﬂlgronalnhdlca)tdnur

Adtar Atbounts Pagshle . -

1, 21530 Rhansar B, -

. Hawamnf{whm,cf 90716
(sm;aeomu N

'G’aneslsﬂ!o!ogtm, el

' Hevalian Burdeins; c- 90716

P R

"Tr\‘-Ct:vRu’!malMcd!caJmhr L
¢ Attn:-OR Depatment . -
235305 PlonenrBlyd, 0 T ¢

“INVOlcE#  da60

- . B R ‘ .,.‘ DATE,‘ BY/08/18 ’

FIELD REP

PO NUMBER

L AKCBUNT. T SHFEEOVIA. ]

L TCIERId,

et

Selent Sucgloal Spgelalists” | L FodEx v Filerdty .

- PRODNGET -
;' CODE

nEsmrmuu

-;: 5 --ebuoa- nnmumumrz(eraummmasem)

sooas‘

N#Cel '-IIKQ"J.M SG{IMO GWOQSSQEO)

*§E00.00 |,

nmlum-aﬁm(mmvmmmssml ,‘u

230040

'.'-‘.Nultwscmhdx-amn-.amgcnmpﬁmgumm,, e

500.00

Te g

PN

|: o wpms,&.mmubéa R i
: muw_dgﬁ e el

\' ﬂ'\ 3 '% PP

:\ .-

PR

Mn&ﬂll ducks pmbln ta Ganws Hlnmh, !m:..

dan "hmkwu wryauruuslnusk

S e T sunen [ S0 4o

SM.B TIUG

smevmu uo\»loulm

- 6250,

-ﬂv lD D!-OZ/EU/EU

ewassmgs ﬂG{] *luaré.ﬁ .Jﬂ%% ,9

~.,'_‘ Tuw,aue' gloamE |

gezﬂga;w"v :




EXHIBIT 2




BUSINESS PROMOTION AND MARKETING AGREEMENT
BETWEEN @
TRI-CITY REGIONAL MEDICAL CENTER k
AND
COMPREHENSIVE INTRA-OPERATIVE SERVICES, INC.

This Business Promotion and Marketing Agreement (“Agreement”) is entered into
effective this 1st day of December 2010 (“Effective Date”) by and between Gardens Regional
Hospital and Medical Center, Inc., a California nonprofit corporation, d/b/a Tri-City Regional
Medical Center (“Hospital”) and Comprehensive Intra-Operative Services, Inc., a Califomia
corporation (“Consultant”).

RECITALS

A.  Hospital owns and operates a general acute care hospital licensed pursuant to
California Health and Safety Code Section 1250 and located at 21530 South Pioneer Boulevard,
Hawaiian Gardens California 90716. Hospital’s clinical programs include spine disorders, sports
medicine, general orthopedics, and pain management.

B. Consultant is located at 4130 Flat Rock Drive, Riverside, California and is
experienced in designing and implementing, and successfully has designed and implemented,
direct promotion services, including business development, promotion and marketing, on behalf
of health care providers in Southern California, including those who specialize in spinc
disorders, sports medicine, general orthopedics, and pain management.

C. Hospital desires to engage Consultant to promote Hospital’s facility, medical staff
and clinical programs including, without limitation, those pertaining to orthopedics, spinal
diseases/injuries, sports medicine, pain management, and workers’ compensation services
(“Hospital Services"), to interested parties in Southern California and to other health care
providers including, but not limited to, chiropractors and orthopedic practice professionals; and
Consultant desires to perform such services on behalf of Hospital pursuant to the terms and
conditions of this Agreement,

NOW THEREFORE, in consideration of the mutual promises herein contained, and for
mutual, valuable consideration the value of which is hercby acknowledged, the parties hereto
agree as follows:

L ENGAGEMENT OF CONSULTANT

1.1 Appointment. Hospital hereby appoints Consultant to provide the services set
forth in the scope of service attached hereto as Exhibit A and incorporated herein by reference
(“Promotion Services”), which Promotion Services Hospital has determined are necessary in
order to effectively inform other health care providers about the nature and availability of

Page 1 of 32 Hospital o

Consultant ‘54 '-—(1
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Hospital Services, and Consultant hereby accepts this engagement in accordance with the terms
and conditions set forth herein, including in Exhibit A.

1.2 Control Retained by Hospital, Notwithstanding anything contained anywhere
to the contrary, throughout the term, Hospital, through its Board of Directors (“Board™), shall
retain all authority and shall exercise control over the business, policies, operation, and assets of
Hospital, in accordance with Hospital’s governance documents as such documents may. be
amended from time to time (collectively, “Governing Documents"), policies and directives set
forth by Hospital’s Board (including any written modifications or amendments thereto as may be
approved by the Board from time to time), all applicable laws, ordinances, rules and regulations
of federal, Califomia state (“State ) and local governments, and the accreditation standards of
the DNV and/or other applicable accreditation agency. Consultant shail perform the Promotion
Services described in this Agreement in accordance with Hospital’s Governing Documents,
policies and dircctives (including any written modifications or amendments thereto as may be
approved by the Board from time to time). At all times during the term hereof, Consultant shall
be and remain directly responsible and accountable to the chief executive officer of Hospital
(“CEO"), and any and all Hospital representatives as may be designated by the CEQ, for the
performance of the Promotion Services and all other duties of Consultant set forth herein, By
entering into this Agreement, Hospital does not hereby delegate to Consultant any of the powers,
duties, and responsibilities vested in the Board by law or by Hospital’s Governing Documents.
Nothing in this Agreement authorizes, nor shall be interpreted to authorize, Consultant to
exercise control, responsibility or governance of a material amount of the assets or operations of
Hospital, nor does this Agrecment authorize Consultant to incur any. financial obligation on
behalf of Hospital without prior approval of the CEO.

1.3 Independent Contractors. Hospital and Consultant are and shall be at all times
acting hereunder as independent contractors. Nothing contained herein shall be construed as
creating a partnership, joint venture, agency or employment relationship between Consultant and
Hospital, or any relationship other than that of independent parties contracting with each other
solely for the purpose of carrying out the provisions of this Agreement. Consequently, the parties
agree that neither party (nor any employee, agent or representative of such party) shall, by virtue
of this Agreement, have a claim against the other party for any workers’ compensation or any
other employment compensation or fringe benefit, and that each party is responsible for all
employer withholding, taxes, insurance, workers’ compensation contributions, Social Security
and Medicare taxes, other payroll taxes and similar mandatory employer withholds and
compensation for such party’s personnel. Consultant shall supervise the activities of all of its
employees, agents and sub-contractors (“Consultant Personnel”) in their performance of
Promotion Services on behalf of Consultant. Consultant shall establish and pay all wages,
salaries and compensation, and shall establish staffing levels, individual work hours, personnel
policies and employee benefit programs for atl such Consultant Personnel and Hospital shall
have absolutely no responsibility to provide wages, sick leave, vacation, withholding,
compensation or benefits of any kind to Consultant Personnel.

2. DUTIES OF CONSULTANT
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2.1  Promotion Services. During the term hereof, Consultant shall provide the
Promotion Services pursuant to Section 1.1,

2.2  Reports, Ataminimum, each month Consultant shall provide Hospital with a
Monthly Promotion Services Report (as defined and described more explicitly in Section 7
below), in a form acceptable to the CEQ, which describes all Promotion Services performed in
the previous calendar month and the time devoted by Consultant in connection with such

Promotion Services.
2.3 Confidentiality,

2.3.1 Confidential Information; Trade Secrets. During the term of this
Agreement, Consultant may gain confidential, privileged or proprietary information regarding
Hospital’s medical, financial or business matters including, but not limited to, fees, schedules,
policies, analyses, patient lists, patient information, forms, insurance reimbursements,
payor/provider information, business development and marketing strategies, plans, and methods,
raw data, costs, rates, contract terms, and any other information or material which derives actual
or potential economic or other value from not being generally know to other entities (collectively
“Confidential Information ). Without limiting the scope of the foregoing, Consultant agrees
that the terms and conditions of this Agreement, including, without limitation, the amount of
Consultant’s compensation, are Confidential Information. Consultant further acknowledges that
Hospital, in connection with Hospital’s business, has developed and will develop certain
operating manuals, websites and content, marketing materials, business plans, symbols,
trademarks, trade names, service marks, designs, patients lists, procedures, processes and other
copyrighted, patented, trademarked or other legally protectable information that is proprietary
and confidential to Hospital (collectively, “Trade Secrets™).

2.3.2 Non-Disclosure; Prohibition Against Use. Consultant agrees not to use
(except in the course of its engagement hereunder), release, disclose or disseminate, to any
person or entity any Confidential Information or Trade Secrets except (a) to authorized
representatives of Hospital; (b) upon court or governmental agency order; or (¢) with the prior
written consent of Hospital. Consultant acknowledges that it is prohibited from using any
Confidential Information or Trade Secrets of Hospital for the benefit of Consultant, that this
prohibition continues after the termination or expiration of this Agreement, and that such
unauthorized use may result in the imposition of damages and/or injunctive relief pursuant to
Section 2.3.4, below. Upon termination or expiration of this Agreement, Consultant shall
immediately retum to Hospital any Confidential Infornmation and materials relating to Trade
Secrets in its possession pursuant fo Section 15.4.3.

2.3.2.1 Reservation of Rights. The partics acknowledge and agree that,
cxcept for the rights and licenses expressly granted by each party to the other party under this
Agreement, each party will retain all right, title and interest in and to its products, services,
marks, and all content, information and other materials on its website(s) and in its own marketing
and promotion materials, and nothing contained in this Agreement will be construed as

7
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conferring upon such party, by implication, operation of law or otherwise, any other license or
other right.

2.3.3 HIPAA Compliance, Consultant agrees to abide by the terms of the
HIPAA Business Associate Addendum attached herelo and incorporated by reference herein as

Exhibit B.

2.3.4 Injunctive Relief, Consultant recognizes that irreparable injury will
result to Hospital’s business and property if Consultant breaches any of the provisions in
Sections 2.3.2, 2.3.2.1 or 2.3.3, above. Accordingly, Consultant acknowledges and consents to
the obtaining by Hospital of whatever injunclive relief may be appropriate to remedy the breach
or compel Consultant’s performance of Scction 2.3.2 and the terms and conditions set forth in
the Business Associate Addendum attached as Exhibit B, without the necessity of proving actual
damage. Any injunctive relief Hospital obtains shall be in addition to any other remedies and

damages available to Hospital.

2.3.5 Survival. The provisions set forth in this Section 2.3 shall survive the
expiration or other termination of this Agreement.

2.4  Restrictive Covenant, Consultant agrees, during the term of this Agreement and
any renewal thereof, to abide by the restrictive covenants set forth in Section 2.4.1, below;
Sfurther, in the event Consultant engages in conduct which violates this Section 2.4 or which
materially interferes with (or is reasonably anticipated to interfere with) Consultant’s
performance under this Agreement, Hospital may exercise its rights under Section 15, below.

24.1 Conflict of Interest. Consultant shall immediately inform the CEO, in
writing, of any arrangement that Consultant or any of its officers, members, employees, or
affiliates enter into, which present, or are reasonably anticipated to present, a Conflict of Interest
(as defined below) or to materially interfere with Consultant’s performance of its duties under
this Agreement. As used in this Section 2.4.1, the term “Conflict of Interest”’ is defined to
include, without limitation, any arrangement or agreement to provide the same or similar
services as the Promotion Services to be provided hereunder, to or on behalf of any health care
facility or provider that is located within a twenty (20) mile radius of Hospital, and which
provides services that are the same or similar to Hospital Services.

3 REPRESENTATIONS AND WARRANTIES

3.1  Consultant Representations. Consultant represents and warrants, upon
execution and while this Agreement is in effect, as follows:

3.1.1 Consultant is not bound by any contractual arrangement or any other
obligation that would preclude Consultant from entering into or fully performing all of
Consultant’s duties pursuant to this Agreement;
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3.1.2 There are no actions, suits, or proceedings pending or threatened, against
Consultant or its principals, at law or in equity, beforc or by any federal, State, municipal, or
other governmental department, commission, board, bureau, agency, or instrumentality, that
would, if decided adversely, have a materially adverse effect on Consultant or the performance

of Consultant’s duties pursuant to this Agreement;

3.1.3 Neither Consultant, nor any individual shareholder, officer, director,
principal, employee, or subcontractor of Consultant nor Consultant Personnel has ever been:
convicted of a criminal offense relating to health care or any crime punishable as a felony; listed
by a federal agency as debarred, suspended, excluded or otherwise ineligible for participation in
a federal health carc program; convicted of any act or acts constituting a felony or misdemeanor
involving moral turpitude under the laws of the United States, any state thereof or any foreign
jurisdiction, or; is under investigation or involved in any legal proceeding which may lead to
such a conviction or exclusion.

3.1.4 No licensed physician or any licensed physician’s family member owns an
interest in Consultant’s businesses.

3.1.5 Neither Consultant, nor any of Consultant’s affiliates or subcontractors,
nor any of their respective officers, directors, employees, agents, or representatives did in the
past, or will in the future, in connection with this Agreement, or otherwise, solicit, receive, pay
or give anything of value (including, but not limited to, goods, services, cash, referrals or any
other form of remuneration or gift) to or from any physician, administrator, employee, agent or
representative of or connected with the Hospital, or to or from any third party who may at this
time or in the future be in a position to refer patients to the Hospital.

3.1.6 All of Consultant’s activities and Promotion Services are in full and
complete compliance with all local, State and federal laws, standards, regulations, and
ordinances including, but not limited to, 42 U.S.C. §1320a-7b(b), commonly known as the
“Federal Anti-Kickback Statute;” 42 U.S.C. §1395nn, commonly known as the “Stark Act,”
and; California Business and Professions Code § 650, commeonly known as California’s
“Physician Outpatient Referral Act (‘PORA’).”

3.1.7 Consultant certifies that it does not engage in the practice of medicine or
otherwise provide professional medical or related scrvices to patients, nor does Consultant
employ individuals to furnish such services on behalf of Consultant, Hospital, or any other
person or entity. Nothing contained herein shall be deemed to authorize or require anyone
engaged by Consultant to influence or interfere with any physician’s professional judgment.

3.1.8 Consultant acknowledges the prohibition set forth in California Business
and Professions Code §2400, within the Medical Practice Act, which provides, “Corporations
and other artificial entities shall have no professional rights, privileges, or powers.” Neither
Consultant nor Consultant Personnel shall offer or conduct patient evaluation, diagnosis, care
and/or treatment. Consultant shall not perform or authorize any of Consultant’s Personnel to
perform any of the following activities, all of which must be conducted by a physician licensed
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in the State and would constitute the unlicensed practice of medicine if performed by an
unlicensed person:

¢ Determining what diagnostic tests are appropriate for a particular condition.

 Detennining the need for referrals to, or consultation with, another
physician/specialist.

*» Responsibility for the ultimate overall care of the patient, including treatment
options available to the patient.

3.1.9  The person who is executing this Agreement on behalf of Consultant is
authorized to enter into this Agreement on its behalf. Consultant represents and warrants, upon
execution and while this Agreement is in cffect, this Agreement has been duly authorized by
Consultant, has been duly executed and delivered by authorized representatives of Consultant,
and represents the legal, valid, and binding agreement of Consultant and, to the best of
Consultants knowledge and belief, is enforceable against Consultant in accordance with its
tertns.

3.1.10  Promotion Services to be provided by Consultant and Consultant
Personnel and agents, affiliates and subcontractors hereunder in theory and in practice comply
with the requirements of all federal, State and local laws, regulations and ordinances and shall in
no way (i) jeopardize Hospital’s licensure or its participation in any government health care
program; or (ii) violate any patient's privacy rights.

3.2 Hospital Representations, Hospital represents and warrants, upon execution and
while this Agreement is in effect, this Agreement has been duly authorized by Hospital, has been
duly executed and delivered by authorized representative of Hospital, and represents the legal,
valid, and binding agreement of Hospital and, to the best of Hospital’s knowledge and belief, is
enforceable against Hospital in accordance with its terms.

3.3  Joint Representations. Hospital and Consultant jointly represent and warrant,
upon execution and while this Agreement is in effect, that this Agreement sets forth all of the
services to be provided by Consultant to Hospital during the term hereof, and that it is intended
to satisfy all of the criteria governing satisfaction of the “safe harbor” for “personal services and
management contracts” pursuant to Title 42 of C.F.R,, Section 1001.952(d).

3.4  Survival. The warranties and representations contained in this Section 3 shall
survive the expiration or other termination of this Agreement,

4. NO REQUIREMENT TO REFER

Nothing in this Agreement, whether written or oral, nor any consideration in connection
herewith contemplates, requires or is intended to induce or pay any person to refer any patient or
any other person to Hospital,
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5. NON-SOLICITATION

During the term and any renewal of this Agreement, and for a period of one (1) year
thereafier, neither party shall, on its own behalf or on behalf of any person or entity, solicit the
services of any person currently employed by, or under a service contract with the other party,
except insofar as such party seeks such services for purpose of performing such party’s duties

under this Agreement,
6. USE OF HOSPITAL’S NAME AND FACILITIES

Consultant agrees not to use Hospital’s name or any part of Hospital’s facilities or
premises for any purpose other than the performance of Promotion Services and related duties
under this Agreement, subject to Section 2.4.2 above.

7. DOCUMENTATION OF PROMOTION SERVICES

Consultant shall cause Consultant Personnel (o prepare on a monthly basis during the
term hereof an accurate and complete record documenting the Promotion Services provided by
Consultant Personnel during the preceding month (“Monthly Promotion Services Reporf®). No
later than ten (10) days after the last day of cach month, Consultant shall submit to the CEQ, the
Monthly Promotion Services Report for the preceding month in a form consistent with the
template set forth in Exhibit C attached hereto and incorporated by reference herein or as
othenwise may be mutually agreed upon in writing by the parties. The Monthly Promotion
Services Report shall include, without limitation, a description of the Promotion Services
performed and the number of hours expended by all Consultant Personnel. In the event
Consultant fails to produce and timely submit a complete and accurate Monthly Promotion
Services Report pursuant to this Section 7, Hospital may exercise its rights under Sections 8.2
and 15 below. '

8. COMPENSATION

8.1  Compensation for Promotion Services. Consultant shall accrue and accept as
its sole and total, all-inclusive flat rate compensation the amount of Twenty Thousand Dollars
($20,000.00) per month (“Promotion Services Fee") for all Promotion Services provided
hereunder during the preceding month, subject to the provisions of Section 8.2, below; and
subject, further, to Consultant’s duty to make a timely submission to the CEO of a complete and
accurate Monthly Promotion Services Report in accordance with Section 7, above. No other
compensation or rejimbursements shall be paid by Hospital to Consultant, unless agreed to, in
advancc, in a writing signed by both parties; Hospital shall not be responsible for payment of any
costs and expenses associated with the Promotion Services including, but not limited to, travel,
faxes, photocopying, messengers and couriers, postage, telephone, auto, mileage, parking,
materials, taxes, secrctarial services, insurance, equipment, maintenance, forms, supplies, legal
services, clerical services, licenses, certifications and the like.

8.2 Conditions of Pavment.
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8.2.1 Within ten (10) days following the last day of each month during the term
of this Agreement, Consultant shall furnish the CEO with an invoice and Monthly Promotion
Services Report specified in Section 7, above, specifying all Promotion Services provided
pursuant to this Agreement.

8.2.2 Anything to the contrary notwithstanding, in the event that Consultant
fails to produce a Monthly Promotion Services Report for any month during the term hereof to
the satisfaction of the CEO, Hospital shall make no payment of compensation whatsoever to
Consultant with respect to the month or months for which Consultant has failed to produce such
documentation.

8.2.3 In the event Consultant fails to timely submit an acceptable Monthly
Promotion Services Report compliant with the terms stated herein for any month during the term
hereof within ninety (90) calendar days following the end of the month during which such
Promotion Scrvices were rendered, Hospital, in its sole discretion, shall be fully and forever
relieved from any obligation to make payment of any compensation whatsoever with respect to
the month(s) for which Consultant has failed to fully and timely produce and submit such
Monthly Promotion Services Report.

8.2.4 Subject to Section 8.2.3 above, all payments of compensation by Hospital
to Consultant shall be made by Hospital to Consultant on or before the later to occur of (a) the
fifieenth (15th) day of the month following the month for which payment is being made, or (b)
ten (10) days following the Hospital’s receipt of the Monthly Promotion Services Report and an
invoice pursuant to Section 8.2.1, above, with respect to such month. :

9. INSURANCE

9.1 Comprehensive General Liability Insurance.

9.1.1  Consultant shall procure and maintain during the term hereof, at
Consultant’s sole and complete expense, compreliensive general liability insurance (“CGL")
covering Consultant for all activities undertaken by Consultant and all losses that may be
incurred by Consultant pursuant to this Agreement. Each policy of CGL insurance shall be
provided by a carrier that is licensed to do business in California having at least an “A” Best
rating, and, for each policy of coverage, shall provide minimum coverage limits in the amounts
of $1,000,000 per claim and $3,000,000 in the aggregate for the policy year. The CGL insurance
shall provide coverage for all occurrences or claims during the term of this Agreement and any
extension thereof. Hospital shall be named as an additional insured under each policy and proof
thereof shall be provided to Hospital promptly upon request. The CGL insurance policy shall not
be cancelable or modifiable, except upon thirty (30) days’ prior written notice by Consultant to
Hospital. In the event of caucellation or modification of the CGL policy, Consultant shall
immediately notify Hospital and immediately replace the insurance.

9.2  “Tail” Coverage.
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9.2.1 If the insurance obtained and maintained pursuant to Section 9.1.2 hereof
is provided on a “claims-made” basis, Consullant agrees that, prior to the effective date of the
termination of such coverage, if applicable, Consultant shall purchase, at Consultant’s sole and
complete expense, “tail” insurance (i.c., an extended reporting endorsement) for an unlimited
reporting period with the same coverage limits required pursuant to Section 9.1.1 for all claims
arising out of incidents occurring prior to termination of Consultant’s current coverage.

9.2.2  No later than ten (10) days prior to the effective date of the expiration or
earlier termination of this Agreement, Consultant shall purchase tail coverage with the same
coverage limits pursuant to Section 9.1.1 for an unlimited reporting period for all claims arising
after the effective date of such expiration or termination and which arise out of incidents
occurring during the term hereof. If Consultant fails to do so, Consultant hereby authorizes
Hospital to purchase such coverage, and to deduct the cost thereof from any compensation or
expense reimbursement otherwise duc to Consultant under this Agreement, If Hospital’s cost of
purchasing such tail coverage pursuant to this Section 9.2.2 exceeds any compensation or
expense reimbursement otherwise due to Consultant, Consultant shall pay the difference to
Hospital within ten (10) days of Hospital’s demand for it. Overdue amounts shall bear interest at
ten percent (10%) per annum or, if lower, at the maximum rate allowed by law.

93. Workers’ Compensation Insurance; Emplover’s Liability Coverage.
Consuitant shall securc and maintain at all times during the term hereof, at Consultant’s sole and
complete expense, workers’ compensation and employer’s liability insurance covering
Consultant and all Consultant Personnel and all other employees of Consultant, by a carrier
licensed to do business in California and having at least an “A” Best rating, and shall be
endorsed to include a (a) waiver of subrogation in favor of Hospital, and (b) thirty (30) days’
prior written notice of cancellation. Such coverage shall be primary and non-contributory.

9.4  Certificates. Before Consultant provides any Promotion Services under this
Agreement, Consultant shall present Hospital with certificatcs cvidencing the insurance coverage
required pursuant to this Section 9. In addition, prior to the annual anniversary of the Effective
Date of this Agreement, if applicable, Consultant shall present Hospital with a certificate
evidencing the continued insurance coverage required pursuant to this Section 9.

10. INDEMNIFICATION

10.1 Indemnification. Consultant hereby indemnifies and holds Hospital and
Hospital’s management company, South Bay Hospital Management, LLC, a California limited
liability company, and each of their trustees, officers, directors, employees, representatives and
agents harmless from any and all loss, liability, damage, cost and expense (including attorneys’
fees) suffered or incurred by Hospital in connection with (a) any claims brought or threatened
against Hospital for compensation of Consultant Personnel or any other of Consultant’s
employees, laborers, workers, staff, agents, subcontractors or independent contractors, )]
claims by any third party against Hospital or Consultant in connection with any act or omission
related to the performance of any duty pursuant to this Agreement, (c) any act or omission
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(including, without limitation, due to negligence, willful misconduct or otherwise) of
Consultant, Consultant Personnel or anyone acting for or on behalf of Consultant in connection
with this Agreement, or (d) any act or omission constituting a breach or default in the
performance of Consultant’s representations, warranties, covenants or obligations under this

Agreement.

10.2  Survival. The provisions set forth in this Section 10 shall survive the expiration
or other termination of this Agreement,

11. ACCESS TO BOOKS AND RECORDS

11.1 Required Access for “Secretary” and “Comptroller General.” Consultant
shall make available, upon written request from the Secretary of the United States Department of
Health and Human Services (the “Secretary”), or upon the request from the Comptroller General
of the United States General Accounting Office (the “Comptroller General), or any of their
duly authorized representatives, respectively, a copy of this Agreement and such books,
documents, and records as are necessary to verify the nature and extent of the costs of the
Promotion Services provided by Consultant under this Agreement, Consultant further agrees
that if Consultant carries out any of its duties under this Agreement through a subcontract with a
value or cost of Ten Thousand Dollars ($10,000) or more over a twelve (12) month period with
an agent or subcontractor, such contract shall contain a clause to the effect that the agent or
subcontractor shall make available, upon request from the Secretary, or upon request from the
Comptroller General, or any of their duly authorized representatives, respectively, a copy of such
contract and such books, documents, and records as are necessary to verify the nature and extent
of such costs. The availability of Consultant’s books, documents and records shall be subject at
all times to all applicable legal requirements, including without limitation, such criteria and
procedures for seeking and obtaining access that may be promulgated by the Secretary in federal

regulations.

11.2 Regquired Access for Hospital. Consultant shall provide Hospital with all
information, records and any other documents related to the performance of Promotion Services

hereunder, and shall promptly, at Hospital’s request, provide Hospital with copies of any books,
documents, and records released to the Secretary or Comptroller General pursuant to Section

11.1, above.

11.3  Survival. The provisions set forth in this Section 11 shall survive the expiration
or other termination of this Agreement.

12.. DISPUTE RESOLUTION

12.1 Disputes/Arbitration. The Jaws of the State of California shall govern this
Agreement, Any action or other proceeding under this Agreement shall be commenced and shall

take place in Los Angeles County, Califomia.
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Such arbitration shall be held in Los Angeles, California before a retired Judge of the Los
Angeles Superior Court, and under the rules of the California Arbitration Act (Cal. Code Civ.
Proc. sec 1280 et seq., including section 1283.05 and all of the Act’s other mandatory and
permissive rights to discovery). The California Code of Evidence shall apply to all testimony
and documents submitted to the arbitrator. Consultant and Hospital shall select the arbitrator,
and in the event they are not able to agree on the selection of the arbitrator, then, cither party
may request a list from ADR Services, Inc. (or if ADR is not available, then its successor or a
mutually agreeable company of similar reputation and experience) of names of ten (10) Judges
retired from the Los Angeles Superior Court who are providing services to ADR. Hospital may
first stoke the name on the list and, thereafter, the parties shall take turns striking names until
one name remains, and that person shall be selected as the arbitrator. If for any reason that
person cannot serve, the parties shall repeat the process of selection until a qualified arbitrator is
selected. The decision of the arbitrator shall be final and binding on the parties to this
Agreement, and judgment upon the award rendered may be entered in any coutt liaving
jurisdiction thereof. Notwithstanding the foregoing (i) cither party shall be entitled to obtain
injunctive or seek similar relief, including obtaining a Writ of Attachment, by filing a request
for immediate action with the Los Angeles Superior Court; and (ii) in the event of an action by
any party to this Agreement may join or otherwise proceed against the

or against any third party, :
other party as part of that action or in an action reasonably related to or arising therefrom.

The parties agree that the arbitrator is authorized to decide all issues of arbitrability, and that
with the exception of circumstances that require a request for injunctive relief or Writ of
Attachment brought to the Superior Court, the arbitrator shall have exclusive jurisdiction of this
matter. The parties will share the cost of arbitration and each will bear its own attomeys’ fees

and expenses.

THE PARTIES CONFIRM THAT EACH OF THEM HEREBY WAIVES AN -
RIGHT TO JURY OR COURT TRIAL AND AGREES TO THE PROVISIONS O

THIS SECTION 12. i
Hospital _ {8 Consulta

13. CHANGE INLAW

13.1 Legal Event; Consequences. Notwithstanding any other provision of this
Agreement, if the governmental agencies that administer Medicare, Medi-Cal, federal workers’

compensation or any other federal health care program (or their representatives or agents), or any
other federal, State or local governinental or nongovernmental agency, accreditation organization
or any court or administrative tribunal passes, issues or promulgates any law, rule, regulation,
standard, interpretation, order, decision or judgment including, but not limited, to those relating
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to any regulations pursuant to State or federal anti-kickback or self-referral statutes (collectively
or individually, “Legal Event"), which, in the good faith judgment of one party (the “Noficing
Party”), materially and adversely affects either party’s licensure, accreditation, certification, or
ability to refer, to accept any referral, to bill, to claim, to present a claim, or to receive payment
or reimbursement from any federal, State or local governmental or private payor, or which
subjects the Noticing Party to a risk of prosecution or civil monetary penalty, or which, in the
good faith judgment of the Noticing Party, indicates a rule or regulation with which the Noticing
Party desires further compliance, then the Noticing Party may give the other party notice of
intent to amend or terminate this Agreement in accordance with Section 13.2, below.

13.2 Notice Requirements. The Noticing Party shall give notice to the other party
setting forth the following information:

13.2.1 The Legal Event giving rise to the notice;
13.2.2 The consequences of the Legal Event as to the Noticing Party;

13.2.3 The Noticing Party’s intention to'cither:

(a) Terminate this Agreement due to unacceptable risk of prosecution
or civil monetary penalty; or

(b)  Amend this Agreement, together with a statement that the purpose
thereof is onc or more of the following:

(1)  To further comply with an)-' anti-kickback or Stark (I-IIl)
statutory proyisions or rules or regulations created or affected by

the Legal Event;

(2)  To satisfy any licensure, accreditation or certification
requirements created or affected by the Legal Event(s); or

(3)  To eliminate or minimize the risk of prosecution or civil
nonetary penalty;

13.2.4 The Noticing Parly’s proposed amendment(s); and

13.2.5 The Noticing Party’s request for commencement of the Renegotiation
Period (as defined below).

13.3 Renegotiation Period; Tevmination, In the cvent of notice under Sections
13.2.3(a) or 13.2.3(b) above, the parties shall have ten (10) days from the giving of such notice
(“Renegotiation Period ") within which to attempt to amend this Agreement in accordance with
the Noticing Party’s proposal (if any) or otherwise as the parties may agree. If this Agreement is
not so amended within the Renegotiation Period, this Agreement shall terminate as of midnight
on the tenth (10th) day after said notice was given. Except as otherwise required by applicable
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to any regulations pursuant to Statc or federal anti-kickback or self-referral statutes (collectively
or individually, “Legal Event"), which, in the good faith judgment of one party (the “Noticing
Party”), materially and adversely affects either party’s licensure, accreditation, certification, or
ability to refer, to accept any referral, to bill, to claim, to present a claim, or to receive payment
or reimbursement from any federal, State or local governmental or private payor, or which
subjects the Noticing Party to a risk of prosecution or civil monetary penalty, or which, in the
good faith judgment of the Noticing Party, indicates a rule or regulation with which the Noticing
Party desires further compliance, then the Noticing Party may give the other party notice of
intent to amend or terminate this Agreement in accordance with Section 13.2, below.

132 Notice Requirements. The Noticing Party shall give notice to the other party
setting forth the following information:

13.2.1 The Legal Event giving rise to the notice;

13.2.2 The consequences of the Legal Event as'to the Noticing Party;

13.2.3 The Noticing Party’s intention to either:

(@)  Terminate this Agreement due to unacceptable risk of prosecution
or civil monetary penalty; or

()  Amend this Agrecment, together with a statement that the purpose
thereof is one or more of the following:

(1)  To further comply with any anti-kickback or Stark (I-II1)
- statutory provisions or rules or regulations created or affected by

the Legal Event,

(2)  To satisfy any licensure, accreditation or certification
requirements created or affected by the Legal Event(s); or

(3)  To eliminate or minimize the risk of prosecution or civil
monetary penalty;

13.2.4 The Noticing Party’s proposed amendment(s); and

13.2.5 The Noticing Party’s request for commencement of the Renegotiation
Period (as defined below).

13.3 Renegotiation Period; Termination. In the event of notice under Sections
13.2.3(a) or 13.2.3(b) above, the parties shall have ten (10) days from the giving of such notice

(“Renegotiation Period") within which to attempt to amend this Agreement in accordance with
the Noticing Party’s proposal (if any) or otherwise as the parties may agree. 1f this Agreement is
not so amended within the Renegotiation Period, this Agreement shall terminate as of midnight
on the tenth (10th) day after said notice was given. Except as otherwise required by applicable
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law, any amounts owing to either party hereunder shall be paid up to the date of such
termination, and any obligation hereunder that is to continue beyond expiration or termination
shall so continue pursuant to its terms. All opinions of legal counsel presented by the Noticing
Party hereunder, and any corresponding opinions given by the other party in response, shall be
deemed confidential and given solely for purposes of renegotiation and settlement of a potential
dispute, and shall not be deemed disclosed so as to waive any privileges otherwise applicable to

said opinions.
14, COMPLIANCE WITH APPLICABLE LAWS

14.1. Compliance with Law. In the performance of their respective responsibilities

and obligations hereunder, Hospital and Consultant shall comply with the requirements of all
federal, State and local laws, regulations and ordinances applicable to their respective
organizations and activities.

14.2. Compliance Program. Consultant shall implement its own internal compliance
activities and report to Hospital the results of any compliance reviews or audits that may affect

Consultant's provision of Promotion Services.

143 Hospital Audit. Consultant shall permit Hospital to audit, as reasonably
requested, Consultant’s Monthly Promotion Services Reports submitted pursuant to Section 7 of
this Agreement, and Consultant's cooperation with any compliance program established by
Hospital during the term hereof including, without limitation, access to all claim records, data
information, and software required by Hospital or Hospital’s authorized agent who performs

such audit.

144 Survival, The rights of Hospital pursuant to Section 14.3, above, shall survive
the expiration or other termination of this Agreement.

15. TERM, RENEWAL AND TERMINATION

15.1 Term; Renewal. The initial term of this Agreement shall be for a period of one
(1) year, commencing on the Effective Date and shall automatically renew for successive one-

year terms, unless terminated as set forth below.

152 Immediate Termination by Hospital for Cause. This Agreement may be
terminated by Hospital effective immediately upon written notice to Consultant if any of the
following events occuts:

15.2.1 Any conduct by Consultant that jeopardizes or places at risk the health,
safety or welfare of a patient of the Hospital or that jeopardizes any licenses, certificates or
accreditations of Hospital;

15.2.2 Any failure by Consultant to comply with the protocol set forth in
Section 2.1 hereof;
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15.2.3 Any material breach of the representations and warranties contained in
Section 3;

15.2.4 A material breach or default by Consultant of any duty, obligation or
covenant made by Consultant contained in this Agreement, and such material breach ot default is
not cured within ten (10) days after the provision of written notice of such breach or default by

Hospital;

15.2.5 The failure of Consultant to obtain, maintain or provide evidence of all of
the insurance coverage required pursuant to Section 9 hereof;

15.2.6 Breach by Consultant or any Consultant Personnel of any confidentiality
provision set forth in Section 2.3;

15.2.7 The conviction of any manager, administrator, officer, director or
executive employee or Consultant Personnel of Consultant for any act or acts constituting a
felony or misdemeanor involving moral turpitude under the laws of the United States, any state

thereof or any foreign jurisdiction;

15.2.8 Consultant’s assignment, or attempted assignment, of this Agreement
without Hospital’s prior writien consent;

15.2.9 The closure of Hospital, the cessation of patient carc operations, or the
sale or transfer of Hospital or all, or substantially all, of its assets or Hospital’s decision to cease

bariatric surgery at its facility;

15.2.10 Any Legal Event described in Section 13 that is not resolved by the
parties pursuant to Section 13;

15.2.11 Any governmental or regulatory agency undertakes any action or
requests that a receiver be appointed with respect to the operation of Hospital; or

15.2.12 In the event either party hereto shall (a) apply for or consent to the
appointment of a receiver, trustee, liquidator, or similar official for all or a substantial part of
such party’s assets; (b) admit in writing such party’s inability to pay its dcbts as they come due;
(c) make a general assignment for the benefit of creditors; (d) file a pelition to answer seeking an
ordér for relief, a reorganization, or an arrangement with creditors or to take advantage of any
insolvency law; or (e) otherwise cease to meet its financial obligations in the ordinary course of

business.

15.3 Termination without Cause. Either party may, in its sole discretion, terminate
this Agreement without cause at any time whatsoever upon providing the non-terminating party

ten (10) days’ prior written notice.
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15.4 Effect of Termination.

15.4.1 Subject to compliance of Consultant with the conditions of compensation
set forth in Section 8.2, in the event the effective date of any termination of this Agrecment falls
-prior to the last day of any calendar month, Hospital shall pay the Promotion Services Fee for
that final month on a pro-rated basis, in addition to payment owed pursuant to this Agreement, if
any, for Promotion Services prior to the final month no later than forty-five (45) days after the

effective date of termination.

15.4.2 In the event of termination, Consultant shall provide a final accounting,
as of the effective date of termination, to be delivercd as soon as reasonably possible, but in no
event later than forty-five (45) days afler the effective date of termination.

15.43 Consultant shall prepare and deliver to Hospital all books, records,
computer disks and all other documentation relating to Hospital, and/or Promotion Services,
regardless of the form in which such documentation is stored, within forty-five (45) days of the

effective date of termination.
16. MISCELLANEOUS PROVISIONS.

16.1 Notice. Any notice or other communications required or permitted hereunder shall be
sufficient if given in writing and delivered either personally or by overnight delivery service and
also a courtesy copy shall be simultaneously sent by facsimile. All notices or demands must be
given at the following addresses and fax numbers or such other addresses and/or fax numbers as
may from time to time be designated by notice given as aforesaid and dclivered as set forth

below:

If to Hospital: Tri-City Regional Medical Center
21530 South Pioneer Boulevard
Hawaiian Gardens, California 90716
Attention: President/CEO
Facsimile: (562) 860-0401

With a copy to: Selvin & Weiner, APC
12401 Wilshire Boulevard, Suite 200
Los Angeles, California 90025-1015
Attention: Beryl Weiner, Esq.
Facsimile: (310) 207-3666

If to Consultant: Comprehensive Intra-Operative Services, Inc.
4130 Flat Rock Dr. #150
Riverside, California 92505
Facsimile: (951) 352-4843
Attn; Michael P, McGrath
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16.2. No Implied Waiver of Breach, Any waiver of any term and condition hereof must
be in writing and signed by the waiving party. A party's neglect or failure in any case or
circumstance to require performance of the other party's obligations or to enforce its rights in the
event of a breach by the other party shall not affect such party's right to enforce such rights and
obligations in any other case or circumstance. A waiver of any individual term or condition shall
not be construed as a waiver of any other term or condition nor, unless so provided in such
written waiver, of the term or condition thereby waived in the event of a future or continuing
breach by the other party, except in the particular circumstance(s) in or for which such waiver

was provided.

16.3. Succession. This Agreement applies to, inures to the benefit of and binds all parties
hereto, their heirs, devisees, legatees, executors, adiinistrators, representatives, successors and
assigns. Neither party may assign, delegate or otherwise transfer all or any part of its rights and
obligations under this Agreement without the express prior written consent of the other.

16.4 Severability, Should any one or more provisions of this Agreement be determined to
be invalid or void, the balance of the provisions shall, nevertheless, remain in full force and

effect.

16.5 Time is of the Essence. Time is strictly of the essence under this Agreement and any
amendment, modification or revision hereof.

16.6 Authorized Signators. Each individual executing this Agreement on behalf of an
entity represents and warrants that he or she is duly authorized by that entity to execute and
deliver this Agreement on behalf of each respective entity in accordance with the governing
and/or formation documents of said entity, and that all representations and warranties contained
_in this Agreement, or any documents referenced in this Agreement, are true and correct.

16.7 Independent Counsel. Each party who is a signatory to this Agreement hereby
acknowledges that he or it has had the opportunity to be represented by independent counsel of
its own choice throughout all of the negotiations which preceded the exccution of this
Agreement, and that it has exccuted this.Agrecment freely, voluntarily and without any coetcion
whatsoever, with the consent and upon the advice of such independent counsel, or having
knowingly waived the opportunity to obtain such advice, Bach party further acknowledges that
it and its counsel, if any, have had adequate opportunily to make whatever investigation or
inquiry deemed necessary ot desirable in connection with the subject matter of this Agreement
prior to the execution hereof and the delivery and acceptance of the considerations specified
herein and that each of them has reviewed such documents and information that it deems
necessary or appropriate concerning this Agreement. Each party hereto acknowledges that this
Agreement has been drafted as a result of negotiations between the parties, and that its terms and
provisions should be interpreted in accordance with their fair meaning and not in favor or against

any one party.

16.8 Entire Agreement. This Agreement, including the recitals, schedules and exhibits
attached hereto constitute the entire agreement of the parties with respect to the subject matter
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hereof, and supersedes all prior understandings o agreements, whether written or oral, with
respect to the subject matter hereof, All recitals, exhibits and schedules referred to in this
Agreement are an integral part of this Agreement. They are incorporated in this Agreement by

this reference as though at this point set forth in full.

169  Third Party Rights. This Agreement shall not be construed as conferring upon any
third party any right or benefit, and any and all claims that may arise hereunder may be enforced

solely by Hospital or Consultant.

16.10 Force Majeure. Neither party shall be liable nor deemed to be in default for any
delay or failure in performance under this Agreement or other interruption of service deemed
resulting, directly or indirectly, from acts of God, civil or military authority, acts of public
enemy, war, accidents, fires, explosions, earthquakes, floods, failure of transportation, machinery
or supplies, vandalism, strikes or other work interruptions beyond the reasonable control of
either party. However, both parties shall make good faith efforts to perform under this

Agreement in the event of any such circumstances.

16.11 Further Assurances. Each party hercto shall furnish such information, execute such
documents and take such action as the othe party rcasonably may request for the purpose of
carrying out the intent of this Agreement.

16.12 Captions and Headings. The captions and headings throughout this Agreement are
for convenience and reference only, and shall in no way be held or deemed to define, limit,
describe, explain, modify, amplify or add to the interpretation, construction or meaning of any

provision or to the scope or intent of this Agreement or in any other way affect the Agreement.

16.13 Remedics. The various rights and remedies provided for herein shall be cumulative
and in addition to any other rights and remedies the parties may be entitled to pursue under the
law. The exercise of one or more of such rights or remedies will not impair the rights of cither
party to exercise any other right or remedy at law or in equity. '

16.14 Assignment; Binding Effect. Hospital may assign this Agreement to any affiliate or
subsidiary of Hospital or to any successor of all, or substantially all, of Hospital’s operating
assets. Consultant shall not assign or transfer, in whole or in part, this Agreement or any of
Consultant’s rights under this Agreement, without the prior written consent of Hospital, and any
assignment or transfer by Consultant without such consent shall be null and void. Further, any
assignment or attempted assignment in violation of this Section 16.14 shall give Hospital the
right to terminate this Agreement immediately pursuant to Section 15, above.

16.15 Subcontracting, If approved by Hospital in advance in writing, Consultant shall be
permitted to subcontract for the provision of Promotion Services: provided, that Consultant shall
(a) cause each such subcontractor to comply with all applicable terms of this Agreement
including, without limitation, Sections 2,3,7, and 14; (b) be responsible for the conduct of each
such subcontractor and the performance of all of Promotion Services, including Promotion
Services performed by such subcontractor; and (¢) be responsible for paying all of each such

Page 17 of 32 Hospital .5/;’«’!“’

Consultant H LG

ClOS Marketing Agmi(FINAL)




subcontractors’ fees and expenses, without additional charge whatsoever to Hospital beyond the
promotion Services Fee specified in this Agreement.

16.16 Amendment. This Agrecment shall not be modified or amended except by a
written document exccuted by both parties.

16.17 Counterparts. This Agreement may be executed in counterparts, each of which
shall be deemed to be an original but which, together, shall constitute but one and the same

instrument.

CONSULTANT HAS READ THIS AGREEMENT IN ITS ENTIRETY, HAS HAD THE
OPPORTUNITY TO OBTAIN THE ADVICE OF LEGAL COUNSEL AS TO THE MEANING
OF ITS CONTENTS, AND FREELY ENTERS INTO AND EXECUTES THIS AGREEMENT,
INTENDING TO BE BOUND BY THE PROVISIONS HEREOF.

IN WITNESS WHEREOF, the parties hereto have executed this Agreement as of the
Effective Date set forth above.

“HOSPITAL”

Gardens Regional Hospital and
Medical Center, Inc.,

a California nonprofit
corporation d/b/a Tri-City

Regional Medical Center C

CLIFFORD SHIEPE 7
SENIOR VICE PRESIDENT

“CONSULTANT?”

0y /
:.—\

MIGHAEL| P. MCGRATH
PRESIDENT
E.LN. 68-0490904
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In consultation and collaboration with Hospital, .
shall develop, implement and conduct a comprehensive business development and promotion

campaign on behalf of Hospital directed at interested patties, including chiropractic and
orthopedic medical practice professionals in Southemn California, whose patients may benefit
from the services and treatments available at Hospital, incorporating the following goals and

activities:

L.

EXHIBIT A

SCOPE OF SERVICE: SUMMARY OF PROMOTION SERVICES
and subject to approval by Hospital, Consultant

Enhance the visibility and promote the image, reputation and accessibility, by all proper
and appropriate means, of Hospital’s facility, medical staff and clinical programs
pertaining to orthopedics, spinal diseases/injuries, pain management and workers’
compensation (collectively, “Hospital Services”) with Consultant’s network of
chiropractors and orthopedic specialists in Los Angeles and Riverside counties.

Introduce and promote the availability of Hospital Services for treatment of workers’
compensation and personal injuries on a lien basis as well as Hospital’s experience with
intake, documentation, verification and other issues associated with such treatments.

Disseminate marketing materials and other information related to Hospital Services;
Hospital shall bear full responsibility and expense to produce and provide such materials
to Consultant if Hospital desires for Consultant to disseminate such materials.

Establish appropriate links and relationships, on Hospital’s behalf, with various groups,
institutions and organizations involved in provision of orthopedic or chiropractic services

in Los Angeles and Riverside counties.

At Consultant’s discretion and with Hospital’s approval, represent Hospital at health
fairs, health screenings, trade shows, educational symposiums, conventions and/or other
community outreach forums to enhance Hospital's visibility and develop business
opportunities for Hospital’s facility, medical staff and Hospital Services.

Assist Hospital to secure authorizations for contract patients; assist Hospital with billing
and collection services; periodically review billing and collections for workers’
compensation and other relevant programs; assist Hospital to optimize reimbursements
and collections; verify that reimbursements are in accordance with contract terms.

Conduct regular follow up visits and communications, determine level of satisfaction
with Hospital Services, perform satisfaction analyses, assist with problem solving and

QA review, and the like.
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' 8. Consultant shall report directly to the CEO and/or to any other party designated by the

CEO in connection with the performance of its duties under this Agreement and shall
fulfill all other duties reasonably requested by Hospital and agreed to by Consultant.
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CIOS Marketing Agmi{FINAL) Page 20 of 32 Hospital .%ﬂ

Consultant ‘EL( {,




EXHIBIT 3




R e LA

. 08/10/2002 08:30 FPAX

Sep L7 02 04:08p Mic MoGrath

mmﬁl7

909 352-9271

INDEPENDENT CONTRACTOR AGREEMENT

THis INDEPENDENT CONTRAGTOR AGREEMENT (' AGREEMENT™) IS MADE, AND EFFECTIVE
THIE OCTOBER . 18T 2002, BY ANO BETWEEN MANIR UWAYDAH
MD.C"CONSULTANT') AND SPINELINE USA InNC.("CampPaNy*),

NOW, THEREFORE, CONSULTANT AND COMPANY AGREE AS FoLLOWS:

1. ENGAGEMENT,
CONPANY HEREBY ENGAGES CONSULTANT. AND CONSULTANT ACCEFTS ENGAGEMENT,
TO PROVIDE TO COMPANY THE FOLLOWING SERVICES:

USE OF INTRAOPERATIVE MEDICAL DEVICE REQUIRED FOR ALIF/PLIF, FOSTERIOR

LumMBAR PUSIONS, (PROCEDURES), DEVELOPMENT OF SUCH DEYICFS AND NECESSARY

INSTRUMENTATION REQUIRED TO PERFORM SAD PROCEDURES. DEVELOPMENT OF INTRA-
OPERATIVE TECHNIOUE AND SUBSEQUENT CLINICAL DATA COLLECTION,

2. TEmm.
CONBULTANT SHALL, PROVIDE SERVICES TO COMPANY PURSUANT TO THIS AGHEEMENT
FOR A TERM COMMENCING ON GarorER 157, 2002 AND ENDING ON

30, 2003,
e

CONSULTANT SHALL RENDER SERVICES PRMARILY AT FREDETERMINED MEDICAL
FACILITY, WHEREWY GUCH PROCEDURES ARE COMMONLY PERFORMED, BUT WILL BZ
WILLING TO UPON REOQUEST UBE SERVICES AT SUCH OTHER FLACHS AS REASORAALY
REQUESTED BY COMPANY AG APPROPRIATE FOR THE PERFORMANCE OF PARTICULAR
SERVICES,

4. TIME.
CONSULTANT'S DAILY SCHEQULE AND HOURS WORKED UNDER THIG AGREEMENT ON A
@YEN DAY SHALL GENERALLY BE SURJECT TO CONSULTANTS DISCRETION, PROQVIDED
THAT CONSULTANT AND COMPANY ANTICIOATE THAT CONSULTANT SHALL WORK AS
REQUIRED PROCEDURES ALLOW IN THE ENGAGEMENT OF TASKS &TATED IN SECTION 1.
ABOVE. COMPANY REUES UPON CONSULTANT TO DEVOTE SUFFICIENT
TIME A9 1S REAGONABLY NECESEARY TO FULFILL THE SMRIT AND PURPOSE OF THIS
AGREEMENT, .

5. PAYMENT. /10, o, &

CONPANY SHALL PAY CONQULTANT UP 1O $ HOOD00- /80 PER ANNUM FOR
FERVICER PERFORMED PURSUANT TO THIG AGREEMENT. PAYMENT SHALL BE MADE
CUARFERTY. 30 DAYS PAST EAGH CALENDAR MONTH. CONSULTANT SHALL BEAR ALL OF
CONSULTANT S EXPENSES INCURRER )N THE PERFORMANCE OF THIS AGREEMENT.

6. COVENANY BOT YO COMPEYE,

DURING THE TERM OF THIS AGREEMENT ANBEOR-A-PERIGR-QE_} YEAR THPREXFTER,
COMNSULTANT SHALL NOT WITHIN AMERICAN MEDICAL TERRITORY. DIRECTLY ©OR
NDIRECTLY, EITHER FOR HIS OWN ACCOUNT, OR AS A PARTNER, SHAREHOLDER, QFFICER,
DIRECTOR, EMPLOYEE, AGENT OR OTHERWISE; OWN. MANAGE, OPERATY, CONTROL, BE
EMPLOYED BY, PARTICIPATE IN, CONSULT WITH, FERFORM SERVICES FOR, OR OTHERWISE
BE CONNECTAD WITH ANY BUSINEES THE SAME AS OR SWOLAR TO THE BUSINESS
CONDUCTED BY COMPANY. N THE EVENT ANY OF THE PROVISIONS OF THIS STAVION €
ARE DETERMINED TO BE INVALID BY AEASON OF THEIR SCOPS OR DURATION, THIS
SECTION 6 SHALL BE DEEMED MODIFIED YO THE EMYTENY REQUIRED TO GURE THE
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INDEPENDENT CONTRACTOR AGREEMENT

THIS INDEPENDENT CONTRACTOR AGREEMENT ("AGREEMENT") IS MADE AND EFFECTIVE
THIS OCTOBER, 18T 2002,8Y AND BETWEEN MANIR UWAYDAH MD.("CONSULTANT'') AND
SPINE-LINE USA INC,("COMPANY").

Now, THEREFORE, CONSULTANT AND COMPANY AGREE AS FOLLOWS!

1. ENGAGEMENT.

COMFPANY HEREBY ENGAGES CONSULTANT, AND CONSULTANT ACCEPTS ENGAGEMENT,

TO PROVIDE TO COMPANY THE FOLLOWING SERVICES:

UsSE OF INTRAOPERATIVE MEDICAL DEVICE REQUIRED FOR ALIF/PLIF, POSTERIOR
LUMBAR FUSIONS, (PROCEDURES), DEVELOPMENT OF SUCH DEVICES AND NECESSARY
INSTRUMENTATION REQUIRED TO PERFORM SAID PROCEDURES, DEVELOPMENT OF INTRA-
OPERATIVE TECHNIQUE AND SUBSEQUENT CLINICAL DATA COLLECTION,

2. TERM,
CONSULTANT SHALL PROVIDE SERVICES TO COMPANY PURSUANT TO THIS AGREEMENT

FOR A TERM COMMENCING ON OCTOBER 15T, 2002 AND ENDING ON SEPTEMBER 30TH,
2003.

3. PLACE OF WORK,
CONSULTANT SHALL RENDER SERVICES PRIMARILY AT PRE-DETERMINED MEDICAL.

FACILITY, WHEREBY SUCH PROCEDURES ARE COMMONLY PERFORMED. BUT WilLL BE
WILLING TO UPON REQUEST USE SERVICES AT SUCH OTHER PLACES AS REASONABLY
REQUESTED BY COMPANY AS APPROPRIATE FOR THE PERFORMANCE OF PARTICULAR

SERVICES.

4, TIME,
CONSULTANT'S DAILY SCHEDULE AND HOURS WORKED UNDER THIS AGREEMENT ON A

GIVEN DAY SHALL GENERALLY BE SUBJECT TO CONSULTANT'S DISCRETION, PROVIDED
THAT CONSULTANT AND COMPANY ANTICIPATE THAT CONSULTANT SHALL WORK AS
REQUIRED PROCEDURES ALLOW IN THE ENGAGEMENT OF TASKS STATED IN SECTION 1.
ENGAGEMENT ABOVE., COMPANY RELIES UPON CONSULTANT TO DEVOTE SUFFICIENT
TIME AS IS REASONABLY NECESSARY TO FULFILL THE SPIRIT AND PURPOSE OF THIS

AGREEMENT.

5. PAYMENT.
COMPANY SHALL PAY CONSULTANT $100,000.00 PER ANNUM FOR SERVICES

PERFORMED PURSUANT TO THIS AGREEMENT. PAYMENT SHALL BE MADE MONTHLY, 30
DAYS PAST EACH CALENDAR MONTH. CONSULTANT SHALL BEAR ALL OF CONSULTANT'S
EXPENSES INCURRED IN THE PERFORMANCE OF THIS AGREEMENT,

6. COVENANT NOT TO COMPETE.

DURING THE TERM OF THIS AGREEMENT AND FOR A PERIOD OF [ YEAR THEREAFTER,
CONSULTANT SHALL NOT WITHIN SPINE-LINE USA INC, TERRITORY, DIRECTLY OR
INDIRECTLY, EITHER FOR HIS OWN ACCOUNT, OR AS A PARTNER, SHAREHOLDER, OFFICER,
DIRECTOR, EMPLOYEE, AGENT OR OTHERWISE, OWN, MANAGE, OPERATE, CONTROL, BE
EMPLOYED BY, PARTICIPATE IN, CONSULT WITH, PERFORM SERVICES FOR, OR OTHERWISE
BE CONNECTED WITH ANY BUSINESS THE SAME AS OR SIMILAR TO THE BUSINESS

. CONDUCTED B8Y COMPANY. IN THE EVENT ANY OF THE PROVISIONS OF THIS SECTION &

ARE DETERMINED TC BE INVALID BY REASON OF THEIR SCOPE OR DURATION, THIS
SECTION 6 SHALL BE DEEMED MODIFIED TO THE EXTENT REQUIRED TO CURE THE
INVALIDITY. 18 THE EVENT OF A BREACH, OR A THREATENED BREACH, OF THIS SECTION B,
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COMPANY SHALL BE ENTITLED TO OBTAIN AN INJUNCTION RESTRAINING THE
COMMITMENTS OR GCONTINUANCE OF THE BREACH, AS WELL AS ANY OTHER LEGAL OR

EQUITABLE REMEDIES PERMITTED BY LAW,

7. CONFIDENTIALITY,
DURING THE TERM OF THIS AGREEMENT,) CONSULTANT SHALL NOT, WITHOUT THE PRIOR

WRITTEN CONSENT OF COMPANY, DISCLOSE TO ANYONE ANY CONFIDENTIAL
INFORMATION. "CONFIDENTIAL INFORMATION" FOR THE PURPOSES OF THIS AGREEMENT
SHALL INCLUDE COMPANY'S PROFRIETARY AND CONFIDENTIAL INFORMATION SUCH AS,
BUT NOT LIMITED TO, CUSTOMER LISTS, BUSINESS PLANS, MARKETING PLANS, FINANCIAL
INFORMATION, DESIGNS, DRAWING, SPECIFICATIONS, MODELS, SOFTWARE, SOURCE
CODES AND OBJECT CODES. CONFIDENTIAL INFORMATION SHALL NOT INCLUDE ANY

INFORMATION THAT:
A. 1S DISCLOSED BY COMPANY WITHCUT RESTRICTION;
B. BECOMES PUBLICLY AVAILABLE THROUGH NO ACT GF CONSULTANT,

C. IS RIGHTFULLY RECEIVED BY CONSULTANT FROM A THIRD PARTY,

8. JERMINATION.

A. THIS AGREEMENT MAY BE TERMINATED BY COMPANY AS FOLL OWS;

1. IF CONSULTANT IS UNABLE TO PROVIDE THE CONSULTING SERVICES BY REASON
OF TEMPORARY OR PERMANENT ILLNESS, DISABILITY, INCAPACITY OR DEATH.

1. BREACH OR DEFAULT OF ANY OBLIGATION OF CONSULTANT PURSUANT TO
SECTION 6, COVENANT NOT TO COMPETE, OR SECTION 7, CONFIDENTIAUTY, OF
THIS AGREEMENT.

il. BREACH OR DEFAULT BY CONSULTANT OF ANY OTHER MATERIAL OBLIGATION IN
THIS AGREEMENT, WHICH BREACH OR DEFAULT IS NOT CURED WITHIN FIVE (5)
DAYS OF WRITTEN NOTICE FROM COMPANY,

B. CONSULTANT MAY TERMINATE THIS AGREEMENT AS FOLL.OWS:
. BREACH OR DEFAULT OF ANY MATERIAL OBLIGATION OF GCOMPANY, WHICH
BREACH OR DEFAULY IS ROT CURED WITHIN AVE (5) DAYS OF WRITTEN NOTIGE
FROM CONSULTANT.

il. IF COMPANY FILES PROTECTION UNDER THE FEDERAL BANKRUPTCY LAWS, OR ANY
BANKRUPTCY PETITION OR PETITION FOR RECEIVER IS COMMENCED BY A THIRD
FPARTY AGAINST COMPANY, ANY OF THE FOREGOING OF WHICH REMAINS
LINDISMISSED FOR A PERIOD OF SIXTY (60) DAYS.

9. INDEPENDENT CONTRAGTOR.

CONSULTANT 1S AND THROUGHOUT THIS AGREEMENT SHAELL, BE AN INDEFENDENT
CONTRACTOR AND NOT AN EMPLOYEE, PARTNER OR AGENT OF COMPANY. CONSULTANT
SHALL NOT BE ENTITLED TO NOR RECEIVE ANY BENEFIT NORMALLY PROVIDED TO
COMPANY'S EMPLOYEES SUCH AS, BUT NOT LUMITED TO, VAGATION PAYMENT,
RETIREMENT, HEALTH CARE OR SICK PAY. COMPANY SHALL NOT BE RESPONSIBLE FOR
WITHHOLDING INCOME OR OTHER TAXES FROM THE PAYMENTS MADE TC CONSULTANT.

CONSULTANT SHALL BE SOLELY RESPONSIBLE FOR FILING ALL RETURNS AND PAYING ANY
INCOME, SOCIAL SECURITY OR OTHER TAX LEVIED UPON OR DETERMINED WITH RESPECT
TO THE PAYMENYS MADE TO CONSULTANT PURSUANT TO THIS AGREEMENT.
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10. TOOLS AND SUPPLIES.

UNLESS OTHERWISE AGREED TO BY COMPANY IN ADVANCE, CONSULTANT SHALL BE
SOLELY RESPONSIELE FOR PROCURING, PAYING FOR AND MAINTAINING ANY COMPUTER
EQUIPMENT, SOFTWARE, PAPER, TOOLE OR SUPPLIES NECESSARY OR APPROPRIATE FOR

THE, PERFORMANCE OF CONSULTANT'S SERVICES HEREUNDER,

11. CONTROLLING LAW,

THIS AGREEMENT SHALL BE GOVERNED BY AND CONSTRUED IN ACCORDANCE WITH THE
LAWS OF THE STATE OF CAUFORNIA.

12. HEADINGS.
THE HEADINGS [N THIS AGREEMENT ARE INSERTEO FOR CONVENIENCE ONLY AND SHALL

NOT BE USED TO DEFINE, LIMIT OR DESCRIBE THE SCOPE OF THiS AGREEMENT OR ANY OF
THE OBLIGATICNS HEREIN.

13. FINAL AGREEMENT.

THIS AGREEMENT CONSTITUTES THE FINAL UNDERSTAMNDING AND AGREEMENT BETWEEN
THE PARTIES WITH RESPECT TO THE SUBJECT MATTER HEREQF AND SUPERSEDES ALL
PRIOR NEGOTIATIONS, UNDERSTANDINGS AND AGREEMENTS BETWEEN THE PARTIES,
WHETHER WRITTEN OR ORAL. THIS AGREEMENT MAY BE AMENDED, SUPPLEMENTED OR
CHANGED ONLY BY AN AGREEMENT IN WRITING SIGNED BY BOTH OF THE PARTIES.

14. NOTICES,
ANY NOTICE REQUIRED TO BE GIVEN OR OTHERWISE GIVEN PURSUANT TO THIS

AGREEMENT SHALL BE IN WRITING AND SHALL HE HAND DELIVERED, MAILED BY CERTIFIED
MAH, RETURN RECEIPT REOUESTED OR SENT BY RECOGNIZED OVERMNIGHT COURIER

SERVICE AS FOLLOWS:
IF TO CONSULTANT:

MANIR UWAYDAH MD
DATE:

IF TO COMPANY:

ROGER WILLIAMS Mic MCGRATH_

SPINELINE USA, INC,

DATE:

15. SEVERABILITY.
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IF ANY TERM OF THIS AGREEMENT 1S HELD BY A COURT OF COMPETENT JURISDICTION TO
BE INVALID OR UNENFORCEABLE, THEN THIS AGREEMENT, INCLUDING ALL GF THE
REMAINING TERMS, WILL REMAIN IN FULL FORCE AND EFFECT AS IF SUCH INVALID OR
UNENFORCEABLE TERM HAD NEVER BEEN INCILLUDED.

IN WITNESS WHEREOF, THIS AGREEMENT HAS BEEN EXECUTED BY THE PARTIES AS OF
THE DATE, FIRST ABOVE WRITTEN.

By:
MANIR UWAYDAH MD ROGER WiLLIAMS MIC MCGRATH
SAINE-LINE USA INC,

DATE, DATE:
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INDEPENDENT CONTRACTOR AGREEMENT

THIS INDEPENDENT CONTRACTOR AGREEMENT ("AGREEMENT") IS MADE AND EFFECTIVE
THIS MAY 15T, 2002, BY AND BETWEEN SUNNY UpPPAL MD, ("CONSULTANT') AND

GIOSERVICES ING, ("COMPANY"),
NOW, THEREFORE, CONSULTANT AND COMPANY AGREE AS FOLLOWS:

1. ENG
COMPANY HEREBY ENGAGES CONSULTANT, AND CONSULTANT ACCEPTS ENGAGEMENT,

TO PROVIDE TO COMPANY THE FOLLOWING SERVICES:

DEVELOPMENT OF PEDICLE SCREW FIXATION SYSTEM ("RELIANCE"} PEDICLE SCREW
FIXATION SYSTEM FOR USE INTRA-OPERATIVELY ON POSTERIOR LUMBAR FIXATION

PROCEDURES.

2. TERM. )
CONSULTANT SHALL PROVIDE SERVICES TO COMPANY PURSUANT TO THIS AGREEMENT
FOR A TERM COMMENCING ON MAY 15T, 2002 AND ENDING ON MAY 1sT, 2003,

3. PLACE OF WORK,

CONSULTANT SHALL RENDER SERVICES PRIMARILY AT PREDETERMINED MEDICAL
FACILITY, WHEREBY SUCH PROCEDURES ARE COMMONLY PERFORMEDR, BUT WILL BE
WILUING TO UPON REQUEST USE SERVICES AT SUCH OTHER PLACES AS REASONABLY
REQUESTED BY COMPANY AS APPROFPRIATE FOR THE PERFORMANCE OF PARTICULAR
SERVICES,

4. TIME,

CONSULTANT'S DAILY SCHEDULE AND HOURS WORKED UNDER THIS AGREEMENT ON A

GIVEN DAY SHALL GENERALLY BE SUBJECT TO CONSULTANT'S DISCRETION, PROVIDED

THAT CONSULTANT AND COMPANY ANTICIPATE THAT CONSULTANT SHALL WORK AS

REQUIRED PROCEDURES ALLOW IN THE ENGAGEMENT OF TASKS STATED IN SECTION 1,
ABOVE, COMPANY RELIES UPON CONSULTANT TO DEVOTE SUFFICIENT

TIME AS IS REASONABLY NECESSARY TO FULFILL THE SPIRIT AND PURPOSE OF THIS

AGREEMENT.

5. PAYMENT.

COMPANY SHALL PAY CONSULTANT $| 00,600.00 FOR SERVICES PERFORMED
PURSUANT TO THIS AGREEMENT. PAYMENT SHALL BE MADE [N FOUR EQUAL PAYMENTS OF
$25,000.00, 30 DAYS IN ARREARS PAST EACH CALENDAR QUARTER. CONSULTANT
SHALL, BEAR ALL. OF CONSULTANT'S EXPENSES INCURRED IN THE PERFORMANCE OF THIS

AGREEMENT.

6. .

DURING THE TERM OF THIS AGREEMENT, AND THEREAFTER FOR A PERIOD OF TWO (2)
YEARS, CONSULTANT SHALL NOT, WITHOUT THE PRIOR WRITTEN CONSENT OF COMPANY,
DISCLOSE TO ANYONE ANY CONFIDENTIAL INFORMATION. "CONFIDENTIAL, INFORMATION"
FOR THE PURPOSES OF THIS AGREEMENT SHALL INCLUDE COMPANY'S PROPRIETARY AND
CONFIDENTIAL INFORMATION SUCH AS, BUT NOT LIMITED TO, CUSTOMER LISTS, BUSINESS- .
PLANS, MARKETING PLANS, FINANCIAL INFORMATION, DESIGNS, DRAWING,
SPECIFICATIONS, WMODELS, SOFTWARE, SOURCE COOES AND- OBJECT CODES.
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CONFIDEW!AL INFORMATION SHALL NOT INCLUDE ANY INFORMATION THAT.
A. IS DISCLOSED BY COMPANY WITHOUT RESTRICTION;
B. BECOMES PUBLICLY AVAILABLE THROUGH NO ACT OF CONSULTANT;
C. IS RIGHTFULLY RECEIVED BY CONSULTANT FROM A THlRﬁ PARTY,

7, TERMINATION, .
A. THIS AGREEMENT MAY BE TERMINATED BY COMPANY AS FOLLOWS!

1. IF CONSLLTANT IS UNABLE TO PROVIDE THE CONSULTING SERVICES BY REASON
- OF TEMPORARY OR PERMANENT ILLNESS, DISABILITY, INCAPAC(ITY QR DEATH.

li. BREACH OR DEFAULT OF ANY OBLIGATION OF CQNSULTANT PURSUANT TO-
SECTION 8, COYENANT NOT TO COMPETE, OR SECTION 7, CONFIDENTIAUTY, OF

THIS AGREEMENT.

tii. BREACH OR DEFAULT éY CONSULTANT OF ANY OTHER MATERIAL OBLIGATION IN
THIS AGREEMENT, WHICH BREACH OR DEFAULT IS NOT CURED WITHIN FIVE (5)

DAYS OF WRITTEN NOTICE FROM COMPANY,

B. CONSULTANT MAY TERMINATE THIS AGREEMENT AS FOLLOWS!

. BREAGCH OR DEFAULT OF ANY MATERIAL. OBLIGATION OF COMPANY, WHICH
BREACH OR DEFAULT IS NOT CURED WITHIN FIVE (5) DAYS OF WRITTEN NOTICE

FROM CONSULTANT.

Il IF COMPANY FILES PROTECTION UNDER THE FEDERAL, BANKRUPTCY LAWS, OR ANY’
BANKRUPTCY PETITION OR PETITION FOR RECEIVER IS COMMENCED BY A THIRD
PARTY AGAINST COMPANY, ANY OF THE FOREGOING OF WHICH REMAINS

UNDISMISSED FOR A PERIOD OF SIXTY (60) DAYS,

8. INDEPENDENT CONTRAGTOR

CONSULTANT 18 AND THROUGHOUT THIS AGREEMENT SHALL BE AN INDEPENDENT
CONTRACTOR AND NOT AN EMPLOYEE, PARTNER OR AGENT OF COMPANY. CONSULTANT
SHALL NOT BE ENTITLED TO NOR RECEIVE ANY BENEFIT NORMALLY PROVIDED TO
COMPANY'S EMPLOYEES SUGH AS, BUT NOT LUMITED TO, VACATION PAYMENT,
RETIREMENT, HEALTH CARE OR SICK PAY, COMPANY SHALL NOT BE RESPONSIBLE FOR
WITHHOLDING INCOME OR OTHER TAXES FROM THE PAYMENTS MADE TO CONSULTANT.

CONSULTANT SHALL BE SOLELY RESPONSIBLE FOR FILING ALL RETURNS AND PAYING ANY
INCOME, SOCIAL SECURITY OR OTHER TAX LEVIED UPON OR DETERMINED WITH RESPECT

TO THE PAYMENTS MADE TO CONSULTANT PURSUANT TO THIS AGREEMENT.

9. A

UNLESS OTHERWISE AGREED TC BY COMPANY IN AbVANCE. CONSULTANT SHALL BE
SOLELY RESPONSIBLE FOR FROCURING, PAYING FOR AND MAINTAINING ANY CCMPUTER
EQUIPMENT, SOFTWARE, PARER, TOOLS CR SUPPLIES NECESSARY OR APPROPRIATE FOR

THE PERFCRMANCE OF CONSULTANT'S SERVICES HEREUNDER,
10.
- LAWS OF THE STATE OF CALIFORNIA.

11. HEADINGS

THE HEADINGS IN THIS AGREEMENT ARE INSERTEO FOR CONVENIENCE ONLY AND SHALL
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NOT BE USED TO DEFINE, LIMIT OR DESCRIBE THE SCOPE OF THIS AGREEMENT OR ANY OF
THE OBLIGATIONS HEREIN. ’

12,

THIS AGREEMENT CONSTITUTES THE FINAL UNDERSTANDING AND AGREEMENT BETWEEN
THE PARTIES WITH RESPECT TO THE SUBJECT MATTER HEREOF AND SUPERSEDES -ALL
PRIOR NEGOTIATIONS, UNDERSTANDINGS AND AGREEMENTS BETWEEN THE PARTIES,
WHETHER WRITTEN OR ORAL. THiS AGREEMENT MAY BE AMENDED, SUPPLEMENTED OR
CHANGED ONLY BY AN AGREEMENT IN WRITING SIGNED BY BOTH OF THE PARTIES.

13. 3 ’
ANY NCTICE REQUIRED TO BE GIVEN OR OTHERWISE GIVEN PURSUANT TO THIS

AGREEMENT SHALL BE IN WRITING AND SHALL BE HAND DELIVERED, MAILED BY CERTIFIED
MAIL, RETURN RECEIFT REQUESTED OR SENT BY RECOGNIZED OVERNIGHT COURIER
SERVICE AS FOLLOWS!

IF TO CONSULTANT:
SUNNY UPPAL MD,
6800 BROCKTON AYE
RIVERSIOE CA 92508

IF TO COMPANY:
CIOSERVICES INC,
2378 KEUSDER WAY
RIVERSIDE, CA 92503

14,
IF ANY TERM OF THIS AGREEMENT 1S HELD BY A COURT OF COMPETENT JURISDICTION TO

BE INVALID OR UNENFORCEABLE, THEN THIS AGREEMENT, INCLUDING ALL OF THE
REMAINING TERMS, WILL REMAIN IN FULL FORCE AND EFFECT AS IF SUCH INVALID OR
UNENFORCEABLE TERM HAD NEVER BEEN INCLUDED.

IN WITNESS WHEREOF, THIS AGREEMENT HAS BEEN EXECUTED BY THE PARTIES AS OF
THE DATE FIRST ABOVE WRITTEN,

CIOSERYICES INC

By;

SUNNY UPPAL MD, Mic P MCGRTAH
PRESIDENT
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INDEPENDENT CONTRACTOR AGREEMENT

This Independent Contractor Agreement [‘Agreement’) is made and
effective this [-[-(O5 . byand befween';éj,&tonsultcnt“) and SEF4

{("Company").

Now, therefore, Consultant and Company agree as follows:

1. Engagement.

Company hereby engages Consultant, and Consultant accepts
engagement, to provide to Company the following services:

Fepicie Screw, CGrseT HAFELIs. | MSEAR. (OMHEAL CAGE
CRLICAL CESFT, CELOICAC. PUSTE | . fosy-Op DHE

2. Term.
Consultant shall provide services to Company pursuant to this Agreement
for a term commencing on and ending on

3. Place of Work.

Consultant shall render services primarily at Consultant's offices, but will,
upon request, provide the services at Company offices or such other
places as reasonably requested by Company as appropriate for the
performance of parlicular services.

4, Time.
Consultant's daily scheduie and hours worked under this Agreement on a

given day shalt generally be subject to Consultant's discretion, provided
that Consultant and Company anficipate that Consultant shall work on
average hours per week in the performance of
services pursuant to this Agreement. Company relies upon Consultant to
devote sufficient time as is reasonably necessary to fulfill the spirt and
purpose of this Agreement,

5. Payment.
Company shall pay Consultant /30 K. for services performed f\ 32.5 | &
pursuant fo this Agreement. Payment shall be made @Q@ATEELY . 4'&1\1,.

Consultant shall bear all of Consultant's expenses incumed in the
performance of this Agreement.

6. Covenant Not to Compele.
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Duing the term of this Agreement and for a perod of

thereafter, Consultant shall not  within
, directly or indirectly. elther for his own account, or
as a pariner, shareholder, officer, director, employee, agent or otherwise;
own, manage, operate, control, be employed by, parlicipate in, consult
with, perform services for, or otherwise be connected with any business
the same as or similar to the business conducted by Company. In the
event any of the provisions of this Section é are determined to be invalid
by reason of their scope or duration, this Section é shall be deemed
modified to the extent required to cure the invalidity. In the event of @
breach, or a threatened breach, of this Section 6, Company shall be
entited to obtain an injunction restraining the commitments or
continuance of the breach, as well as any other legal or equitable

remedies permitted by law.

7. Confidentiality. ‘ Y o

During the term of this Agreement, and thereafter
Consultant shall not, without the prior written consent of Company,
disclose to anyone any Confidential Information.  “"Confidential
Information” for the purposes of this Agreement shali include Company's
proprietary and confidential information such as, but not limited to,
customer lists, business plans, marketing plans, financial information,
designs, drawing. specifications, models, software, source codes and
object codes. Confidential Information shall not include any information

that:

A. is disclosed by Company without restidction;
B. becomes publicly available through no act of Consuitant;

C. is rightully received by Consultant from a third parly.

8. Termination.
A. This Agreement may be terminated by Company as follows:

i. If Consultant is unable to provide the consulling services by reason
of temporary or permanent iliness, disabillity, incapacity or death,

fl. Breach or default of any obligation of Consultant pursuant fo
Saction 4, Covenant Not to Compete, or Section 7, Confidentiality,

of this Agreement.
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i. Breach or default by Consultant of any other material obligation in
this Agreement, which breach or default is not cured within five (5)

days of written notice from Company.

B. Consultant may terminate this Agreement as follows:
i, Breach or default of any materal obligation of Company, which
breach or default is not cured within five (5) days of wiitten nofice

from Consultant,

i, if Company files protection under the federal bankruptcy laws, or
any bankruptcy petition or pefition for receiver is commenced by a
third party agoainst Company, any of the foregoing of which
remains undismissed for a period of sixty (60} days. :

9. Independent Contractor.

Consultant is and throughout this Agreement shall be an independent
contractor and not an employee, partner or agent of Company.

Consultant shall not be entitted to nor receive any benefit normally
provided to Company's employees such as, but not limited to, vacation
payment, retirement, health care or sick pay. Company shall not be
responsible for withholding income or other taxes from the payments
made to Consultant. Consultant shall be solely responsible for filing all
returns and paying any income, soclal security or other tax fevied upon or
determined with respect to the payments made to Consultant pursuant

to this Agreement.

10. Tools and Supplies.

Unless otherwise agreed to by Company in advance, Consultant shall be
solely responsible for procuring, paying for and maintaining any computer
equipment, soffware, paper, tools or supplies necessary or appropriate for
the performance of Consultant's services hereunder.

11, Controlling Law.
This Agreement shall be governed by and construed in accordance with

the laws of the State of

12. Headings.
The headings in this Agreement are inserted for convenience only and

shall not be used to define, limit or describe the scope of this Agreement
or any of the obligations herein.

13. Final Agreement.
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This Agreement consiliutes the final understanding and agreement

- between the parties with respect to the subject matter hereof and

supersedes all prior negofiations, understandings and agreements
between the parties, whether written or oral. This Agreement may be
amended, supplemented or changed only by an agreement in writing
signed by both of the parties.

14. Nofices.

Any notice required to be given or otherwise given pursuant to this
Agreement shall be in witing and shall be hand delivered, mailed by
cerfifled mail, relurn receipt requested or sent by recognized overnight
courier service as follows:

f ! N 5:
| 1%>cetgnsu tant Cq ik

If to Compor&g
<. ). D BN CLH \"lq’

15. Severabllity.

If any term of this Agreement is held by a court of competent jurisdiction
to be invalld or unenforceable, then this Agreement, including ail of the
remaining terms, will remain in full force and effect as if such invalid or
unenforceable term had never been included,

IN WITNESS WHEREOF, this Agreement has been executed by the parties
as of the date first above wiitten.

{Si-gnature]
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EXHIBIT 8




PesicN

SAMPLE NO,
AFFIDAVIT
STATE OF COUNTY OF
Californiu ) Riverside
Refore me, Delon N. Harris » miy employee of the Depariment of Health and Human

Services, Food and Drug Administration, designated by the Secretary, under autherity of the Act of January 31, 1925, 43 Statutes
ot Large $03; Revrganization Plan Na, 1V, Sves, 12-18, eliective June 30, 19:40; Reorganization Plan No, | of [953. Sees, 1-9,

eflective April 11, 1953; and P.L. 96-88. Scc. 509, 93 Suntes nt Large 965 (20 U.S.C. 33508) clivetive May , 1980: to administer
Roger K. Williams in

or take vaths, affiomations. and affidavits, personafly appeared
the county and state aforesaid, who, being duly sworn. deposes and says:

I, Roger Williams, am the President for Spinal Solutions, LL.C located at 26157 JelTerson Ave.
Murrieta, CA 92562. 1 am also the President for Orthopedic Alliance, LLC, located at the same physical
aldress. Orthopedic Alliance is a wholly-owned subsidiary of Spinal Solutions, LLC; both of which
share the same employees. Operations performed at Spinal Solutions, LLC include receiving, storage,
assembly, and distribution of surgical trays, which are used during spinal fusion surgery. Spinal
Solutions, LL.C does not design specifications or manufacture Spinal Fixation Systcms or components
including, screws, rods, caps, or veriebral body replacements. Spinal Solutions, LI.C purchases Spinal
Fixation Systems, both kits and individual components used in assembly of kits, from product
manufacturers such as Advanced Medical Technology located at Kasteler Str. 11, 66620 Nonnweler,
Germany; and Emincnt Spine LLC at 7200 N. I-H 35 Building 11 Georgetown, TX 78626. My
company assemblcs Spinal Fixation System Kits, such as ART (2) Fixation System, Eminent Spine
Interbody Fusion System-Copperhead, Crystal Cervical Cage System, and Talon Pedicle Screw System,
with components and manual surgical instruments.

i have served as the President at Spinal Solutions, LLC since February 1999, and have worked in the
Orthopedic Implant industry since 1980. I am responsible for overseeing the entire company, including,
receipt and distribution of preducts, product sales and marketing, meeting with physicians to generate
new business, and hiring of personnel. As such, | have knowledge about the receipt of incotning
surgical trays and surgical tray components, such as pedicle screws, vertebral body veplacements, and
instruments; and outgoing distribution of surgical trays and components at Spinal Solutions, LL.C,

On 8/12/2011 1 informed Investigator Harris that Spinat Solutions, LL.C does not hold any 510(k) Pre-
Market Notificalions, explained that 510(k) Prc-Market Notification, K033826, was submitted to FDA
under Orthopedic Alliance, LLC for the distribution ol a spinal fixation systcm called the Orthopedic
Alliance Spine System. My company referred (o the Orthopedic Alliancg Spine System as Blue an ]
Gold. | ex]flained to In\*csl)i'gator}l-lm)-ris that Spinal Solulio]ns. LLC M@M%ﬁ?g camﬂra;k-
manufacture of this product, nor received, slored, distributed, or sold the Blue and Gold spinal fixation
system for 510(k) Pre-Market Notification K033826 since the middle of 2006; and as such, Orthopedic
Alliance, LLC will inactivate 510(k) Pre-Market Notification K 033826 within six months,

)

L

AFFIANT'S SIGNATURE AND TITLE

AM / W’Ci@ﬂ/f_
FIRM'S NAME ADDRESS [Include ZIP Code) P
Spinal Sgtdlions, L1.C
26 cilerson Ave, Murricin, CA 92562
Subscribed and sworn to hefore me at Municta . '
(O wind Stated
this .Elh daty of August .20 I '
et AL

))“.mj'fu,rrr s Stgacy

Employee of the Depariment of Tleulth and Himnan Serviees designated under A of Finwary 31, 1925, Rearganization Pl [V elective
June 30, 1940; Reorganization Pl No. 1 oF 195), elfective April TH 1953; oo P 96-88, clibetive May 4. 1980,
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AT

SAMPLE NO.
AFFIDAVIT :
STATE OF COUNTY OF
Californin Riverside
Belore me, _Delon N. Harris . an cmployee of the Department ot Health and Human

Services, Food and Drug Administration, designated by the Seerctury, under sotlority of the Act of January 31, 1925, 43 Stolutes
al Large 8003; Reorganization Plan No. 1V, Sces. 12-15, eliective June 30, 1940; Reorgunization Plan No. | of 1953, Secs., 1-9,
effective April 1], 1953; and P, 96-83. See. 309. Y2 Stiutes al Lasge 965 (20 U.S.C. 3508) cficctive May 4, 1980; io administer

- - N 0 . . i 2 H
or take owhs, aflirmations. and atfidavils, personally appearcd Roger K. Williams in

the county and slate aforesaid, who, being duly swom. deposes and says:

I informed Investigator Barris that Spinal Solutions, LLC has not established a quality policy;
appointed a management representative; held management review meetings, conducted quality audits;
of’established quality system procedures for process control, identification of product, traceability,
nonconforming produet, acceptance activitics, Corrective and Preventive Actions, device Jabeling,
storage, distribution, device history records, document control, quality audits, or training. Investigator
Harris asked whether my company analyzes qualily data sources and I respended that at this point we
do not, but we will. '

Investigator Harris asked me if there are Device Master Records and Device H istory Records for the
surgical trays that are assembled at Spinal Solutions, LLC and I informed her that they are not
documented.

I'explained to Investigator Harris that spinal fixation systems, like the Eminent Spine Interbody Fusion
System and Fang Plate System, arc received and distributed using either United Parcel Service or
FedEx. Additionally, company vans are used to deliver the products l; local customers. A company

airplane may also be used to deliver products. piL 3/(/” At @ & p//”

The distribution of products from Spinal Solutions, LLC, are not\:iocumcmed and no'shipping records
arc maintained, Such information as product lot numbers, quantity, and destination, have not been

rec ;‘Adyll.’@olh Mr, Jeffiey Fields, Operations Manager, and [ informed Investigator Harris that there
afe udietords maintained showing the performance of receiving and final acceplance activities.

/( Investigator Harris asked If the Instructions For Use that accompany the medical devices upon receipt al

Spinal Solutions, LLC are maintained with the devices during stordge and distribution. I replied that |
do not know, however Mr. Arnold.Neves, In-house General Counsel, informed me that they are not,
The Instructions For Use are also not packaged with the Spinal Fixation System Kits, which are
assembled in-house for distribution to customers, '

In addition to firm emplayees, my company uscs independent contractors to sell products. Spinal
Solutions, LLC does not maintain training records or written agreements for contractors which detail
how complaints or medical device reports should be handled. Also, my company does not have written

AFFIANT'S SIGNATURE AND TITLE

A A a2 s
FIRM'S NAME AND ABDRESS (Inchida ZIP Codo) - ./
Spinal Solutiopd, LLC
26157 JeffoiSon Ave, Murrictn, CA 92562
Subscribed and sworn {0 before e M_E!urricla L
Ty und State]
this 10 day of Augus! , 21 " .

D o =

(] /
/'lﬁq Hayve s Negnatire)

Employee of the Department of Health and Tlmnan Services designated under Actof iawry 31, 1923, Reorgamization Plag 1V ellective
Jone 30, TOKY Reorganization Plan No. | ol 19S3, effective April 11, 1953; and 1, 96-88, eNoetive My 4, 1980,

FORM FDA 463a (5107} UMb (003 $Hdpan 1 E Page20f3




<RThy R,

SARMPLE NO.

AFFIDAVIT

STATE OF ' COUNTY OF
Californin Riverside

Betore me, Delon N, Harris . an emplayce of the Deparunent of Health and Haman

Services, Food and Prug Administeation, designated by the Secretary, under authority of the Act of lanuay 31, 1925, 43 Statutes
t Lurge 803; Reorgunization Plan Na. iV, Sces, 12-135, effective June 30, 1940; Reorganization Plan No. T of 1953, Sees, 1-9,
eifective Aprit 1, 1953; and 1%.1.. 96-88. Scc. 509, 93 Statutes ot Large 965 (20 U.S.C. 3508) effcctive May 4, 1980; 1o adnrinister
or take vaths, offinnations, and aftidavits, personally appearcd Roger K. Williams _in
the counly wnd state alovesaid, who, being duly sworn, deposes and says;

agreements with suppliers addressing which patty is responsible for complaint handling, Medical

sticc Reporting, recalls, product design changes, labelffabeling content, or main{enance of Device
History Records.

VA f@mv‘ b o/ o 1sseer aboue
/‘7Z 44}51’1’&4 s jnken w4 ?/? CV’“"/.?///. &c//f/(/
ﬁ// ﬂb/ff /*t”/u/ﬂém'/' &(7[ % 7;—;07# ﬁ/ﬁ/&/{f
/édw been I 7%3 /Mft”f/ 017[ 4/0’/’////?
74 //fr?,kf Cyﬂlﬁ//;//z//féz /d S/, ﬂf?/4ﬁﬁ
e St cbae  widd  Hhe  initaled
AR @ Ford-lr

Commently” &, The  and co s

Ghans

S~/

FIRIY'S NAME AND ADDRESE finchude ZiP Cotel
Spinal Solutdons, L1
26157 Jeflerson Ave, Murricta, CA 92562

=) Ay A /7/f?/m;..mr

Subseribed snd sworn to before me wg _Nvricta

this 16th of August (O and Stute)

day 20 H .

e

£ e
- V Fenplovee s Signdaire i

Employee of the Depuriment of Heulth and Thiman Services designated under Act oFfanuury 31, 1925, Reorganivation Plun 1V cHective

June 30, 1940; Rearganization Plan No. 1ot 1953, clective Apeil 11 19535 aod L, 96-88. effective iy 4. V80,

FORM FDA 463a (5/07)
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SAMPLE NO,

AFFIDAVIT

COUNTY OF

STATE OF
Riverside

California

Betore me, _Delon N. Harris . cmﬁ]oyce ol the Department of Health and Hunkn

Services, Food and Diug Administetion, desippated by the Secrclary, under anthority of the Act of Janvary 31, 1925, 43 States

at Large 803; Revgpanization Plan No. l\’, Sees, 12-15, effective June 30, 19:40; Reorganization Pl No. | of 1933, Sees. 1-9,

cffective April 11, 1953: and P.L. 96-83, Sec. 509, 93 Statutes ut Large 965 (20 U.S.C. 31508) cifective May 4. 1980: to administer
Roger K. Williams in

or take oaths, affirmations, and wlidavits, personally appeared
the counly wid staic aforesaid, who, being duly sworn, deposes and says:

I, Roger Williams, am the President for Orthopedic Aliiance, LLC located at 26157 Jefferson Ave.
Murrieta, CA 92562. I am also the President for Spinal Solutions, LLC, located at the ssme physical
afldress. 1 have served as the President at Orthopedic Alliance, LLC since February 1999, and have
worked in the Orthopedic Implant industry since 1980. 1 am responsible for overseeing the entirc
company, including, receipt and distribution of products, product sales and marketing, meeting with
physicians to gencrate new business, and hiring of personnel, As such, I have knowledge about the
receipt of incoming surgical trays, packaged knee and hip join( prostheses, and instruments; and
outgoing distribution of surgical (rays, packaged knee and hip joint prostheses, and instruments at

Orthopedic Alliance, LLC.

Orthopedic Alliance,-LLC is a wholiy-owned subsidiary of Spinal Solutions, LLC; both of which share
the same employees. Orthopedic Alliance, LLC purchases hip and knee joint prostheses from product
manufacturers such as United Orthopedic Corporation Jocated at 57 Park Ave, 2 Science Park Hsinchy
300, Taiwan; and Stem Cup Medical Products AG located at Aargaucerstrasse 180 CH-8048, Zurich,
Switzerland. Orthopedic Alliance, LLC submitted 510(k) Pre-Market Notifications K031474, K052237,
and K033826 for SC Total Hip System, SC Ceramic Ball Heads, and Orthopedic Alliance Spine

System, respectively.

I informed Investigator Harris that Orthopedic Alliance, LL.C has not developed design specifications,
manufactured, or contracted out mamifacturing for Hip Joint Prosthesis, Ceramic Ball Heads, Knec
joint pateliofemorotibial prosthesis, or Spinal Fixalion Systems. I explained that I hope (o move in the
direction of manufacturing for Orthopedic Alliance, LLC and Spinal Solutions, LLC. However, at this
time it is still a dream and no steps have been taken to begin the process. Therefore, Orthopedic
Alliance, LLC and Spinal Solutioys, LLC have not madce product prototypes, performed clinical trials,
or purchased these services from another entity in relation to the above listed medical devices.

The SC fotal Hip System and Ceramic Ball Heads for 510(k) Pre-Market Notifications KQ31474 and
K052237 are designed and manufactuted by Stem Cup Medical Products AG in Zurich, Switzerland.
Orthopedic Alliance, LLC has not sold the rights of 510(k) Pre-Market Notifications K03 1474 and

K052237; and has not granted the right to manufacture or dxsu;bute the product from these 510(k) Pre-
AFFIANT'S SIGNATURE AND TITLE

,(/{ MJM@,@?V— A) // / ’//

FIRM'S NAME AND ABD; SS {inctude ZIP Code)
Orthepedic Alliange; L1.C
26157 JeflersopAve, Murricla, CA 92562

Subscribed and sworn to before me nt Murrieta, CA

16t

0y und Staic)

Aupust v 20_”_..'

this ity of

Kyc s Signaturel

Eamployee of the Department of Health and Hunman Services designated under Actof January 31, 1925, Reorganization Plan 1V cfiective
June 30, 1940: Reorganization Plan No. 1 of FUS3, effeetive April 11, 1953 und P.L. 94-88. eMective May 4, F980,

FORM FDA 463a [5’07) b diaa g tply 108 B Page 10f3
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b Pt i -

N £,
SAMPLE NC,
AFFIDAVIT
STATE OF COUNTY OF
California Riverside
Besore we, _Pelon N, Hueris , an employee of the Department of Health and Human

Services, Foad and Drug Administration, desigoated by the Secretury, under authorily of the Act of January 31, 1925, 43 Statutes
at Large 803; Reorgamization Plun Neo, 1V, Sces, 12-15, offective Jime 30, 19:40; Reerganization Plan No. 1 011953, Sves. 1.9,
effective April 11, 1953: und 2.1, 96-88, Sec. 509, 93 Statines al Lacge 965 (20 U.S.C. 3508) effective May 1. 1980 v administer

N . . . < il
ur 1ake vaths, aflirmations. and aflidavits, personally appearcd Roger K, Wiliiams in

the county and state aloresoid, whe, being daly sworn, deposes and suys:

Markel Noli,ﬁca}ions to any oll ergp}i}y. Jrthopedic Alliance, LLC and Stem Cu)p Medical Products
Te el mﬁ-‘«/i&é?clﬂ N/ . .

AG¥o not have'a writtefi agfeecmént specifying the responsibilities of each company on topics such as

désign specifications or changes, maintenance of design history files and device master records,

manufacturing, product recail, complaint handling, labelsflabeling content, and Medical Device

Reporting as they relate to the SC Total Hip System and Ceramic Ball Heads.

On 8/12/2011, 1 informed Investigator Harris that 510(k) Pre-Market Notification, 033826, was
submitied to FDA under Orthopedic Alliance, LLC for the distribution of the spinal fixation system
called the Orthopedic Alliance Spine System. My company referred to the Orthopedic Alliance Spine
System as Blue and Gold. The Orthopedic Alliance Spine System was manufacturced and designed by
Ortho Sol focated at 6 Fearick Street Sidwetl Port Elizabeth 6001 South Africa. Orthopedic Alliance,
LLC has not sold the rights of 510(k) Pre-Markel Notification K033826; and has not granted the right
to manulacture the product from this 510(k) Pre-Market Notification to any other entity. [ explained
that Orthopedic Alliance, LI.C and Ortho Sol do not have a written agreement specifying the
responsibilitics of each company on lopics such as design specifications, maintenance of design history
file and device master record, manufacturing, product recall, complaint handling, labels/labeling
content, and Medical Device Reporting. 1 explained to Investigator Harris that Orthopedic Alliance,
LLC has not received, stored, distributed, or sold the Blue and Gold spinal fixation system for 510(k)
Pre-Market Notification K033826 since the middic of 2006; and as such, Orthopedic Alliance, LLC will
inactivate 510(k) Pre-Market Notification K033826 within six months,

! explained to Investigator Harris that the U2 Total Knee System and SC Total Hip System are received
from United Orthopedic Corporation and Stem Cup Medical Products AG, respectively. The U2 Total
Knee System and SC Total Hip System are reccived and distributed using cither United Parcel Service
or FedEx. Additionally, my cmnpémy uses a company car and van lo deliver products to local customers
such as Arroyo Grande Community Hospital Jocated at 345 South Halcyon Road Arroyo Grande, CA
93420; and private airplane for long distance delivery, The distribution of U2 Total Knee System and
SC Total Hip System from Orthopedic Alliance, LLC, with such information as product lot numbers,
quantity, destination, and shipping records are not decumented.

AFFIANT'S SIGNATURE AND TITLE

| /74?13 o—  S-/8/

FIRA'S NAME AND DRESS (include ZiP Code}
Orthapedic m ance, LLC
26157 Jeflerson Ave, Murrfen, CA 92562

Murricta, CA

Sabseribed and sworn to hefore me at ) s
) {City and State)
T day of _AUgBUSt 20 30,
. ; Ll
L :DM AL
27 (A:ch s Nignerueel

Employee of the Department of Health and $uman Servives designated indes Act ol oty 31, 1925, Reorgamization Plaa IV ofltetive
Qe 30, 1940; Rearganization Plon Mo, 1-of 1953, effective April 11, 19535 aad 12.1.. 96-88, elfective Mny 4, 1980,

FORM FDA 463a (5/07) I G oty it LF Page 203




Pt

SAMPLE NO.

AFFIDAVIT

STATE OF COUNTY OF ]
California Riverside

Before me, _DeJon N. Harris . an employee of the Department o Health and Hunran

Services, Foad and Drug Administration, designated by the Secretary, under authority of the Act of Janunry 31, 1925, 43 Statutes
al Lurge 303; Reorgantzation Plan No, IV, Sees, 1215, effective June 30, 1990 Reorganization Plan No, 1 of 1953, Seus, 149,
ellective April 11, 1953; and 1. 96-88, Sce. 509, 93 Stanetes at Large 965 (20 U.8.C. 3508) effective May 4. 1980: to administer
or take oaths, aflimmations, and afTidavits, personatly appeared Rager K. Willinms in
the county and state aforesaid, who, being duly sworn, deposes amd suys:

Ok-;l/’l%,%/(& ﬁ’”mu« Lt C and S}Z?f'h C,/g
ﬂ?érf(l@{ /)I/aafwc/ﬁ jgl/é we Ca il | ,A:L/{ ,7‘-

@ S/ 61/

The  abgre 1 Tre @l Covied-

o éf’/#/'f Jrf/ Ny //,,W,_/@/y%

)/ 5/

e beliey, Shere) o i tin Glj‘f'f‘c"/l?m’lﬂé WA

AFFIANT'S SIGNATURE AND TITLE

gz ///?ﬂ/fg,fA

FIRIN'S NAIME AHD ADQK:ESS ﬂnclu?et:.’_”” Cotle}
Orthopedic Altianee. LI.C
26157 Jefferson Ave. Murletn, CA 92562

Subscribed and sworn (o before me gy Murrictn, CA
16th

(City and State}

this of August

day ) 20 I .

Emplavee’s Siguatinel

Employee of the Depariment of Health and Tuman Serviees designated under Av of Ty 31,1925, Reorganization Plun 1V eflective

June 3, 1940 Rearganization Plan No. 1ol 1953, effective Aprif FLVOS3; und L1, 9688, effeetive May 4, 1980,

FORM FDA 463a (5’07) [ AT TPTR LT ST Y- B Page 3003




SAMPLE NO.

AFFIDAVIT 658788

STATE GF COUNTY OF
California Riverside

Before me, Delon N, Hasris , an employee of the Department of Health and Human

Services, Food and Dyug Administration, desigiuted by the Seeretary, under avthuority of the Act of January 31, 1925, 43 Statutes
wt Large 803; Reorgonization Plan Ma. 1V, Seus, 12-15, effective June 30, 1940; Rearganization Plan No, T ol 1933, Sees. 149,
effeetive April 11, 19583; and P.1L. 96-88. Sce. 509, 93 Stotnes a1 Large 965 (20 11.5.C. 3508) cifective May 4. 1980; 10 administer

or take uaths, uflirmations. ad affidavits, personally appearcd Je[Trey P. Ficlds Jin
the counly and siste aforesaid, who, being duly sworn, deposes and says:

1, Jeflrey P. Ficlds, am the Operations Manager/System Administrator for Spinal Solutions, LLC
logated at 26157 Jefferson Ave. Murrieta, CA 92562. | am also the Operations Manager/System
Administrator for Orthopedic Alliance, LLC, located at the same physical address. Orthopedic Alliance
is a subsidiary of Spinal Solutions, LLC; both of which are owned by Roger Williams, President, and
sharc the same employees, Operations performed at Spinal Solutions, LLC include receiving, storage,
assembly, and distribution of surgicat trays, which are used during spinal fusion surgery. Spinal
Selutions, LLC does not design specifications or manufacture Spinal Fixation Systems or components
including, screws, rods, or caps, Spinal Solutions, LLC purchases Spinal Fixation System kits from
product manufacturers such as Advanced Medical Technology localed at Kasteler Str. 11, 66620
Nonnweler, Germany; Spinal Element located at 2744 Loker Avenue West, Suite 100, Carlsbad, CA

92010,

[ have served as the Operations Managcr/System Administrator at Orthopedic Alliance, LLC for
approximaely: five (o six years, and have worked for the company for cight ycars, As such, | am
responsible for overseeing daily operations, product price lists, implan( and instrument sourcing to
customers, hospital agreements, researching 510(k) Notifieations lo qualify suppliers, and performance
of quarterly product inventory. 1 have knowledge about the receipt af incoming surgical trays and
surgical tray components, such as pedicle screws, vertebral body repilacements, and instruments; and
outgoing distribution of surgical trays and components at Spinal Solutions, LLLC.

Spinal Fixation Systems, components, surgical trays, and instruments are received and distributed using
cither UPS or FedEx, Spinal Solutions, LLC also uses company vans (o deliver products to iocal
customers. Chris McWilliams, Surgical Sales Representative for Spinal Solutions, LLC, is responsible
for maintaining firm inventory, pidk-up or drop-off of shipments at UPS or FediZx, and delivery of

products to local customers.

Spinal Solutions, LLC faxes Delivery Slips listing products that were used during surgery (o their
supplier as s way to place product replacement orders. However, the distribution of products from
Orthopedic Atliance, LLC (Murrieta, CA) was not documented, including the use of the ART Pastetior

Spinal System Implant in Milwavkee, Wisconsin, On 8/3/2011, | identificd the following documents
' RE AP0 TLE ‘

het

f.t»zoé(l"}'(u/c\& )’{/ (a-vlﬁ\_(‘j‘ L

26157 Jelterson Ave. Murriets, CA 92562

Subseribed and sworn to hefore me at Murricla '
) R Ty cord Shaiv)
this 31 day of August il . .
— )‘i‘/ﬂﬂ" A / -
" f uyﬁy;ahﬁ VOOS SIENin )

Eanployee ol e 1epanment of T iealth and Humain Services designuted under Act of Jamiary 31,1925, Rewfganization Phan IV cifective
June 30, 1940; Reorgunization Plin No. 1 of 1983, effective April 11, 1953; and 1., 96-88, vifective May 4, 1980,

FORNI FDA 4833 (5107) 1M dagleang Vi tab g J ] Page 1of2




s ity

. 6’5'4\_‘
- SAMPLE NO,
AFFIDAVIT 658788
STATE OF COUNTY CF
Culifornia Riverside
Beire me, _Delon N, Harris » ann eiaployee of the Department of Health and Humsn

Scrvices, Food and Drug Administration, desipnated by the Seerclary, under amthority of the Act of Junuary 31, 19235, 43 Statutes
il Large 803; Reorganization Plan No, 1V, Sces, 12-15, effective June 30, 1940; Reorganization Plan No. 1 of 1653, Sees. 1-9,
effective Aprl 11, 1953: and .1, 96-88, Sec, 509, 93 Stauites at Large 965 (20 U.5.C. 3508) eNiective May 4, 1980: 10 adminisicer

or take oaths, afiirmations, and aflidavits, personally appearcd Jeftioy P. Fields . in
the county and siate aforesnid, who, heing duly sworn, deposes and says:
related (o the receipt and use of the ART Posterior Spinal System, distributed by Orthopedic Alliance,
LLC (Murrieta, CA), which were provided to FDA Investigator Harris during the inspection,

)

Receipt of ART Posterior Spinal System from Advanced Medical Technalogy (Nonnweiler, Germany)
to Orthopedic Alliance, LLC (Murricta, CA): :

1. Spinal Solutions LLC Delivery Slip, dated 4-25-11, for order of Calalog No, AP.06.045,
AST.06.110, AS.00.011, Am.1 0.000, AQST.076, OA 10822-512, and AQ-06 from Advanced Medical
Technology (Nonnweiler, Germany) by Spinal Solutions, LLC (Murrieta, CA). (1 page)

2. FedEx Internationaler Lufifachtbrief aiv bijl 8719 6946 1336, dated 29.04.11, for 0,45kg med.
Implants from Advanced Medical Technologies AG (Nonnweiler, Germany) to Spinal Solutions LLC
(Murricta, CA). (1 page)

3. FedEx Detailed Results with Tracking No.: §71969461336, Delivety date May 3, 2011, for shipment
of .4kg from KELSTERBACH DE 10 TEMECULA, CA and signed for pick up by C.MCWILLIAMS.

(1 page)

4. amt INVOICE No.: 201101685, referencing Surgery of 4-25-11 and Shipping date: 29.04.201 1,
dnted 29.04.201 1, for sale of items AP.06.045, AST.06.110, AS.00.01 1, Am.10.000, AQST.076, and
AQ-06 206 PCS from Advanced Medical Technology (Nonnweiler, Germany) to Spinal Solutions, LLC
(Murrieta, CA). (1 page)

I also provided Investigator Harrisnvith the product label, insert and promotianal material for the ART
Posterior Spinal System by Ad ranced Medical Technology (Nonnweiler, Germany).

I o ‘
o Sy
G

_(*asfﬁl@-&"«:l‘h TS (‘/((..qu_(ijtup

Spinal Solutiohs, Y]
26157 Jelferson Ave. urcivis, CA Y2562

Subscribed unid sworn to hefore me ag Morricta ‘ ‘
£ iy el Ntap) N

this 3d day of Auguss , 20 i3} )

/
L-:D'dm;w e e
pAYee s Sigited o

Employee of the Depanment o 1onlih wnd Human Services desipnated under Aey of January 31, 1925, Reorganization lan 1V offeciive
June 30, §940; Renrgunization Plun Na. 1 ol 1us3, elleetive April 11, FUS3; wnd L1 96-R8. elevtive May 4, 1980,
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A,
SAMPLE NO,
AFFIDAVIT 658789
SIATE OF COUNTY OF
California Riverside
Before me, De¢Jon N Harris <an employee of the Department of Health and Buman

Services, Food wnd Drug Adminisiration, designated by the Scerctury, ander pulliority of the Avi of Junuary 31, 1925, 43 Statuies
al Large $03; Reorganization Plan No. IV, Sces. 12-13, ellective June 30, 19:40; Reorganization Plan No, | of 1953, Secs. 1.9,
elfeetive April 11, 1953: and I'.1.. Y6-88, Sec. 509, 93 Statutes at Lurge 963 (20 11.8.C. 3508) effective May . 1980: 10 adminisier
or take oaths. nlfinnations, and affidavits, personaily appenred Jellrey P. Fields in
the county and siafe aforesaid, who, being duly sworn. deposes and says:

1, letfrey P, Fields, am the Operations Manager/System Administrator for Orthopedic Alliance, LLC
logaled at 26157 Jefferson Ave. Murrieta, CA 92562, 1 am also the Operations Manager/System
Administrator for Spinal Solutions, LLC, located al (he same physical address. Orthopedic Alliance is a

subsidiary of Spinal Sclutions, LLC; both of which sre owned by Roger Williams, President, and share .
pedic Alliance, LLC include reccipt, slorage,

the same employees. Operations perfornied under Ortho
‘%& and distribution of knee and hip joint prostheses and instruments. Orthopedic Alliance, LLC

holds 510¢k) Notification K033826 for Orthopedic Alliance Spine System, which was designed and
manufactured under the name Blue and Gold by Ortho Sol located at 6 Fearick Street Sidwell Port
Elizabeth 6001 South Africa. Orthopedic Alliance, LLC has not developed design specifications,
manufactured, or contracted oul manufacturing for Hip Joint Prosthesis, Ceramic Ball Heads, Knee
joint patellofemorotibial prosthesis, or Spinal Fixation Systems, Orthopedic Alliance, LLC purchases
hip and knee joint prostheses from product manufacturers such as United Orthopedic Corporation
focated at 57 Park Ave, 2 Science Park Hsinchu 300, Taiwan; and Stem Cup Medical Products AG
located at Aargauerstrasse 180 CH-8048, Zurich, Switzerland.

1 have scrved as the Operations Manager/System Administrator at Orthopedic Alliance, LLC for
approximately five Lo six years, and have worked for the company for eight years, As such, I am
responsible for overseeing daily distribution, product price lists, implant and instrument sourcing,
hospital agreements, supplier research, and performance of quarterly product inventory. 1 have
knowiedge about the incoming receipt and outgoing distribution of knee and hip joint prostheses,
surgical trays, surgical tray components, and instruments at Orthopedic Alliance, LLC.

Knee aind hip joint prostheses and surgical trays are reccived and distributed using either UPS or FedEx.
Orthopedic Alliance, LLC uses coﬁ{pany vans to deliver products (o local customers such as Arroyo
Grande Community Hospital located at 345 South Haleyon Road Arroyo Grande, CA 93420.

Felipo (Butch) Bonot, Delivery Man for Orthopedic Allianee, LLC, is responsible for picking up
shipments from UPS or FedEx; and deli vering products to local customers. :

On 8/3/2011, I identified the following dacuments related (o the receipt and use of the U2 Total Knee

System Iinplapts, distributed by Orthopedic Alliance, LLC (Murricta, CA), which were provided to

AFFIANT'S §IG Yl g : m ]
__%W % i QM&A« A5 ]"\Xaw&q A=
ARDR wGe ZIP Code) T (\

Onhopedic Afliahi
26157 Jefferson /\\'

urtiela, CA 92562

Subscribed and sworn to before me al Mursicu, CA

{C:d nl,r and Shlej
is 31 ©_ dayaof Augost 0 't
-
L fers ™
NPV X MR ¢
7 7/ ey Signirac

Empluyee of the Depanment of Heulth and Humen Servives desipnated uneer Avt &, dunvary 31,1925, Reorgnnization #ian 1V elloiive
June 30, 1940: Reorganiastion Plan No. 1 of 1983, effevtive April 1119535 amnd 111, 90-BX, effective May 4, 1951,

FORM FDA 463a (5’07) [ETRT N SRS PRI RPN ¥ | Page 1ol 3
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- SAIPLE NG.
AFFIDAVIT pp
STATE OF ’ COUNTY OF
Californin Riverside
Belore me, Dedon N, Harrls » a1t employee of the Department of Health and Human

Services, Fiod and Ding Adminisiration, designated by the Secretary, under awthority of the Actof January 31, 1925, 43 Siatutes
it barge 803; Reorganization Plun No, 1V, Sees. 12-15, effective June 30, 1940; Reorganization PMlan No, 1 of 1953, Sees, 149,

elective Apeil 11, 1953; and DL, 96-88, Sec. 509, 93 Stawies at Large 965 (20 U.S.C. 3508) eflective May 4, 1950; o wdminisier
Jelirey P. Fields in

or take oaths, affirmations, and affidovits, personally appearcd
the county imd state aforesaid, who, being duly swurn, deposes and suys:

FDA Investigator Hatris during the inspection. The distribution of U2 Total Knee System Implants
frgm Orlhopedic Alliance, LLC (Murrieta, CA) to Arroyo Grande Community Hospital was not

d6’cm’ncn(ed.

Receipt of U2 Total Knee Sysiem tmplants from United Orthopedic Corporation (Hsinchu, Taiwan) to
Orthopedic Alliance, LLC (Mwirieta, CA):

I. Purchase Order Number: 06062011UQA, dated 6/6/201 1, Tar 206 units of United Orthopedic Carp
U2 Knee Implant including 4 units of Tibial baseplate, cemented, #5 ordered from United Orthopedic
Corporation (Hsinchu, Taiwan) by Orthopedic Alliance, LLC (Murricta, CA). (3 pages)

2. E-mail to Chris McWilliams, an employee of Oithopedic Allianee, LLC, from Hannah Lee, an
employee of United Orthopedic Corporation, sent June 13, 2011, referencing Subject: Notification for
shipment with attachments including HCMI-110600027 and Fed Ex tracking number 4733 1993 §527.

(1 page)

3. FedEx Detailed Results with Tracking No.: 473319938527, referencing HCM1-1 10600026/27/28/29,
Delivery date Jun 15, 2011, for $ picces of total shipment weight 123.51bs, showing shipment from HU
KOU HSIANG TW to TEMECULA, CA and signed for pick up by B. Bonot. (1 page)

4. UNITED ORTHOPEDIC CORPORATION Invoice No# HCM -1 10600027, dated Junc 13, 2011,
for salc of 206 PCS including 4 pes of ltem No. 2203-3050 Tibinl bascplate, cemented, #5 from United
Orthopedic Corporation (Hsinchu, Taiwan) to Orthopedic Alliance, LLC (Murrieta, CA), (4 pages)

1

{
5. UNITED ORTHOPEDIC CORPORATION Packing List, dated June 13, 2011, for PO.N
04282011U0A, 0606201 1UOA, and 0603201 1UOA including 4 units of item 2203-3050 Tibial
baseplate, cemented, #5, fots 1 1C113A and 11CI 13D, from United Orthopedic Corporation (Hsinchu,
Taiwan) to Orthopedic Alliance, LLC (Murrieta, CA). (4 pages) '

Use of U2 ’I‘glal Knee System Implants at Arroyo Grande Community Hospital (A rroyo, CA) from
V)2
5 “y 2 g v 8\ . [75 ;i o : ¢ ”
u’*Mf WOQ : F 7 Cod) '6\K (DAt dim* & 6’«'{ :
OnhopedicoAlliaee/11.C '

26157 Jefferson Ave, Murriew, CA Y2562

Subscribed and sworn tn before me af Murricta, CA . ‘
. Oy cond Nt
this Ird dn}- nf A"gu‘“ s 20 11 . ‘

— .
. /y)w";? e T

fEul ¢ 3 Sitinie]

Lanplayee o the Depastment of Vealth wnd Thanan Sef vices designined undes Act of Jannary 31, 1928, Resrganization Flan IV clievtiae
June 30, 1940; Rensgunization Plan No, 1 of 1932, effecte April 11 4953; and 1.1, 96-8R, elfeorive May 4, 1080,
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] ' SAMPLE NO.
AFFIDAVN 658789
STATE OF COUNTY OF
California Riverside
Before me, _Delon N, Harris . an employee of the Department of Health and Human

Services, Food and Drug Administration, designated by the Secretary, sder awthority of the Act of Junaasry 31, 1925, 43 Statntes
at Large 803; Reorganization Plan No. 1V, Secs. 12-15, effective hme 30, 1940; Reorganization Plan No. | of 1933, Secs. §-9,
cffective April 1, [953; and P.L.. 96-BS, Sec, $09, 93 Statutes o Large 965 (20 U.S.C. 3508) ulfective May 4, 1980 to administe
ol take oaths, affinvations, and altidavits, personally appeared Jelirey P, Ficlds e in
the conaty and state sforesaid, whe, being duly sworn, deposes and smyvs:

Orthopedic Alliance, LLC (Murrieta, CA):

G.ﬁOrlhopcdic Adliance LLC DELIVERY SLIP, Surgery Date: 7-19-11, for implant of U2 Total Knee
System Tibial Baseplate, Cemented, #5 Lot 11CI13A, at ARROYO GRANDE COMM. HOSP. {1
page)

I'also provided Investigator Harris with the praduct Jabel, insert, and promotional material for the U2
Total Knee System Implants made by United Orthopedic Corporation (Hsinchu, Taiwvan). The U2 Total
Knee System is labeled by United Orthopedic Corporation under the Orthopedic Alliance brand.

P\(& 01&65'\#@ Em*e_ (/‘L,\_.z_(_‘Q_ (B y~ec ksw

— gjs/rz@//

4
4

;
1

26157 feflerson Ave, Murrietn, CA 92562

Subsertbed and sworn to hefore me il Mursicia, CA

T and S 4,
this 3d f Aupust Iy and Shate)

dity o 20 H '

e A

B¢ 8 Mgt e)

Employee of the Departient ol Health and | Services desivnaied under Actof Janury 31, 1925, Reorganization Flan 1V elfoctive
e 30, 19400: Reorganizmion Man Na, 1 of 1953, effective April F1, 19535 amd 111, 96-85, effective May 4. 1980,
FORM FDA 463a {6107)

2ot s B Gepres [} Page 3of3




EXHIBIT 9




DEPARTMENT Ol HEALTH AND HUMAN SERv.CES
FOOD AND DRUG ADMINMISTHATION

" TYETRIGT ADGRESS AND FFIHE RUVBER BATE(S) OF INSPECTION

19701 Yairchild 07/131/2011 - 0Y/15/2011~
lrvina, Ch 92612 FETRaER

{949) 608-2900 Fax:(949) 608-4417 3004884943

Indusbtry Information: www.fda.gov/oc/industry

| HAVE AND TILE CF INDVFOUAL 10 VAL REPONT ASUED
T0: Arnold Neves, General Counsel

[TRRIANE STREET ADORESS
SJ nal Solutions, LLC 26157 Jefferson Ave
 GTATE, ZF CCLE, COUITRY TYPE EGTARLISHUENT IHSPLG T1:0
Hurrleta, CA 92562 Medical Device Kit Asscmbler

This document lists observations made by the FDA representative(s) during the inspection of your facility. They are inspectional
obscrvations, and do not represent a final Ageney determination regarding your compliance, It you have an objection regarding an
obscrvation, or have implemeated, or plan to implement, corrective action in response Lo an observation, you may discuss the objection at
action with the FDA representutive(s) during the inspection or submit this information to FDA al the address above. I you have any
questions, please contact FDA at the phone number and addncss sbove.

The observations noted in this Form FDA-483 are not an exhaustive listing of objectionable conditions. Under the Iaw, your
Sfirm s responsible for conducting internal self-audits to identify and correct any and all violations of the quality system
requirements.

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED:

OBSERVATION 1

‘The device history record does not demonstrate that the device was manufactured in accordance with the device master
record,

Specifically, firm management stated they do not prepare or maintain device hlstory records (DHRY) for cach spinal fixation
system kit assembled and distributed for use to hospitals, This includes:

1) dates of manufacture; 2) quantity manufactured; 3) quaality released for distribution; 4) acccptance records demonstrating
the device was manufactured in accordance with the Device Master Rccord; 5) primary identification label and Jabeling; and
6) any device identification and control number/s used.

Further, your firm has not established a procedure to ensure naintenance of DHR.

OBSERVATION 2
A device master record has not been maintained,

Specifically, $Spinal Solutions, L.I.C assembles and distributes Spina! Fixation Systems kits which generatly contain: 150-200
screws of varyiny size and length; approximately 80 rods, both curved and straight, of varying lengths; about 20 screw caps;
and 6-8 crosslinks per set, Your firm has not prepared and does not maintain device master records that identify the
components fo be included in each kit, process procedures for the kitting operation, applicable quality assurance procedures
and acceptance criteria, and the methods and process used to maintain fabeling for the Spinal Fixntion System kits that you
assemble for any of your nine suppliers. On 7/21/2011, firm personne! that perform kit assembly operations could not
demonstrate where to reference instructions on what components and Jabeling should be included in each kit based on
supplier and/or surgeon preference.

FUROTEE(S) TOGTLAE —— — = —
Dedon N. Harrls, Investlgator._ 2 ey A e S —

SEE REVERSE sy T

OF THIS PAGE Sonya L. HKarsik, Invesatigator ,@“ P4 09/15/2011
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PEPARTMENT OF HEALTH AND ITUMAN SERV<CES
FOOD AND DRUG ADMINISTRATION

R TAT ADORESS R0 POTE TUVEER : BRI R CF RPN

19701 Fairchild 07/11/2011 - 09/15/2011*
Irvine, CA 926172 FETANGER

{949) ©608B-2900 Fax: (949) 608-4417 3004854943

Industry Information: www.fda.gov/oc/industry

RIHE A50 TATE OF TO(Y 0L 10 TGk REPORT RREU D
TO0: Arnold Neves, General Counsel

FRANNE BTREET ADDRESS
8pinal Solutions, LLC 26157 Jefferson Ave

CITY. STATE. P COCE, CCONTRY TYPE ESTARLSI WERT INSPECTED

Murrieta, CA 92562 Moedical Device Xit Assembler
OBSERVATION 3

Procedures for finished device acceptance have not been established.

Specifically, your firm docs not have a procedure to address final device acceptance activities for the Spiral Fixation System
trays which you assemble and distribute for use to hospitals, Further, kit assembly operations are not documented; and there
is no documentation showing the authorization for relcase of spinal fixation system trays assembled at Spinal Solutions, LLC.

OBSERVATION 4
Procedures for acceptance of incoming product have not been established.
Specifically,

A,

Procedure Number: 705, Revision: 2/15/10, entitled: "RECEIVING", identifies the Receiving Log & signed Packing Slip as
records of the Receiving Inspection Process for purchased finished devices. Per the procedure, upon completion of receiving
acceptance activities, the firm employee is to sign and date the packing slip to verify that the information on the slip is
complete and accuzate, :

On 7/2112011, firm personnel stated that there is no Receiving Log used to document incoming products or inspection.
Further, Review of packing sHps showed numerous packing slips without signature, date, and indication of acceptance or
rejection of incoming material,

B.
Procedure Number: 705, Revision: 2/15/10, entitled: "RECEIVING" has not been approved by a designated individual.

OBSERVATION 5

Procedures for receiving, reviewing, and evaluating complaints by a formally designated unit have not been adequately
established.

Specifically,

DiFOVEE R ECTRE y A FETSE0ED
SEE REVERSE DaeJon N. Harris, Investigator @b‘f‘lL )
OF THIS PAGE Sonya L. Karsik, Investigaton M 09/15/2011
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DEPARTMENT OF HEALTII AND IHUMAN SERYICES
) FOOD AND DRUG ADMINISTRATION

'ﬁm DATE(S) OF DiSPEGTION.

19701 Fairchild | 07/11/2011 - 09/15/2011+*
lrvine, CA 92612 FEIROUBER

{949} 608-2900 Fax:(949) 608-4417 3004884943
Industry Information: www, fda.gov/oc/industry
[THANE AA3 TITLE OF DN TOUAL, 70 VHOA REPORT IREULH

TO: Arnold Neves, General Counsel
[TFRMIANE [3)

8pinal Solutions, LLC 26157 Jefferson Ave
" CIT¢, STATE, 8 COOT, COUNIRTY TYPE EGTABLISHVENT INSPEGTED.

Murrieta, CA 92562 Medical Deviece Kit Assembler
A

SOP #: 805, Revision Date: 9/13/10, Procedure entitled: "Customer Complainis":

s does not identify who is responsible for the review and evaluation of complaints; who will determine whether complaint
investigations are necessary; and how complaints will be investigated.

¢ states that a corrective action is to be issucd only if the complaint appears to be Spinal Solutions fault, rather than on the
basis of investigations of purported ronconformities relating to product, process, or the quality system,

+ states that Preventive Actions may be issued if the complaint does not relate to damaged or defective product, but has
merit. The procedure does not define the term "merit", and does not refer to potential causes of nonconforming product
or quality problems as a basis for issuing a Preventive Action, Fusther, the procedure references Procedure 804,
Corrective and Preventive Action, for guidance, but it has yet to be established.

*  was signed by in-house General Counsef, but was not dated; and there are no quality records or documentation

identifying the designated individual/s responsible for reviewing and approving the procedure.

B.
On 7/13/201] 1, In-house General Counsel stated that Spinal Solutions, LLC has never received complaints. However, on

7/14/2011, 1observed the following complaints for Company F product in the file for receiving records:
s .Company F COMPLAINT REPORT, dated 3/25/08, for stripping of screw caps with event date 1/23/08;
o  Company F COMPLAINT REPORT, dated 3/25/08, tor caps stripping on 3 of 4 screws with event date 12/12/07

Your firm has no records showing that a designated unit reviewed and evaluated the above complaints to determine if the
event was required to be reported as a Medical Device Report; and to determine whether an investization was necessary.

OBSERVATION 6
Procedurcs to controf labeling activities have not been established.

Specifically, kit assembly operations performed at your firm do not provide for the accompaniment of Instructions for Use
(IFU) with spina! fixatien system kits throughout distribution. Finn personne! informed me that the IFU received with spinal
fixation system components are not included with spinal fixation system kits once they are assembled at the firm and
distribuled. Further, you do nol have a written procedure to address the labeling operations at your firm,

OBSERVATION 7

Procedures 1o ensure that all purchased or otherwise received product and services conform to specified requirements have
not been established,

Specifically,

A, :

Spinal Solutions, LLC purchases and/or receives Spinal Fixation Systein kits and components from product manafucturers
EAFLOVEE(GT 9\ONATURE ‘T’L BATE 55060

‘ DeJon N, Harris, Investigator L',D’I!/f

SEE REVERSE ) N o . -

OF THIS PAGE Sonya L. Karaik, Investigator ,4%-’ 09/15/2011

FORM FDA 483 (03,08) FREYIUS EMTION ONSCREIY, INSPECTIONAL OBSERVATIONS PAGH ) OF 8 PAGES




DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION,

[ DISTRICT AGDREBS AND FHOME NUNBER OATE[$; OF INSPECTION

19701 rairchild ’ 07/11/2011 - 69/15/2011+*
levine, CA 92612 FENBER

(949) 608~2900 Fax:(949) 608-4417 30048484943

Industry Information: www.fda.gov/oc/industry
AR W HOPAOUIL TO Viriad AEPCRT ISEUED

70: Brnold Neves, General Counsel

[FHWIoNE GTREET ADDRESS

Spinal Sclutions, LLC 26157 Jefferson Ave

CiTY, ETATE, 2P CODE, COUNTRY YYFE ESTABUSIAT NSFECTED

Murrieta, CA 92662 Medical Device Kit Assembler

for assembly and distribution. Firm personnel identified nine suppliers of Spinal Fixation Systems from which they currently
receive kits and components. There are no written quality agreements for 4 out of 9 suppliers of spinal fixation systems.
While written agreements were on filc for the remaining 5 of 9 suppliers, these agrecments werc incomplete in that they do
not address responsibility for the following quality system requirements:

»  Company A- Agreement effective May 4, 201 | does not address complaint handling, medical device reporting,
labels/labeling content, product recall, or maintenance of device history records.

»  Company B- Agreement dated February 28, 2011 does not address product design changes, complaint handling, medical
device reporting, praduct recall, or maintenance of device history records.

. Cdmpany C- Agreement effective 11/6/2007 does not address complaint handling and maintenance of device history
records, Further, the term of the agreement expired on the third anniversary of the effective date.

s Company D- Agreement etfective January 26, 2010 docs not address medical device reporting, product design changes,
label content, and device history records. Also, the agreement expired six months after the effective date.

¢ Company E- Agreement Rev A 2-14-06, does not address product design changes, complaint handling, medical device
reporting, recall, label/fabeling content, or maintenance of device history records. Additionally, the agreement is not
signed and dated.

B.

The document entitled PROPOSAL for: Spinal Sofutions, dated January 6, 2010, proposing that Consultant A provide
servicés pertaining 10 the development of quality system documentation, etployee training, and implementation assistance,
was not signed by bath parties aithough consuliant A has written and provided quality system docun:ents to the firm.

C.

SOP #: 704, entitled: "Purchasing”:

s does not describe any quality requirements for class I devices, such as manual surgical instruments containing Spinal
Solutions' name, purchased by the firm; .

s does not define the frequency with which evaluations are to be performed for suppliers, contractors, and consultants.

¢ is not approved by a designated individual.

Moreover, your Iirm has not established records of acceptable suppliers, contractors, or consultants. For example, firm
personnet were unable to provide an Approved Supplier List, as required by your procedure; and a record demonstrating
contractors and consultants werc evaluated prior to utifizing their services,

D.
Responsibility for labeling activities has not been defined. On 7/20/201 1, I observed metal trays Jabeled on the outside with

Spinal Solutions' name and phone number. These trays contgined vertebral body replacements and surgical instruments

EUPLOTEE(S) BIGHATURE P N BATE 15S0ED
SEE REVERSE | Delon - flarria, [nveatigator ,2;;"/
QF THIS PAGE ’ o .
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DEPARTMENT OF HEALTH AND HUMAN SERvICES
FOOD AND DRUG ADMMISTRATION

| DISTRGT ADGRESS AND PRONE HUVEER DATE(S) OF RESPECTION
19701 rairchild 07/11/2011 - 09/15/2011+
Yrvine, CA 92612 FEROYEER

{943) 600-2900 Fax:(949) 608-4417 3004884943

Industry luformation: www,fda.gov/oc/industry

NAME ANO TITLE CF IRCrDUAL TOVHOM REPORT SSUED
TO0: Arncld Neves, General Counsel

Y STALET ADORESS

$pinal Solutions, LLC 26157 Jefferson Ave

TITY, STATE, 2P CODE, COUNTIRY TYFE ESTADUSERT SISFECTED

Murrieta, CA 92562 Medical Device Kit Assembler

labeled with the hame and logo of Company C. Firm personnel stated that Company C private labels the metal surgical trays
with Spinal Solutions' name and contact information. The most recent Distribution and Marketing Agreement, effective date
11/6/2007, between Company C and Spinal Solutions, LLC does not include provisions for private labchng, operations
performed on behalf of Spinal Solutions, LLC by Company C.

OBSERVATION 8
Procedures for the control of storage areas and stock rooms have not been established,

Specifically, your firm has not developed methods for prevention of produgt mixups, damage, or other adverse effects
pending use or distribution; and authorized movement to and from storage areas and stock rooms.

For instance:

¢ 1observed rods stored in a room which firn management stated has been designated, but not fully implemented, as a
quarantine arca. Neither the room, nor products contained in the room were identified as to acceptance status,

»  On7/20/2011, 1 observed Interbody Fusion Devices (IBFD) in plastic bags stored in the stock room in a set of drawers
identified with "Spinal Sclutions APLIF 10 DEG". The bag labels read: "RD-0115 14MM APLIF 10 DEG 6 EACH" and
"13540", respectively. Neither the product nor the storage location were identified as to acceptance status; and the bags
did not contain or reference the location of associated labeling. Firm personnel stated the IBFDS were received from
Company D and Company G, but could not locate the affiliated Instructions For Use,

OBSERVATION 9
Distribution rceords were not maintained and do not include or refer to the location of required information.

Specifically, distribution records which include or refer to the name and address of the icitial consignee, identification and
quantity of devices shipped, the date shipped, and control numbers for Spinal Fixation System kits and components shipped
from Spinal Solutions, LLC, are not always prepared and maintained,

For example:
*  The firm uses Spinal Solutions/Orthopedic Alliance Fonn to document drop-offfpick-up of surgical trays containing

Spinal Fixation System implants and instruments to local customers. This forin does not include fields for documenting
consignee address, identification of tray or components within the tray, and aftiliated control numbers. Firm management

ENPL (S) SIGHATURE TATE ISSUED
SEE REVERSE | DeJon N. Harris, Investigator . _7_)1//
OF THIS PAGE | Sonya L. Karsik, Investigator Pt d 09/15/2011
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DEPARTMENT OF HEALTH AND HUMAN SEI“”ICES
00N AND DRUQ ADMINISTRATION

DISTRICT ADORESS AND PHONE NUWVBER ) OF CTION
19701 Fairchild 07/11/2011 - 09/15/2011*
lrvine, CA 92612 FEIRUMEER

{349) 608-2900 Fax:(949) 608-4417 3004884943
Industry Information: www.fda.gov/oc/industry

| “TUE ARG TITLE OF (003 T0 WIVAT REECHT BSED

J0; Arnold Neves, General Counsel

FIRMMANE . STREET ADORESS

Spinal Solutions, LLC 26157 Jefferson Ave

"CNIY, GTATE, P COOE, COUTRY i TVPE ESTABLIGHAREIT INSFEGTED

Murrieta, CA 92562 Medical Device Kit Assembler

was unable to provide any controlled procedures or forms for documentation of this in formation; and In-house General
Counsel stated that product delivery personnel only retain completed Spinal Solutions/Orthapedic Alliance Forms tor

approximately one month.

»  Firm personne] were unable to show record of product shipments from Spinal Solutions, LLC to non-local customers, in
such states as Nevada and Maryland, for Spinal Fixation Systems that were purchased and implanted at user facilities.

OBSERVATION 10
The quality polic)ggquality objectives, and were not established by management with executive responsibility.

Specifically, Spinal Solutions, LLC Quality Manual, Revision A, DCR #4200, dated 4/8/08; states the Spinal Solutions
quality policy and quality objectives are periodically roviewed during management revicw; and the quality policy is posted
throughout the facility. However:

s  On7/28/2011, firm personnel were unable te provide documentation demonstrating a quality policy and objectives have
been defined, documented, and implemented.

»  The quality policy was not posted in the facility.
Firm management stated that Managemen! Reviews have not been conducted,

OBSERVATION 11
Quality system procedures and instructions have not been established.

Specilically, Spinal Solutions, LL.C Quality Manual, Revision A, DCR #4200, dated 4/8/08, Appendix Il Standard Element
& SOP Matrix, lists the titles of standard operating procedures pertaining to specific quality manual elements including, but
not limited to, quality management system, contrel of nonconforming producl, and corvective and preventive action. Firm
Management was unable to provide documentation demonstrating that procedures have been established (defined,
documenied and implemented) for the following quality system requirements:

»  Corrective and Preventive Actions

* identification and traceability of product

¢ process control (providing written instruction for spinal fixation system kit assembly operations)
» control, review, and disposition of nonconforming product

EMPLOVEES) 5 - DATEISSUED
SEE REVERSE Pedon N. Harris, _Investigator LW; - .
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TO: Arnold Neves, General Counsel

FRWIANE STREET ADORESS

Spinal Solutions, LLC 26157 Jefferson Ave

EATY, 8TATE, ZiF CODE, COUNTRY . TYPE ESTABEWSHIZENT INSPECTED

Murrieta, CA 92562 Hedical Device Kit Asscmbler

s rework operations

* acceplance activities

device label and Jabeling activities
storage and distribution control
maintenance of Device History Records
document control

OBSERVATION 12

‘The organizational structure has not been adequately established and maintained to ensure that devices are preduced in
accordance with 21 CFR 820, -

Specifically, Spinal Solutions, LLC Quality Manual, Revision A, DCR #4200, dated 4/8/08, references Appendix 111, entitled
"Process and Responsibility Matrix”, which contains the firm's Responsibility and Organizational Chart. During employee
interviews, fum personnel were unable to identify who has been assigned responsibility for review and/or approval of quality
procedurcs and records including, inspection/verification operations and nonconforming products.

Additionally, Spinal Selutions, LLC Quality Manual, Revision A, DCR #4200, dated 4/8/08 identifies the QS&RA
department Manager as the Managment Representative, however Spinal Solutions, LLC does not have a QS&RA department
Manager. On 8/12/2011, firm management with executive responsibility informed me that a Management Representative has
not been appointed.

OBSERVATION 13
Procedurces for training and identifying training needs have not been gstablished.

Specificaily, firm management has not defined, documented, and impfemented specific training requirements: 1) for
personne] performing each job function; 2) as to possible device defects that may arise from improper performance of
specific tasks, including those performed during process and verificatior activities; and 3) as to apphcable current good
manufacturing practices.

EMPLOYEE(S) SIGNHATURE - SREESIED
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FORM FDA 433 {09.08) PRI TO0S EVHRLOOLOL 118 INSPECTIONAL OBSERVATIONS PAGE 7 OF § PAGLS




DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

CISTRICT ADDRESS ARO PHOWE NUMBER ) GATELS) OF NSFESTION

19701 Frairchild 107/11/2011 - 09/15/2011*
Irvine, CA 92612 FEIMAIBER

(949) 608-2900 Fax:{949) 608-4417 3004884943

Industrg Information: www.fda.gov/oc/industry

HAME ARD [ AL TO WHOM REPCRT 1SSUED

T0: Arnold Neves, General Counsel
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OBSERVATION 14
Management with exceutive responsibility has not reviewed the suitability and effectiveness of the quality system,
Specifically, management with executive responsibility has not conducted management reviews of quality sources including,

compluints and ncceptance activities to assure that the methods used to process devices are effective in meeting quality
system requirements; and to assess the continued effectiveness of the firm's quality system.

OBSERVATION 15
Quality audits and reaudits have not been performed.

Specifically, on 8/12/2011, finn management stated that Spinal Solutions, LLC has had one intemal audit conducted by the
firm's FDA Compliance Consultant, however the date/s of the audit were not documented. Additionally, your firm has not
established a procedure to address the performance of quality audils, re-avdits , and corrective actions, for identified deficient
rnatters,

OBSERVATION 16
Documents were not approved by designated individual(s) prior to issuance .

Specifically, Spinal Selutions, LLC Quality Manual, Revision A, DCR #4200, dated 4/8/08, was not approved. Further, there
is no procedure establishing responsibility and authority for document approval and distribution.

Ao tation s v Ghseewahens V-5 7 Promise. o Correcd:
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07/11/2011(Mon), 07/13/201 1(Wed), 07/14/201 1(1hu), 07/20/201 1(Wed), 07/21/201 1{Thu), 07/28/201 1{Thu), 08/03/201 !(ch),
08/12/201 1 (Fri), 08/16/201 1(['ve), 69/02/20 1 1 (Fri), 09/15/201 [ (Thu)
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“HATE AND {TTLE OF FORW OUAL RGO BSLE0
T0: Arnold Neves, General Counsel

M RAVE T $TREET ADORESS

Orthopedic Alliance LLC 26157 Jefferson Ave

¥ TETY, STATE, 3P GCOE, COUNTRY TYPE ESTABUSFAENT WEFEGTED
turrieta, CA 92562 - Medical Device Importer

This document fists observations made by the FDA representative(s) during the inspection of your facility, They arc inspectional
observations, and do not represent a final Agency determination regarding your compliance. IF you have an objection regarding an
observation, or have imptemented, or plan to implement, cormective action in response to 4n observetion, you may discuss the objection or
action with the FDA representative(s) during the inspection or submit this information 10 FDA at the address above. If you have any
quustions, please contact FDA at the phone number and address above.

The observations noted in this Form FDA-483 are not an exhaustive listing of objectionable conditions. Under the law, your
Jirm is responsible for conducting internal self-atdils lo identify and correct any and all violations of the quality system
requirements.

DURING AN INSPEGTION OF YOUR FIRM WE OBSERVED:

OBSERVATION 1
Written MDR procedures have not been developed, maintained, and implemented.

Specifically, your firm docs not have a standard review process/procedure which addresses the identification,
communication, and evalutation of events subject to medical device reporting; and the documentation and recordkeeping for

those events.

OBSERVATION 2

Procedures for recciving, reviewing, and evaluating complaints by a formally designated unit have not been established.

Specifically, as an importer of knee and hip prosthesis, you have not defined, documented, and implemented a procedure
which addresses: )

e uniform and timely processing of complaints

» documenation of oral complaints;

e evaluation of complaints for evenls required to be reported to FDA as Medical Device Reports.

OBSERVATION 3
Procedurcs for corrective ard preventive action have not been established.

Specifically, your firm has not defined, documented, and implemented a process for analysis of 1) quality sources, 2
Jinvestigation of nonconformities and identificaiton of actions necessary (o prevent and correct their occurrence; and 3) any

other CAPA requirements as applicable to yowr operations,

: T
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OBSERVATION 4

Distribution records were not maintained and do not include or refer to the location of required information.

Specifically,distribution records which include or refer to the name and address of the initial consignee, identification and
quantity of devices shipped, the date shipped, and conirol numbers for hip and knee implants shipped from Orthopedic
Alliance, LLC, are not always prepared and maintained.

For example:

¢ The firm uses Spinal Sofutions/Orthopedic Alfiance Form to document drop-offfpick-up of bins cantaining Hip and Knee
System impiants and instruments to local customers. This form does not include fzelds for documenting consignee
address, identification of tray or camponents within the tray, and affiliated control numbers. firm mgmt was unabile to
provide any controlled procedures or forms for documetnation of this information; and In-house General Counsel stated
that product delivery personnel oaly retain completed Spinal Solutions/Orthopedic Alliance Forns for approximately one
month.

*  Firm personnel informed me that the Orthopedic Alliunce Packaging Slip was developed to document products shipped

from the firm to Surgical Sales Representatives, but was unable to provide any completed Orthopedic Alliance
Packaging Slip.

Annotahien For cbservattons)-\ % Promise o Coreect
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SPINAL SOLUTIONS, LLC

26457 JEFFERSON AVENUE ARNQLD Neves, Jr., Esq,
MURRIETA, CA 92562 GENERAL COUNSEL
PH :{951) 304-9001 (exT. 331) ANEVES @ SPINALSOLUTIONSLLC,
FAX: {951) 304-9101
September 29, 2011 P,
ia Fedk: TR T e R ‘m“':
Via Fedix H} BEETYEY
Alonza B, Cruse * . b
Director, Los Angeles District SEP 30 i
Food & Drug Administration : LOS
19701 Faivchild TR ANGRTIE FS Y ANG
Ttvine, CA 92612 Y T o DISTHI(%'ES
&
TOR OFrioE

Re: Spinal Solutions, LLC; FRI # 3004884943

Dear Mz, Cruse,

The following is the written response of Spinal Solutions, LLC, to the Observations
provided to this company on September 15, 2011, by Investigators DeJon N. Harris and Sonya L,
Knrstk. Let me state af the ontset that it is our fivm intention to address and rectify each of the
problem areas noted in the Observations In the shortest & isopable time possible. Please note

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

that T and a co-worker wili ba aifending an EESRSRERERRPIN workshop and medical
device procedure training sominar in 5 B the week of October 3 following which

we will be ablc to continue focusing on correcting all of the noted deficiencies.

We have been advised that while we sell spinal hardware to hospitals for surgeries, we
are considered a “manufacturer™ because we “assemble” the surgical implant trays provided by
the actuat implant manufacturer, In actuality, the trays are initially assembled by the Impfant
manufacturers and either sold or consigned to Spinal Solution. After the tray is returned from
the hospital following its first use, the tray is restocked with the same slze and type of implants
provided by the implant manufacturer. ‘Ihis restooking consists of removing the new jmplant
from either a plastic bag provided by lhe manufacturer or the bin whete the hardware is kept and
placing it in its designated slot in the manufacturer’s teay for use in the noxt surgery. This act of
restacking wo are advised constitutes “repackaging” under 21 CFR 807.3(d)(1) even though we
are {he “person who makes final delivery or sale [of the deviee] to the ultimate consumer”,
namely the hospital. T believe it Is important to note that Spinal Selutions does not selj or

consign spinal hardware o any other products lo other distributors,
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As a result of being deslghated a manufacturer, a number of the provisions of 21 CFR
§820 efseq., ate deemed to apply to Spinal Solutions® operations, 1 mow address cach
Observation sel foxth in the Inspectional Obscrvations,

OBSERVATION 1

“The device history record docs not demonstrate that the device was manufactured in
accordance with the device master record,

Speeifically, firm management staled they do not prepare or maintain device listory
records (DHRY) for cach spinal fixation system kit assembled and distributed for use to hospitals.

This includes:

1) Dates of manufacture; 2) quantity manufactured; 3) quantity released for distribution; 4)
acceptance records demonstrating the device was manufactured 1t accordatce with the Device
Master Record; 5) primary identification labe! and labeling; and 6) any device identification and

control number/s used. '

Furthet, your fitm has not established a procedure to ensure maintenanoc of DHR.”

In spoaking with the Invesligators concerning this Observation, we are to treat cach tiay
we restock as a manufacturing event. In other words, we need to track the nuraber of spinal

bardwave ttays prepared euch day, the quantity veleased for distribution, ete.

Section 820.3(j) defines the Devico Master Record as a compilation of records containing
the records and procedures for a finished dovico, Subpart (i) defines the DHR as the compilation
of records confaining the production history of a finlshed praduct, Section 820,184 sels forth
what the contents of the DHR should contain and the Observation mirrors the language of the

rogulation,

As noted after Observation 16, Spinal Solutions has “Promise[d] to Correct” the above-
noted defielency. Ihad already begun the procedure to correct many of the issues raised in the
Observation before September 15, including meking sure that each implant manufacturer's tray
is documented on the date it is restocked and that all the contents of the tray by part, lot and
quantity numbets are recorded, 1 will be creating the balance of the documents and procedures

shortly and will provide you wilh a copy for your file.

OBSERVATION 2

“A device master record lias not been malntained,

utions, LLC asscmbles and distributes Spinal Fixation Systems
FEREREREEY, s

' set,

Specifically, Spinal Solt

kits which generally contain: [ Bscrews of varying size and length; §
both curved and straight, of varylng lengths; ETERGRRRscrew caps; and X

crosslipks pe
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Your firm has not prepared and does not maintain device master records that identify the
components to be included in cach kit, process procedures for the kitting operation, applicable
quality assutance procedures and ucceptunce criteria, and the methods and process used -to
maitlain labeling for the Spinul Fixation System kits that you assemble for any of your (RS
suppliers.  On 7/21/2011, firm personnel that perform kit assembly operations could not
demonstrate where to reference instructions on what componcats and labeling should be included
in ench kit based on supplier and/or surgeon preference.”

This Observation addresses the requirements of §820.181 (Device master record), As
noted, we promise to correct this deficiency, We have already begun a ducumented list of cach
component part that is to go into cach manufacturer’s fray and by specific tray. The location of
where the implant {s placed info the tray is alendy deslgnated hy the manufacturcr by label
locations within the tiays themselves, However, we will document this procedure by referonce
to the manufacturer’s instructions. As to labeling of the implant products, we have already
adopted a procedure that ensurcs that each tray is accompanied by manufacturer’s
labelinstructions for use at the time of delivery to the hospital. T witl provide you copies of
these procedures In the next 30 to 45 days and the DMR procedure thereafler,

OBSERVATION 3

“Procedures for finished device accoptance have not been established,

Specificaliy, your firm does not have a procedure o address final device accoptance
activitics for the Spinal Flxation System trays which you assemble and distribute for use to
hospitals, Further, kit assembly opcrations are not decumented; and there is no documentation
showing authorization for rolease of splnal fixatlon system trays assembled at Spinal Solutions,
LLC.”

As noted, we have promised to correct this deficiency, In this case, this is simply a
matter of documenting the procedures that are already foltowed cach time a fray is restocked in
preparntion for a surgery, T will have these documented procedures to you as soon as possible,

probably in the next 30 days,

OB SERVATION 4

“Procedures for acceptance of incoming product have not been established.

Specifically,

A, Pracedure Nuinber: 705, Revision 2/15/10 entitled “RECEIVING®, identifies the
Receiving Log & signed Packing Slip as records of the Receiving Inspection Process for
purchasing finished devices. Per the procedute, upon completion of receiving acceplance
activities, the firm employee is to sigh and date the packing slip to verify that the information on

the slip is completc and accurate,




F
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On 7/21/2011, fiun personnel stated that there is no Recciving Log used to document
Incoming products or inspection. Further, review of packing slips showed numerous packing
slips without signature, date, and indication of acceptance or rejection of incoming material,

B. . Procedure Number: 705, Revision 2/15/10 entitled “RECEIVING” has not been
approved by a designated individual.”

We will be correcting this dcficiency immediately for not only compliance with FDA
regulations and rectify this deficiency but also for our own internal cost conirols and tracking, I
will send you the adopted procedute and a'copy of the Receiving Log as proof that the procedure
is being followed in the next few wecks.

OBSERVATION $5

“Procedures for receiving, reviewing, and evalnating complaints by a formally designated
unit have not been adequately established, '

Specifically,

A. SOP #: 803, Revision Date: 9/13/10, Procedure entitled: Customer Complaints”;

* Does not identify who is responsible for the review and evaluation of complaints; -

who will determine whether complaint investigations are necessary; and how
complaints will be investigated.

* States that a corrective action is to be issued only if the complaint appeats to be
Spinal Solutions fault, rather than on the basis of Investigations of purported
nonconformities relating to product, process, or the quality system.

* States that Preventive Actions may be issued if the complaint does not relate to
damaged or defective product, but has merit, The procedure does not define the
term “merit”, and does not refer to potential causes of nonconforming product or
quelity problems as a basis for issuing a Preventative Action. Further, the
procedure references Procedure 804, Correclive and Preventive Action, for
guldance, but it has yet to be established,

s Was signed by in-house General Counsel, but was not dated; and there is no
quality records or documentation identifying the designated individual/s
responsible for reviewing the procedure.

B. On 7/13/2011, In-honse Gencral Counsel stated that Spinal Solutions, LLC has
never recefved complaints, However, on 7,14/2011, I observed the folowing
complaints for Company F produet in the file for receiving records:
o Company F COMPLAINT REPORT, dated 3/25/08, for stripping of screw
caps with cvent date 1/23/08;
¢ Company F COMPLAINT REPORT, dated 3/25/08, for caps stripping on 3 of
4 screws with event date 12/12/07




Mr. Alonza E, Cruse
Saptember 29, 2011
Page s

- Your firm has no records showlng that a designated unit reviewed and evaluated the
above complaints to determine if the cvent was required to be reported as a Medical
Device Report; and to determine whether an investigation was necessary.”

* Since [ am mentioned In this Observation, let me first olavify the record, I informed Ms.
Harrds that 1 was not aware of any complaints concerning implants since I started with the
company, which ocourred on June 1, 2009. This Is an sccurate statement, The manner in which
the Observation is written implios that I attempted 10 mislead her, which 15 inaccurate, In any
event, we are Ju the process of adopling corrective procedures to address and yesolve this
deficiency. We will be first incorporating each manufacturer’s complaint handling procedures as
a part of our procedures and supplement as necessary to ensure that any and all complaints are
property handled, This procedure will be more extensive In preparation and will comply with
Parl 803 and §820.198, 1 will forward the new procedure to you upon completion which I hope
to have completed in the next 30 to 60 days.

OBSIERVATION.G

“* Procedure to control labeling activities have not been established,
Speoifically, kit wssembly operations pesformed at your firm do not ‘provide for the

*accompaniment of Instructions for Use (IFU) with spinal fixation system kits throughout

disteibution, Firm personnel informed me that the IFU received with spinal fixation components
are not included with spinal fixation system kits once they are assembled at the firm and
distributed, Futther, you do not have a written procedure to address the labeling operations at

your firm,”

As noted, we have corrected this procedure. Aitached is a copy of the Tracking
Procecuro. Paragraph 6 provides that a copy of the IFU is to agcompany each spine hardware
tray to the hospital, In the past, we had relicd on the generally accepted procedure adopted by

hospitals purchasing our products which providec for one copy of the IFU to be on filo with the

hospital for cach implant type we were providing, Providing anothor ¢copy of the IFU each time
a spinat hardware tray is delivered is a simple process that has been adopted.

OBSERVATION 7

“Procedures to ensute that all purchased or otherwise recetved pmduct and services
conform to specified requivements have not been estabhshcd

Speoifically,
A, Spinal Solutions, LLC purchases and/or receives Spinal Fixation System kits and

components from product - manufactivers for assembly and distribution.  Firm personnel
identified ElEHsuppliers of Spinal Fixation Systems from which they currenitly receive kits and
components, There are no wtitten quality agreemenis for 4 Sup hels of spinal fixation
systems. While writlen agreements wero on file for i@ goawna supplicrs, these
agreements were incomplote in that they do nol address responsxbdny for the following quality

systent requircments:
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¢ Company A — Aprecment effective May 4, 201 1does not address complaint handling,
medical device reporting, labelsflabeling content, product recall, or maintenance of
device history records.

o Company B — Agrecment dated February 28, 2011 does not address product design
changes, complaint handling, medical device reporting, product recall, or mamtonancc of
device history records,

¢ Company C - Agleement effective 11/6/2007 does not address complaint handling and
maintenance of device history records, Further, the term of the agreement expired on the
third anniversary of the effective date,

» Company D — Agreement effective January 26, 2010 does not address medical device
‘reporting, product deslgn changes, label content, and device history records. Also, the
agreement expired six months after the effective date,

o Company E — Agreement rev A 2-14-06 does not address product design changes,
complaint handling, medical device reporting, recall, label/labeling content, or
maintenance of device history records, Additionally, the agreement is not signed and

dated,

B. The document entitled PROPOSAL for: Spinal Solutions, dated Januvary 6, 2010,
proposing that Consultant A provide services pertaining to the development of quality system
documentation, employee training, and implantation assistance, was not signed by both parties
although consultant A has written and provided quality system documents to the firm.

-C. SOP #: 704, entitled “Purchasing’:

s does not describe any quality requirements for class I devices, such as manual surgical
insiruments containing Spinal Solutions’ name, purchased by the firm,

» does not identify the frequency with which evaluations are to be performed for suppliers,
contractors, and consultants.

¢ is not approved by the designated individual,

Moreover, your firm has not established records of acceptable suppliers, contractors, or
consultants, For example, firm personne! were unable to provide an Approved Supplier List, as
required by your procedure; and a record demonsuatmg confractors and consultants were

evaluated prior to utilizing their services,

D, Responsibility for labeling activities has not been defined, On 7/20/2011, I observed
metal trays labeled on the outside with Spinal Solutions® name and phone number, These trays
contained vertebral body replacements and surgical instruments labeled with the logo of
Company C. Firm personnel stated that Company C private labels the metal surgical trays with
Spinal Solutions’ name and contact information. The most recent Distribution and Marketing
Agreement, effective 11/6/2007, between Company C and Spinal Solutions, LLC does not
include provisions for private labeling operations perforined on behalf of Spinal Solutions, LLC

by Compeny C.”

In our response, we promised to coriect this deficiency, I will go back to each implant
manufacturer to whom we purchase spinal hardware and insist that the provisions dealing with
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product design changoes, complaint bhundling, medical device. reposting, product recall,
maintenance of device history records, and produet design changes are all addressed. The
contracts wili all be updated and maintained current. [ estimate that I should have this deficiency
comploted within the next 30-60 days depending on the response time from the suppliers. Asa
part of this updating, we will address and resolve the contractual omission relating to “private
labeling” of the surgical trays with Spinal Solutions’ name and phone number which is done
primarily so that our implants trays do not become mislaid or misappropriated at the hospital,

As to Purchasing SOP # 704 (prepared by Consultant A) for Class I devices, [ will correct
the deficiency in the procedure and verify that it is being followed, This will include preparation
of an Approved Supplier List. [ estimate to have this completed within the next 30-45 days.

[ will forward to you coples of these items as they ave developed and implemented.

OBSBRVATION 8

“Procedures for the control of stornge areas and stock rooms have not been cstablished.
Specifically, your firm has not doveloped niethods for prevention of product mixups,
damage, or other adverse effects pending use or distrlbution; and authorized movement to and

~ fiora storage areas and stock rooms.

For instance;
¢ I observed rods stored in a room which firm management stated has been
designated, but not fully implemented, as a quatantine area, Neither the room,

not products conlamcd in thc loom were ndcnuﬁcd as to anccptance status,

The bag labels red “EECHEEREE 13 Y
SOFEE’, respectively,  Neither the product not the btorage loc'mon viere
ldenhﬂed as to acceplance sluius; and the bags did not contain or reference the
location of associated labeling. Firm persoonel stated the EEEIRwere recelved
from Company D and Company G, but could not locate the affiliated Jnstructions

For Use.”

We indicated that Spinal Solutions promised to correct this deficiency. We have alrcady
begun lo address correcting this deliciency and I will be developing written procedures to ensuve
compliance such that no produet is accepted that does not have the proper labeling from the
manufacture together with the appropriate lot numbers. I estimate that complete adoption of the
procedure will take approximately 30-45 days. I will forward to you a copy of tho adopled
procedure upon completion.

OBSERVATION 9

“Distribulion records were not maintabned and do not include or refer to the location of

* required information.
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Specifically, distribution records which include or refer to the name and address of the
initial consignes, identification and quantity of devices shipped, the date shipped, and conirol
numbers for Spinal Fixation System kits and components shipped from Spinal Solutions, 1.L.C,
arc not always prepured and maintained,

For example;

o ‘the firm uses Spinal SoluttonsGHEEAAFEREFABEEE Form to document drop-offipick-up
of surgical trays containing Spinal Fixatlon Systcm implants and instenments to local
customers, This form does not include fields for documenting consignee address,
identification of tray or components within the tray, and affiliated control numbers, Firm
managomont was uneble to provide any controlled procedures or forms for
documentauon of this 1;1fonnat|0n, and In-house General Counse slalcd that roduct

for approximately one month,
+ Firm personnel were ungble to show record of 1oduct shipments from Spinal Solutions,
LLC to non-local customers, in such states as Eineniegand | 3 for Spinal Fixation
Systetns that were purchased and implanted at user faclhtms »

We began addressing this deficiency in July and will continuc to do so until it is corrected, [
have included a copy of the new Tiacking Procedute that I prepared in August for your
review, Also enclosed arc coples of completed shipping reports for some tmys awmtlng
shipments ag an cxample. Tray FRI¥aR0)1 is the Spine Instrument Tray and EEEEE
is a corresponding lmplant tray. I havo to mako refinements to the form to include lhe
address for the recipient, n signalure and dafte block for the employee authorizing release but
otherwise I believe this form and the uccompunying procedure addresses the deficiencies
noted in Obscrvation 9 along with portions of other Observations, Also, on July 18, 2011, I
post for our employees aud emailed to our outside sales/surgical agents the enclosed
Memorandum regarding the failure to include implant lot numbers on the hospital delivery
slips which show which implants were used during a sorgery. We now have 100%
compliance on this aspect of implant fracking by product lot number, A copy of a surgery
delivery slip for a surgery conducted foday is enclosed for your review.

Because of the number of trays and implants with their corvesponding lot numbers, it will
take some time before wo achieve full Implementation of the tracking proceduze. T am
planning to have full compliance at our facllity in the next 30 days and offsite compliance a

month later.

OBSERVATION 10

“Ihe quality policy & quality objectives, and were not ¢stablished by management with
executive responsibility,

Specifically, Spinal Solutions, LLC Quality Manual, Revision A DCR #4200, dated 4/8/08,
states the Spinal Solutions quality policy and quality objeclives are periodically reviewed
during management review; and the quality pollcy is posted throughout the facility.

However:
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* On7/28/2011, firm personnel were unable to provide documentation demonstrating a
qunlity policy and objectives have beon defined, documented, and implemented.

* The quality policy was not posted in the fucility,
Firm management slaicd that Management Revicws have not been conducted.”

We will be amending and updating the Quality Manual and quality system requirements
consistent with the provisions of §820,20 and other applicable regulations. Thercafter,
execullye management will ensure iraplementation and that the procedures are followed,
I anticipate that it should nof take more than 30-45 days to make the necessary
corrections fo address tho noted deficiencies,

OBSERVATION 11

“Quality system procedures and inslructions have not been established.

Specifically, Spinal Solutions, LLC Quality Manval, Revision A, DCR # 4200, dated
4/8/08, Appendix I Standard Element & SOP Matuix, lists the titlos of standard operating
procedures pertaining to speeific quality manual elements Inchuding, but not limited to,
quality management systems, control of nonconforming product, and corrective and
preventative nction.  Firm Managerent was unable to provide documentation
demonsiraling that procedures have been established (defined, documented and
implemented) for the following quality systetn requitcrents: '

+ Corrective and Proventative Actions

» [Kdentification and traceabillty of product

» Process control (providing wrltten instruction for spinal fixation syastem kit
assembly operations) ‘
Control, review, and disposition of nonconforming product
Rework operations
Acceptance actvilies
Device label and labeling activitios
Siorage and distribution control
Mainienance of Device Hisfory Records
Document control”

* ¢ & 9 & » e

As reforenced, Spinal Solutions has promised to correct the deficiencics nofed in the
Observation, We have alrcady begun addressing certain aspects of the quality system
requirements such s lubeling activities and device tracking which will flow into the
Device History Records, These will continue to be developed nniil all items are
addressed. As mentioned above, I, along with the finm’s Operations Manager, are
attending a conforence {33 : Lt RAR] which focuses on CAPA

implementation and related regulatory subjects
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It is my intention that we will have all of the issues addressed and corrected in
two to threo months, if not sooner, taking into account implementation, follow-up and
required procedural madifications.

OBSERVATION 12

“The organizational structure has nof been adequately established and maintained to
ensure that devices are produced in accordance with 21 CFR 820.

Specifically, Spinal Solutions, LLC Quality Manual, Revision A, DCR # 4200, dated
4/8/08, references Appendix III, entitled “Process and Responsibility Matrix™, which contains the
firm’s Responsibility and Organizational Chart. During employee interviews, firm personnel
wete ynable to identify who has been assigned responsibility for review and/or approval of
quality procedures and records including, inspection/verification operations and nonconforming

products, .

Additionally, Spinal Selutions, LLC Quality Manual, Revision A, DCR # 4200, dated 4/8/08
identifies the QS&RA depariment Manager as the Management Representative, however Spinal
Solutions, LLC does not have a QS&RA department Manager, On 8/12/2011, firm management
wlth executive responsibility informed me that a Management Representative has not been

appointed,”

As indicated, Spinal Solutions has promised to correct the deficiencies noted in the
Observation. As stated, the Quality Manual will be amended and updated to correctly reflect the
operations of the company. Since September 15, the company has retained the services of a full
time manager whose job duties include the operational aspects noted in the Observation. 1, along
with executive management, will be preparing and implementing the required procedures o
address each deficiency noted in the Observations, The time required for establishing the
corrected procedures should be approximately 30 days, training and implementation of the new
procedures should be completed 30 days thereafter.

OBSERVATION 13

“Procedures for raining and identifying training needs have not been established.

Specifically, firm management has not defined, docuinented, and implemented specific training
requirements: 1) for personnel performing each job function; 2) as to possible device defecs that
may arise from improper performance of specific tasks, including those performed during
process and verification activities; and 3) as to applicable current good manufacturing practices.”

We have promised to correct this deficiency. This procedure is one of documentation, We are in
the process of preparing a training manual that addresses cach job function. Because of the
scope involved and the participants whose input is required, this project may take approximately
2 months to complete. In the interim, we have coordinated additional training programs with
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some of our suppliers that will cover subjects such as tray assembly, restock and verification,
device use training, and claim handling. These events will be documented by the trainers and the
records retained as part of the quality procedure.

OBSERVATION 14 :
“Management with executive responsibility has not reviewed the suitability and effectiveness of

tho quality system.

Specifically, management with executive responstbility has not conducted management reviews
of quality sources including, complaints and acccptance activities to assure that the methods used
to process dovices are effective in meeting quality system requirements; and to assess the
continued effectiveness of the fitm’s quality system.”

As indicated, Spinal Solutions has promises to correct this deficiency. Following development
of the procedures outlined above for quality sources, including complaint handling and quality
systems, management will conduct its review following documented procedures to assess the
effectiveness of the quality system and make necessary changes as appropriate. This review will
be conducted immediately following implementation of each procedure and will be documented.
1 will forwatd to you the results of the review(s) as they are conducted.

OBSERVATION 15

“"Quality audits and reaudits have not been performed.

Specifically, on 8/12/2011, finn management stated that Spinal Solutions, LLC has had one
internal audit conducted by the firm’s FDA Compliance Consultant, however the datefs of the
audit were not documented, Additionally, your firm has not established a procedure to address
the performance of quality audits, re-audits, and corrective actions, for identified deficient

matters.”

Likewise, exccutive management will perform required quality audits following
established written procedures. [ anticlpate the first audit to be conducted in the next 90 days to

. determine what corrective actions need to be implemented, with a follow-up audit conducted a

few months later to verify that the procedures are being followed.

OBSERVATION 16 _
“Documents were not approved by designated individual(s) prier to issuance.

Specifically, Spinal Solutions, LLC Quality Manual, Revision A, DRC # 4200, dated 4/8/08, was
not approved, Further, there is no established responsibility and authority for document approval

and distribution.”

We wlll correct this deficiency as a part of the overall process of addressing each
respective Observation. As stated, the Quality Manual will be revised and in this regard,
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responsibility and authority for approval and distribution of documented procedures will be
clenrly established and followed,

It is our serious intention v provide full cooperation with the FDA and to underlake all
necessary and immediate sieps fo implement required procedures which address esch
Observauon completely to obtam full compliance, Likewise, we intend to follow-up to make

f‘ g

R ‘ ‘ [Tt would e hc]pﬁll
if 1 could obtain feedback fo]lowmg your IcCGlpl of the wrltten documentation conﬁrmmg our
efforts that I will be subsequently sending to you,

If you have any questions or comments with respect to any of the foregoing, please do
not hesitate to contact me,

Ce: DeJonr N. Hartris, Investigator
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We address this response below, in relation to each of the noted violations. These violations
include, but are not limited to, the following:

1. Failure to establish and maintain procedures for implementing corrective and preventive
action, as required by 21 CFR 820.100(a).

For example: Your firm does not have any procedures for corrective and preventive actions
(CAPA).

We reviewed your firm's response and conclude that it is not adequate. Your firm promised to
correct the observation, but has not provided us with a CAPA procedure, evidence of its
implementation, and evaluation of previous CAPA sources to determine if a CAPA should have

been initiated.

2. Faiture to establish and maintain procedures to control product that does not conform to
specified requirements, as required by 21 CFR 820.90(a).

For exampie: Your firm does not have any procedures for control of nonconforming product
or facilities for segregation of nonconforming product.

We reviewed your firm' s response and conclude that it is not adeguate. Your firm promised
to correct the observation, but has not provided us with a nonconforming product procedure,
evidence of its implementation, and evaluation of previousty-processed product to ensure
that nonconforming product was not distributed without documentation of justificatlon.

3. Failure to establish and maintain adequate procedures for recelving, reviewing, and
evaluating complaints, as required by 21 CFR 820.198(a).

For example: Procedure 805, "Customer Complaints," does not identify who is responsible for
the review and evaluation of complaints; who will determine whether comptaint
investigations are necessary and the methods used for that determination; and how

complaints will be investigated.

We reviewed your firm's response and conciude that it is not adequate. The response
indicates that Spinal Solutions will incorporate the individual manufacturers' complaint
handling and MDR procedures into its own procedures and supplementing those procedures
with additional requirements, but the response does not include any revised procedures,
evidence of Implementation, or evaluation of previous complaints to determine if an

investigation iIs necessary.

4. Failure to establish and maintain adequate procedures to ensure that all purchased or
otherwise received product and services conform to specified requirements, as required by 21

CFR 820.50.

For example;

a. Procedure 704, "Purchasing," indicates that all finished device manufacturers
supplying product to your firm require a Supplier Agreement that defines product and
quality system requirements. Your firm identified (b)(4) from which it currentty
receives kits and components, but your firm does not have quality agreements with 4

httn /iwww fda.oov/TCRCT/EnforcementActions/WarningLetters/2012/ucm297275.htm 6/7/2013
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of the (b)(4) In addition:

i. The agreement with (b)(4) does not address compiaint handling, medical
device reporting, labels/labeling content, product recall, or maintenance of device

history records.

ii. The agreement with {b)(4) does not address product design changes,
complaint handling, medical device reporting, product recall, or maintenance of

device history records.

iii. The agreement with (b)(4) does not address complaint handling and
maintenance of device history records. Further, the term of the agreement
expired on the third anniversary of the effective date.

iv. The agreement with (b){4) does not address medical device reporting,
product design changes, label content, and device history records. Also, the
agreement expired six months after the effective date,

v. The agreement with (b)(4) does not address product design changes,
complaint handiing, medical device reporting, recalls, label/iabeling content, or
malntenance of device history records. Additionally, the agreement is not signed

and dated.

We reviewed your firm’s response and conclude that it is not adequate. Your firm indicated
that it will revise its purchasing agreements with its suppliers to Include provisions dealing
with product design changes, complatnt handling, medical device reporting, product recall,
and maintenance of device history records. However, Spinal Solutions has not provided any
new or revised purchasing agreements, reviews of any other suppliers to ensure that
adequate supplier agreements exist, or investigations to ensure that there have not been any
previous design changes of which your firm is unaware.

b. Procedure 704, "Purchasing," does not describe any quality requirements for Class I
devices, such as manual surgical instruments, nor does it deflne the frequency with
which evaluations are to be performed for suppliers, contractors, and consultants. In
addition, the procedure requires your firm to maintain an Approved Suppliers List and
evaluate suppliers prior to utilization of services, but the firm does not have an
Approved Supplier List or records of evaluation of suppliers.

We reviewed your firm's response and conclude that it is not adequate. Your firm indicated
that Procedure 704 will be revised to include requirements for Class 1 devices, but the
response does not include any new or revised purchasing control procedures, including
evidence of implementation, or evaluation of previously received Class I devices to ensure
that the supplier was in compliance. In addition, the response does not address the
observation as it pertains to the lack of an Approved Supplier List and records of evaluation

of suppliers.

5. Failure to establish and maintain procedures for finished device acceptance to ensure that
each production run, lot, or batch of finished devices meets acceptance criteria, as required
by 21 CFR 820.80(d).

For example: Your firm has not developed any final acceptance specifications or release
criteria for any of its products, does not document any final acceptance activities, and has no

hitn://www. fda.gov/ICECI/Enforcement Actions/WarningLetters/2012/ucm297275.htm 6/7/2013
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procedures for final acceptance activities,

We reviewed your firm's response and conclude that it is not adequate, Your firm indicates
that final device acceptance procedures will be developed, but Spinal Solutions has not
provided any such procedures, and it has not provided any evaluation of previously
distributed product to ensure that it was adequately evaluated and approved.

6. Failure to establish and maintain adequate procedures for acceptance of incoming product,
as required by 21 CFR 820.80(b).

For example: According to Procedure 705, "Receiving," (b)(4) receiving acceptance activities
are to be documented on a receiving log and approval documented on the packing slip.
However, your firm has not developed or maintained a receiving log, and (b){4) Packing
Slips (b)(4) and (b){4)) and (b)(4) Packing Lists (b)(4), and (b)(4) do not contain a
sighature and date for acceptance,

We reviewed your firm's response and conciude that it Is not adequate. Your firm promised to
revise procedure 705 and develop a receiving log, but the response does not include that a
new procedure, recelving log, or an evaluation of previously-received products to determine
whether proper receiving acceptance activities were performed and that the received product

was approved,

7. Failure to establish procedures for quality audits and conduct such audits to assure that
the quality system is in compliance with the established quality system requirements and to
determine the effectiveness of the quality system, as required by 21 CFR 820,22.

For example: Your firm has not established a procedure for the performance of quality audits.
In addition, your firm stated that it has had one Internal audit conducted by your firm‘s FDA
Compliance Consultant; however, the date of the audit was not documented.

We reviewed your firm's response and conclude that it is not adequate. Your firm promised to
perform quality audits, but the response does not include any quality audit procedures or
evidence of the performance of any quality audits.

B. Fallure of management with executive responsibility to review the suitability and
effectiveness of the quality system at defined intervals and with sufficient frequency
according to established procedures to ensure that the quality system satisfies the
requirements of 21 CFR Part 820 and the manufacturer's established quality policy and
objectives, as required by 21 CFR 820.20(c).

For example: Though your firm’s Quality Manual, Revision A, (b)(4) states that management
review Is conducted twice each year, no management reviews have been documented.

We reviewed your firm's response and conclude that it is not adequate. In the response,
Spinal Solutions promised to document management reviews, but the response does not
include any evidence of the performance of any management reviews.

9, Fallure to establish procedures for identifying tralning needs and ensure that all personnel
are trained to adequately perform their assigned responsibilities, as required by 21 CFR
820.25(b).

For example: Your firm has not defined or documented procedures for identifying training

httoe Hwww flda env/TCECI/Eaforcement A ctions/WarningLetters/2012/ucm297275.htm 6/17/2013




2012 > Spinal Solutions, LLC 1/19/12 Page 5 of 8

needs.

We reviewed your firm's response and conclude that it is not adequate. Spinal Solutions
indicated that: training manuals are in development, but the response does not include any
training manuals, any procedures for identifying training needs, or evidence of the
implementation of new training requirements.

10, Failure of management with executive responsibility to establish its policy and objectives
for, and commitment to, quality, as required by 21 CFR 820.20(a).

For example: Though Quality Manual, Revision A, (b)(4) states the Spinal Solutions quality
policy and quality objectives are to be periodically reviewed during management review and
that the quality policy is to be posted throughout the facility, a quality policy and objectives
have not been defined, documented, and implemented.

We reviewed your firm's response and conclude that it Is not adequate. Your firm indicated
that executive management will ensure implementation of quality requirements and will
ensure that quality systems procedures are followed, but the response does not Indicate that
executive management will develop a quality policy and objectives and establish such a
policy and objectives, or include evidence of the distribution of the firm's quality policy and

objectives.

11. Failure of management with executive responsibility to appoint, and document the
appointment of, a member of management who, irrespective of other responsibilities, shall
have established authority over and responsibility for: (i) ensuring that quality system
requirements are effectively established and effectively maintained in accordance with 21
CFR Part 820; and (i} reporting on the performance of the quality system to management
with executive responsibility for review, as required by 21 CFR 820.20(b)(3).

For example: Though Quality Manual, Revision A, (b)(4) identifies the QS&RA Department
Manager as the Management Representative, Spinal Solutions does not have a QS&RA
Department Manager and has not designated any other individual as a management

representative.

The adequacy of your firm's response cannot be determined at this time. Your firm indicated
that Spinal Solutions has appointed a management representative, but no evidence has been

provided of such an appointment.

12. Failure to establish and maintain adequate procedures to control all documents that are
required by 21 CFR Part 820, as required by 21 CFR 820.40.

For example: Your firm does not have a procedure designating an individual to review for
adequacy and approve prior to issuance all documents established to meet the requirements
of 21 CFR Part 820. In addition, Quality Manual, Revision A, (b)(4) was not approved.

We reviewed your firm's response and conclude that it is not adequate. The response
indicates that Spinal Solutions will revise the Quality Manual to include document control
requirements, but the response does not Include a revised Quality Manual or evidence of
implementation of document control requirements. In addition, your firm has not reviewed all

other documentation to ensure that it is properly approved,

13, Failure to maintain device history records (DHRs), as required by 21 CFR 820.184. For

httn:/harww fda sovACECI/EnforcementActions/WarnineLetters/2012/uem297275.htin 6/7/2013
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example: Your firm does not document any information required in a DHR, nor does it have
procedures to ensure that DHRs are maintained.

The adequacy of your firm's response cannot be determined at this time. The response
indicates that Spinal Solutions has begun developing a procedure for maintaining DHRs and
will begin creating DHRs for all new trays, but your firm has not provided any DHR
procedures, Including evidence of their implementation, or any method for determining any
of the information that would have been documented In the DHRs of products that have

already been distributed,

14, Fallure to maintain device master records (DMRs), as required by 21 CFR 820.181.
For example: Your firm does not document any information required in a DMR,

We reviewed your firm's response and conclude that it is not adequate. The response
indicates that Spinal Solutions has begun developing a procedure for maintaining DMRs and
has created procedures for assembling trays and labeling, but your firm has not provided any
DMR procedures, including evidence of their Implementation, any documentation of
specifications and quality assurance procedures, or any evaluation of previously-distributed
kits to determine if they were produced using adequate processes.

Our inspection also revealed that your firm's devices are misbranded under Section 502(f)(1) of the
Act, 21 U.S.C. § 352(f)(1), in that the labeling for the devices fails to bear adequate directions for
use for the purposes for which they are intended.

For example: Your firm did not provide package inserts for the spinal systems in its kits. Those
package inserts are required in order to provide adequate directions for use.

The adequacy of your flrm's response cannot be determined at this time. Your firm indicated that a
copy of the label/Instructions For Use will be provided to the hospital with a set each time, but it
has not provided any evidence of implementation of this corrective action. In addition, your firm
has not provided any evidence of actions taken to ensure that devices that have already been
distributed bare adequate instructions for use.

our inspection also revealed that your firm's devices are misbranded under Section 502(f)(2) of the
Act, 21 U.S.C. 352(t)(2), in that the labeling for the device fails to bear adequate warnings.

For example: Your firm did not provide package Inserts for the spinal systems in its kits. Those
package inserts include all of the warnings and contraindications associated with the spinal
systems. Therefore, the device labeling does not bear adequate warnings without the

package inserts.

The adequacy of your Firm's response cannot be determined at this time. Your firm indicated that a
copy of the label/Instructions For Use will be provided to the hospital with a set each time, but it
has not provided any evidence of Implementation of this corrective action. In addition, your firm
has not provided any evidence of actions taken to ensure that devices that have already been

distributed bare adequate warnings.

Your firm should take prompt action to correct the violations addressed in this letter, Failure to
promptly correct these violations may resuit in regulatory action being initiated by the FDA without
further notlce. These actions include, but are not limited to, seizure, injunction, and clvil money
penalties. Also, federal agencies may be advised of the issuance of Warning Letters about devices

httns/lumany fda onvTCRCTH/EnforcementActions/Warning]etters/2012/ucin297275.htm 6/17/2013
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so that they may take this information Into account when considering the award of contracts.
Additionally, premarket approval applications for Class III devices to which the Quality System
regulation violations are reascnably related will not be approved until the violations have been
corrected, Requests for Certificates to Forelgn Governments will not be granted until the violations

related to the subject devices have been corrected.

Please notify 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 viofations, as well as an explanation
of how your firm plans to prevent these violations, or similar violations, from occurring again,
Include documentation .of the corrections and/or corrective actions {including any systemic
corrective actions) 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 activities. 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 activities will be completed. Your firm's
response should be comprehensive and address all violations included in this Warning Letter.

Your firm's response should be sent to:

Blake Bevill

Director, Compliance Branch

U.S. Food and Drug Administration
16701 Fairchild

Irvine, CA 92612-2506

Refer to the Unique Identification Number 235836 when replying, If you have any questions about
the contents of this letter, please contact Jessica Mu, Compliance Officer, at 949-608-4477,

Finally, you should know that this letter is not intended to be an all-inclusive list of the violations at
your firm's facility. It is your firm's responsibility to ensure compliance with applicable laws and
regulations administered by FDA. The specific violations noted in this letter 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 violations, and take prompt actions to correct the
violations and bring the products into compliance,

Sincerely,

S/
Alonza E. Cruse
District Director

Page Last Updated: 03/26/2012
Note: If you need help accessing information in different file formats, see Instructions for

Downloading Viewers and Players,
Accessibility Contact FDA Careers FDA Basics FOIA No Fear Act Site Map Transparency
Website Policies

U.S. Food and Drug Administration
10903 New Hampshire Avenue

Silver Spring, MD 20993

Ph. 1-888-INFO-FDA (1-888-463-6332)
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Inspections, Compliance, Enforcement, and Criminal Investigations
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l\:}-/g. Public Health Service

Food and Drug Administration
Los Angeles District

Pacific Region

19701 Fairchild

Irvine, CA 92612-2506
Telephone: 949-608-2900
FAX: 949-608-4415

Department of Health and Human Services

WARNING LETTER

VIA UNITED PARCEL SERVICE
SIGNATURE SERVICE REQUIRED

February 3, 2012
w/L17-12

Mr. Roger Williams, President
Orthopedic Aliiance

26157 Jefferson Avenue
Murrieta, California 92562

Dear Mr. Williams:

During an inspection of your firm located in Murrieta, California, on July 20, 2011, through
September 23, 2011, investigators from the United States Food and Drug Administration (FDA)
determined that your firm manufactures various orthopedic implant devices, including the SC Total
Hip System and the SC Ceramic Ball Heads. 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 they are intended to affect the structure or function of the body.

This inspection revealed that these devices are adulterated 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 manufacture, packing, storage, or installation are 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 820. We received a response from Mr. Arnold Neves, Jr., dated
September 30, 2011, concerning our investigator's observations noted on the Form FDA 483, List
of Inspectional Observations, that was issued to your firm. We address this response below, in
relation to each of the noted violations, These violations include, but are not limited to, the
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following:

1. Failure to establish and maintain procedures for implementing corrective and preventive
action (CAPA), as required by 21 CFR 820.100(a).

For example, your firm's General Counsel Representative stated that there was no corrective
and preventive action procedure,

We reviewed your firm's response and conclude that it is not adequate. Your firm stated that
two of its employees will be attending a CAPA workshop in early October, 2011, and that the
CAPA procedure will be implemented in sixty days. However, neither procedures nor
additional procedural details have been submitted for our review. In addition, your firm did
not provide a rationale for requiring up to sixty days to complete this corrective action.

2. Failure to establish and maintain procedures for recelving, reviewing, and evaluating
complaints by a formally-designated unit, as required by 21 CFR 820,198(a).

For example, your firm's General Counsel Representative stated that there was no complaint
procedure,

We reviewed your firm's response and conclude that it is not adequate. Your firm stated that
its compiaint handling program is being developed in conjunction with the Medical Device
Reporting program and that these programs should be implemented "within the next thirty to
sixty days." However, neither procedures nor additional procedural details have been
submitted for our review. In addition, your firm did not provide a rationale for requiring the
timeframe of up to sixty days to compiete this corrective action.

3. Failure to establish and maintain adequate procedures for control and distribution of
finished devices to ensure that only those devices approved for release are distributed and
that purchase orders are reviewed to ensure that ambiguities and errors are resolved before

distribution, as required by 21 CFR 820.160(a).

For exampie, the.distribution records that include or refer to the name and address of the
initial consignee, identification and quantity of devices shipped, the date shipped, and control
numbers for hip and knee implants shipped from Orthopedic Alliance, LLC, are not always

prepared and maintained.

We reviewed your firm's response and conclude that it is not adequate. Your firm stated that
it has begun to implement a new tracking procedure which should be completed in the next
month, and that it will send copies of process shipping records upon completion for spinal
and orthopedic implants to the district office. However, no tracking procedure was provided,
nor was there evidence that the new procedure had been implemented.

Our inspection also revealed that your firm's U2 Total Knee System and SC Total Hip System and
SC Ceramic Ball Heads 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 material or information respecting the device that is
required by or under Section 519 of the Act, 21 U.S.C, § 360i, and 21 CFR Part 803 - Medical
Device Reporting. Significant violations include, but are not limited to, the following:

fFailure to develop, maintain and implement a Medical Device Reporting (MDR) procedure, as
required by 21 CFR 803.17.

hitn-/wrww fda onvTCRCT/Enforcement Actione/ WarninoT ettere/2012/em 297260 htm TH0/20173
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We reviewed your firm's response and conclude that it /s not adequate. Your firm stated that
its MDR program is being developed in conjunction with the complaint handiing program and
that the programs should be implemented “"within the next thirty to sixty days." However, no
additional detailed procedures have been submitted for our review. In addition, your firm did
not provide a rationale for requiring the timeframe of up to sixty days to complete this

corrective action.

Your firm should take prompt action to correct the violations addressed in this letter. Failure to
promptly correct these violations may result in regulatory action being initiated by the FDA without
further notice. These actions include, but are not limited to, seizure, injunction, and civil money
penalties, Also, federal agencies may be advised of the issuance of Warning Letters about devices
so that they may take this information into account when considering the award of contracts.
Additionalty, premarket approval applications for Class IIl devices to which the Quality System
regulation violations are reasonably related wiil not be approved until the violations have been
corrected. Requests for Certificates to Foreign Governments will not be granted until the violations-

related to the subject devices have been corrected.

Please notify 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, as well as an explanation
of how your firm plans to prevent these violations, or similar violations, from occurring again.
Include documentation of the corrections and/or corrective actions (including any systemic
corrective actions) that your firm has taken. If your firm's planned corrections and/or corrective
actions will occur over time, please inciude a timetable for implementation of those activities. 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 activities will be completed. Your firm's
response should be comprehensive and address alf violations included in this Warning Letter.

Your firm's response should be sent to:

Blake Bevill

Director, Compliance Branch
U.S. Food & Drug Administration
19701 Fairchild

Irvine, California 92612-2446

Refer to the Unigue Identification Number 235834 when replying. If you have any questions about
the contents of this letter, please contact: Jessica Mu, Compliance Officer, at 349-608-4477.

Finally, you should know that this letter is not intended to be an all-inclusive list of the violations at
your firm's facility. It is your firm's responsibility to ensure compliance with applicable laws and
regulations administered by FDA. The specific violations noted in this letter and in the Inspecticnal
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 shoufd
investigate and determine the causes of the violatiocns, and take prompt actions to correct the

violations and bring the products inte compliance.

Sincerely,

o /s/
Alonza E. Cruse, Director
Los Angeles District

Cc: Ingeborg Small, Branch Chief
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25 March 2013

Orthopedic Alliance, LLC

Urgent Medical Device Recall
Blue & Gold Implants and Instruments

Dear Doctor or Hospital Administrator,
Orthopedic Alliance has instituted a Medical Device Recall of Blue & Gold Implants and Instruments.
All Blue & Gold implants and instruments are included in this recall.

The Blue & Gold systen is not supported by adequate testing and documentation to demonstrate that it meets
performance or safety standards. These inadequacies might result in product performance failures that could
cause patient harm due to implant breakage, loosening, or inadequate sterilization.

Urgent Medical Device Recall —Actions
* There are no other specific actions requested of you with regavds to this recall other than acknowledgement
of the receipt of this letter.
* We are not recomtnending that these devices be explanted from patients.

* Our records indicate that you do not have any Blue & Gold implants or instruments in your possession,
however if you do, please do not use them and contact me to arrange for their return to Orthopedic Alliance.

* If you have any questions with regards to this recall, please contact me at the number listed below.
* Please complete the bottom of this form and return it by FAX to (858) 764-9739

Thank you for your assistance in this matter.,

Natalie J. Kennel
RA/QA Consultant
(858) 705-0350

I have examined my implant and instrument inventory and certify that:
Check all that apply
(O Ido not have any Blue & Gold implants or instruments in my possession.

(O Thave shipped all Blue & Gold implants and instruments to Orthopedic Alliance.

Contact Name; - Phone Number: { )
» Print

Signature: . . Date:
Orthepedic Alliance, LLC

26157 Jafferson Avenue ' Phane {951) 304-8001
Murrieta, CA 92562 Fax (951) 304-9101 Orthopedicalliance.com
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UNITED STATES DISTRICT COURT
FOR THE CENTRAL DISTRICT OF CALIFORNIA

SOUTHERN DIVISION

UNITED STATES OF AMERICA, SA CR NS AE R 1 4 - 0 O 0 3 4

Plaintiff, INFORMATION
V. [18 U.S.C. § 371: Conspiracy;
42 U.S.C. § 1320a-7b(b) (2) (A):
MICHAEL D. DROBOT, Payment of Kickbacks in Connection
with a Federal Health Care
Defendant. Program]

The United States Attorney alleges:
COUNT ONE

(18 U.S.C. § 371]

A. RELEVANT PERSONS AND ENTITIES

At all times relevant to this Information:

1. Pacific Hospital of Long Beach (“Pacific Hospital”) was a
hospital located in Long Beach, California, specializing in
surgeries, particularly spinal and orthopedic surgeries. From at
least in or around 1997 to in or around November 2013, Pacific
Hospital was owned and/or operated by defendant MICHAEL D. DROBOT

{*defendant DROBOT”).
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2. International Implants LLC (*I2") was a limited liability
company owned and operated by defendant DROBOT that was located in
Newport Beach, California. 1I2 purchased implantable medical devices
(“hardware”) for use in spinal surgeries from original manufacturers
and sold them to hospitals, particularly Pacific Hospital. 1I2 was
registered with the United States Food and Drug Administration as a
repackager/relabeler, but was not registered as a manufacturer, and,
in fact, did not manufacture medical devices.

3. Ronald S. Calderon was an elected California State Senator
(*Senator Calderon”) who owed a fiduciary duty and a duty of honest
services to the citizens of California, including his constituents in
the 30th Senate District, which included, among others, the cities of
Bell, Bell Gardens, Commerce, Cudahy, Montebello, Norwalk, Pico
Rivera, Santa Fe Springs, and Whittier.

B. RELEVANT LEGISLATION

4. The California Workers’ Compensation System (“CWCS”) was a
system created by California law to provide insurance covering
treatment of injury or illness suffered by individuals in the.course
of their employment. Under the CWCS, employers were required to
purchase workers’ compensation insurance policies from insurance
carriers to cover their employees. When an employee suffered a
covered injury or illness and received medical services, the medical
service provider submitted a claim for payment to the relevant
insurance carrier, which then paid the claim. Claims were submitted
to and paid by the insurance carriers either by mail or
electronically. The CWCS was governed by various California laws and

regulations.
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5. The California State Compensation Insurance Fund (“SCIF¥)
was a non-profit insurance carrier, created by the California
Legislature, which provided workers’ compensation insurance to
employees in California, including serving as the “insurer of last
resort” under the CWCS system for employees without any other
coverage.

6. California law, including but not limited to the California
Business and Professions Code, the California Insurance Code, and the
California Labor Code, prohibited the offering, delivering,
soliciting, or receiving of anything of value in return for referring
a patient for medical services.

7. Before January 2013, California law allowed a hospital to
bill the cost of medical hardware separately from the other costs of
a spinal surgery, such as the hosgpital’'s and surgeon’s services, the
reimbursement rates of which were set by a fee schedule. The
hardware was considered a “pass-through” cost and billing was limited
to $250 over what the hospital paid for the hardware.

8. Between in or around January 2010 and in or around August
2012, the California Senate and the Division of Workers'
Compensation, an agency within the CWCS system, took several steps
designed to modify or eliminate this pass-through. This was due, in
part, to studies that showed eliminating this pass-through could
result in savings of as much as $60 million,

9. By January 2013, California law was changed to eliminate
the separate billing of medical hardware used in spinal surgeries;
subseguently, reimbursement for all costs of such a surgery was

limited to a fee schedule.
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10. The Federal Employees' Compensation Act (“FECA”) provided
benefits to civilian employees of the United States, including United
States Postal Service employees, for medical expenses and wage-loss
disability due to a traumatic injury or occupational disease
sustained while working as a federal employee. Benefits available to
injured employees included rehabilitation, medical, surgical,
hospital, pharmaceutical, and supplies for treatment of an injury.
The Department of Labor (*DOL”) - Office of Workers’ Compensation
Programs {“OWCP”) was the governmental body responsible for
administering the FECA. When a federal employee suffered a covered
injury or illness and received medical services, the medical service
provider submitted a claim for payment by mail or electronically to
Affiliated Computer Services (“ACS”), located in London, Kentucky,
which was contracted with the DOL tec handle such claims. Upon
approval of the claim, ACS sent payment by mail or electronic funds
transfer from the U.S, Treasury in Philadelphia, Pennsylvania, to the
medical service provider.

11. Federal law prohibited the offering, delivering,
goliciting, or receiving of anything of value in return for referring
a patient for medical services paid for by a federal health care
benefit program.

C. OBJECTS OF THE CONSPIRACY

12. Beginning in or around 1998 and continuing to in or around
November 2013, in Orange and Los Angeles Counties, within the Central
District of California, and elsewhere, defendant DROBOT, together
with other co-conspirators known and unknown to the United States
Attorney, knowingly combined, conspired, and agreed to commit the
following cffenses against the United States: 18 U.S.C. §§ 1341 and

4
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1346 (Mail Fraud and Honest Services Mail Fraud); 18 U.S.C. §
1952{a) (3} (Interstate Travel in Aid of a Racketeering Enterprise);
18 U.S.C. § 1957 (Monetary Transactions in Property Derived from
Specified Unlawful Activity); and 42 U.S.C. § 1320a-7b(b) (2) (a)
(Payment or Receipt of Kickbacks in Connection with a Federal Health
Care Program),

D, MANNER AND MEANS TO ACCOMPLISH THE CONSPIRACY

13. The objects of the conspiracy were to be carried out, and
were carried out, in the following ways, among others:

a. Defendant DROBOT and other co-conspirators offered to
pay kickbacks to dozens of doctors, chiropractors, marketers, and
others for their referring workers’ compensation patients to Pacific
Hospital for spinal surgeries, other types of surgeries, magnetic
resonance imaging, toxicology, durable medical equipment, and other
services, to be paid primarily through the CWCS and the FECA. For
spinal surgeries, typically, defendant DROBOT cffered to pay a
kickback of $15,000 per lumbar fusion surgery and $10,000 per
cervical fusion surgery.

b. Influenced by the promise of kickbacks, doctors,
chiropractors, marketers, and others referred patients insured
through the CWCS and the FECA to Pacific Hospital for spinal
surgeries, other types of surgeries, and other medical services. The
workers’ compensation patients were not informed that the medical
professionals had been offered kickbacks to induce them to refer the
surgeries and other medical services to Pacific Hospital.

c. The surgeries and other medical services were
performed on the referred workers’ compensation patients at Pacific

Hospital.
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d. I2, or, at times, another distributor who was a co-
conspirator, purchased medical hardware from a manufacturer and sold
it to Pacific Hospital for use in spinal surgeries. Typically, the
price I2 or the co-conspirator distributor charged for the hardware
was inflated by a multiple of the price at which I2 or the other
distributor had purchased the device from the manufacturer. At some
point, I2 included a stamp on its invoices falsely stating that I2
was an “FDA Registered Manufacturer.”

e. Pacific Hospital submitted claims, by mail and
electronically, to SCIF and other workers’ compensation insurance
carriers for payment of the costs of the surgeries and other medical
services. Included with the claims for spinal surgeries were the
inflated hardware invoices from I2 or the co-conspirator distributor.

£. As defendant DROBOT and the other co-conspirators knew
and intended, and as was reasonably foreseeable to them, in
submitting claims for payment, Pacific Hospital made materially false
and misleading statements to, and concealed material information
from, SCIF and other workers’ compensation insurance carriers,
including that a) Pacific Hospital did not disclose to the insurance
carriers that it had offered or paid kickbacks for the referral of
the surgeries and other medical services for which it was submitting
claims, and b) the hardware invoices were fraudulently inflated.

g. The insurance carriers paid Pacific Hospital’'s claims,
by mail or electronically,

h. Defendant DROBOT and other co-conspirators paid and
caused others to pay kickbacks to the doctors, chiropractors,
marketers, and others who had referred patients to Pacific Hospital
for surgeries and other medical services.

6
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i. To conceal the nature of the kickback payments from
both workers’ compensation insurance carriers and patients, defendant
DROBOT, through one of the companies he owned and/or coperated,
entered into bogus contracts with the doctors, chiropractors,
marketers, and others. The services discussed in those contracts
were, in fact, generally not provided or were provided at highly
inflated prices; rather, the compensation paid was based on the
number and type of surgeries and other medical services referred to
Pacific Hospital. Defendant DROBOT and his co-conspirators entered
into the following bogus contracts, among others, in order to hide
kickback payments: collection agreements, option agreements,
research and development agreements, lease and rental agreements,
consulting agreements, marketing agreements, and management
agreements.

j. Defendant DROBOT and other co-conspirators kept
records of the number of surgeries and other medical services
performed at Pacific Hospital due to referrals from the kickback
recipients, as well amounts paid to the kickback recipients for those
referrals. Periodically, defendant DROBCT and other co-conspirators
amended the bogus contracts with the kickback recipients to increase
or decrease the amount of agreed compensation described in the
contracts, in order to match the amount of kickbacks paid or promised
in return for referrals.

k. The spinal pass-through, the provision of California
law that allowed Pacific Hospital to fraudulently inflate the cost of
the medical hardware used during spinal surgeries, was a vital
component of defendant DROBOT's ability to pay kickbacks to the
doctors, chiropractors, marketers, and others who had referred

7
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patients to Pacific Hospital for surgeries and other medical
services.

1. To prevent and delay steps being taken in the
California Senate and the Division of Workers’ Compensation to limit
or eliminate the pass-through, as well as to promote legislative
efforts that would protect and expand his health care fraud scheme,
defendant DROBOT would pay bribes to Senator Calderon to influence,
and in exchange for, Senator Calderon’s official acts relating to the
pass-through and other areas of workers’ compensation and regulation.

m. The bribe payments were primarily in the form of
hiring Senator Calderon’'s son to perform clerical duties at one or
more of defendant DROBCT’s companies during the summers of 2010,
2011, and 2012, and paying Senator Calderon’s son approximately
$10,000 per summer for approximately 15 days of work per summer.
Defendant DROBOT would also provide Senator Calderon a stream of
other financial benefits, such as trips on privately chartered
airplanes, golf at exclusive, high-end golf resorts, and meals at
expensive restaurants.,

m. In exchange for these financial benefits, defendant
DROBOT would have Senator Calderon perform official acts favorable to
defendant DROBOT in connection with the spinal pass-through and other
areas of worker's compensation‘legislation and regulation. For
example, defendant DROBOT would have Senator Calderon arrange and
participate in meetings with other public officials and their staff,
where defendant DROBOT and Senator Calderon would attempt to convince
the other public officials and their staff to take action favorable
to defendant DROBOT in connection with the spinal pass-through and
other areas of worker’s compensation legislation and regqulation.

8
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More specifically, this favorable action by Senator Calderon and
other public officials would support defendant DROBOT's ability to
commit and expand his health care fraud scheme.

E. EFFECTS OF THE CONSPIRACY

1l4. Had SCIF and the other workers’ compensation insurance
carriers known the true facts regarding a) the payment of kickbacks
for the referral of workers’ compensation patients for surgeries and
other medical services performed at Pacific Hospital, and b) the
fraudulent inflation of the cost of medical hardware used in spinal
surgeries, they would not have paid the claims or would have paid a
lesser amount.

15. From in or around 2008 to in or around April 2013, Pacific
Hospital billed workers’ compensation insurance carriers
approximately $500 million in claims for spinal surgeries that were
the result of the payment of a kickback; and defendant DROBOT or
other co-conspirators paid kickback recipients between approximately
$20 million and $50 million in kickbacks relating to those claims.

F. OVERT ACTS IN FURTHERANCE OF THE CONSPIRACY

16. In furtherance of the conspiracy and to accomplish the
objects of the conspiracy, defendant DROBOT and other co-conspirators
known and unknown to the United States Attorney, committed various
overt acts within the Central District of California, including but
not limited to the following:

Overt Act No. 1

On or about November 10, 2009, defendant DROBOT caused a check
in the amount of $43,650.00 from SCIF to be sent by mail to Pacific

Hospital in reimbursement for a claim for spine surgery on patient
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J.M. performed by doctor C.D., which claim was induced by the payment
of a kickback to J.C.

Overt Act No, 2

In or around February 2010, defendant DROBOT met with
Senator Calderon in Sacramento, California, and agreed to hire
Senator Calderon’s son each summer for the next several summers and
to pay him $10,000 per summer, so that Senator Calderon would have
enough money to pay for his son’s college tuition.

Overt Act No. 3

On or about April 14, 2010, defendant DROBOT caused a check in
the amount of $90,467.80 from SCIF to be sent by mail to Pacific
Hospital in reimbursement for a claim for spine surgery on patient
L.T. performed by doctor M.C., which claim was induced by the payment
of a kickback to P.S.

Qvert Act No. 4

In or around April 2010, defendant DROBOT had Senator Calderon
meet with a Director at the Division of Workers’ Compensation and
discuss the negative impact that proposed regulations would have on
Pacific Hospital and other hospitals,

Overt Act No. b5

On or about July 13, 2010, defendant DROBOT caused Senator
Caldercon’s son to be paid $10,000 in advance of clerical work Senator

Calderon’s son was to perform at one of defendant DROBOT's companies.

ey
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Overt Act No. 6

In or around February 2011, defendant DROBOT had Senator
Calderon meet with Senator A and request that Senator A introduce
legislation in the California Senate that would be favorable to
defendant DRQROT.

Overt Act No. 7

On or about March 31, 2011, defendant DROBOT caused a check in
the amount of $23,531.23 from Vanliner to be sent by mail to Pacific
Hospital in reimbursement for a claim for spine surgery on patient
R.S. performed by doctor S.0., which claim was induced by the payment
of a kickback to S.0.

Overt Act No. 8

On or about July 11, 2011, defendant DROBOT caused Senator
Caldercon’s son to be paid $5,000 for clerical work Senator Calderon’s
son had performed at one of defendant DROBOT's companies.

Overt Act No. ¢

On or about August 16, 2011, defendant DROBOT caused Senator
Calderon’s son to be paid $5,000 for clerical work Senator Calderon’s
son had performed at one of defendant DROBOT's companies.

Overt Act No. 10

On or about June 12, 2012, defendant DROBOT had Senator Calderon
arrange and participate in a meeting with Senator B, where Senator
Calderon and defendant DROBOT discussed the negative impact Senator
B’s proposed legislation would have on Pacific Hospital and other
hospitals.

Overt Act No. 11

On or about June 29, 2012, defendant DROBOT caused a kickback in
the amount of $100,000 to be paid to S.0. for the referral of lumbar

11
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and cervical spinal surgeries performed at Pacific Hospital,
including on patients covered by the FECA.

Overt Act No., 12

On or about August 1, 2012, defendant DROBOT authorized Senator
Calderon’s son to be paid a gross salary of $18,510.90 for clerical
work Senator Calderon’s son was performing at one of defendant
DROBOT's companies in order to guarantee that Senator Calderon’s
son’s take-home (or net) salary totaled approximately $10,000 for the
summer of 2012,

Overt Act No. 13

On or about January 18, 2013, defendant DROBOT caused a check in
the amount of $51,115.44 from Traveler’s Insurance to be sent by mail
to Pacific Hospital in reimbursement for a claim for spine surgery on
patient F.C. performed by doctor T.R., which claim was induced by the
payment of a kickback to T.R.

Overt Act No. 14

On or about January 24, 2013, defendant DROBOT caused a check in
the amount of $117,142.36 from Vanliner to be sent by mail to Pacific
Hospital in reimbursement for a claim for spine surgery on patient
S.F. performed by doctor G.A., which claim was induced by the payment
of a kickback to G.A.

Overt Act No. 15

On or about April 24, 2013, defendant DROBOT caused a check in
the amount of $24,209.90 from ICW to be sent by mail to Pacific
Hospital in reimbursement for a claim for spine surgery on patient
F.A. performed by doctor L.T., which claim was induced by the payment

of a kickback to L.T.
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Overt Act No. 16

On or about November 27, 2013, defendant DROBOT caused a check
in the amount of $50,%03.76 from Traveler’s Insurance to be sent by
mail to Pacific Hospital in reimbursement for a claim for spine
surgery on patient T.V. performed by doctor L.T., which claim

resulted from the payment of a kickback to A.I.
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COUNT TWO
[42 U.S.C. § 1320a-7b(b) (2} (A)]

17. Paragraphs one through eleven of this Information are re-
alleged and incorporated as if fully set forth herein.

18. Beginning in or around 1998 and continuing to in or around
November 2013, in Orange and Los Angeles Counties, within the Central
District of California, and elsewhere, defendant DROBOT, together
with other co-conspirators known and unknown to the United States
Attorney, knowingly and willfully offered and paid remuneration, that
is, cash and checks, directly and indirectly, to persons to induce
those persons to refer individuals to Pacific Hospital for spinal
surgery and other medical services for which payment could be made in

whole and in part under a Federal health care program, namely, the

FECA,

ANDRE BIROTTE JR.
United States Attorney

E
ant United States Attorney
Chief, Criminal Division

DENNISE D. WILLETT
Assistant United States Attorney
Chief, Santa Ana Branch Office

JEANNTE M. JOSEPH
Assistant United States Attorney
Deputy Chief, Santa Ana Branch

JOSHUA M. ROBBINS
Assistant United States Attorney
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"ANDRE BIROTTE JR.
United States Attorney
DENNISE D. WILLETT
Assistant United States Attorney
Chief, Santa aAna Branch Office
JEANNIE M., JOSEPH (Cal. Bar No, 180399)
Deputy Chief, Santa Ana Branch Office
JOSHUA M, ROBBINS (Cal, State Bar No. 270553)
Assistant United States Attorneys
B000 United States Courthouse
411 West Fourth Street
Santa Ana, California 92701
Telephone: (714) 338-3576/3538
Facsimile: (714) 338-3708
Email: Joshua.Robbins@usdoj.gov
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Attorneys for Plaintiff
UNITED STATES OF AMERICA

UNITED STATES DISTRICT COURT
FOR THE CENTRAL DISTRICT OF CALIFORNIA
' SOUTHERN DIVISION ACR 4 00034
UNITED STATES OF AMERICA, No. SA C§ 1
Plaintiff, PLEA AGREEMENT FOR DEFENDANT
MICRAEL D. DROBOT
vl
MICHAEL D. DROBOT,
Defendant,

/77

1. This constitutes the plea agreement between MICHAEL D.
DROBOT (“defendant”) and the United States Attorney’s Office for the
Central District'of California (“the USAO”) in the above-captioned
case. This agreement is limited to the USAO and cannot bind any
other federal, state, local, or foreign prosecuting, enforcement,

administrative, or regulatory authorities.
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DEFENDANT' S OBLIGATIONS

2. Defendant agrees to:

a) Give up the right to indictment by a grand jury and,
at the earliest opportunity requeéted by the USAO and provided by
the Court, appear and plead guilty to a two~coqn§ucriminal -
Information in the form attached to this agreement as Exhibit A or a
substantially similar form, which charges defendant with Conspiracy
in violation of 18 U,S.C. § 371, and Payment of Kickbacks in
Connection with a Federal Health Care Program in viclation of 42

U.8.C. § 1320a-7b(b) (2) {(A).

b) Not contest facts agreed to in this agreement.

c) Abide by all agreements regarding sentencing
contained in this agreement.

d) Appear for all court appearances, surrender as
ofderéd for serbice of sentence, obey all conditions of any bond,
and obey any other ongoing court order in this matter.

e) Not commit any ¢rime; however, offenses that would be
excluded for sentencing purposes under United States Sentencing
Guidelines (*U.S.S.G.” or “Sentencing Guidelines”) § 4Al1.2(c) are

not within the scope of this agreement.

£) Be truthful at all times with Pretrial Services, the
United States Probation Office, and the Court.

g) vPay the applicable special assessments at or before
the time of sentencing unless defendant lacks the ability to pay and
prior to sentencing submits a completed financial statement on a
form to bhe provided by the USAO.

3. Defendant further agrees:
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a) Truthfully to disclose to law enforcement officials,
at a daté and time to be set by the USAO, the location of,
defendant’s ownership interest in, and all other information known
to defendant about, all monies, properties, and/or assets of any
kind, derived from or acquired as a result of, or used to facilitate
the commission of, defendaﬁt;s illegal activities, and to forfeit
all right, title, and interest in and to such items.

b) To the Court’s entry of an order of forfeiture at or
before sentencing with respect to these assets and to the forfeiture
of the assets.

c) To take whatever steps are necessary to pass to the
United States clear title to the agsets described above, including,
without limitation, the execution of a consent decree of forfeiture
and the completing of any other legal documents reﬁuired for the

transfer of title to the United States.

d) Not to contest any administrative forfeiture
proceedings or civil judicial proceedings commenced by the United
States of America against these properties.

e) Nét to assist any other individual in any effort
falsely to contest the forfeiture of the assets described above.

£) Not to claim that reasonable cause to seize the
assets was lacking.

g) To prevent the transfer, sale, destruction, or loss
of any and all assets described above to the extent defendant has
the abllity to do so.

h) To £11l out and de;ivér to the USAQ a completed

financial statement listing defendant’s assets on a form provided by

the USAOQ.
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4, Defendant further agrees to cooperate fully with the USAQ,
the Federal Bureau of Investigation, the United States Postal
Service - Office of Inspector General, the Internal Revenue Service,
and, as directed by the USAC, any other federal, state, local, or
foreign prosecuting, enforcement, administrative, or regulatory
authority. This cooperation requires defendant to:

a) Respond truthfully and completely to all questions
that may be put to defendant, whether in interviews, before a grand
jury, or at any trial or other court proceeding. .

b) Attend all meetings, grand jury sessions, trials or

other proceedings at which defendant'’'s presence is requested by the

USRO or compelled by subpoena or court oxder.

c) Produce voluntarily all documents, records, or other
tangible evidence relating to matters about which the USAQ, or its
designee, inquires.

5. For purposes of this agreement: (1) “Cooperation
Information” shall mean any statements made, or documents, records,
tangible evidence, or other information provided, by defendant
pursuant to defendant’s ccoperation under this agreement; and
(2) "Plea Information” shall mean any statements made by defendant,
under oath, at the guilty plea hearing and the agreed to factual

basis statement in this agreement,

THE USAO'S OBLIGATIONS

6. The USAC agrees to:

a) Not contest facts agreed to in thils agreement.

b) Abide by all agreements regarding sentencing

contained in this agreement.
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c) At the time of sentencing, provided that defendant
demonstrates an acceptance of responsibility for the offense up to
and including the time of sentencing, recommend a two-level
reduction in the applicable Sentencing Guidelines offénse level,
pursuant to U.S8.S.G. § 3El1.1, and recommend and, if necessary, move
for an additional one-level reduction if available under that
section,

d) Recommend that defendant be sentenced to a term of
imprisonment no higher than the low end of the applicable Sentencing
Guidelines range, provided that the offense level used by the Court
to determine that range is 35 and provided that the Court does not
depart downward in criminal history category. For purposes of this
agreement, the low end of the Sentencing Guidelines range is that
defined by the Sentencing Table in U.$.S.G. Chapter 5, Part A ,
without regard to reductions in the term of imprisonment that may be
permissible through the substitution of community confinement or
home detention as a result of the offense level falling within Zone
B or Zone C of the Sentencing Table.

e) Except for criminal tax violations (including
conspiracy to commit such violations chargeable under 18 U.s.C.

§ 371), not further criminally prosecute defendant for violations
arising out of defendant’s conduct described‘in the agreed-to
factual basls set forth in paragraph 21 below. Defendant
understands that the USAO is free to criminally prosecute defendant
for any other unlawful past conduct or any unlawful conduct that
occurs after the date of this agreement. Defendant agrees that at
the time of sentencing the Court may consider the uncharged conduct

in determining the applicable Sentencing Guidelines range, the

S
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propriety and extent of any departure from that range, and the

sentence to be imposed after consideration of the Sentencing

Guidelines and all other relevant factors under 18 U.S.C. § 3553(a).
7. The USAO further agrees:

a) Not to offer as evidence in its case-in-chief in the
above-captioned case or any other criminal prosecution that may be
prought against defendant by the USAQ, or in connection wi;h any
sentencing proceeding in any criminal case that may be brought
against defendant by the USAO, any Cooperation Information.
Defendant agrées, however, that the USAO may use both Cooperation
Information and Plea Informatioh: (1) to obtain and pursue leads to
other evidence, which evidence may be used for any purpose,
including any criminal prosecution of defendant; (2) to cross-
examine defendant should defendant testify, or to rebut any evidence
offered, or argument or representation made, by defendant,
defendant’s counsel, or a witness called by defendant in any trial,
sentencing hearing, or other court proceeding; and (3} in any
criminal prosecution of defendant for false statement, obstruction
of justice, or perjury.

b) Not to use Cooperation Information against defendant
at sentencing for ﬁhe purpose of determining the applicable
guideline range, including the appropriateness of an upward
departure, or the sentence to be imposed, and to recommend to the
Court that Cooperation Information not be used in determining the

applicable guideline range or the sentence to be imposed. Defendant

understands, however, that Cooperation Information will be disclosed

to the probation office and the Court, and that the Court may use
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Cdoperation Information for the purposes set forth in U.S8.8.G
8§ 1Bl.8(b) and for determining the sentence to be imposed.

c) In connection with defendant's sentencing, to bring
to the Court’s attention the nature and extent of defendarnt’s
cooperation.

d) If the USAO determines, 1in its exclusive judgment;
that defendant has both complied with defendant’s obligations under
pafagraphs 2 through 4 abpye and provided substantial assistance to
law enforcement in the prosecution or investigation of another
(*substantial assistance”), to move the Court pursuant té U.s8.5.G,
§ 5K1,1, to fix an offense level and corresponding guideline range
below that otherwise dictated by the sentencing guidelines, and to
recommend a term of imprisonment within this reduced range.

DEFENDANT'S UNDERSTANDINGS REGARDING COOPERATION

8, Defendant understands the following:
a) Any knowingly false or misleading statement by
defendant will subject defendant to prosecution for false statement,

obstruction of justice, and perjury and will constitute a breach by

defendant of thié agreement.

b) Nothing in this agreement requires the USAC or any
other prosecuting, enforcement, administrative, or regulatory
authority to accept any cooperation or assistance that defendant may

offer, or to use it in any particular way.

c) Defendant cannot withdraw defendant’s guilty plea if
the USAO does not make a motion pursuant to U.S$.S.G. § 5K1.1 for a
reduced guideline range or if the USAO makes such a motion and the

Court does not grant it or if the Court grants such a USAC motion

but elects to sentence above the reduced range.

7
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d) At this time the USAQO makes no agreement or
representation as to whether any cooperation that defendant has
provided or intends to provide consgtitutes or will constitute
substantial assistance. The decision whether defendant has provided

substantial assistance will rest solely within the exclusive

judgment of the USAO.
e) The USAO’s determination whether defendant has

provided substantial assistance will not depend in any way on
whether the government prevails at any trial or court hearing in
which defendant testifies or in which the government otherwise
presents information resulting from defendant’s cooperation.

NATURE OF THE OFFENSE

9. Defendant understands that for defendant to be guilty of
the crime ¢hargéd in count one of the Informaﬁion, that is,
Conspiracy, in violation of Title 18, United States Code, Section
371, the following must be true: (1) Beginning in or around 1998
and continuing through in or around November 2013, there was an
agreement between two or more persons to commit a violation of Title
is, United States Code, Sections 1341 and 1346 (Mail Fraud and
Honest Services Mail Fraud); Title 18, United States Code, Section
1952(a) (3) (Interstate Travel in Aid of a Racketeering Enterprise);
Title 18, United States Code, Section 1957 (Monetary Transactions in
Property Derived from Specified Unlawful Activity); and Title 42,
United States Code, Section 1320a-7b(b) (2) (A) (Payment or Receipt of
Kickbacks in Connection with a Federal Health Care Program); (2)
defendant became a member of the congpiracy knowiﬁg of at least one

of its objects and intending to help accomplish it; and (3) one of
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the members of the conspiracy performed at least one overt act for
th; purpose of carrying out the conspiracy.

10. Defendant understands that Mail Fraud, in violation of
Title 18, United States Code, Section 1341, has the following
elements: (1) the defendant knowingly devised or participated in a
gscheme or plan to defraud, or a scheme or plan for obtaining money

or property by means of false or fraudulent pretenses)

representationg or promises; (2) the statements made or facts

omitted as part of the scheme were material, that is, they had a

natural tendency to influence, or were capable of influencing, a
person to part with money or property; (3) the defendant acted with
the intent to defraud; and (4) the defendant used, or caused to be
used, the maills Eo carry out or attempt to carry out an essential
part of the scheme. Defendant further understands that Honest
Services Mail Fraud, in violation of Title 18, United States Code,
Section 1346, has the following elementg: (1) the defendant devised
or participated in a scheme or plan to deprive a patient of his or
her right to honest services; (2) the scheme or plan consisted of a
bribe or kickback in exchange for medical services; (3) a medical
professional person owed a fiduciary duty to the patient; (4) the
defendant acted with the intent to defraud by depriving the patient
of his or her right of honest services; {5) the defendant's act was
material, that is, 1t had a natural tendency to influence, or was
capable of influencing, a person'é acts; and (6) the defendant used,

or caused someone to use, the mails to carry out or attempt to carry

out the scheme or plan.

11. Defendant understands that Interstate Travel in Aid of a

Racketeering Enterprise, in violation of Title 18, United States

9
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Code, Section 1952(a) (3), has the following elements: (1) defendant
ugsed the mail or a facility of interstate commerce with the intent
to promote, manage, establish, or carry on, or facilitate the
promotion, management, establishment, or carrying on, of unlawful
activity, specifically payment and receipt of kickbacks in vioiation
of California Business & Professions Code § 650, California
Insurance Code § 750, and California Labor Code § 3215;”£hd (2)
after doing so, defendant performed or attempted to perform an act
to promote, manage, eatabliah, or carry on, or facilitate the
promotion, management, establishment, or carrying on, of such
unlawful activity,

12, Defendant understands that Money Laundering, in violation
of Title 18, United States Code, Section 1957, hasg the following
elements: {1) the defendant knowingly engaged or attempted to
engage in a monetary transaction; (2} the defendant knew the
transaction involved criminally derived property; (3) the property
had a value greater than $10,000; (4) the property was, in fact,
derived from mail fraud; and {5) the transaction occurred in the
United States,

13, Defendant further understands that for defendant to be
guilty of the crime charged in count two of the information, that
is, Payment of Kickbacks in Connection witﬁ a Federal Health Care
Program, in violation of 42 U.S.C. § 1320a-7h(b) (2) (A), the
following must be true: (1) defendant knowingly and wilfully paid

remuneration, directly or indirectly, in cash or in kind, to another

person; (2) the remuneration was given to induce that person to

refer an individual for the furnishing or arranging for the

furnishing of any item or service for which payment may be made in

10
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whole or in part under a Federal health care program; and (3)
defendant knew that such payment of remuneration was illegal.

PENALTIES AND RESTITUTION -

14, Defendant understéﬁds that the statutory maximum éentencé
that the Court can impose‘for a violation of Title 18, United States
Code, Section 371, 1g: &5 years imprisonment; a 3-year period of
supervised release; a fine of $250,000 or twice the gross gain or
gross loss resulting from the offense, whichever is greatest; and a
mandatory speclal aasessment of $100.

15. Defendant underastands that the statutory maximum sentence
that the Court can impose for a violation of Title 42, United States
Code, Section 1320a-7b(b) (2)(A), 1s: 5 years imprisonment; a 3-year
period of supervised release; a fine of $250,000 or twice the gross
gain or gross loss resulting from the offense, whichever is
greatest; and a mandatory special éssessment of $100.

le. Defendant therefore understands that the total méximum
sentence for all offenses to which defendant is pleading guilty is:
10 years imprisonment; a three-year period of supervised release; a
fine of $500,000 or twice the gross gain or gross loss resulting
from the offense, whichever 1s greatest; and a mandatory special
assegssment of $200,.

17. Defendant understands that supervised release is a period
of time following imprisonment during which defendant will be
subject to various restrictions and requirements., Defendant
understands that i1f defendant violates one or more of the conditions
of any supervised release imposed, defendant may be returned to
prison for all or part of the term of supervised release authorized

by statute for the offenses that resulted in the term of supervised

11
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release, which could result in defendant serving a total term of
imprisonment greater than the statutory maximum stated above.

18, Defendant understands that, by pleading guilty, defendant
may be giving up valuable government benefits and valuable civic
rights, such as the right to vote, the right to possess a firearm,
the right to hold office, and the right to serve on a jury.
Defendant understands that once the court accepts defendant’s guilty
pleas, it will be a federal felony for defendant toc possess a
firearm or ammunition. Defendant understands that the convictions
in this case may also subject defendant to various other collateral
consequences, including but not limited to revocation of probation,
parole, or supervised release in another case and suspension or
revocation of a professional license. Defendant understands that
unanticipated collateral conseqguences will not serve as grounds to
withdraw defendant’s guilty pleas.

19, Defendant understands that, if defendant is not a United
States citizen, the felony convictions in this case may subject
defendant to: removal, also known as deportation, which may, under
some circumstances, be mandatory; denial of citizenship; and denial
of admission to the United States in the future. The court cannot,
and defendant’s attorney also may not be able to, advise defendant
fulLy regarding the immigration consequences of the felony
convictions in this case. Defendant understands that unexpected

immigration consequences will not serve as grounds to withdraw

defendant’s guilty pleas.
20. Defendant understands that defendant will be required to

pay full restitution to the victims of the offenses to which

defendant is pleading guilty. Defendant aﬁrees that, in return for

12
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the USAO’'s compliance with its obligatioﬁs under this agreement, the
Court may order restitution to persons other than the victims of the
offenses to which defendant is pleading guilty and in amounts
greater than those alleged in the counts to which defendant is
pleading guilty. In particular; defendant agrees that the Court may
order restitution to any victim of ény of the following for any
losses suffered by that victim as a result: (a} any relevant
conduct, as defined in U.S.8.G. § 1B1.3, in connection with the

of fenses to which defendant is pleading guilty; and (b) any charges
not prosecuted pursvant to this agreement as well as all relevant
conduct, as defined in U,S.S.G. § 1B1.3, in connection with those
counts and charges. The parties have not come to an agreement on

the amount of restitution.

FACTUAL BASIS

21, Defendant admits that defendant is, in fact, guilty of the
offenses to which defendant is agreeing to plead guilty. Defendant
and the USAO agree to the statement of facts provided below and
agree that this statement of facts is sufficient to support pleas of
guilty to the charges described in this agreement and to'establish
the Sentencing Guidelines factors set forth in paragraph 23 below
but is not meant to be a complete recitation of éll facts relevant
to the underlying criminal conduct or all facts known to either
party that relate to that conduct,

Pacific Hospital of Long Beach (“Pacific Hospital”) was a
hospital located in Long Beach, california, specializing in
surgeries, particularly spinal and orthopedic surgeries. From at
least in or around 1997 to October 2013, Pacific Hospital was owned
and/or operated by defendant.

13
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Beginning in or around 1998 and continuing through in or around
November 2013, defendant conspired with dozens of doctors,
chiropractors, marketers, and others to pay kickbacks in return for
those persons to refer thousands of patients to Pacific Hospital for
spinal surgeries and other medical services paid for primarily
through the Federal Employees’ Compensation Act (“FECA”) and the
California Workers' Compensation System (“CWCS”). To help generate
the monies for the kickback payments, defendant used a co-schemers
company or his own company International Implants (“"I2”), located in
Newport Beach, California, to fraudulently inflate the price of
medical hardware purchased by Pacific Hospital to be used in the
spinal surgeries; defendant knew that, under California law, medical
hardware was considered a “pass-through” cost that could be billed
at no more than $250 over what Pacific Hospital paid for the
hardware. In paying the kickbacks, inflating the medical hardware
costs, and submitting the resulting c¢laims for spinal surgeries and
mediéal services, defendant and his co-conspirators acted with the
intent to defraud workexs’ compensation insurance carriers and to
deprive the patients of their right of honest services.

Defendant also provided a stream of financial benefits to
California State Senator Ronald S. Calderon ({“Senator Calderon”} in
order tc influence him to support, and in exchange for supporting,
defendant’s positions on legislation and regulations that would
enhance defendant’s ability to commit and expand his health care
fraud scheme -- 1n particular, legislation concerning hospitals’
ability to “pass through” to workers’ compensation insurance

carriers the cost of medical hardware used in spinal surgeries.

14
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The hospital kickback scheme operated as follows: defendant
and other co-conspirators offered to pay kickbacks to doctors,
chiropractors, marketers, and others (the “kickback recipients”) in
return for their referring workers’ compensation patients to Pacific
Hospital for spinal surgeries, other types of surgefies, magnetic
resonance imaging, toxicology, durable medical equipment, and other
services, to be paid through FECA and the CWCS. For spinal
surgeries, typically, defendant offered to pay a kickback of $15,000
per lumbar fusion surgery and $10,000 per cervical fusion surgery
provided that the surgeon used in the surgery hardware supplied by a
specified distributor. Beginning in approximately 2008, defendant’s
company I2 typically was the specified distributor; if the surgeon
did not use I2‘s hardware in the surgery, the kickbacks offered were
smaller. .
Influenced by the promise of kickbacks, the kickback recipients
referred patients insured through the CWCS and the FECA to Pacific
Hospital for spinal surgeries, other types of surgeries, and other
medical services. 1In some cases, the patients lived dozens or
hundreds of miles from Pacific Hospital, and closer to otherxr
qualified medical facilities. The workers’ compensation patients
were not informed that the medical professionals had been offered
kickbacks to induce them to refer the surgeries to Pacific Hospital.

Pursuant to the klckback agreements, the kiékback recipients
referred patients to Pacific Hospital. In the case of spinal
surgeries, as part of the kickback agreements, surgeons often used
the specified distributor, including I2. Typically, for surgeries
covered by the CWCS, the price I2 or the co-conspirator distributor

charged for the hardware was inflated by a multiple of the price at

15
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which I2 or the other distributor had purchased the device from the
manufacturer,

7 pacific Hospital submitted claims, by mail and electronically,
to workers’ compensation insurance carriers for payment of the costs
of the surgeries and other medical services., For a spinal surgery,
Pacific Hospital typically submitted a claim for the hospital’'s
services and the medical hardware used in the surgery. Foxr
éurgeries covered by the CWCS, Pacific Hospital submitted the
inflated invoice for the hardware from I2 or other specified
distributors who were co-conspirators, plus an additional $250.
Thus, the purported “pass-through” cost submitted in the claims for
medical hardware was thousands of dollars -- and sometimes tens of
thousands of dollars -- higher than what the manufacturer actually
charged and what I2 or the co-conspirator distributor actually paid
for the hardware.

As defendant and his co-conspirators knew, federal and
california law prohibited paying or receiving the aforementicned
kickbacks for the referral of patients for medical services.
Defendant and hils co-consplrators also knew that the insurance
carriers would be unwilling to pay claims for medical aeryices that
were obtalned through such illegal kickbacks. Moreover, defendant
and his co-conspirators knew that the insurance carriers would be
unwilling to pay claims for spinal surgery hardware that were
artificially inflated and substantially above the manufacturer’s
price. However, defendant and his co-consplrators deiiberately did
not disclose to the insurance carriers the kickbacks, the inflation
of the medical hardware, or the fact that I2 was owned and

controlled by defendant and was not a manufacturer of such hardware.
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Rather, at some point, defendant and his co-conspirators included on
I2's invoices stamps falsely stating that‘I2 was an “FDA Registered
Manufacturer.”

Further, to conceal the illegal kickback payments from the
workers!’ compensation insurance carriers and patients, defendant and
his co-conspirators entered into bogus contracts under which the
kickback recipients purported to provide services to defendant’s
companies to justify the kickback payments. The services and other
items of value discussed in those contracts were, in fact, generally
not provided to Pacific Hospital or were provided at highly inflated
prices, The compensation to the kickback recipients was actually
based on the number and type of surgeries they referred to the
hospital. These contracte included, among others, the following:
collection agreements, option agreements, research and development
agreements, lease and rental agreements, consulting agreements,
marketing agreements, and management agreements.

Defendant and his co-conspirators kept records of the number of
surgeries and other medical services performed at Pacific Hospital
due to referrals from the kickback reciplents, as well ag amounts
paid to the kickback recipients for those referrals. Periodically,
defendant and others amended the bogus contracts with the kickback
recipients to increase or decreasé the amount of agreed compensation
described in the contracts, in order to match the amount of
kickbacks paid or promised in return for referrals.

From in or around 2008 to in or around April 2013, Pacific
Hospital billed workers’ compensation insurance carriers
approximately $500 million in claims for several thousand spinal

surgeries that were the result of the payment of kickbacks; and

17
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defendant and other co-conspirators paid kickback recipients between
approximately $20 million and $50 million in kickbacks relating to
those claims. |

To preserve his ability to pass on the inflated spinal surgery
hardwa;e costs to the insurance carriers, and thus to help to pay
the kickbacks, defendant provided a stream of financial benefits to
Senator Calderon in order to induce the senator to oppose
legiglation and regulation that would have eliminated the “pass-
through” rule, as well as to support legislation that would have
supported defendant’s health care fraud scheme. For example, at
Senator Calderon’s request, defendant agreed to pay Senator
Calderon’s son $10,000 per summer (take-home or net) to work as a
summer file c¢lerk for defendant’s company in 2010, 2011, and 2012.
Defendant woculd not have ordinarily done this, but did so here in
order to ensure that Senator Calderon would take positlons on spinal
surgery and pass-through legislation favorable to defendant. In
2010, at Senator Calderon’s request, defendant caused his company to
pay Senator Calderon’s son $10,000 upfront to be a summer file
clerk. In 2011, agaln at Senator Calderon’s request, defendant
caused his company to pay Senator Calderon’s son $10,000 to be a
summer file clerk. 1In 2012, defendant made Senator Calderon’s son a
W-2 employee, which caused taxes to be withheld from his paycheck.
When Senator Calderon informed defendant that his son needed to net
$10,000 in the summer, defendant caused his company, despite that it
wasg in financilal difficulty and laying off workers, to pay Senator
Calderon’s son an increased amount of up to near $18,000 so that
Senator Calderon’s son would net $io,ooo for the summer of 2012,

Defendant ensured that hls company made these payments to Senator
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Calderon‘’s son each summer regardless of how few days Senator
Calderon’s son actually worked.

In addition, on several occasions and while Senator Calderon
was supporting legislative positions favorable to defendant,
defendant téok Senator Calderon to exciusive, high-end gplf resorts.
Defendant paid for these golf outings in order to ensure Senator
Calderon’s continued legislative sdﬁport. Additionally, defendant
took Senator Calderon out to expensive dinners and provided him with
free flights on a private plane. All of these financial benefits
were intended to ensure that Senator Calderon would take legislative
positions favorable to defendant and Pacific Hospital, which would
allow defendant to continue to commit and expand his health care
fraud scheme. In reasponse to these financial benefits from
defendant, Senator Calderon, among other things, arranged meetings
for defendant with other senators to discuss defendant’s legislative
agenda and advocated positions on legislation that would financially
benefit defendant and Pacific Hospital.

In furtherance of the conspiracy and to accomplish the objects
of the conspiracy, defendant and other co-conspirators committed
variocus overt acts within the Central District of California,
including but not limited to the following:

Overt Act No. 1

On or about November 10, 2009, defendant caused a check in the
amount of $43,650.00 from SCIF to be sent by mail to Pacific
Hospital iﬁ reimburéement for a claim for spine surgery on patient
J.M. performed by doctor C.D., which claim was induced by the
payment of a kickback to J.C.

. |
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Ovext Act No. 2

In or around February 2010, defendant met with
Senator Calderon in Sacramento, California and agreed to hire
Senator Calderon's son each summer for the next several suﬁmers and
to pay him $10,000 per summer, so that Senator Calderon would have
enough money to pay for his son’s college tuition.

Cvert Act No., 3

on or about April 14, 2010, defendant caused a check in the
amount of $90,467.80 from SCIF to be sent by mail to Pacific
Hospital in reimbursement for a claim for spine surgery on patient
L.T. performed by doctor M.C., which claim was induced by the
payment of a kickback to P.S.

Overt Act No. 4

In or around April 2010, defendant had Senator Calderon meet
with a Director at the Division of Workers’ Compensation and discuss
the negative impact that proposed regulations would have on Pacific
Hospital and other hospitals.

Overt Act No. 5

On or about July 13, 2010, defendant caused Senator Calderon’s
son to be paid $10,000 in advance of clerical work Senator

Calderon’s son was to perform at one of defendant’s companies.

Overt Act No. 6

In or around February 2011, defendant had Senator Calderon meet
with Senator A and request that Senator A introduce legislation in

the california Senate that would be favorable to defendant.

Overt Act No. 7

On or about March 31, 2011, defendant caused a check in the

amount of $23,531.23 from Vanliner to be sent by mail to Pacific
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Hogpital in reimbursement for a claim for spine surgery on patient
R.8. performed by doctor S.0., which claim was induced by the
paymeﬁt of a kickback to S.,0.

Overt Act No, 8

On or about July 11, 2011, defendant caused Senator Calderon’s
son to be paid £5,000 for clerical work Senator Calderon’s son had
performed at one of defendant’s companies.

QOvert Act No., 9

On or about August 16, 2011, defendant caused Senator
Calderon‘s son to be paid $5,000 for clerical work Senator
Calderon’'s son had performed at one of defendant’s companles,

Overt Act No, 10

On or about June 12, 2012, defendant had Senator Calderon
arrange and participate in a meeting with Senator B, where Senator
Calderon .and defendant discussed the negative impact Senator B’s
proposeé legislation would have on Pacific Hospital and other
hosgpitals.

Overt Act No. 11l

On or about June 29, 2012, defendant caused a kickback in the
amount of $100,000 to be pald to 8.0. for the referral of lumbar and
cervical spinal surgeries performed at Pacific Hospital, including
on patients covered by the FECA,

Overt Act No, 12

On or about August 1, 2012, defendant authorized Senator
Calderon’'s son to a gross salary of $18,510.90 for clerical work
Senator Calderon’s son was performing at one of defendant's

companies in order to guarantee that Senator Calderon’s son’s take-
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home (or net) salary totaled approximately $10,000 for the summer of

2012.
Overt Act No. 13

On or about January 18, 2013, defendant caused a check in the
amount of $51,115.44 from Traveler's ;nsurance to be sent by mail to
Pacific Hospital in reimbursement for a claim for spine surgery on
patient F.C. performed by doctor T.R., which claim was induced by
the payment of a kickback to T.R.

Overt Act No. 14

On or about January 24, 2013, defendant caused a check in the
amount of $117,142.36 from Vanliner to be sent by mail to Pacific
Hospital in reimbursement for a claim for spine surgery on patilent
8.F. performed by doctor G.A., which claim was induced by the
payment of a kickback to G.A.

Overt Act No. 15

On or about April 24, 2013, defendant caused a check in the
amount of $24,209.90 from ICW to be sent by mail to Pacific Hospital
in reimbursement for a claim for spine surgery on patient F.A.
performed by doctor L.T., which claim was induced by the payment of

a kickback to L.T.

Overt Act No. 16

On or about November 27, 2013, defendant caused a check in the
amount of $50,903,76 from Traveler's Insurance to be sent by mall to
Pacific Hospital in reimbursement for a claim for splne surgery on

patient T.V., performed by doctor L.T., which claim resulted from the

payment of a kickback to A.I.
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SENTENCING FACTORS

22, Defendant understands that in determining defendant’s
sentence the Court is required to calculate the applicable
Sentencing Guidelines range and to consider that range, possible
departures under the Sentencing Guidelines, and the other sentencing
factors set forth in 18 U.S.C. § 3553(a). Defendant understands
that the Sentencing Guidelines are advisory only, that defendant
cannot have any expectation of receiving a sentence within the
calculated Sentencing Guidelines range, and that after considering
the Sentencing Guidelines and the other § 3553 (a} faétors, the Court
will be free to exercise its discretion to impose any sentence it

finds appropriate up to the maximum set by statute for the crimes of

conviction.

23, Defendant and the USAO agree to the following applicable

Sentencing Guidelines factors:

Base Offense Level: 6 [U.8.8.G. § 2Bl.1(a)(2)]

Speclfic Offense
Characteristics

Loss between
$S20M to $50M: +22 [U.8.5.G. § 2B1.1(b) (1) (L))

More than- 50 victima: +4 [U.S.8.G6. § 2BL.1(b}(2){(B)]

Federal health care
offense with gov’'t
program loss of

between S$1M-$7M: +2 [U.8.8.G. § 2B1.1(b) (7)]
Adjustments

Aggravating Role: +4 [U.5.5.G. § 3Bl.1i(a)]
'Acceptance of

Respongibility: -3 [U.8.8.G. § 3BE1.1]
Total: : 35
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The USAO will agree to a two-level downward adjustment for
acceptance of responsibility (and, if applicable, move for an
additional one-level downward adjustment under U.S.S.G. § 3El.1(b))
only if the conditions set forth in paragraph 6(c)} are met.
Subject to paragraph 7 above and paragraph 35 below, defendant and
the USAO agree not to seek, argue, or suggest in any way, either -
orally or in writing, that any other specific offense
characteristics, adjustments, or departures reiating to the offense
level be imposed. Defendant agrees, however, that if, after gsigning
this agreement but prior to sentencing, defendant were to commit an
act, or the USAO were to discover a previously undiscovered act
committed by defendant prior to signing this agreement, which act,
in the judgment of the USAO, constiltuted obstruétion of justice
within the meaning of U.8.8.G. § 3C1.1, the USAC would be free to
geek the enhancement set forth in that section.

24, Defendant understands that there is no agreement as td
defendant’s criminal history or criminal history category.

25. Defendant and the USAO fesérve the right té arque for a
sentence outside the sentencing range established by the Sentencing
Guldelines based on the factors set forth in 18 U.S.C. § 3553(a) (1),

(a) (2), (2)(3), (a)(s6), and (a) (7).
WAIVER OF CONSTITUTIONAL RIGHTS

26, Defendant understands that by pleading guilty, defendant
gives up the following rights:
| a) The right to persist in a plea of not guilty.
b) The right to a speedy and public.trial by jury.
c) The right to be represented by counsel - and if

necessary have the court appoint counsel - at trial. Defendant
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understands, however, that, defendant retains thé right to be
represented by counsel - and if necessary have the court appoint
counsel - at every other stage of the proceeding.

d) The right to be presumed innocent and to have the
burden of proof piaced on the government to prove defendant guilty

beyond a reasonable doubt,

, e) The right to confront and cross-examine witnesses
against defendant.
£) The right to testify and to present evidence in
opposition to the charges, including the right to compel the

attendance of witnesses to testify.

g) The right not to be compelled to testify, and, if
defendant chose not to testify or present evidence, to have that
choice not be used against defendant.

h) Any and all rights to pursue any affirmative
defenses, Fourth Amendment or Fifth Amendment claims, and other

pretrial motions that have been filed or could be filed.

WAIVER OF APPEAL OF CONVICTION

27. Defendant understands that, with the exception of an
appeal based on a cléim that defendant’s quilty pleas were
involuntary, by pleading guilty defendant is waivingrahd giving up
any right to appeal defendant’s convictions on the offenses to which

defendant 1is pleading guillty.
LIMITED MUTUAL WAIVER OF APPEAL OF SENTENCE -

28. Defendant agrees that, provided the Court imposes a total
term of imprisonmeht on all counts of conviction of no more than the
low end of the Guidelines range corresponding to a total offense

level of 35 and defendant’s criminal history category, defendant
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gives up the right to appeal all of the following: (a) the
procedures and calculations used to determine and impose any portion
of the sentence; (b) the term of imprisonment imposed by the Court,
provided it is within the gtatutory maximum; (c) the fine imposed by
the court, provided it 1s wiﬁhin the statutory maximum; (d) the
amount and terms of any restitution order, provided it requires
payment of no more than $20,000,000; (e) the term of'probation or
supervised release imposed by the Court, provided it is within the

statutory maximum; and (f) any of the following conditions of

probation or supervised release imposed by the Court: the conditions

get forth in General Orders 318, 01-05, and/ér 05-02 of this Court;
the drug testing conditions mandated by 18 U.S.C. §§ 3563(a) (5) and

3583(d); and the alcohol and drug use conditions authorized by 18

U.S.C. § 3563(b) (7).

529, The USAO agrees that, provided (a) all portions of the
gentence are at or below the statutory maximum specified above and
(b) the Court imposes a term of imprisonment of no less than the low
end 6f the Guidelines range corresponding to a total offense level
of 35 and defendant’s criminal history category, the USAC gives up

its right to appeal any portion of the sentence, with the exception

that the USAO reserves the right to appeal the following: the amount
of restitution ordered, if that amount ig less than $50,000,000.

RESULT OF WITHDRAWAL OF GUILTY PLEA

30, Defendant agrees that if, after entering guilty pleas
pursuant to this agreement, defendant seeks to withdraw and succeeds
in withdrawing defendant‘s guilty pleaﬁ on any basis other than a
claim and finding that entry into this plea agreement was

involuntary, then (a) the USAOC will be relieved of all of its
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obligations under this agreement, including in particular its
cbligations regarding the use of Cooperation Information; (b) in any
investigation, criminal prosecution, or civil, administrative, or
requlatory action, defendant agrees that any Cooperation Information
and any evidence derived from any Cooperation Information shall be
admissible agafnst defendant, and defendant will not assert, and
hereby waives and gives up, any claim under the United States
Constitution, any statute, or any federal rule, that any Coopération
Information or any evidence derived from any Cooperation Information
should be suppressed or is inadmissible; and (¢) should the USAO
choose to pursue any charge that was not filed as a result of this
agreement, then (i) any applicable statute of limitations will be
tolled between the date of defendant’s signing of this agreement and
the filing commencing any such action; and {il} defendant walves and
gives up all defenses based on the statute of limitations, any claim
of pre-indictment delay, or any speedy trial claim with respect to
any such action, except to the extent that such defenses existed as

of the date of defendant’s signing this agreement.
EFFECTIVE DATE OF AGREEMENT

31. This agreement is effective upon gsignature and execution
of all required certifications by defendant, defendant’s counsel,

and an Assistant United States Attorney.

BREACH OF AGREEMENT

32, Defendant agrees that if defendant, at any time after the
signature of this agreement and execution of all required
certifications by defendant, defendant'’s counsel, and an Assistant
United States Attorney, knowingly violates or fails to perform any

of defendant’s obligations under this agreement (“a breach”), the
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USAO may declare this agreement breached; For example, if defendant
knowingly, in an interview, before a grand jury, or at trial,
falsely accuses another person of criminal Eonduct or falsely
minimizes defendant’'s own role, or the role of another, in criminal
condpct, defendant will have breached this agreement., All of
defendant’s obligations are material, a single breach of this
agreement is sufficient for the USAO to declare a breach, and
defendant shall not be deemed to have cured a breach without the
express agreement of the USAO in writing. If the USAO declares this
agreement breached, and the Court finds such'é breach to have
occurred, then:

a) If defendant has previously entered guilty pleas
pursuant to this agreement, defendant will not be able to withdraw
the guilty pleas.

b} The USAO will be relieved of all its obligations

under this agreement; in particular, the USAO: (i) will no longer be

bound by any agreements concerning sentencing and will be free to
seek any sentence up to the statutory maximum for the crime to which
defendant has pleaded guilty; (ii) will no longer be bound by any
agreements regarding criminal prosecution, and will be free to
criminally prosecute defendant for any crime, including charges that
the USAC would otherwise have been obligated not tc criminally
prosecute pursuant to this agreement; and (iii} will no longer be
bound by any agreement regarding the use of Cooperation Information
and will be free to use any Cooperation Information in any way in
any investigation, criminal prosecution, or civil, administrative,

or regulatory action by the United States.
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c) The USAO will be free to criminally prosecute
defendant for false statement, obstruction of justice, and perjury
bagsed on any knowingly false or misleading statement by defendant.

d) In any investigation, criminal prosecution, or civil,

administrative, or regulatory action by the United States:

(i) defendant will not assert, and hereby waives and gives up, any

claim that any Cooperation Information was obtained in violation of
the Fifth Amendment privilege against compelled self-incrimination;
and (ii) defendant agrees that any Cooperation Information and any
Plea Information, as well as any evidence derived from any
Cooperation Information or any Plea Information, shall be admissible
against defendant, and defendant will not assert, and hereby walves
and gives up, any claim under the United States Constitution, any
statute, Rule 410 of the Federal Rules of Evidénce, Rule 11(f) of
the Federal Rules of Criminal Procedure, or any other federal rule,
that any Cooperation Information, any Plea Information, or any
evidence derived from any Cooperation Information or any Plea
Information should be suppressed or is inadmissible,

33. Following the Court’s finding of a knowing breach of this
agreement by defendant, should the USAQ0 choose to pursue any charge
that was not filed as a result of this agreement, then:'

a) Defendant agrees that any applicable statute of
limitations is tolled between the date of defendant’s signing of

this agreement and the filing commencing any such action.

b) Defendant waives and gives up all defenses based on
the statute of limitations, any c¢laim of pre-indictment delay, or

any speedy trial claim with respect to any such action, except to
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the extent that such defenses existed as of the date of defendant’s

signing this agreement.

COURT AND PROBATION OFFICE NOT PARTIES

34, Defendant understands that the Court and the United States
Probation Office are not parties to this agreement and need not
accept any of the USAO‘'s sentencing recommendations or the parties’
agreements to facts or sentencing factors.

35. Defendant understands that both defendant and the USAO are
free to: (a) supplement the facts by supplying relevant information
to the United States Probation officeAand the Court, (b) correct any
and all factual misstatements relating to the Court’s Sentencing
Guidelines calculations and determination of sentence, and (¢) argue
on appeal and collateral review that the Court’s Sentencing
Guidelines calculations and the sentence it chooses to impose are
not error, although each party agrees to maintain its view that the
calculations in paragraph 23 are consistent with the facts of this
case, While this paragraph permits both the USAO and defendant to
submit full and complﬁte factual information to the United States
Probation Office and the Court, even if that factual information may
be viewed as inconsistent with the facts agreed to in this
agreement, this paragraph does not affect defendant's and the USAO's
obligations not to contest the facts agreed to in this agreement.

36. Defendant understands that even if the Court ignores any
sentencing recommendation, finds facts or reaches conclusions
different from those agreed to, and/or imposes any sentence up to
the maximum established by statute, defendant cannot, for that
reason,,withdfaw defendaﬁk’s guilty pleas, and defeﬁdant'will remain

bound to fulfill all defendant’s obligations under this agreement.
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‘attorney,

befendant understands that no one -- not the prosecutor, defendant’s

or the Court -- can make a binding prediction or promise

regarding the sentence defendant will receive, except that it will

be within the statutory maximum.
NO _RDDITIONAL AGREEMENTS

37. Defendant understands that, except as set forth herein,

there are no promises, understandings, or agreements betwecn the

USAQ and defendant or defendant’s attorney, and that no additional

promise, understanding, or agreement may be entered into unless in a

writing signed by all parties or on the record in court.

PLEA AGREEMENT PART QF THE GUILTY PLEA HEARING

38. The parties agree that this agreement will be. consldered

part of the record of defendant’s gullty plea hearing as if the

entire agreement had been read into the record of the proceeding.

AGREED AND ACCEPTED

UNITED STATES ATTORNEY’S OFFICE
FOR THE CENTRAL DISTRICT OF CALIFORNIA

2/24/14

Dato

JEANNIE M, JOSFDH
Assi fﬁqt United States Attorney

"',-—q., e e q
3 . CT ‘ f ..e.h;'.F'; (_ (D {/F_-
Date

ﬁfbhAE4 D. DROBOT

ndant
%{ - — th). 2.0 Loy
Jz EbRE UTTIRRFORD/ JANET LEVLINE hate

Attorneys~for Defendant
Michael D. Drobot
] . o .
TERREE A. BOWERS
Attorney for Defendant
Michael D. Drobot

) Date
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I have read this agreement in its entirety. I have had enough
time Lo review and consider this agreement, and I have carefully and
thoroughly discussed every part of it with my attorneys. I
understand the terms of this agreement, and I voluntarily agree to
those terms. I have discussed the evidence with my attorneys, and
ny attorneys have advised me of my rights, of possible pretrial
motions that might be filed, of possible defenses that might be
asserted either prior to or at trial, of the sentencing factors set
forth in 18 U.S.C. § 3553(a), of relevant Sentencing Guidelines
provisions, and of the consequences of entering into this agreement.
No promises, inducements, or representations of any kind have been
made to me other than those contained in this agreement. No one has
threatened or forced me in any way to enter into this agreement., I
am satisfied with the representation of my attorneys in this matter,
and I am pleading guilty because I am guilty of the charges and wish

to take advantage of the promises set forth in this agreement, and

not for any other reason.

&gz 2o, vold

MICHAEL D. DROBOT Date
Defendant
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CERTIFICATION OF DEFENDANT’S ATTQRNEY

I am Michael D. Drobot’s attorney. i have carefully and
thoroughly discussed every part of this agreement with my client,
Further, I have fully advised my client of his rights, of possible
pretrial motions that might be filed, of possible defenses that
might be asserted either prior to or at trial, of the sentencing
factors set forth in 18 U.S.C. § 3553(a), of relevant Sentencing
Guidélines provisions, and of the consequences of entgring into this
agreement. To my knowledge: no prom#ses, inducements, or‘
representations of any kind have been made to my client other than
those contalned in this agreement; no one has threatened or forced
my client in any way to enter into this agreement; my client’s
decision to enter into this agreement is an informed and voluntary
one; and the factual basis set forth in this agreement is sufficient

to support my client’s entry of guilty pleas pursuant to this

agreement.

fh.20 1Y

Date

Attorneys for Defendant
Michael D. Drobot
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CERTIFICATION OF DEFENDANT’S ATTORNEY

I am Michael D, Drobot’'s attorney. I have carefully and
thoroughly discussed every part of this agreement with my client.
Further, I have fully advised my client of his rights, of posaible
pretrial motions that might be filed, of possible defenses that
might be asserted either prior to or at trial, of the sentencing
factors éet fbrth in 18 U.S8.C. § 3553(a), of relevant Sentencing
Guidelines provisions, and of the consequences of entering into this
agreement. To my knowledge: no promises, inducements, or
representations of any kind have been made to my client other than
those contained in this agreement; no one has threatened or forced
my client in any way to enter into this agreement; my client’s
decision to enter into this agreement ig an informed and voluntary
one; and the factual basis set forth in this agreement is sufficient

to support my client’s entry of guilty pleas pursuant to this

agreement.
i 7 fEn L2 11
TERREE A, BOWERS Date’ -’

Attorney for Defendant
Michael D. Drobot
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CERTIFICATE OF BSERVICE

I am a citizen of theVUnited‘States and a resident of Orange County,
California. I am over 18 years of age, and I am not a party to the above-
entitled action., My business address is the United States Attorney’s Office,
Ronald Reagan Federal Building and United States Courthouse, 411 West Fourth
Street, Suite 8004, Santa Ana, California 92701.

That I am eﬁployed by the United States Attorney for the Central
District of California, who is a member of the Bar of the United States
District Court for the Central District of California, at whose direction the
service was made. On this date, February 21, 2014, I served a copy of the
foregolng documents, described as follows: PLEA AGR#EHENT FOR DEFENDANT
HICHAEL D, DROBOT in the following manner:

= by placing a true copy in a sealed envelope, addressed to the

person specified below, and placing it for interoffice delivery within the

courthouse:
C by placing the document in a sealed envelope, bearing the

requisite postage thereon, and placing it for mailing via the U.S. Postal

Sexrvice addressed as follows:

O by fax to the person and fax number specified bhelow:

o

- by e-mailing a pdf, version of the document to the e-mail

address specified below:

Jeffrey H. Rutherford/Janet Levine
Crowell & Moring LLP

515 South Flower Street, 40°® Floor
Los Angelesn, California 30017

Terree A. Bowera

Arent Fox .

555 West Fifth Street, 48" Floor
Los Angeles, California 30013

I declare under penalty of perjury that the foregolhg is true and

correct, executed on February 21, 2014, at Santa Ana, California.
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UNITED STATES DISTRICT COURT
CENTRAL DISTRICT OF CALIFORNIA

CRIMINAL MINUTES - GENERAL

Case No. SACR 14-00034-JLS Date April 24,2014

Present: The Honorable JOSEPHINE L. STATON, U.S. DISTRICT JUDGE

Interpreter  None

Ellen Matheson Miriam Baird Jeannie Joseph
Deputy Clerk Court Reporiei/Recorder Assistant US. Attorney
U.S.A. v, Defendant(s): Present Cust, Bond ~ Attorneys for Defendants; Present App. Ret.

(1) Derek Hahn, Terree Bowers,
and Jeffrey Rutherford
(1) Michael D, Drobot X X X X

Also present in court,.

Proceedings: CHANGE OF PLEA

_X_  Defendant moves to change plea to Counts | and 2 of the 2-Count Information. Waiver of
Indictment previously filed; Court enters findings and accepts the Waiver as filed.

_X_ Defendant sworn, and states true name as Michael Dennis Drobot.

_X_  Defendant enters new and different plea of GUILTY to Counts 1 and 2 of the Information.

X The Court questions the defendant regarding plea of GUILTY and FINDS that a factual basis has
been lzid, and further FINDS the plea is knowledgeable and voluntarily made. The Court ORDERS the plea
accepted and entered,

X The Court further ORDERS the Plea Agreement incorporated into this ptoceeding.

X The Court refers the defendant to the Probation Office for investigation and pre-sentencing
report, and the matter is continued to December 12, 2014, at 10:30 a.m. for sentencing. Further, sentencing

position papers are to be filed with the Court no later than two (2) weeks before the date of sentencing,
including service on the assigned U.S. Probation Officer.

X The Court further ORDERS the Scheduling Conference set for May 16, 2014, and the Jury Trial
scheduled for May 27, 2014, VACATED.

_X__ The Court further ORDERS the defendant released on the same terms and conditions as
previously set, pending sentencing. Defendant and counsel are ordered to appear on December 12 2014, at
10:30 a.m. for sentencing.

00 : 50

Initials of Deputy Cletk  enm

ce: USPO; PSA

CR-11(10/08) CRIMINAL MINUTES - GENERAL Page [ of 1




Case 8:14-0-00034-JLS Document 15 Filed 04/01/14 Page 1 0f3 Page ID #:69

UNITED STATES DISTRICT COURT FOR THE CENT RAL DISTRICT OF CALIFORNIA
'UNITED STATES OF AMERICA,

CASENUMBER; < -
Plaintiff, o %C}Q IL[’~ '_5((/

| v cbmm.mm: mDICTMENT/.rNF‘di;{T\}j@_"iT(_)'ﬁ:
Michae D. Drodot L.~ . _ R
| VIQLATION OF TITLE: SECTION: N
Desmdmivisionsines | | 160 @ [1C, | 37113200 T

(] PERSONAL RECOGNIZANCE (Signature only - no dollar amoun% A £
2 LNSECURED APPEARANCE BOND IN THE AMOUNT oF 5_D,(00, >~
“WEAPPARANCE BOND IN THE AMOUNY OF §

O WITH CASH DEPOSIT (AMOUNT OR %)
O WITH AFFIDAVIT OF SURETY NO JUSTIFICATION (Form CR-4)

[0 RELEASE TO PRETRIAL ONLY
O FORTHWITH RELEASE

1 ALL CONDITIONS OF BOND
SHALL BEMET AND BOND

€1 WITH AFFIDAVIT WI'TH JUSTIFICATION OF SURETY (Form CR-3) POSTED BY:
. ] Dute

(I WITH DEEDING OF PROPERTY *
0 COLLATERAL BOND IN AMOUNT QF (Cash or Negotiable Securities) $ :
O CORPORATE SURETY BOND IN AMOUNT OF (Sepanate Foim Required) § :
(3, ADDITIONAL REQUIRBMEN’]‘.T: . fy a4 ’
‘}4 BAIL FIXED BY COURT _ 1| Déry %ALE REQUIREMENTS HAVE BEEN MET: _\[A— ~ 21|
Dep:rry Clerk ) De?;my Clerk ‘ ‘

PRE-CONDITIONS TO RELEASE
O Bail is subject to Nebbia hearing which is a hearing to inquire about the source of the collateral,
[J The Nebbia hearing can be waived by the government. '
_ ' ) . ADDITIONAI, CONDITIONS OF RELEASE ,
In addition to the GENERAL CONDITIONS of RELEASE, as specified on other side, the following conditions of release are

imposed upon you: ) )
Defendant shall submit {o; }(I/P ial Supervision. [ | Intensive Pretiial Supcrvision,
Surrender all passports {o the-Slerk-of-Coun, or sign a declaration no later than,

)(}or the issuance of a passpoﬂ during the pendency of thig case,

Travel is restricted to: CHFGA- (A, X, TWM)MK’&)MA) hat ())‘W@'“

7

and not apply

£J Do not enter premises of any airport, seaport, failrodd, or bus terminal which permits exit from the Continental U.S. oraren

of restricted travel without Court permission. :
Reside as approved by PSA and do not relocate withont prior permission from PSA.
O Maintain or actively seck cmployment and provide proof to PSA.
CJ Maintain or commence an educational program and provide proofto PSA. :
0 Avoid all contact, dircetly or indirectly, with any petson who is ‘or who may become a victim or potential witness in the
subject investigation or prosecution, including but not limited to;
[0 Not possess any fircarms, ammunition, destruetive devices, or other dangerous weapons, { ] In order to determine
compliance, you will agree 1o submit to a search of your person and/or property by Pretrial Services in conjunction with the
US Marshal, ‘
['} Not ise/possess any identification other than in your own legal name or true name. | § Tn order to determine compliance, you °
will agtee to submit to s search of your person and/or property by Pretrial Services in conjunction with the U.S. Marshal., -
1 Not usc aleohol. - ' o o
O Not use or possess illegal drugs. | | Tn ordir to determine cotnpliance, you will agree to submit lo a scarch of your person
andVor property by Pretrial Services in conjunction with the US Marshal. ‘ ‘

0, Submit to drug [and/or] alcohol testing and outpatient treatment as directed by PSA. You shatl pay all or part of the cost for . -

testing and lrcatment based upon your ability to pay as determined by PSA. _ —
O Participate in tesidential drug [and/or] alcohol treatment as deemed necessary by PSA. You shall pay all or part of the cost

for treatment based upon your ability to pay as determined by PSA. | | Release to PSA oply. o
1 Participate in mental health cvaluation, and/or counseling and/or treatnicnt as dirceted byPSA. You shall pay ail or phrtof

the costs based wpon your ability to pay as determined by PSA. .

RELEASE No. L L (TS

[owe B30 | K-

Y Defendant lnitialsf

ORIGINAL - YELLOW cory

PINK- PRETRIAL SERVICES

WHITE - DEFENDANT COPY
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UNITED STATES DISTRICT COURT FOR THE CENTRAL DISTRICY OF CALIFORNIA
CASENUMBER:

| Parhcxpatc in one of the . followmg home confinement progmm componenls zmd abide by all rcqmrcmmls of the program L
which [ [ will or [.).will not inchude clech onic monitoring or.other location verification system.. You shall pay all orpart .
of the cost of the program based upon your abilily to pay as detennined by PSA. S
[ ] Curfew, You are resiricled to your residence every day: | ] from to . [ ] as dircctcd by PSA.

i ] Release to PSA ooly.

[ ] Wome Détention. You are rcsmclcd to your residence at all times exccpt for cmployment cducahon, rchglous
services; medical, substance abuse, or mental health treatment; attorney visits; court-ordered obligations; or other -
.activities as pre-approved by PSA.{ | Release to PSA only. . .

{1 Home Incarceration, Youare rcsmc!ed to your residence atall times except !‘m mcdical necds or lrcalmcnl rchgmus
services; and court appcamnces ‘as prc—appmvcd by PSA. | ] Release to PSA only.

3 Not possess or have access 1o, ¢ither in the home, the workplace, or any other locatlon, awy device which oficrs hvemet

. access, except as approved by PSA.L | ] In order to determine compliance, you will agree to submittoa search of yaur
person and/or property by Pretrial Services iu conjunction with the US Marshal,

[J Not associate or have verbal, wrillen, [clcphonu. or ciccironic conuuunicalion with any persot who is léss llnn the age of 18
except in the presence of another adult who is the parent or legal guardiun of the minor. ‘

3 Not loiter/be found within 100 fccl of any school yard, park, playground, arcade, or other pla«,e pumarlly used by children
under the age of 18.

03 Not be employed by, affiliate with, own; controt, or otherwise participate directly or indircetly in conducting the affaifs of
any daycare facility, school, or other organization dealing with the care, custody, or control of children under the age of 18.

O Not vicw or possess child pomogtapliy or child erotica. | ] In order to delermine compliance, you will agree to submit toa
search of your pexson and/or proper ly, including computer ]mrdwale and sol'lware by Pretrial Services in conjunction wuh
the US Marshal.

- O Other conditions:

y '3 2///,4 ( Fﬁ o ,g%? 259~ 7()7_?

Date ] Deﬁ,'mlam/MarenaH rmess’—Srgnamre : \ Telephcfne Number
¢ Lozd WL MY, mt 72625

City, State And Zip Code ;

a Checkil’lnterprcter is used: I have mterpreted into the - S language all of the

. above conditions of release and have been told by the defendant that hc ot she understauds all of the conditions of release,

Interpreter's sl'gua‘_mn‘a: ) Date |
|/ bouaLAS }. MccoRMIGK /,/
Approved: __gpsrremany R (e , 9’ / ‘/
‘ Umred States Didriowludge Magistrate Judge S o : Dﬂre '
Tt Cash Deposited: Receipt 4 . : For$
; :

(This bond may require surety agreements and affidavits pursvant {o Local Criminal Rules 46-3.2 and 46-6) -

" ORIGINAL - YELLOW COPY : PINK- PRETRIAL SERYICES : \WHITE - DEFENDANT copy

CR-1(07105) - CENTRAL, DISTRICT OF CALIFORNIA RELEASE ORDER AND BONGFORM PogoZor2 .

{380 U.B. GOVERNMENT PRINTING OFFICE: 2010672039
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GENERAL CONDITIONS OF RELEASE

[will appear in person in accordance with any and all directions and orders relating to my appearance in
the above entitled matter as may be g given or issued by the Court or any judicial officer thereof, in that Court or
before any Magistrate Judge thereof, or in any other United Qlales Distriet Court to wluch I'may be removed or
to which the case may be tmnstcn ed.

Iwill abide by any judgment entercd in this matlu by surrendering mysclf to serve any sentence imposed
and will obey any order or direction in connection with such judgment as the Court may prcscnbe

Iwill not Ieave the State of Calitornia cxcept upon order of this Court, and 1 wnll immediately inform my
counsel of any change in my residence addvess or telephone number so that I may be reached at all times,

twill not commit a chcml,_ Slale, or local crime during the period of rclease.

Lwill not intimidate any witness, juror or officer of the court or obstruct the criminal investigation in this
case in violation of Title 18 U.S.C. Section 1503 and 1510. Addltlonally, 1 will not tamper with, harass or
retaliate against any alleged witness, victim or informant in this ease in violatién of Title 18 U.S.C. Section
1512 and 1513.

ACKNOWLEDGMENT OF DEFENDANT/MATERIAL WITNESS

AS A CONDITION OF MY RELEASE ON THIS BOND, PURSUANT TO TITLE 18 OF THE .
UNITED STATES CODE, 1 HAVE READ OR HAVE HAD INTERPRETED TO ME AND UNDERSTAND
THE GENERAL CONDITIONS OFF RELEASE, TLHE PRE-CONDITION AND ADDITIONAJL CONDITIONS
OF RELEASE AND AGREE TO COMPLY WITH ALCL CONDITIONS OF RELEASE IMPOSED ON M¥
AND TO BE BOUND BY THE PROVISIONS OF LOCAL CRIMINAL RULE 46-6.

FURTHERMORE, IT IS AGREED & UNDERSTOOD THAT THIS IS A CONTINUING BOND
(INCLUDING ANY PROCEEDING ON APPEAL OR REVIEW) WHICH SHALL CONTINUE IN F ULL
FORCE & EFFECT UNTIL SUCH TIME AS DULY EXONERATED. B

TUNDERSTAND THAT VIOLATION OF ANY OF THE GENERAL AND/OR ADDITIONAL .

lCOND]TIONS OF RELEASE AS GIVEN ON THE FACE OF THIS BOND MAY RESULT IN A

REVOCATION OF RELEASE, AN ORDER OF DETENTION AND A NEW PROSECUTION FOR AN
ADDITIONAL OFFENSE WHICH COULD RESULT IN A TERM OF JIMPRISONMENT AND/OR FINE.

IFURTHER UNDERSTAND THAT IF I FAI{, TO OBEY AND PERFORM ANY OF THR
GENERAL AND/OR ADDITIONAL CONDITIONS OF RELEASE AS GIVEN ON THE FACE OF THIS
BOND, THIS BOND MAY BE FORFEITED TO THE UNITED STATES OF AMERICA. IF SAID
FORFEITURE IS NOT SET ASIDE, JUDGMENT MAY BE-SUMMARILY ENTERED IN THIS
COURT AGAINST MYSELF AND EACH SURETY, JOINTLY AND SEVERALLY, FOR THE BOND
AMOUNT, TOGETHER WITH INTEREST AND COSTS AND EXECUTION OF THE JUDGMENT
MAY BE ISSUED OR PAYMENT SECURED AS PROVIDED BY THE FEDERAL RULES OF
CRIMINAL PROCEDURE AND OTHER LAWS OF THE UNITED STATES AND ANY CASH, REAL
OR PERSONAL PROPERTY OR THE COLLATERAL PREVIOUSLY POSTED IN CONNECTION
WITH THIS BOND MAY BE FORFEITED.

CR-1(07/05) CENTRAL DISTRICT OF CALIFORNIA RELEASE ORDER AND BOND FORM Reversa side
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UNITED STATES DISTRICT COURT
CENTRAL DISTRICT OF CALIFORNIA

USA, CASE NUMBER

PLAINTIFF(S) SACR14-00034 DOC

V.
ORDER RE TRANSFER PURSUANT TO
Michael D Drobot, GENERAL ORDER 08-05
DEFENDANT(S}- (Related Criminal Case)
CONSENT
I hereby consent to the 'transfer of the above-entitled ca&ﬁ:y calpndar, ; bral Order 08-05.
H.01-1H _ Dsephinl X
Date United'States [District Twige”
DECLINATION

I hereby decline to transfer the above-entitled case to my calendar for the reasons set forth below:

Date - United States District Judge

REASON FOR TRANSFER AS INDICATED BY COUNSEL

Case _SACR12-00023 JLS and the present case:

&A. Arse out of the seme conspiracy, common scheme, (ransaction, series of transactions or evens; or
OB. Involve one or more defendants in common, and would entail substantial duplication of labor in pretrial,
trial or sentencing proceedings if heard by different judges.

Notice to Counse! from Clerk

On all documents subsequently filed in this case, please substitute the initials JLS after the case
number in place of the initials of the prior judge, so that the case number will read SACR14-00034 JL.S

This is very important because traditionally filed documents are routed to the assigned judge by means of these Initials.

Traditionally filed subsequent documents must be filed at the: O Western o Southern [ Eastern Division.
Failure to file at the proper location will result in your documents being returned to you.

cc: OPSALA (0 PSASA DO PSAED DUSMLA QUSMSA UTUSMED E(Prevlous.fudge of Statistlcs Clerk

CR-59 (12/07) ORDER RE TRANSFER PURSUANT TO GENERAL ORDER 08-05 (Related Criminal Case)
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UNITED STATES DISTRICT COURT
CENTRAL DISTRICT OF CALIFORNIA

CRIMINAL MINUTES - GENERAL

Case No. SACR 14-00034-JLS Date  April 2,2014

Present: The Honorable JOSEPHINE L. STATON, U.S. DISTRICT JUDGE

Interpreter  NONE

Terry Guerrero NONE NOT PRESENT
Deputy Clerk Court Reporter/Recorder Assistant U.S. Attorney
U.S.A. v. Defendant(s): Present Cust. Bond ' Attorneys for Defendants: Present App. Ret.
MICHAEL D, DROBOT NOT X Derelk A. Hahn NOT X
Jeffirey H. Rutherford NOT X
Terree A. Bowers NOT X

Proceedings: (IN CHAMBERS) ORDER ON REASSIGNMENT OF CASE
This case having been transferred to this Court pursuant to General Order 08-05, the following matters
are scheduled. A Status Conference is scheduled for May 16, 2014, at 11:30 a.m., and Jury Trial is scheduled
for May 27, 2014, at 9:00 a.m. Defendant and counsel are ordered to appear at those times.

All hearing dates previously scheduled before Judge Carter are ordered VACATED.

Counsel ate referred to the Court’s Order re Criminal Pre-trial Motions, Trials, and Sentencing, located
on the Court’s website, Judges’ Procedures and Schedules.

Initiats of Deputy Clertk  tg

cc: PSA

CR-11{10/08) CRIMINAL MINUTES - GENERAL Page 1 of |
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€?§P,§g4~qql(_)00%})‘g_§,} Document 18 Filed 03/31/14 Pa

~"FLED.
Avend Tox LLP :QL’ERK,ff?s%'?s%%g{' (!%IUET
" ){ :
855 West, 6 574

AR 31 20
Los /fnv-;a/as, C4 90613 ‘

UNITED STATES DISTRICT COURT {87 - Do RICT OF CATEORNIA
CENTRAL DISTRICT OF CALIFORNIA i .
(

K

United States of America CASE NUMBER

PLAINTIEF SACR 14~ 0003Y

v,

DESIGNATION AND APPEARANCE OF COUNSEL

}%‘céae/ D Dabst DEFENDANT(S).

DESIGNATION OF COUNSEL

§, the undersigned defendant in the above-mimbered case, hereby designate and appoint

Jecrce A Bowers ___, Esquire, as my attorney to appear for
me throughout all proceedings in this case. ‘ )
3/3:/20/7' //Qjﬁ‘/
Date Defendan 's Signature

Samte _Ana, CA

City and Srate

APPEARANCE OF COUNSEL

I, Terree A, Bowers Attorney at law duly admitted to
practice before the United States District Court for the Central District of California, heroby consent to my designation and

appointmeit as counsel for the above-named defendant, The Clerk is therefore requested to enter my appearance as
defendant's counsel,

Receipt is hereby acknowledged of a copy of the Indictment or Information in this case.

3/3//20."/ 29, K

Date Attorney’s Signature _
323359 555 West 5 54
California State Bar Number Stroet Adedress

bos_Ang eles, CA 70013

City, Sterte, Zip Céxle

2/3-9Y3 ~7573 2/3-629-7%0/

Teloplione Nuntber Fox Number
BoweRs . TERREE & ARENTEFOY, o
E-mal Address

Cit-14 (01207) DESIGNATION AND APPEARANCE QF COUNSEL
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UNITED STATES DISTRICT COURT

FOR THE CENTRAL DISTRICT OF CALIFORNIA

. October 2012 Gran&t ﬁ{ . :
UNITED STATES OF AMERICA, CR No. 14 4 = O ‘g 03

Plaintiff, INDICTMENT
V. [18 U.S.C. § 1341: Mail Fraud; 18
U.S.C. § 1343: Wire Fraud; 18
RONALD S. CALDERON and U.3.C. § 1346: Honest Services
THOMAS M. CALDERON, Fraud; 18 U.S.C. § 666: Bribery
Concerning Programs Receiving
Defendants. Federal Funds; 18 U.S.C.
§ 1956(h): Conspiracy to Commit
Mcney Laundering; 18 U.S.C.
§ 1956(a) (1) (B) (1) : Money
Laundering; 26 U.S.C. § 7206(2):
Aiding in the Filing of False Tax
Return} .
The Grand Jury charges:
INTRODUCTORY ALLEGATIONS
At all times relevant to this Indictment:
A, RELEVANT PERSONS AND ENTITIES

1. Defendant RONALD S. CALDERCON was an elected California
State Senator who owed a fiduciary duty and a duty of honest

services to the citizens of California, including his

DMM : dmm
MEJ:mej
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constituents in the 30th Senate District, which included, among
others, the cities of Bell, Bell Gardens, Commerce, Cudahy,
Montebello, Norwalk, Pico Rivera, Santa Fe Springs, and
Whittier.

2. Defendant THOMAS M. CALDERON was defendant RONALD §S.
CALDERON’ s brother and a former California State Assemblymen for
the 58th Assembly District, which included, among others, the
cities of Montebello, Norwalk, and Whittier.

3. The Calderon Group Incorporated {(“the Calderon Group”)
was a privately—owned consulting company founded by defendant
THOMAS_M. CALDERON after he left the California State Assembly
in 2002.

4. Californians for Diversity was a tax-exempt public
benefit corporation under Title 26, United States Code, Section
501(c) (4), for which defendant THOMAS M. CALDERON served as
Chief Executive Officer and President.

5. Michael D. Drobot (“Drobot”) owned and/or operated
Pacific Hospital of Long Beach (“Pacific Hospital”) from in or
around 1997 to in or around October 2013. Pacific Hospital was
a hospital located in Long Beach, California, specializing in
surgeries, particularly spinal and orthopedic surgeries.

6. UC-1 was an undercover agent for the Federal Bureau of
Investigation (“FBI”) who held himself out to defendant RONALD
S. CALDERON, defendant THOMAS M. CALDERON, and others as the
owner of an independent film studio in Los Angeles, California.

7. UC-2 was an undercover agent for the FBI who held

herself out to defendant RONALD S. CALDERON, defendant THOMAS M.

CALDERON, and others as UC-1's girlfriend.

-2 -
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‘ 8. UC-3 was an undercover agent for the FBI who held
himself out to defendant RONALD S. CALDERON, defendant THOMAS M.
CALDERON, and others as the owner of an entertainment company in
Florida and an investor in UC-1’s independent film studio.

B. THE CALIFORNIA LEGISLATURE

9. The California State Senate (the “Senate”) was one éf
two legislative bodies in the California State Legislature. The
Senate was comprised of approximately 40 elected representatives
(“Senators”).

10. Senators were agents of California, a government that
received more than $10,000 per fiscal year in funds from the |
United States in the form of grants, contracts, subsidies,
loans, guarantees, insurance, and other forms of federal
assistance.

11. Senators, in their official capacity, would.
customarily: (1) draft and vote on legislation; {2) meet with
other public officials and their staff to discuss legislation;
(3) issue press releases, letters of support, and other public
statements indicating their position on legislation; and (4)
hire staff members whose salaries were paid for by tHe State of
California to assist them in their responsibilities as Senators.

C. RELEVANT LEGISLATION

12. Pursuant to California law, California’s Workers’
Compensation System (“CWCS”) required California employers to
provide workers’ compensation benefits to employees who were
injured in the course of their employment. |

13. Before January 2013, California law, in a provision

referred to herein as the “spinal pass~-through,” allowed a

-3 -
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hospital to bill the cost of mediéal hardware separately from
the other costs of a surgery, such as the hospital’s and
surgeon’s services, the reimbursement rates of which were set by
a fee schedule. The hardware was considered a pass-through cost
and billing was limited to $250 over what the hospital paid for
the hardware. |

14, Between January 2010 and BAugust 2012, the California
Senate and the Division of Workers’ Compensation, an agency
within the CWCS system, took several steps designed to modify or
eliminate the spinal pass-through. This was due, in part, to
studies thét showed eliminating the spinal pass—through could
result in savings of as much as $60 million to California
taxpayers.

15. By January 2013, California law was changed to
eliminate the spinal'pass—through; subsequently, reimbursement
for all costs of a surgery was limited to a fee schedule.

16. Pursuant to California law, in a provision referred to
herein as the “film tax credit,” producers of certain
independent films and qualified motion pictures in California
were entitled to receive a state tax credit for certain
expenditures. The film tax credit defined independent films as
motion pictures with a minimum budget of $1,000,000 and a
maximum budget of $10,000,000 that were produced by certain

individuals and companies.

17. Pursuant to California law, Senators were regquired to
file Statements of Economic Interests and similar forms with the
California Fair Political Practices Commission, wherein they

disclosed, among other things, certain income, gifts, loans, and

_4..
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travel they had received, 'as well as certain payments they had
requested, solicited, or suggested be made to third parties.

18. These Introduétory Allegations are hereby incorporated
by reference into each count of this Indictment as though set

forth fully therein.
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COUNTS ONE THROUGH TEN
(18 U.S.C. §§ 1341, 1343, 1346]

a, THE SCHEME TO DEFRAUD

Beginning on a date unknown to the Grand Jury and
continuing through on or about May 4, 2013, in Los Angeles
County, within the Central District of California,.and
elsewhere, defendant RONALD 8. CALDERON, together with others
known and unknown to the Grand Jury, knowingly and with intent
to defraud, devised, participated in, and executed a scheme to
defraud the citizens of the State of California of their fight
to the honest services of thelr elected officials through
bribery and kickbacké, and the concealment of material
information, which scheme is described further below.

B. MEANS AND METHODS OF THE SCHEME TO DEFRAUD
Defendant RONALD S. CALDERON, together with others known

and unknown to the Grand Jury, defrauded the citizens of the
State of California by the following means and methods:

1. Defendant RONALD S. CALDERON would seek and accept
bribes and kickbacks in the form of financial benefits and
payments to himself, his children, and to Californians for

Diversity and the Calderon Group.

2. Defendant RONALD S. CALDERON woﬁld perform official
acts favorable to the individuals paying him bribes and
kickbacks, including introducing and supporting legislation on
their behalf, and seeking ;he support of other public officials

and their staff for such legislation.

3. Defendant RONALD S. CALDERON would disclose some of

the official acts he had performed on behalf of co-schemers

-6 -
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praying him bribes to induce others to continue paying him
bribes.

q, Defendant RONALD S. CALDERON would take steps to
disguise, conceal, and cover up the bribe payments he was
receiving and, in several instances, the official acts he had
performed in exchange for the bribe payments.

Bribes Involving the Spinal Pass-Through

5. Defendant RONALD S. CALDERCN would solicit and accept
benefits, such as employment for his son, trips on privately-
chartered airplanes, golf at exclusive, high-end golf resorts,
and meals at.expensive restaurants, from Drobot with the
understanding that such benefits were to influence, and in
exchange for, defendant RONALD S. CALDERON’s official acts in
connection with the spinal pass-through and worker’s
compensation legislation and regulation.

6. Defendant RONALD S. CALDERON would solicit Drobot
to hire defendant RONALD S. CALDERON’s son at one or more of
Drobot’s companies during the summers of 2010, 2011, and 2012,
and to pay defendant RONALD S. CALDERON’s son approximately
$10,000 per summer.

7. Drobot would agree to hire defendant RONALD S.
CALDERON’s son to perform clerical duties at one or more of
Drobot’s companies during the summers of 2010, 2011, and 2012,
and cause defendant RONALD S. CALDERON’s son to be paid
approximately $10,000 per summer, or approximately $30,000
total, for approximately 15 days of work per summer, which

payments were disbursed on or about the following dates:
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DATE | AMOUNT
7/13/2010 $10,000
7/11/2011 $5,000
8/16/2011 $5,000
7/13/2012 $1,490,95
7/27/2012 $1,480.,95
8/02/2012 $7,018.10

8. Defendant RONALD S. CALDERON would perform official
acts favorable to Drobot in connection with the spinal pass-
through and worker’s compensatioﬁ legislation and regulation.

9. Defendant RONALD S. CALDERON would communicate with
other public officials and their staff and attempt to convince
them to take action favorable to Drobot in connection with the
spinal pass-through and worker’s compensation legislation and
regulation. For example:

a. In or about February 2010, defendant RONALD S.
CALDERON met with Drobot in or around Sacramento, California and
solicited Drobot to hire defendant RONALD S. CALDERON’s son for
the next several summers and to pay him $10,000 per summer, so
that defendant RONALD S. CALDERON’s son would have enough money
to pay his college tuition.

b. In or ébout April 2010, defendant RONALD S.
CALDERCN met with a Director at the Division of Workers’
Compensation and discussed the negative impact that proposed
regulations would have on Pacific Hospital and other hospitals.

c. On or about February 18, 2011, defendant RONALD

S. CALDERON met with Senator A and requested that Senator A
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introduce legislation in the Senate favorable to Drobot and
Pacific Hospital (“Bill #1~).

d. On or about March 5, 2011, defendant RONALD §.
CALDERON wrote an email to Senator B, discussing the importance
of the spinal pass-through and worker’s compensation legislation

and regulation.

e, On or about June 12, 2012, defendant RONALD S.
CALDERON and Drobot met with Senator C and discussed the
negative impact Senator C’s proposed legislation would have on
Pacific Hospital and other hospitals (“Bill #2").

Bribes Involving the Film Tax Credit

10. Defendant RONALD S. CALDERON would solicit and accept
financial benefits, such as trips to Las Vegas, meals, and
employment for his daughter, from UC-1 and UC-3 with the
understanding that such benefits were to influence, and in
exchange for, defendant RONALD S. CALDERON’s official acts in
connection with the film tax credit.

11. Defendant RONALD S. CALDERON would negotiate the terms
of his daughter’s employment with UC-1 and UC-3, including that
they were under no obligation to continue paying his daughter if
defendant RONALD S. CALDERON did not “deliver” on his support

for the film tax credit.

12, Deféndant RONALD S. CALDERON would cause UC-1 and UC-3
to pay his daughter multiple payments of $3,000 or more under
what purported to be a “Studio Services Agreement,” even though
defendant RONALD S. CALDERON knew his daughter was not expected
to perform any work under the purported agreement and that the

payments of $3,000 or more were to influence, and in exchange

-9 -
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for, defendant RONALD S. CALDERON’s official acts in connecticn

with the film tax credit.

13. Defendant RONALD S. CALDERON would cause UC-1 and UC-3
to make the payments of $3,000 or more, which totaled
approximately $39,000, on or about the following dates, in the

following approximate disbursements:

DATE AMOUNT
771972012 $3,000
8/01/2012 §3,000
"9/08/2012 53,000
9/2872012 §3,000
11/01/2012 $3,000
1270172012 53,000
1/01/2013 $3,000
270272013 $3,000
3/02/2013 $3,000
372772013 ~ 53,000
471872013 $9,000

14. Defendant RONALD S. CALDERON would inform UC-1 of the
official acts he had performed on behalf of Drobot in connection
with the spinal passfthrough and worker’s compensation
legislation and regulation to induce UC-1 to continue making
bribe payments in connection with the film tax credit.

15. Defendant RONALD S. CALDERON would perform
official acts favorable to UC—l.and UC-3 in connection with the
film tax credit. For example:

a. On or about September 12, 2012, defendant RONALD
S. CALDERON signed a letter in his capacity as a Senator
expressing his support for amending the film tax credit to lower

the threshold for independent films from $1 million to $750,000.

- 10 -




10
11
12
13
14
15
1o
17
18
19
20
21
22
23
24
25
26
27

28

b. On or about October 25, 2012, defendant RONALD S.
CALDERON met with Senator B to discuss the benefits of lowering
the film tax credit threshold for independent films below $1
million.

c. On or about February 19, 2013, defendant RONALD
S. CALDERON caused legislation to be introduced in the Senate,
which he intended to use as a vehicle to create a Separate tax
credit for independent filmmakers with budgets below $1 million.

d. On or about April 24, 2013, defendant RONALD S.
CALDERON met with Senator C to discuss legislation that would
create a separate tax credit for independent filmmakers and
producers of commercials with budgets below $1 million.

Bribes Involving the Hiring of UC-2

16. Defendant RONALD S. CALDERON would solicit and accept
benefits, including money towards his son’s college tuition and
a large financial contribution to Californians foi Diversity,
from UC-1 with the understanding that such benefits were to
influence, and in exchange for, defendant RONALD S. CALDERON’s
official acts in connection with hiring UC-2 to defendant RONALD
S. CALDERON’s Senate staff. |

17. Defendant RONALD S. CALDERON would solicit and accept
a $5,000 payment towards his son’s college tuition from UC-1.

18. Defendant RONALD S. CALDERON would direct UC~1 to make
a $25,000 payment to Californians for Diversity after explaining
to UC-1 that defendant RONALD S. CALDERON and Thomas M. Calderon
intended to use that money to pay themselves.

19. Defendant RONALD S. CALDERON would perform official
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acts favorable to UC-1 and UC~2 in connection with the hiring of
UC-2 to defendant RONALD S. CALDERON’s Senate staff. For

example:

a. On or about January 11, 2013, defendant RONALD S.
CALDERON sought Senator A’s approval teo hire UC-2 as a member of

defendant RONALD S. CALDERON’s Senate staff.

b. On or about January 16, 2013, defendant RONALD S.
CALDERON requested the Secretary of the Senate to hire UC-2 as a
member of defendant RONALD S. CALDERON’s Senate staff.

The Concealment of Material Information

20. Defendant RONALD S. CALDERON would take steps to
conceal and disguise the bribe payments he received and, in
several instances, the official acts he performed in exchange

for the bribe payments. For example:

a. In or about February 2011, defendant RONALD S.

‘CALDERON had Senator A introduce Bill #1 in the Senate to

conceal from the citizens of California that defendant RONALD S.
CALDERON was a main proponent of legislation favorable to
Drobot.

b. On or about September 12, 2012, defendant RONALD
S. CALDERON signed an official letter indicating his support for
lowering the threshold for independent films from $1 million to
$750,000, knowing the letter was addressed to a fictitious

organization, to conceal from the citizens of California that

‘the letter was written at the request, and for the benefit, of

uc-1.
c. On or about January 16, 2013, defendant RONALD S.

CALDERON falsely claimed that he was hiring UC-2 to service the
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new communities in his Senate district to conceal from the
citizens of California that UC-2 was actually being hired at the
request, and for the benefit, of UC-1.

d. On‘or about February 14, 2013, defendant RONALD
S. CALDERON failed to disclose to the California Fair Political
Practices Commission that he had directed UC~1 to make a $25,000
contribution to Californians for Diversity to conceal from the
citizens of California the fact that the payment was made at his
behest.

e.  On or about March 1, 2013, defendant RONALD S.
CALDERON caused a false Statement of Economic Interest,
California Form 700, to be submitted to the California Fair
Political Practices Commission, which failed to disclose certain
gifts, travel, and money defendant RONALD S. CALDERON had
received from Drobot and UC-1 during 2012.

C. THE USE OF WIRES

On or about the dates set forth below, within the Central
District of California and elsewhere, defendant RONALD S,
CALDERON, for the purpose of executing the above-described
scheme to defraud, caused the transmission of the following
items by means of wire and radio communication in interstate and
foreign commerce:

//
//
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COUNT

DATE

ITEM WIRED

ONE

€/18/2012

An email from defendant RONALD §S.
CALDERON’s America Online email account
to Drobot’s email account at Pacific
Hospital regarding when and how much
money defendant RONALD S. CALDERON’Ss son
should be paid by Drobot ‘

TWO

6/28/2012

An email from defendant RONALD S.
CALDERON’s America Online email account
to Drobot’s email account at Pacific
Hospital regarding when and how much
money defendant RONALD S. CALDERON’s son
should be paid by Drobot ‘

D. THE USE OF THE MAIL

On or about the dates set forth below, within the Central

District of California and elsewhere, defendant RONALD S.

CALDERON, for the purpose of executing the above-described

scheme to defraud, caused the following items to be placed in an

authorized depository for mail matter to be sent and delivered

by the United States Postal Service according to the directions

thereon:

COUNT

DATE

ITEM MAILED

“THREE

7/20/2012

Envelope addressed to what was
represented to be UC-1’s independent
film studio in Los Angeles, California,
containing a “Studio Services Agreement”
signed by defendant RONALD S. CALDERON’Ss
daughter and UC-1

FOUR

8/12/2012

Envelope addressed to defendant RONALD
S. CALDERCN at his home address
containing a $3,000 check payable to
defendant RONALD S. CALDERON’s daughter

FIVE

9/28/2012

Envelope addressed to defendant RONALD
S. CALDERON at his home address
containing a $3,000 check payable to
defendant RONALD 5. CALDERON’s daughter

- 14 -




10
11
12
13
14

15

16
17
18
19
20
21
22
23
24
25
26
27
28

COUNT

DATE

ITEM MAILED

SIX

1/03/2013

Envelope addressed to defendant RONALD
S. CALDERON at his home address
containing a $3,000 check payable to
defendant RONALD S. CALDERON’s daughter

SEVEN

1/15/2013

Envelope addressed to Californians for
Diversity in Covina, California,
containing a $25,000 check payable to
Californians for Diversity

EIGHT

2/05/2013

Envelope addressed to defendant RONALD
S. CALDERON at his home address
containing a $3,000 check payable to
defendant RONALD S. CALDERON’s daughter

NINE

2/27/2013

Envelope addressed to UC-2's mailing
address in Los Angeles, California,
containing a Senate Benefits Package

TEN

3/01/2013

Envelope addressed to defendant RONALD
5, CALDERON at his home address
containing a $3,000 check payable to
defendant RONALD S. CALDERON’s daughter
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COUNT ELEVEN
[18 U.S.C. § 666(a) (1) (B)]

Cn or about July 13, 2010, in Los Angeles County, within
the Central District of California, and elsewhere, defendant
RONALD S. CALDERON, an agent of the State of California, a state
government that received in any one-year period benefits in
excess of $10,000 under a Federal program, corruptly solicited
and demanded for the benefit of a person, and accepted and
agreed to accept, something of value from a person, intending to
be influenced and rewarded in connection with a business,
transaction, and series of transactions of the State of
California having a value of $5,000 or more. Specifically,
defendant RONALD>S. CALDERON solicited, demanded, accepted, and
agreed to accept from Michael D. Drobot employment for defendant
RONALD S. CALDERON’s son, inteﬁding to be influenced and
rewarded in connection with supporting the spinal pass-through

and worker’s compensation legislation and requlation.
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COUNT TWELVE
[18 U.S.C. § 666(a) (1) (B)]
Between on or about July 20, 2011 and on or about August

16, 2011, in Los Angeles County, within the Central District of

California, and elsewhere, defendant RONALD S. CALDERON, an

agent of the State of California, a state government that
received in any one-year period benefits in excess of 510,000
under a Federal program, corruptly solicited and demandea for
the benefit of a person, and accepted énd agreed to accept,
something of value from a person, intending to be influenced and
rewarded in connection with a business, transaction, and series
of transactions of the State of California having a value of
$5,000 or more. Specifically, defendant RONALD S. CALDERON
solicited, demanded, accepted, and agreed to accept from Michael
D. Drobot employment for defendant RONALD S. CALDERON’S son,
intending to be influenced and rewarded in connection with

supporting the spinal pass-through and worker’s compensation

legislation and regqulation.
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COUNT THIRTEEN
[18 U.S.C. § 666(a) (1) (B)]

Between on or about June 18, 2012 and on or about August
14, 2012, in Los Angeles County, within the Central District of
California, and elsewhere, defendant RONALD S. CALDERON, an
agent of the State of California, a state government that
received in ény one-year period benefits in excess of $10, 000
under a Federal program, coiruptly solicited and demanded for
the benefit of a person, and accepted and agreed to accept,
something of value from a person, intending to be influenced and
rewarded in connection with a business, transaction, and éeries
of transattions of the State of California ﬁaving a value of
55,000 or more. Specifically, defendant RONALD S. CALDERON
solicited, demanded, accepted, and agreed to accept from Michael
D. Drobot employment for defendant RONALD S. CALDERON’s son,
intending to be influenced and rewarded in connection with
supporting the spinal pass—through and worker’s compensation

legislation and regulation.
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COUNT FOURTEEN
[18 U.S.C. § 666(a) (1) (B)]

Between on or about February 24, 2012 and on or about May
4, 2013, in Los Angeles County, within the Central District of
California, and elsewhere, defendant RONALD S. CALDERON, an
agent of the State of California, a state government that
received in any one-year period benefits in excess of $10,000
under a Federal program, corruptly solicited and demanded for
the beﬁefit of a person, and accepted and agreed to accept,
something of value from a person, intending to be influenced and
rewarded in connection with a business, transaction, and series
of transactions of the State of Caiifornia having a value of
$5,000 or more. Specifically, defendant RONALD S. CALDERON
solicited, demanded, accepted, and agreed to accept from UC-1
and UC-3, money, employment for defendant RONALD S. CALDERON’S
daughter, and other financial benefits, intending to be

influenced and rewarded in connection with the Film tax credit

legislation and the hiring of UC-2 to a Senate staff position.
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COUNT FIFTEEN
[18 U.5.C. § 1956(h)]

A. THE OBJECT OF THE CONSPIRACY

Between in or about January 2013 and on or about May 4,
2013, in Los Angeles County, within the Central District of
California, and elsewhere, defendants RONALD S. CALDERON, THOMAS
M. CALDERON, unindicted coconspiratof #1, and others known and
unknown to.the Grand Jury, knowingly conspired and agreed with
each other to conduct financial transactions affecting
interstate commerce involving the proceeds of specified unlawful
activity, nameiy, bribery, knowing that the property involved in
the transactions represented the proceeds of some form of
unlawful activity, and knewing that the transactions were
designed, in whole and in part, to conceal and disguise the
nature, the location, the source, the ownership, and the control
of said proceeds, in violation of Title 18, United States Code,
Section 1956(a) (1) (B) (i).

B. THE MANNER AND MEANS OF THE CONSPIRACY

The object of the conspiracy was carried out, and to be

carried out, in substance, as follows:

1. Defendant RONALD S. CALDERON would sclicit and accept
bribes and kickbacks from UC~1 and UC-3.

2, Defendant RONALD S. CALDERON would direct UC-1 and UC-
3 to make bribe payments to Californians for Diversity and the
Calderon Group, two entities over which defendant THCOMAS M.

CALDERON had financial control.

3. Defendant THOMAS M. CALDERON would use the bribe

payments made by UC-1 and UC-3 to engage in monetary
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transactions at financial institutions, including California
Bank and Truét and Camino Federal Credit Union, designed to
conceal and disguise the nature, location, source, ownership,
and control of the bribe payments.

C. OVERT ACTS

In furtherance of the conspiracy, and to accomplish its
object, defendants RONALD S. CALDERON,‘THOMAS M. CALDERON,
unindicted coconspirator #1, and others known and unknownvto the
Grand Jury, committed and willfully caused others to commit the
following overt acts, among others, in the Central District of

California and elsewhere:

Overt Act No. 1: On or about January 11, 2013, defendant

RONALD S. CALDERCON directed UC-1 to maké a contribution of

approximately $25,000 to Californians for Diversity, an entity

over which defendant THOMAS M. CALDERON had financial control.

Overt Act No. 2: On or about January 22, 2013, defendant

THOMAS M. CALDERON caused Californians for Diversity to issue a

payment of $6,500 to the Calderon Group.
Overt Act No. 3: On or about January 23, 2013, defendant

THOMAS M. CALDERON caused a $6,500 check from Californians for
Diversity to be deposited into the Calderon Group credit union
account at Camino Federal Credit Union (XXX53-9).

Overt Act No. 4: On or about February 28, 2013, defendant

THOMAS M. CALDERON caused a $6,500 check from Californians for
Diversity to be deposited into the Calderon Group credit union
account at Camino Federal Credit Union (XXX53-9).

Overt Act No. 5: On or about March 14, 2013, defendant

THOMAS M. CALDERON caused a transfer of approximately $700 from
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his personal credit union account to defendant RONALD S.
CALDERCN’s credit union account at Camino Federal Credit Union

(XXX56-9).
Overt Act No. 6: On or about March 29, 2013, defendant

RONALD S. CALDERON spoke with defendant THOMAS M. CALDERON over
the telephone and asked defendant THOMAS M. CALDERON how much
more money defendant THOMAS M. CALDERON could draw from
Californians for Diversity “without drawing too much attention.”

Overt Act No. 7: On or about April 4, 2013, defendant

RONALD S. CALDERON spoke with unindicted coconspirator #1 over
the telephone and discussed ways of getting money from UC-3 to
defendant RONALD S. CALDERON, including using defendant THOMAS

M. CALDERON to “funnel” the money.
Cvert Act No. 8: On or about April 11, 2013, defendant

THOMAS M. CALDERON caused a $6,500 check from Californians for
Diversity to be deposited into the Calderon Group credit union
account at Camino Federal Credit Union (XXX53-9).

Overt Act No. 9: On or about April 12, 2013, defendant

THOMAS M. CALDERON caused a transfer of approximately $7, 000
from the Calderon Group credit union account at Camino Federal
Credit Union (XXX53-9) to defendant THOMAS M. CALDERON’s
personal credit union account at Camino Federal Credit Union

(XXX91-9) .
Overt Act No. 10: On or about April 12, 2013, defendant

THOMAS M. CALDERON caused a withdrawal of approximately $9,900

in cash from his personal credit union account at Camino Federal

Credit Union (XXX91-9),.
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Overt Act No. 11: On or about April 12, 2013, defendant

RONALD S. CALDERON spoke with defendant THOMAS M. CALDERON over
the telephone and told defendant THOMAS M. CALDERON that he had
“closed the deal” with UC~3 and that UC-3 had agreed to send
future bribe payments through defendant THOMAS M.'CALDERON’S

company, the Calderon Group.

Cvert Act No. 12: On or about April 12, 2013, defendant

‘RONALD S. CALDERON spoke with defendant THOMAS M. CALDERON over

the telephone and discussed meeting later that day so defendant
THOMAS M. CALDERON could give defendant RONALD S. CALDERON
“half” of the money defendant RONALD S. CALDERON was to receive
from defendant THOMAS M. CALDERON.

Overt Act No. 13: On or about April 16, 2013, defendant

THOMAS M. CALDERON instructed UC-3 to send a check for $30,000
to the Calderon Group via United States mail, which defendant
THOMAS M. CALDERON knew included $9,000 in bribe payments to
defendant RONALD S. CALDERON’s daughter,

Overt Act No. 14: On or about April 29, 2013, defendant

THOMAS M.,CALDERON caused the $30,000 check from UC-3 to be
deposited into the Calderon Group’s credit union account at

Camino Federal Credit Union (XXX53-9),

Overt Act No. 15: On or about April 29, 2013, defendant

THOMAS M. CALDERON caused a $9,000 check from the Calderon Group
credit unien account at Camino Federal Credit Union (XXX53-9) to

be issued to defendant RONALD S. CALDERON’Ss daughter.
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COUNTS SIXTEEN THROUGH TWENTY-TWO
[18 U.5.C. § 1956(a) (1) (B) (1)}

On or about the following dates, in Los Angeles County,
within the Central District of California, and elsewhere,
defendants RONALD S, CALDERON, THOMAS M. CALDERbN, and others
known and unknown to the Grand Jury, knowing that the property
involved in each of the financial transactions described below
represented the'proceeds of some form of unlawful activity,
knowingly conducted and attempted to conduct, the following
financial transactions affecting interstate commerce, which
transactions, in fact, involved the proceeds of specified
unlawful activity, namely, bribery, knowing that each of the
transactions was designed in whole and in part te conceal and
disguise the ﬁature, location, source, ownership, and contrecl of

the proceeds of such specified unlawful activity:

COUNT DATE FINANCIAL TRANSACTION

SIXTEEN 1/23/2013 | The deposit of a check issued from
Californians for Diversity’s bank
account for approximately $6,500 into
the Calderon Group credit union
account at Camino Federal Credit Union

(XXX53-9)

SEVENTEEN 2/28/2013 | The deposit of a check issued from
Californians for Diversity’s bank at
California Bank and Trust for
approximately $6,500 into the Calderon
Group credit union account at Camino
Federal Credit Union (XXX53-9)

EIGHTEEN 3/14/2013 | The transfer of approximately $700
from defendant THOMAS M. CALDERON’Ss
perscnal credit union account at
Camino Federal Credit Union ({XXX91-9)
to defendant RONALD S. CALDERON's
personal credit union account at
Camino Federal Credit Union (XXX56-9)
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COUNT

DATE

FINANCIAL TRANSACTION

NINETEEN

4/11/2013

The deposit of a check issued from
Californians for Diversity’s bank
account at California Bank and Trust
for approximately $6,500 into the
Calderon Group credit union account at
Camino Federal Credit Union (XXX53-9)

TWENTY

4/12/2013

The transfer of approximately $7,000
from the Calderon Group bank account
at Camino Federal Credit Union (XXX53-
9) to defendant THOMAS M. CALDERON’s
personal credit union account at
Camino Federal Credit Union (XXX91-9)

TWENTY-ONE

4/12/2013

The withdrawal of approximately $9, 900
in cash from defendant THOMAS M.
CALDERON’s personal credit union
account at Camino Federal Credit Union
(XXX91-9).

TWENTY-TWO

4/29/2013

The issuance of a check for
approximately $9,000 from the Calderon
Group bank account at Camino Federal
Credit Union (XXX53-9) made payable to
defendant RONALD S. CALDERON’ s
daughter.
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COUNT TWENTY-THREE
[26 U.S.C. § 7206(2)]

On or about March 28, 2011, in Los Angeles County, within
the Central District of California, and elsewhere, defendant
RONALD S. CALDERON willfully aided and assisted in, and
procured, counseled, and advised the preparation and
presentation of a United States Individual Income Tax Return,
Form 1040, to the Internal Revenue Service, for defendant RONALD
S. CALDERON's son as to the 2010 tax year, which was_false and
fraudulent as to material matters, in that it falsely claimed
approximately $6,826 in business expense deductions from the
$10,000 defendant RONALD S. CALDERON’S son received through his
summer employment with International Implants Incorporated, one
of Michael D. Drobot’s qompanies, when, in fact, as defendant
RONALD S. CALDERON well knew, his son had not incurred said

amount of business expenses.
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COUNT TWENTY-FQUR
~[26 U.S8.C. § 7206(2)]

On or about April 4, 2012, in Los Angeles County, within
the Central District of California, and elsewhere, defendant
RONALD S. CALDERON willfully aided and assisted in, and
procured, counseled, and advised the preparation and
presentation of a United States Individual Income Tax Return,
Form 1040, to the Internal Revenue Service, for defendant RONALD
S. CALDERON’s son as to the 2011 tax year, which was false and
fraudulent as to material matters, in that it falsely claimed
approximately $6,805 in business expense deductions from the

$10,000 defendant RONALD S. CALDERON’s son received through his

l/
l/
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summer employment with International Implants Incorporated, on
of Michael D. Drobot’s companies, when, in fact, as defendant

RONALD S. CALDERON well knew, his son had not incurred said

amount of business expenses.

A TRUE BILL

Foreperson

ANDRE BIROTTE JR.
United States Attorney
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Chief, Public Corruption & Civil Rights

Section
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HAWAIIAN GARDENS, Calif. —Consuelo Solorio, a middle-aged tomato-cannery
employee, traveled three hours from her home in the San Joaquin Valley to have spine
surgery here for an injury fror tumbling off a ladder.

Her deslination was Tri-City Regional
Medical Cenler, a hospital that has
developed a thriving business doing back
surgery on workers' compensation

patients. Popular Now What's This?
1t built up this business rapidly. For an ARTIGLES

operation known as spinal fusion, which 1 Rules for & Happy

joins two or more vertebrae, the small Life

hospital billed workers’ compensation
insurers $65 million in 2010, up from less
than $3 million three years earlier, state
hospital discharge dala show.

2 Opinion: The

Helping spur the business was Paul ggg;ﬁﬁl‘ﬁfg“cs
Richard Randall, 2 consultant to whom Democrats' zo14
Tri-City has paid miftions of dollars In Troubles

marketing fees. According to peaple
familiar with his role, it was twofold: . e e

7 bringing surgery cases to the hospital by 3 Iupact of Climate
. " c WAL
Paul Richard Randa Darin Rogers recruiting surgeons to operate there, and Sl‘lg“gz‘f; ?’};ia‘;%

supplying melal implants for the surgeries
through dislributorships he owned.

The U.S. altorney in Los Angeles has investigaled Mr. Randall's practlices. By last . .
August, faderal prosecutors had prepared a charge that, if filed in court, would accuse 4 m‘f;cl?ﬁsef%lil::; on
him of conspiring to inflate the cost of spinal-surgery hardware and use part of the Need for Low Rates
proceeds to pay kickbacks to doctors o refer workers' compensation patients for

surgeries at Tri-Cily, according to a copy of the charga reviewad by The Wali Street

Journal. . e
| 5 Opinion:
Nr. Randall said he is just one of a dozen Immigration

| Spinat Fuslons ol et Reform Is o Moxral
E See stalistics for the lop 20 Caffocnta hospitels ranked spinakimplant distributors in the L.Os Imperative

g by tha number of apinal fuskns performed on injurad Angeles area who mark up the price of the

3’ vrorkers ftom 2008 twough 2010. surgical hardware they provide to

hospitals, and "there's nothing illegal about

§ what m doing, my lawyer tells me." As for VIDEO - i1
the kickback allegation, “that's not true," 1 g‘;sc?ggn‘f;‘;;°;‘lg;

Mr. Randall said. Doesn't Work




The U.S. atlorney’s office declined to
comment. The slatus of its investigation is
unclear. Alawyer for Mr. Randall said no
charges have been filed against his client.
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An official of Tri-Cily said the hospital
ended ils relationship with Mr. Randall in
the middle of last year, a few months after
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Aninternal investigation involving various issues at the hospital is under way, a review
that a hospital lax filing said has found numerous "improprieties.”

A lawyer who s conducling the inlernal inquiry said the hospital didn't know that Mr.
Randall was inflating the cost of spinal-surgery hardware he sold fo the hospital until late
in 2010, and it never has been aware of any possible kickbacks to doctors. Hospital
officials also said they weren't aivare of any federal investigation of the hospital or Mr.
Randall.

Tri-City, a 107-bed facility just south of Los
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Mr. Randall, 52 years old, an entrepreneur with a colleclion of sports memorabilia and a

yen for gambling, began his career as a hospital marketer in the mid-1980s after serving
a stint in federal prison for racketeering. He was convicled of the felony in 1993 for deals
that involved buying wooden shipping pallets on credit and reseliing them without paying

the original vendors, and was sentenced to a 21-month term.

Alter serving time in the Terminal Island federal correciional facility in Long Beach harbor,
M. Randall went into business with Mchael D. Drobot, the owner of anothsr small
hospital near Tri-City cafled Pacific Hospitat of Long Beach.

A Naval officer in the Vietnam ere, Mr. Drobot bought Pacific in 1997 and shifted ils focus
to spine care for workers' compensation patients, a clientele other hospitals weren't keen
to treat because of bureaucratic and legal headaches of dealing with insurers and
uncertainties about payment.

For a decade, Messrs. Randall and Drobot operated a business that arranged for
magnetic resonance imaging, or MR, services. Mr. Randal! also introduced M, Drohot to
doctors to increase spine-surgery business at Pacific Hospital, according lo a person
with knowledge of the arrangement. Asked about that, Mr. Drobot said through a
spokesman that Mr. Randall introduced "a few" doctors.

He said Mr. Randall was paid $25,000 a manth to run the MRIbusiness plus a share of
profits. For a time, the two men also co-owned a weekend retreat in Bulthead City, Ariz.,
along with a doctor.

Mr. Drobot created several businesses focused on workers' compensation palients: a
van service to shutfle patients, a provider of Spanish interpretation and a distributorship
of metal implants used in back surgery. His hospital becams ons of the most prolific
spine-surgery facilities in California. Between 2001 and 2010, Pacific performed 5,138
spinal-fusion surgeries on workers’ compansation patients, according to state hospital
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discharge data, and billed $533 million for

o
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Through his spokesman, Mr. Drobol sak
the number of surgeries was even higher
than that tally but the money recelved for
them was lower, just $231 million. Insurers
often fight hospitals over billings and end
up paying less.

After a business dispute between the two
men, Nr. Randall in 2008 moved to Tri-
City, a hospital eight miles away that then
focused on bariatric suraery.

Tri-City, which is a nonprofit institution,
paid Mr. Randall more than $3.2 million between 2008 and July 2041 as a business-
development consultant, according to its filings to the Internal Revenue Service and a
hospital lawyer, Mr. Randall recruited soma of the same spine surgeons to Tri-Cily that
he earlier introduced to Mr. Drobot at Pacific, according to a person familiar with the
mattar.

Like Pacific before it, Tri-City soon was doing many more back operations; within three
years, Tri-Cily's billings for spine surgery on workers' compensation palients soared
twentyfold to $65 million. A lawyer for the hospital says amounts actually collected totaled
just $22.5 mitlion.

As Nr. Drobot had done at Pacific, Mr. Randall formed spinal-implant distributorships,
which purchased hardware and resold it fo Tri-City hospital.

California's Workers' Compensation Division permits hospitals to bill separately for spinal
Implants, rather than include their cost in an overall chacge for surgery, as is the case in
the Medicare and Medicald systems.

The California Workers' Compensation lnstitute, an insurers’ group, has eslimated that
separale billing for implants added $55 miflion in costs to the program in 2008. The
workers' compansation division says it is considering modifying the system in a way that
would efiminate the extra costs.

The workers' compensation division doesn't put a kmit on how much a dislributor may
mark up the cost of implants when it sells them to a hospital, although it does restrict
how much a hospital may mark up its own implant cost when it bills an insurance
company,

M. Randall's dis¥ibutorships imposed some steep markups, invoices reveal. invoices for
16 spine surgeries at Tri-City between July 2010 and March 2011 show items for which
suppliers charged Mr. Randall's distributors $328,000, while his distributors charged the
hospital $1.1 million.

The draft charge the U.S. attorney's office prepared last year, but hasn't filed, stated that
in 2010 Mr. Randall submitted to Tri-City an invoice for spinai-surgery hardware that
listed the cost as $42,487, when the actual cost of the hardware bought by the Randall
distributorship was $3,800.

The draft charge further alleged that Mr. Randall conspired to pay chiropractors and
physicians kickbacks of approximately $15,000 lo $20,000 per spinal surgery to refer
workars' compensation patients for operations at Trl-City. It alleged that he "paid the
kickbacks...from his profils on inflating the cost of the spinal surgary hardware" by "2-10
times the actual purchase price."

By August of last year, the federal prosecutors had prepared a proposed plea agreement
for Mr. Randall. Ha said he hasn't signed it.

Kenneth Yood, a lawyer hired by Tri-City’s board in late 2010 to do an Internal




investigation of various matters at the hospital, said that Tri-City isn't aware of any

" possible kickbacks to doctors.

He said Tri-City's board didn't become aware unlil the fali of 2010 that charges for spinal
implants by Mr. Randall's distributor ‘waere arguably excessive." Mr. Yood said lhe
hospital has since made changes "to address several matlars related to vendor-supplied
implants,” including raquiring vendors to attest that they comply with all applicable laws
and regulalions,

M. Yood said his review is examining what he called "highly questionable iransactions” a
former chief executive "caused the hospital to enter into with third-party vendors,
including Paul Randall." The former CEQ, Arthur Gerrick, was removed for misconduct in
April, according {o the hospital's general counsel, Beryl Weiner.

Mr. Gerrick "categorically dsniss* all Tri-City allegations against him, his lawyer sald.

Messrs. Gerrick and Weiner were partners in a company that managed Tri-City for
several years through the end of last year. The nonprofit hospital paid this management
company about $3.4 million a year.

Nr. Weiner said Tri-City ended its relationship with Mr. Randall last summer, after
recelving an anonymous letfer that described his criminal past.

The chairman of Tri-City's board, Brian Walton, said that “over the past three years, the
hospital went through some traumas. As best we can, we've baen trying to clean up the
mass.... Obviously, we could concede that there are things that went on in the past that
could be upsetting."

Ms. Solorio, the tomato-cannery employes, is cne of hundreds of injured workers treated
at Tri-City during those three years.

She worked as a cleaner in a Rio Bravo Tomato Co. cannery in the San Joaquin Valley,
an area home to many Hispanic field workers, Qver the past decads, af least 550
workers from the region had spinal fusions at the two Long Beach-area hospitals M.
Randall was connected with, chiefly at Pacific, according to state discharge data.

Ms. Sotorio lived with her husband, Rafae), and a son in a brown bungalovs around the
corner from a traller park in Shafter, an impoverished town along a stretch of rural
highway. She injured her neck falling off a ladder al work, according to Mr. Solorio, a
Maxican-born ranch hand who speaks little English,

An attorney who handled her workers' compensation claim, William Berry, said he first
referred her to a local chirepractor and then fo a spine surgeon, who, Mr. Berry said,
didn't recommend surgery.

At some point, according to several people familiar with the matter, Ms. Solorio became a
patient of Edward C. Kolpin, a surgeon who operated at both Pacific Hospilal and Tri-
City. Dr. Kolpin scheduled surgery for the 52-year-old worker at Tri-City, which is 150
miles from her home,

The surgery on QOct. 6, 2010, joined four neck vertebrae, in what is known as a three-level
cervical fusion.

State hospital discharge records show Dr. Kolpin used a bone-growth product that
accelerates fusion, called bone morphogenetic protein. The Food and Drug
Administralion approves this substance only for a particular type of surgery of the lower
spine; the FDA warned in 2008 against using it on the neck area because of reporis of
life-threatening tissue swelling that compressed patients' airways.

The day after the surgery, Ms. Solorio experianced difficulty breathing and died. The
surgeon, Br. Kolpin, didn't return calls and text messages seeking comment,

A surgaon who assisted in the surgery, Khalid Ahmed, who also operates at Pacific, said
tha ouicome had nothing to do wilh the surgery, which he described as “well performed "

State hospital discharge data show Tri-City billed $177,138 for Ms. Solorio's surgery. Tri-
City, cifing patient privacy, deciined to comment other than to say it regrels any instances
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"in which patients expire while in the hospital or thereafter."

By August 2011, M. Randall sald, he was back o doing spine-surgery marketing work
for Mr. Drobot at Pacific Hospital of Long Beach,

Mr. Randall said he signed a $100,000-a-month markeling agreement with Mr. Drobot—
technically between Mr. Drobot's spinal-implent distributorship and a Randall marketing
firm—under which M. Randall is to provide services such as "recruiling surgeons to the
medical staff of hospitals that use” implants Me. Drobot distributes. The Journal reviewed
a copy of the purported contract.

Mr. Drobot said through a spokesman that he didn't recall entering inio any such conlract
and that he didn't believe the signature on the document was his.
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the usual sterlle fashion., Midline skin incision was made.
*Subcutaneous tissue was dissected sharply. Electrocautery was used
for hemocoagulation. Bilateral fasoial openings ware dona. Soft
tissuye was ratracted off the spinous process over the lamina snd

© over the facet joint to the tip of the transverse process
bilaterally. We placed a probe into the L4 pedicle. Fluoroscobe
visualization confirmed this level. Next ths Li-5 and L5-81 facet
joints were identified. There was marked cystic degenerative
changas. The facet joint capsule was removed with electrocautery.
Spinous process of 14 and LS wers removad. A curette was used to
ddentify the intsrvertebral lamina underlying soft tissue. -
Laminactomy was done at L4-5 and L5~5L. There was marked stenosis
much worse than visualized on MRI, Lateral recesses was very
stenotic. Cottonoilds were placed over the exposed dural elements.
tladial facetectomies were done with osteotome. Nexrve roots ware
sti1ll tight in the neural foramen. Foraminotomies wera done
bilaterally at 14~5 and L5-51 by using Kerrison to remove bone and
soft tissue, dural elements. WNow the gallbladder dilator
neural foramen. This docunented & complete decempresslion with
gently ratracting nerve roohts. Thara was significant disk fragmentas
both at L{-% and L3-Sl. This was entered 'with {#15-blads,
diskectomies were done. This renderaed the spine even further
unstable requiring fuslon. Next landmarks for pedicle fixatlon were
mld t{ransverse process from medial to lateral facet joint

was used to complete this. We diligently probed this. Once
confirmed there was ho perforation, 6-mm tap was used to tap the
hole, After we confirmmed that there was perforation once again by
gounding the hole, 6.5 x 40 mna screws were placed in the L4-L3 and
7.5 x 35 v at $1. From the inside of the canal, cephalomaedial and
inferior walls of pedicles were probed, There was no abnormal
placement of the screws. Muscle relaxer was reversed.
Intraoperative EMG on screws failed to reveal any abnormalities.
Back wound was irrigated with anptiblotic irrigation. Transverse
proceas of I4-L5 and sacral ala were decortioated. The remainder of
tha facet joint was tangentially osteotomized. This laminectomy
bone was norselized combined with BloD stem call bone graft material
and packed over decorticated regions at L{-5 and L5-Sl. Rods were
measured from Ld4-81 contouring the lumbar lordosis, placing center
sorews. Set sorews were used to lock it in place using a torque
wranch and a countex-torque device, Top set screws were removed.
Cross linking was done. This was a very stable conatruct. Spinal
canal was then explored to ensure there was no jnadvertently placed
bona graft in the oanal, there was none., Tisseel was placed over
the exposed dural elements. There was no evidence of any dural
leak. Needle, sponga, and instrument counts were correct. Next
over the Hemovac drain, the desp fascla was closed with #1 PDS,
subcutaneocus with 2-0 Vicryl, and skin was alosed with staples.
Storlle dressing was applied. The patient was awakened and brought
to the recovery rcom. HNeedle, sponge, and lnstrument count was
reported to be correct.
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KaMaLA D, HARRIS
Attorncy General of California QTATE OF CALIFORNIA _
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Supervising Deputy Attorncy Gieneral _ Lo £
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Deputy Attorney General

State Bar No. 67291

California Department of Justice
300 South Spring Street, Suite 1702
Los Angeles, CA 90013
Telcphone: (213) 897-7485
Facsimile; (213) 897-9395

Attorneys for Complainant

BEFORE THE
MEDICAL BOARD OF CALIFORNIA
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

‘Physician's and Surgeon's

In the Matter of the Accusation Against: Case No. 18-2011-214764

JACK H. AKMAKJIAN, M.D. ACCUSATION

7300 Magnolia Avenue
Riverside, California 92504 - '

Certificatc Number G 62470

~ Respondent,

Complainant alleges:
PARTIES

1. Kimberly Kirchmeyer (complainant) brings this Accusation salely in her official

capacily as the Executive Director of the Medical Board of California, Desartment of Consumer

Affairs (Board).
2. Onor about March 21, 1988, the Board issued Physician’s and Surgeon’s Certificate

Number G 62470 to Jack . Akmakjian, M.D. (respondent). The Physician’s and Surgeon’s
Certificate was in full force and effect at all times relevant to the charges brought hercin and will
expire on October 15, 2015, unless renewed.

i
[
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JURISDICTION
3. This Accusation is brought before the Boa;'d under the authority of the following
laws. All section references are to the Business and Professions Code uniess otherwise indicated.
~ 4. Section 2004 ol the Code states in part: |

"‘The board shal] have the responsibility for the following:

“(a) The enforcement of the disciplinary and criminal provisions of the Medmal Practice
Act.

“(b) The administratio-n and hearing of disciplinary actions.

“(¢) Carrying out disciplinary actions appropriale to findings made by a pancl or an
administrative law judge. |

“(d) Suspending, rcvoking, or otherwise limiting certificates after (he conclusion of

disciplinary actions.

“(c) Revicwing the quality of medical practice carried out by physician and surgeon
certificatc holders under the jurisdiction of the board.

5. Section 2234 of thc Code states:

“The board shall take action against any licensce who is charged with unprofessional
conduct. In addition to other provisions of this article, unprofessional conduct includes, but is not
limited to, the following:

“(a) Violaling or-attcmpting to violate, dircctly or indirectly, assisting in or abetting the
violation of, or conspiring to violate any provision of this chapter.

“(b) Gross negligence.

“(c) Repealed negligent acts. To be repeated, there must be two or more negligent acts or

omissions. An initial ncgligcm act or omission followed by a separate and distinct departurc from

the applicable standard of care shall constitute repeated negligent acts.

“(1) An initial negligent diagnosis followed by an act or omission medlcaliy appropriale for

that negll gent diagnosis of the patient shall conslitute a single ncgligent act.

“(2) When the standard of carc rcqmres a changc in the diagnosis, act, or omission that

2
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constitutes the ncgligent act described in paragraph (1), including, but not limited to, 4

_reevaluation of the diagnosis or a change in wreatment, and the licensce's conduct departs from the

applicable standard of care, each departure constitutcs a soparate and distinet breach of the
standard of care.

6.  Section 2227 of the Code states:

“(a) A licenscc whose malter has been heard by an administrative law judge of the Medical
Quality Hearing Paqel as designated in Section 11371 of the Government Code, or whose default
has been entercd, and who is found guilty, or who has entcred into a stipulation for disciplinary
action with the division,' may, in accordanée with the provisions of this chapter:

*(1) Have his or her liccnse revoked upon order of the division,

“(2) Have his or her right to practice suspended for a period not to exceed one year upon

order of the division.

“(3) Be placed on probation and be required to pay the costs of probation monitoring upon

order of the division.

“(4) Be publicly reprimanded by the division.

“(5) Have any other action taken in relation to discipline as part of an order of probation, as
the division or an administrative law judge may deem proper.

“(b) Aﬂy'malter heard pursuant to subdivision (a), except for warning lctters, medical
review or advisory conferences, professional competency examinations, continuing education
activities, and cost reimbursement associated therewith that are agreed to with the division and
successfully completed by the licensee, or other matters made confidential or privileged by
existing law, is decmed public, and shall be made available to the public by the board pursuant to
Section 803.1.” ' | |

7. Section 2266 of the Code statcs: “The failure of a physician aad surgeon to maintain

adequate and accuratc records relating to the provision of services to their patients constitutes

! Pursuant to Business and Professions Code section 2002, “Division of Medical Quality”
or “Division” shall be deemed to refer to the Medical Board of Califomia.

Accusation (18-2011-214764 )
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unprofessional conduct.”
8. Scctio;x 2242 of the Code states:

“(a) Prescribing, dispensing, or furnishing dangerous drugs as defined in Scction 4022

withoul an appropriate prior examination and a medical indication, constitutes unprofessional

conduct.
9. Section 725 of the Code states:
*(a) Repeated acts of clearly excessive prescribing, furnishing, dispensing, or administering

of drugs or trcalment, repeated acts of clearly excessive use of diagnostic procedures, or repeated

acts of clearly excessive use of diagnostic or treatment facilities as determined by the standard of

the community of licensces is unprofessional conduct for a physician and surgeon, dentist,

podiatrist, psychologist, physical therapist, chiropractor, optomctri.sl, speech-language
pathologist, or audiologist.

“(b) Any person who engages in repeated acts of clearly excessive prescribing or
administering of drugs or lreatmea:;l is guilty of a misdemeanor and shall be punished by a fine of
not less than onc hundred dollars ($100) nor more than six hundred dollars ($600), or by
imprisonment for a term of not less than 60 days nor more than 180 days, or by both that fine and
imprisonment, | .

*(c) A practitioner whq has a medical basis for prescribing, furnishing, dispensing, or
administering dangcrous drugs or prescription controlied Substan;:es shall not be subject to
disciplinary action or prosecution under this section.

1(d) No physician and surgeon shall be subject to disciplinary action pursuant to this scction

for treating intractable pain in compliance with Scction 2241 5.
10. Section 3501, subdivision (b) of the Code states: “A physician assistant acts as an

agent of the supervising physician when performing any activity authorized by this chaptcr or
regulations adopted under this chapter.”
/11 '

11l
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THE PATIENTS’
. AL ,
Respondent treated A.L. from 2008 to the end 0f 2012. A.L. suffered disc disease and

reccived a combination of treatments including lumbar epidural steroid injzctions, fumbar fusion

from Ld- S1, and removal of hardware. Respondent prescribed a trealment plan which included a

multitude of pain medications, including Luncsta, hydrocodone, Ambien, clonazepam, and
temazepam. The patient was often seen with the help of respondent’s physician assistants,
12, 1M.

Respondent treated J.M. from 2008 to 2013. J.M. suffered disc disense and received &

combination of treatments including cpidural injections, lumbar fusion from L4- §1, and removal

of hardware. Thc patient received a muititude of pain medications, includ:ng Lunesta, Nucynta,

hydrocodone, Oxycontin, Ambien, clonazepam, and temazepam. The patient was often seen with

the help of respondent’s physician assistants.

13, “S.EY

“S.F.,"a Board investigator posing as a patient, was seen onc time on February 26, 2013 by
a physician assistant under respondent’s supcervision, Du_ring the examination, “S.F.” stated that
she fell off a motorcycle in 2005 and had pain that measured 2 on a scale of 10. She requested
Oxycontin and staled she had received that medication previously. "The physician assistant
prescribed 180 tablets of Norco, a one- or two-month supply, scheduled “8.F.” to return in six to
eight weeks and noted “will necd copics of previous medical records,” “S.IF." was givc‘n a
narcolic contract to sign. -

4. M.H.
Respondent treated M.H. who presented with low back pain, neck pain, and shoulder pain,

from 2010-2013. Respondent supervised a treatment plan which included a combination of

Oxycontin, hydrocodone, and alprazolam, There werc repeated incidences of urine tests that

? Complainant will refer to the patients by their initials in order to protect their privacy.
Respondent may obtain their names and other information about them by requesting discovery

pursuant to Government Code section 11507.6.
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were not consistent with the medications hc-was on. There are no notes that a discussion
accurred to have the patient cx-plai_n why there was a discrepancy and no change oceurred in his
dosing. The physicién assistants provided prescriptions.

.l 5. JS.

1S -presented with a failed back syndr;)me and was treated by respondent from 2008 to
2013, Be was prcscri‘t;ed a combination of hydrocodone, clonazepam, zolpidem, and lorazepam.

The patient was ofien seen with the help of respondent’s physician assistants.

16. R.L.

R.E. was scen from 2008- 2012 by resphondcnt for chronic low back pain and treated with a
combination of medications and lumbar epidural steroid injections. She was given clonazepam
and hydrocodone. There were repeated incidences of urine tests that were not consistent with the
medications she was on. There are no notes that a discussion occurred to have the patient explain
why there was a discrcp'a'ncy and no change occurred in his dosing. In fact, she was prescribed a
higher dase of clonazepam after not having this drug in her system.

17. V.G

V.G, was seen by respondent from 2008 to 2013 with cervical and lumbar disc disease that
was treated with-a combination of spinal fusion, removal of hardware, trigger point injections,
and medications. Mcdications that were preseribed included Oxycontin, methadone, alprazolam,
clonazepam, oxycodone, and hydrocodonc. The patient was often seen with the help of

respondent's physician assistants.

8. K.B.
Respondent treated K.B. {rom 2008 to 2012 for a failed back syndcomc afler fusion. She

was treated with a combination of trigger point injections, medications, and spinal fusion. Her
medications included hydrocodone, clonazepam, and Soma. The patient was often scen with the
help of respondent’s physician assistants.

19. T.P.

Respondent treated T.P., who suffered from low back pain and neck: pain, from 2009 to

2012. She was treated with a combination of two-level cervical fusion, trigger point injections,
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and medications. The medications prescribed include zolpidem. hydrocodone, alprazolam,

lorezapam, and clonazepam. The patient was ofien scen with the help of respondent’s physician

assistants.

20. S.G. _
Respondent treated $.G. from 2009 to 2013 for chronic neck pain with a combination of

neck [usion, cervical facet injection.é, and medications. Medications she received included

hydrocodone and Soma. The patient was often seen with the help of respondent’s physician

assistants.

2l. S.B.
Respondent treated S.B., who suffered from chronic knee pain and chronic back pain, from

2009 10 2013. She was treated with knee replacement, lumbar epidural steroid injcctions, and
medications. The medications she reccived included hydrocodoﬂc, Flexeril, Soma, and Nucynta.
The paﬁcnt was often seen with the help of respondent’s ph;éidan assistants.

22. LB

Respondent treated 1..B. from 2008 to 2012 for low back pain and neek pain. She
underwent two-level cervical fusion, lumbar facel injections, and medication management.
Medications she took included Ambien, lorazepam, clonazepam, zolpidem, Percocet, and Soma.

‘The patient was oftcn seen with the help of respondent’s physician assistants.

23, D.O.
Respondent trealed D.O. from 2009 to 2012 for low back pain and chronic disc disease that

was treatled wi;h medications, faited spinal fusion, removal of hardware, trigger point injections,
and facet injections. Mcdications that were prescribed include Oxycontin, alprazolam, zolpidem,
clonazepam, and hydrocedone. The paticnt was often scen with the help of resbundcnt’s
physician assistants. |

24. E.G.
Respondent treated E.G., who presented with chronic low back pain, neck pain, and hip-

pain, from 2008 to 2012. She was treated with a combination of medications, lumbar fusion,
epidural steroid injections, and trigger point injections. Shc was prescribed a combination of
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cloﬂazepam, temazepam, lorazepam, and hydrocodene. The patient was often scen with the help

of respondent’s phjfsician assistants.
FIRST CAUSE FCR DISCIPLINE

(Gross Negligence)
25. Respondent is subject to disciplinary action under Section 2234, subdivision (b), of
the Code in that he was grossly negligent in his treatment of M.H., R.E,, V.G.., D.O.and E.G.

The circumstances are as follows:

26. Complainant repeats the allegations of paragraphs 14, 16, 17, 23 and 24 as if set forth
in full. |

27.  When therc is a discrepancy between a drug screening test and what the physician has
prescribed, a discussion must occur with the patient to clarify the reason for this. 1tis possible.
that the patient is not taking his medications, Worse, the patient could be diverting his or her
medications. M.H,,R.E,, V.G., D.0. and E.G. each had at least one test that was positive for
medications not prescribed and/or were missing medications that should have becn in the test
results.’ Respondent’s records do not document that a discussion about the discrepancy occurred.
‘I'he patients continued to reccive prescriptions. Respondent’s faitures to respond appropriately to
the test results were extreme departures from the standard of care. |

- 28. There is a maximum dose of steroids that is safe to inject into patients. Itis unclear

what the cxact maximum dosc is. Howevcr, most pain physicians give a maximu_m of three to
four doses over a one-year period. Over-administeation can lead to a multiludé of medical
problems, including hyperglycemia, hypertension, weakening of the connective tissue, weight
gain and avascular neerosis of the femoral head

29. Respondent conducted a physical examination of D.O. on or.ubout November 21,
2012, that showed 2-3+ pilting edemna, a possible sign of excess steroid injections. Respondent

continued o injcct steroids into D.O., thus committing an extreme departure from the standard of

care.

3 The pain management expert review dated November 9, 2013, specifies whether each
patient had a positive test for a drug not prescribed or a negative test for a prescribed drug.
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SECOND CAUSE FOR DISCIPLINE
(R'épealéd Negligént Acts)
30. Respondent is subject to discipinary action under Section 2234, subdivision (¢), of

the Code in that he negligently treated all of the paticnts listed in “The Patients” above, The

circumstances arc as follows;

~ 31. Complainant repeats the allegations of paragraphs 11 through 24 and 27 through 29

as il set forth in full.
32, The standard of care requires the medical records document that the physiciein discuss

the risks and benelits of the use of controlled substances along with other treatment modalities.

An actual written consent, the terms of which arc often in a narcotic contract, is not required but
is rccommended,

33. Respondent’s record of the carc of each patient listed in “The Patients” section above
except that of $.F. contains no documcntation tha-t the respondent had a discussion with the
patient about the risks and benefits of controlled substances. Each such failure to obtain informed
consent for treatment with controlled substances was a simple dcpartﬁre from the standard of
care. _

34, There is a maximum dose of stcroids that is safe to inject into patients. It is unclear
what the exact maximu.m dose is. Mowever, most pain physicians give a maximum of three to
four doses over a one- year period. Over-administration can lead to a multitude of medical
probléms, including hyperglycemia, hypertension, weakening of the connective tissue, weight

gain and avascular necrosis of the femoral head.

35. Respondent administered steroids more often than was safe to J.M.., T.P. and D.O}
'Each instance of cxcessive administration of steroids was a simplc departure from the standard of
care.

36.  The standard of care for the prescription of controlled substanzes for chronic pain

follows the guidelines set forth by the Mecdical Board of California. The guidelines have six

3 The pain management expert review dated November 9, 2013, describes the unsafe
gdministration of stcroids as to each of these patients.
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components that the physician should meet before prescribing or when continuing to prescribe:
(a) a medical history and physical examination, (b) a treatment plan and objectives, (c) informed
consent, (d) periodic review, (¢) consultation, and (f) adequate records. The history and physical
examination should reveal a recognized indicalion for the use of the controlied substarice
prescribed. |

37. Respondcnt prescribed a benzodiazgpine medication to AL, JM., V.G, T.P,, LB,
D.0. and E.G. He thereafter prescribed a second benzodiazepine medication to each of these
paticnts to be used simultaneously with the bf:nzodiazepine medication previously prescn'bcd.5
The prescription of the sccond benzodiazepine did not add any additional enefit to the
management ol any »of these patients’ pain. Each prcécription of a second benzodiazcpine
constiluted a simple departure from the standard of carc.

38. Respondent did not obtain prc\-rious medical records or other verification that another
physician had prescribed narcotic pain medication to “S.F.” before giving “S.F.” a prescription
for 180 tablels of Norco. Prescribing only a few d.ays’.supply would have complied with the
standard of care; preseribing 180 tablets was excessive under the circumsiances and constituted a
simple dcpartu.rc from the standard of care.

THIRD CAUSE FOR DISCIPLINE

(Prescribing Drugs Without an Appropriate Prior Examination or Medical Indication)

39. Respondent is subject to discipline in that he prescribed dangerous drugs without an
appropriate prior examination or medical indication in viotation of scction 2242, subdivision ()
of the Code. The circumstances arc as follows:

40. Complainant repeats the allegations of paragraphs 11, 12,17, 19, 22, 23, 24, and 37

as if set forth in full.

41. There was no medical indication for prescribing the second benzodiazepine
medication lo each of the listed palients.

111

3 The pain management cxpert review dated November 9, 2013, describes both the first
and second benzodiazepine medication prescribed to each patient. .
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FOURTH CAUSE FOR DISCIPLINE
(Excessive Prescribing)
42.  Respondent is subject to disciplinary action under Section 725 of the Code in that 7

respondent repeatedly and clearly prescribed drugs excessively. The circumstances are as

-

foilows:

43. Complainant repeats the allegations of paragraphs 13, 14, 16, 17, 23, 24,37 and 38 as
if set forth in full.

44, Respondent prescribed drugs to M.H., R.E, V.G, D.0O. and E.G. in a clea'rly
excessive manner in that he continued to prescribe 1o them afier inconsistznt drug screening test
results ?nd before discussing the inconsistent results with the patient. He also prescfibed a¢30to
60-day supply of Norco to “S.F.” instead of a supply sufficient for a few days.

FIFTH CAUSE FOR DISCIPLINE
(Feilure to Maintain Adequate and Accurate Medical Records)

45.  Respondcent is subject to disciplinary action under Section 2266 of the Code in that he
failed to maintain adequate and accurate rccords relating to this care and trcatment of all of the
patients Ii;ted herein. The circumstances are as follows:

46. Complainant repeats the allegations of the First through Fourth Causes for Discipline
as il set forth in full.
| PRAYER

WHEREFORE, complainant requests that a hearing be held on the matters herein alleged,
and that following the hearing, the Medical Board of California issuc a decision:

{.  Revoking or suspending Physician and Surgeon’s Cerlificate Number (¢ 62470,

issucd to Jack H. Akmakjian, M.D;
2. Revoking, suspending or denying approval of Jack H. Akmakjian, M.D.’s authority to

supervise physician assistants, pursuant to Section 3527 of the Code;
11!
i1

I
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3. Ordering Jack [1. Akmakjian, M.D.; if placed on probation, (o pay the Medical Board

of California the costs of probation monitoring; and,
4. Taking such other and further action as deemed necessary and proper.

DATED: RS T
KIMBERLY KIRCHMEYER
Executive Director
Medical Board of California
Department of Consumer Affairs
State of California

. Complainant
LA2014611530
61233185.docx
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