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I GARRICK THELMA
l St Francls

X , PHYS: KHQURY-MD GEORGE H
informed Consent for Operation/Procedure/

. Anesthesia INCLUDING Blood and Blood Products . 'mgm WMMMWMM

1523200085 08/20/15

1. | give my permnsslon to Dr. (lndude any assistants) WO\LVU#\ T
to perform the following procedure(s)

vovdusnilt.  Yhewcar @ |
on laleala'aYe 6&.({'(“;;» X (patient's name) ‘

2. | understand that during the procedure(s) new findings or condmons may appear and require
an additional procedure(s) for proper care.
3. My doctor.has discussed with me the items listed below:
(a) the nature of my condition; .
(b) the nature and purpose of the procedure(s) that | am now authonzmg,
(c) the possible complications and side effects that may result, problems which may be experienced during
recuperation, and the likelihood of success;
(d) the benefits to be réasonably expected from the procedure(s)
(e) the likely result of no treatment; and . - » ;
{f) the available altematives, including the risks and benefits. r( ° :
(g) My physician has also explained that, in addition to the specific risks involved in the procedure(s), there are other

‘ possible risks that accompany any surgical and diagnostic prooedure | acknowledge that neither my physician |
/\ nor anyone else involved in my care has made any guarantees or assurances to me as to the result of the .
< procedure(s) that | am now authorizing. . . i

{for physician use to add any specific risks he/she deems necessary)
(h) ! know that other clinical staff may help my doctor during the procedure{s) and have been told of any surgical
assistants that will assist my doctor. P
- 4. -1understand that the procedure(s) may require that | undergo some form of anesthesia, which may have its own nsks.
My doctar or a representative from the department of anesthesiology, has informed me of tha course of anesthesia
that is recommended (if any) along with its possible risks and-alternatives. )
5. Any tissue or specimens taken from my body as a result of the procedure(s) may be exammed and disposed of,
. retained, preserved, or used for medical, scientific, or teaching purposes by the hospital.
6. 1understand that my procedure(s) may be photographed or videotaped and that observers may be present in the
room for the purpose of advancing medical care and education. 3
7. lunderstand that, during or after the procedure(s) my doctor may feel it necessary to give me a transfusion of blood or
blood products. My doctor has discussed with me the alternatives to, and possible risks of transfusion.
8. lunderstand what my doctor has explamed to me and have had all my questlons fully answered.
9. Additional comments:

L

_ Having talked with my doctor and having the opportunity ta read this form, my sngnature below aclmowledges my consent to
the performance of the procedure(s) described above.

Signature of Patient or Legal Representative_ < - 7 /&tw/u:ok Date ¥-Zo-/3" Time 7~‘o.$"' !
| . - ‘ / to Patient
_ . y 4, (%u@-v-na.&ﬂ\
¥ Verbal or Telephone C—;nsenl / ) . . ) iy
" Name of Legal Representative Relationship to Patient -~ Date Time
Witness ' - ___ Witness "

1. | have explained the risk, benefits, potential complications, and alternatives of the treatmant to the patient and have-
answered all questions to the patient’s satisfaction, and he/she has grantad consent to proceed.

Physnc:an or Authorized PAJA Signature Date ' Time

st ™

A PRINTED BY: barness DATE - 12/28/2016
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- although sometimes she takes a muscle relaxer. She has ha uble-with-some

Gabapentin and Flexeril) She had history of hypertension, osteoporosis, reflux,

‘s J()ffe"f.‘-or';te'ﬁt: Generated By franwe o . :9/ ,/w// /@m.&)

® ° L

- - - GARRICK, THELMA

Bon Secours St. Francis Hospital -
o Rl aE s . - < MRS 2 . 237 °
V.;Hls,tpcy_.a‘ d_Physical e [gluc.i'g}sggm D08:01/12/3 . 1646892
):--08/20/ 2015 ' . g:«;?n ::ounv-mo.lg%ome' George H Khoury MD-

|  (NAORANRENMD el
Patient Date of Birth: 01/12/1937 | AGCT# 1523200065 08720715 M ‘

REASON FOR ADMISSION: She is admitted for lumbar stenosis and instability 2 o w
admitted for two-level laminectomy and fusion with pedicle fixation. ©

HISTORY OF PRESENT ILLNESS: A 78-year-old female who has had previous lumbar
surgery and has had a fusion L3-4, 4-5 with pedicle fixation bilaterally. The

patient has had long-term conservative treatment for continued pain. A number - e \
of epidural steroid injections this year since January and pain medication, % )

activititif_)f_rcia_iwivﬂgﬂllen-ﬁhe_slagds too long and when she gets out of bed
lyinig_diown for it, she has some._pain. She has been reduced to sometimes using a
walker and a cane to get around. Review of her MR! showed junctional stenosis :
at the 1-2, 2-3 level next to the fusion at 3, 4 and 5. She is admitted now for NV
two-level decompression and fusion with pedicle fixation. : H‘

The patient has been on medications includingTrava-'tan\, Advil, lisinopril,
aspirin Lisinopril, Lopressor, isosorbide dinitrate, Lasix, Ambien,y

mitral valve prolapse.” She has had left shouider surgery, right shoulder

surgery, two-level fusion, two-level ACDF, operation on her thumb, breast tumors
removed, breast reduction, gallbladder disease, right hand tendon repair, renal
artery stents and cataract surgery. _ ) :

SOCIAL HISTORY: She does not smoke or drink.

ALLERGIES: ADHESIVE BANDAGES, SULFA, DEMEROL, TYLENOL, VALIUM, STATINS, R
NEURONTIN, METFORMIN, INVOKANA.  S72rtsds Sabaacrl, e G s

. o
PHYSICAL EXAMINATION: She is alert and oriented in no acute distress.Z)Cranial j"N M . / f“f‘:‘f{
nerves are intact. Pupils equal, round, reactive to light and accommodation. Wj/ L MV o }u})’
Fundi are negative. TMs are normal. Chest is clear. Heart: Normal §1, S2, S
without gallops or murmur. Abdomen is benign. The patient has well-healed neck 4 w”y,
and low back incisions. She has marked decreased range of motion in her back. '
She walks with a shuffling gait and sometimes uses a cane and walker with the s

ait and there is no focal neurological findings. '
g _ og g J?’ jﬁ/d‘é‘//\

ASSESSMENT: The. patient with lumbar stenosis -moderate intractable pain, Q 9 /é A
activities of daily living have been shown to be decreasing and treatment l“/’

including recent epidural steroid injections and medications and physical M M

-therapy have not worked. The patient is admitted for two-level laminectomy and : /)
fusion. Hopefully we can connect that with the previous hardware and not have ol

No Foo Aol ¥ ot P
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Bon Secg St. Francis Hospital ae . . GARRICQHELMA

History and Physical . gzﬁ‘}"c}fﬁgfm Dos: oy ' 1646892
! St Francis
08/20/2015 PHYS:  RHOURY.MES MD,GEORGE H George H Khoury MD

lﬂﬂlﬁlﬂlﬂﬂﬁiﬂﬂwﬂ!ﬂ[ﬂ]ﬂﬂlﬂﬂ | Page 2

Patient Date of Birth: 01/12/1937 CCT#:  15232-00065  08/20115

to remove the screws. The risks, benefits, complications and alternatives were
outlined, the patient understood and was agreeable. /\/,.3/ eo !

have reviewed the H\T\P and re-examined the patient and-there are no changes
to the physical examination and/or history of present illness.
[1 | have reviewed the H\T\P and re-examined the patient and the following changes
have occurred to the physical examination and /or history of present illness:

Xpdate to the History and Physical if appropriate
|

[x] Refer to the Admission Home Medication Orders (inpatient) or
Outpatient OBSERVATION medication list (outpatient) for current medications.
Physician Signature: Date. Time:

George H Khoury, MD
TR: *n DD: 08/17/2015 08:54 TD: 08/17/2015 09:24 Job#: 444209
\X09090909090909090909\DOC#: 552375

Authenticated by GEORGE H KHOURY MD On 08/18/2015 08:10:37 AM

George H Khoury MD
TR: *n DD: 08/17/2015 08:54:32 TD: 08/17/2015 09:24:06 JOB#: 444209 DOC#: 552375
CcC: &/ > ~ (? D\Q/—" .
A
Page 2
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Patient DOB: 01/12/1937

Blanks. due to inaudible dictation.

PREOPERATIVE DIAGNOSIS: Lumbar stenosis with lumbar instability, L1-2, L2-3.
POSTOPERATIVE DIAGNOSIS: Lumbar stenosis with lumbar instability, L1-2, L2-3.
NAME OF PROCEDURE: L1-2, L2-3 laminectomy, and then a lateral fusion frqg:ﬁl,to,
L3, and then segmental fixation from L1 to L3 with pedicle fixation,‘usé”of_the
operating microscope, lateral C-arm fluoro, morselized bone graft for the

lateral fusion from L1 to L3 with BMP.

SURGEON:

e T S m R B R E LB R ICE

ASSTISTANT: e o T : assisted in all phases of the
case, including the 2-level laminectomy, the 2-level lateral fusion, morselized
bone graft and BMP, the use of the operating microscope, the segmental fixation
with the use of stereotactic navigation and O-arm operating microscope.

ESTIMATED BLOOD LOSS: 500 ml.
OPERATIVE SPECIMEN: None.

INDICATIONS FOR PROCEDURE: A 78-year-old female with symptoms compatible with

back and leq pain, with worsening neurological symptoms and reduced level
of activity, and problems with activities of daily living over the last number
of months. The patient has had in the last 6 months a number of epidural

' steroid injections and physical thera + bothh at home and at the therapy place,
yyﬂy7T“7nﬁﬁnTtﬁ%iﬁjEetiaﬁg’aﬁfiﬁa—fﬁig_ggggod—6ftime, and none of those have :

e

n
" ¥V _afforded her any relief, and she has gradually been curtailing her activities

;’yb

' oecause of pain and disability. medicines has not helped at all. Her

¥~rays had shown progression of lumbar stenosis from T12 to L2, and it is feiﬁ.
the patient, would benefit from a decompression and fusion to help her with her
ain, her level of disability, and increase her daily activitigs- ‘Risks,‘
\ benefits, complications and alternatives were outlined. The~rigdks oF “geriéral -
gsgpgslgznblggd;ng,ulnfec:lon,-risk:of-neryghrgpt:igiury;,spinal cord injury,
alysis, 1653 of bowel, bladdet and sexual function were explained. The
possibility of reoperation, intraspinal or intraabdominal hemorrhage, lumbar
inSﬁability;.rédurréht‘diék:fqpture was noted. lLiong-term complications v

ZﬂhJ@L_ﬂno.c;uckunmai;h&<dle'&U1D*ZJZ-¢Q )§é4r€r’
o N /ﬂ\z54;£, Faed.
Hancgodorie Ber-17 C&-’(“QW?ME-L'%' é : .
L =y VORSUA &“ﬁ"lm hors tormcenlZl
a W DT b o 4 .‘-,"» :sz.) ‘ < ..nu:.'cw |
%W%ewm»{f D T e
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Patient DOB: 01/12/1937

~including chmnlcpalqand disability,s 1nabllity~toreturn to recreational, job,

nal, “Sexual actlntleswerenoted All of these risks were-outlined. The
ent understood and was agreeable.”

p%lt1

FINDINGS AT SURGERY: Ti'xe patient héd stenosis and ilistability both at 11, L2;3
level. A good decompression and fusion was done. : ’ :

"DESCRIPTION OF OPERATIVE PROCEDURE: After informed consent was_obtained, the o~

patient was brought to the operating room underwent general anesthesiz— Tﬁ‘e‘:
patient underwent somatosensory evoked potentials, EMGs at all times during the
case, and no abnormalities were seen. The patient was rolled in the prone -
position on chest rolls, with all pressure points padded. The lower back was -,

routinely prepped and draped in a sterile fashion. The patient was given fee
Preoperative antibiotics.

We marked out the incision using x-ray as a guide, infiltrating the area wit

~lidocaine with epinephrine. Using a 10-blade scalpel, we incised the skin and

subcutaneous tissue, coagulating with Bovie, and this got us down to the
lumbosacral fascia. We divided the muscles subperiosteally to.expose the spine

from L1 to L3. X-ray confirmed the proper levels.

We proceeded to do a laminectomy at L1 to L3 with the use of the Leksell.
rongeur, Kerrison punch and a high—-speed air drill, decompressing the canal from
L1 to L3, the stenosis due to thickened ligaments and overhanging facets. In
the process of the decompression, due to scar tissue, a small hole was made in
the dura. This was sutured primarily, and a watertight suture was made, and

- then this was covered later with - Once the decompression was finished, we'

went far lateral to expose the lateral facet and the transverse process area,
decorticating these areas for the lateral fusion. We laid morselized bone graft
along with BMP bilaterally for the lateral fusion. An alligator clamp was then
Placed on the T12 sSpinous process. A preimplantation O-arm Spin was used.

Using this information, we put in 5.5 x 50 and 55 mm pedicle screws at L1 and

L2. We used the domino connector, and connected it to the previous fusion rods

from L3 to L5. Everything was tightened down securely, and final Z-rays were

satisfactory. Hemostasis was achieved. The wound was closed in layers with 0
Vicryl in an interrupted fashion and staples. A sterile dressing was applied.

The patient was flipped back in the Supine position, extubated and awakened from
anesthesia, and taken to the recovery room in stable condition. ;7 _@

PRINTED BY: gillpa DATE -  12/28/2016
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~ From: Carison, Joe Joe.Carlson@startribune.com
" Subject: RE: Medtronic devise
Date: Nov 16, 2017, 10:23:58 AM

To: Jessica Moore Juaprmom@wmdstream net

Hello me. Fm sorry to hear-about your Aunt Thelma's situation. I'd be -
mterested in Ieamlng mone if you‘d ever want to talk by phone My direct lme o
here in the office i 612-673-4779." h

Regardlng your questron - The pubﬁc portal for anyone to find payments fmm '
manufacturers to doctors is here Egs Z[ogengaymentsdata cms gov[ -

| took the "|iberty of searchin@ fBr‘ the doctor's ‘ﬁiimé“gddﬁéﬁd@al and yes Dr.
Khoury received payments from Medtronic in each of the four years available for
searching. Here's the 2016 data:
https://fopenpaymentsdata.cms.gov/p ysrcran[8356[gayment—mfomjahon (Note
that you can only see one year of data at a time. Since there are four years of
~ data available currently, you have to make sure to click on 2016, 2015, 2014, aiid
2013 to see all the payments.)

Hope this helps,
-Joe

Joe Carlscn
Star Tribune
612-673-4779

From: Jessica Moore [mailto:juaprmom@windstream.net]
Sent: Wednesday, November 15, 2017 7:12.PM

- To: Carlson, Joe <Joe Carison@startnbune com>
‘Subject: Medtronic devise



cian Profile for GEORGE H KHOURY - Open Paymems ugna CMS : £ags 1 uL s

W&t&.@%&gov - . Q_ Search -

Home Search Tool Summary Data Data Explorer Download Data  About | Sign1n

GEORGE H KHOURY

Allopathic & Osteopathic Physicians|Neurological ' 2145 HENRY TECKLENBURG DR
Surgery ‘ , SUITE 220 :
' ‘ CHARLESTON, SC 29414-5893
- Address shown may reflect one of the following: practice location,

hospital affiliafion, ormndpanybimngassigmnem.Addmnnal
addresses may be found in the NP| Registry.

Summary - Payment lnfonnaﬁon' ) Review or dispute your reported data

Year 2015 . 1 P aymem Typ& ‘General . What are the different payment types?
Top Companies Making General Payments Collapse this section
MEDTRONIC SOFAMOR |7z
MEDTRONIC XOMmEng Gar § : i § § Pie Chart
BOSTON [mmmmyy | - ; ; :
SCIENTIFIC... (B8] ! : i ; :
PFIZER INC : : 3 :
ST. JUDE MEDICAL, E § : ; i 5
INC. : : . ; S : :
1 - T —" — T 7 T
$0.00 $200 $400 $600 $800 $1.00k $1.20k $1.40k
Tota! Payment Amount (USD)
5-Companies Making General Payments Collapse this section
Filter Records Open Filters
Company Making Péymems Total Payments Total Amount ' Total Amount (%)
MEDTRONIC SOFAMOR DANEK USA. INC. 12 $1,408.26 82.3%
MEDTRONIC XOMED, INC. 1 $152.96 8.9%
BOSTON SCIENTIFIC CORPORATION 1 $124.30 ' 7.3%

https://openpaymentsdata.cms.gov/physician/ 8356/payment-mformat10n ‘ 1/30/2018



. Jsician Profile for GEORGE H K-HOURV . Open Payments Data - CMS : ~ Page2 qf 3

Company Makmg Payments Total Payments Total Amount Total Amount (%)

A P_Flm - o g B $13.70 0.8%

ST. JUDE MEDICAL INC. 1 $12.56 0.7%
Displaying records 1-5 of 5.

Records per page: 5

Summary by Nature of Payment " Collapse this section
Total Total Total
Payments Amount _Amount
(%)
13 $1,020.04 '59.6%
3 $691.73 40.4%

What are the different natures of péyment?

General Payments Received Collapse this section

Filter Records Open Filters
Download Data

Company Making Nature of Payment Date Amount Third Party Disputed? Comment

Payment Payment

BOSTON : Food and Beverage 09/08/2015 $124.30 No Third . No

SCIENTIFIC . Party

CORPORATION ' ) Payment

MEDTRONIC Travel and Lodging 01/2472015 $51.85 No Third No

SOFAMOR DANEK Party

USA, INC. i Payment

hittps://openpaymentsdata cms.gov/physician/8356/payment-information 1/30/2018



T - : - ; - rage 3 01 3
, Profile for GEORGE H KHOURY - Open Payments Data - CMS :
‘{YSICIg‘flmaan,y aaking " Nature of Payment = * [g):t& Amount Third Party Disputed? Comment
_ ;Payment . : Payment
" MEDTRONIC Food and Beverage .  01/23/2015 $11.93  NoThird No
SOFAMOR DANEK o - Party
USA.INC. Payment
MEDTRONIC Travel and Lodging 0172212015 $211.68 No Third No
SOFAMOR DANEK Party
USA, INC. ’ Payment
MEDTRONIC Food and Beverage 0172212015 $114.04 No Third No
SOFAMOR DANEK Party
USA, INC. ' : Payment
MEDTRONIC Food and Beverage 01/0612015 $19.48  No Third No
SOFAMOR DANEK Party
USA, INC. . Payment
MEDTRONIC Travel and Lodging 01/22/2015 . $428.20 No Third No
SOFAMOR DANEK : , Party
USA, INC. ] Payment
MEDTRONIC Food and Beverage 0172312015 $42.99 No Third No
SOFAMOR DANEK . Party
USA, INC. ' Payment
MEDTRONIC 4 Food and Beverage 05/04/2015 $55.00 No Third No
SOFAMOR DANEK : : Party
USA, INC. A ‘ Payment
MEDTRONIC Food and Beverage 09/29/2015 $145.53 No Third No’
. SOFAMOR DANEK , Party
USA, INC. . Payment
Displaying records 1-10 of 16. 112 Records perpage:10 [9];

OpenPaymenisBata.CMS.goV A federal government website managed by the Centers for Medicare &
Medicaid Services, 7500 Security Boulevard, Baltimore, MD 21244

SIGN UP FOR EMAIL UPDATES Data.CMS.gov OpenPaymentsData.CMS.gov ~ DataMedicaregov  DataMedicaid.gov

Data.HéalthCare.gov FOIA No Fear Act Privacy Policy FAQ's CMS contact info Help with file formats & plug-ins

h&bs ://openpaymentsdata.cms.gov/physician/8356/payment-information - 1/30/2018



ARTICLE:

http://www.startribune.com/new-federal-data-shine-a-light-on-medtronic-
payments-to-doctors/313962621/

New federal data shine a light on
Medtronic payments to doctors

Minnesota device maker has become a flash point in a national debate about the
role of money in medicine.

By Joe Carlson and Jim Spencer Star Tribune staff writers

JULY 11, 2015 — 11:22PM

new federal data show that Medtronic continues to pay millions of dollars to doctors

whose research on a controversial spinal product has come into question.

\
The.Mi_nnesota-run company’s spine division, Medtronic Sofamor Danek, paid $60.7
million in royalties to 79 doctors and their affiliates in 2014, according to the data.
' That includes money that went to the authors of disputed studies of the back pain

treatment Infuse, a produ'ct that has sparked hundreds of patient injury lawsuits.

Dr. Ken-Burkus, a Georgia surgeon and lead author on six studies that omitted
“adverse events related to Infuse, got $374,000 in royalties last year. Dr. Regis Haid, an-
Atlanta neurosurgeon who led one of the studies, got $2.3 million. Payments for both

were sent to third-party companies; neither returned calls for comment.

Although Medtronic’s propensity for paying royailties is not unique, the Minnesota

device maker has become a flash point in a national debate about the role of money



. The scrutiny of Infuse has focused on how Medtronic paid authors and then,
according to e-mails released by the Senate Finance Committee in 2012, edited their
journal articles to make Infuse seem safer and less painful than other techniques to .

fuse vertebrae through spine surgery.

More recent studies have turned up risks and adverse events that weren’t reported in

those early studies, even as the spinal-surgery community rapidly adopted Infuse.

More than 6,000 patient-injury claims have been filed in court or are awaiting filing,
securities filings say. Medtronic has paid an average $23,000 per case to settle 950
cases, and set aside another $140 million for future legal costs. According to patients’

lawsuits, sales of Infuse exceeded $4 billion from 2002 to 2011.

The FDA approved a narrow use for Infuse in 2002, but journal articles have since
attempted to show the benefits and risks of using it in non-FDA-approved ways to
expand its market share. Humana'’s lawsuit lists the oft-repeated estimate that at
least 85 percent of the use of the key Infuse component, a bone-growth protein

called BMP, is outside of what the FDA approved.
Examining the data

The proliferation of studies touting these off-label uses, and the tide of studies
showing higher injury rates than first reported, prompted the North American Spine

Society to publish an unusual retrospective of the data last December.

The resulting 33-page policy document says many patients getting a spinal-fusion
procedure don’t need BMP. Patients who don’t need it include healthy people who
are only getting two lower vertebrae fused, most pediatric patients, and patients

getting routine fusions of neck bones.




Indxcaﬁons, Safay and Wamings | Medtronic

addihomlsngmlpmwdmw,aretmdurﬂedymgsympmms,mdloradhmuy
significant or fatal drug underdose or overdose. Avoid using shortwave (RF) H
diathermy within 30 cm of the pump or catheter. Eﬁectsofomertypesofdiathermy,
(nuuwave.ulﬂasomc.eta)onmepmnparelmhwwn Dmgmfusxomssuspended
durmgMRl for patients who can not safely tolerate suspension, use altemnative

dmgdeﬁvetymeﬂmddmngMRl Patients receiving intrathecal baclofen therapy |
areathrgharskforadvaseemrﬂs,asb@@wiﬂnﬁawaiwnbmmaﬁfe
threatening condition if not freated promptly and effectively. Confirm pump statys !
before and after MRI. Refetenceptudmtlabe&ngformfonmhononmofEMl,
effectson patient and system, and utapstomduoe nsksfmmEMl

IPRECAUTIONS'

Moniturpat;entsaﬂerde\nceortzmeterreplacememmrsgmcf
underdose/overdose Infuse preservative-free (intraspinal) safine or, for vascular
apphwhors.mﬁsehepammdso!ukommeapyatmmmmnﬂowratelfmerapys

. dsouMnuedforaneﬂendedpamdoﬂmetoavoﬁsystemdamaga EMI may
interfere with programmer telemetry during pump programming sessions. EMI from !
the SynchroMed programmer may interfere with other active implanted devices
geg pacemaker, defibrillator, neurostimulator).

ADVERSE EVENTS:
lndude but are not limited to, spinal/ivascular procedure risks; infection; bleeding;

f:swm?i_amﬂe damage to the Sys{em orloss of, or change in, therapy that may

clinically signil underdose or , due to end of device
service life, failure of the catheter, mnnpmoﬂtersystemwnpor\entpump
mve:sxon technical/programming errors, injection into the pocket or subcutanecus
tissue, or improper use, mdudmguseofnomndmmdfonnuratronsandlornotmg
dmgsorsystemmaceordanoemthlabeﬁng.podﬁsemma,hematomam
infection; post-lumbar puncture (spinal headache); CSF leak and rare central
nervous system pressure-related problems; hygroma; radiculitis; arachnoiditis;
spmal cord bleeding/damage; meningitis; neurological impairment (induding
pmalyss)dueminﬂmnmanrymass.potenhalsenousadverseeﬁeds&om&ﬂmter
ﬁagmemsmlnb-aﬂretzlspace inciuding potential to compromise antibiotic
eﬂ’echvmforCSF infection; anesthesia complications; body rejection
phenomena.lomlandsystermcdrugto)uutyandlelateds e : potential {

].ior&sal"isaregistemdtrademaﬂcofMedtmnic, inc.

;USARXOnly

Rev 0815

SYNCHROMED EL

'SYNCHROMED EL DRUG INFUSION SYSTEM BRIEF SUMMARY:
Product technical manual must be reviewed prior to use for fufl disdlosure.

l

INDICA“ONS

US Chronic intraspinal (epxdural and intrathecal) infusion of preservative-free 5
‘_mommnesulfatestetﬂesohmonmmtreaunernof@_@gmmdablepam dxrpmc'

intrathecal infusion, of pmsen?éﬁ\ie‘-ﬁ'e’&lcononde sterile solutién for the H
management of severe chronic pain, and dtmmfintraﬂrecal“mfﬁsoﬁ’éf Uo:asaP H

Pyt it whuntug gty

ofemnjedlonlfgr the managemem tof severe spasﬁ'gy; chrumc 3
scular infusion. of flaxuridine (FUQ&)_OL memotmxate for the treatment of
Eﬁmggy or metasutic mnce

eppere’- ARG

CONTRAINDICATIONS:

When infection is present; when the pump cannot be implanted 2.5 cm or less from
the surface of the skin; when body size is not sufficient to accept pump bulk and
wecght: when contraindications exist relating to the drug; drugs with preservatives.

WARNING&

Comply with all product instructions for initial preparat:on and filling, . 7
lmplantzﬂon, programming, refilling, and injecting into the catheter access ~
pon (CAP) of the pump. Failure to comply with all mstrucﬁons can fead to

htn-/nrafaccianal madtranie nnm IntlnanrnliddlinA/

Page 3 of 7
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*+* Go DIRECTLY TO THE HOSPITAL IN-PERSON TO GET THESE
REPORTS — THEY WILL GIVE THEM TO YOU RIGHT THERE ON THE
SPOT. IF YOU REQUEST THE INFORMATION THROUGH THE DOCTOR
OR THROUGH THE HOSPITAL BY ‘WRITTEN OR TELEPHONE REQUEST
IT CAN TAKE AS MUCH AS 3-MONTHS TO GET THEM BACK.

IF the device(s) used were / are an Infuse Bone Graph Device, specifically a Bone
Morphogenetic Protein (‘BMP’) device the law firm wants you to call back and
you could potentially be part of their on-going law suit. I do not think this is the
device that was implanted in your back, though.

Once we get the specifics on the device implanted in you we can research it more.
It all starts with identifying the device, which requires you getting those records!

I expressed my concern over why — with:your record of allergies to medications — -
you would be a candidate for this device-designed-siipposedly to distribute
medication along the spine.to the screw AND:asked if Medtronic ever,pald doctors.
to use'/*lmplant dev1ces

Tess explained that this is ILLEGAL, HOWEVER, Medtronic has been caught
paying doctors in the past. Medtronic has even had Representatives INSIDE the
surgery room with doctors while the surgery is performed She said, “Hopefully
thls was not the case, that Medtronic did not pay the doctor for this device to be
use
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Thelma R Gamck isat y;m:female'seen:tqdaygln?fon_c'w upfor eyaluaﬁon of ba'ck and leg
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walking. Mechanical acgyities such as.bending, twisting_ifting,
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GAIT: Ambulates withoutle
GENERAL: appropriate 7 :
HEAD: normocephalic |{: ‘
EYES: pupils equal and| Ba ' extracwlar movementshntact
EARS: external anatomy markable
THROAT: oropharynx cle visual inspection -
LUNGS: clear to auscul atior bilaterally

HEART: regular rate ang hythm

ABDOMEN: soft non-dister nontender T
EXTREMIT]ES:wahh" puises present.. |-l

 NEUROLOGICAL EXA " {0 I B
MENTAL STATUS: awake rtandonented lo person { place and time -
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LOWER EXTREMITIE:'E 4
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: QUADRICEPS: power /5 bila exally
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CT scan of the lumbar Spine}

ar Spi ars|to:be fractured instrumentation at
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L1-2 and L2-3. The‘fe"" 12-3'and L34,
MRI of the fumbar sping den onstrates iateral recess tet os!s at L2:3 and degenerative
changes conssstent vatr : ” ‘_ advanced degeneratwe changes at
L5-S1. : : i

Fs .
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‘pseudoarthrosls A | R R ST B I e L :

A - .
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