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Office of the Attorney General
Leonard M. Ra padas

Attorney General of

Civil Division

JET W O rien e

Hagatn, Guam 96010 » 19

Attorneys for the (o erament of Guam

BEFORE THE OFFICE OF pU BLIC ACCOUNTABILITY
PROCUREMENT APPEAL
INTHID APPE AL OF IMEEDISON APPEAL No. OPA-PA-1 1001

CERTIFICATION OR EXEMPTION OF

}
}
APPETLANT. !
!
i
} RADIOLOGY IMAGING SYSTEM

)
}
)
)
)

Attached horeto s documentation relative 1o the coertification of the Shimadzu RadSpeed
DR-Auto Radinlogy Irging Svaem

Based upon the atached Iforntion. the Shimadsy RadSpeed DR-Auio Radislogy
Imaving Svaien approved. or exempted from ihe approval process on g component by
Component basis pursiant (o 2] LS SOk and 20 CFR 8892 o SCq. - Attached. find the

documentation o demonsirate cither the centification ot o device for use in intersiate Comnerce,

LOPY




of the exemption of the device from further certification. The Tollowing information, provided
by Shimadzu Corporation and MedPharm, advises that the components of the RadSpeed DR-
Auto Radiology Timagmy Svstem are FDA cortified of exempt from certification. Exhibit A,
Philip 10 Manlev. Ganima Corporation. Hawaii, who serves as g consultant o the Guam
Memaorial Hospiial concerning radiological cquipment, metudimg x-ruv deviees similar o the one
acquired i this matter. confirms that in the Unired States the FRA approval provided tor here is
the standard for the independent evaluation af safety and offectneness. Fxhibic B3,

Phe Department of Public Health and Social Ser wes finds that the Shimadzu RadSpeed
DR-Auto Radiology Imagmyg System meets or exceeds the spectfications published for this

acguisitton. The mformation provided verifics that the cquipment meets Food and Drug
Admimstration quahity assurance, satetv. and effectiveness roequirements. Phis nformation is
respectiuily provided here.

Submitied this 3" dav of December. 2011

OFFICE OF THE ATTORNEY GENERAL
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Office of the Attorney General
Leonard M. Rapadas

Attorney General of Suam

Civil Division

287 West O Tdrien Dyjve
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(67P1A75-3320 @ (071)472.2403 {(Faxj

WA HLHTRNTOmey ‘;L’T‘EL.’I'ZE! CLRE

Attorneys for the Government of Cuam
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RADIOLOGY INAGING SYSTEM
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CERTIFICATION OR EXEMPTION OF




RadSpeed FDA Compliance

Shimadzu did net file the RadSpeed as a "System”. Rather the RadSpecr was submitted
by i1s components. Only certain compaenents were required to go througs the 510(k)
process. Most components are considered exempt.

Below is a listing of most major components of the RadSpeed and lheir respective
classifications and listings for the FDA. The Radspeed Combinations presently heimng
offered are:

- UD1508-40 Generator: Exempt

. CH 200 Ceiling Tube Support: Exempt
- BK-200 Bucky Table: Exempt

- BR-120 Wall Bucky Stand: Exempt

. R-30H Collimator See attached

- 0.6/1.2P324DK 85(SF) Tube: Exempt
- Ganon CXDI-55C - See altached
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SHIMADZU MEDICAL SYSTEMS :
Svstem Type Fodel Humber Accession Humber

Radiographic System (RadSpeed) |U0iaolao 1 Tiiies on

77777 SRR
UDB0F 40

R20-

BiR-t2

DAR-7000

i

Avay tube

You may access the reguiations by the foliowing link:
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CFR - Code of Federal Regulations Title 21
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Y Imformation

HTHTE 21 100D AND DRUGS
CHAPTER L-FOOD AND DRUG ADMINISTRATION
DEPARTMENT OF HEALTIH AND HUMAN SERVICES
SUBCHAPTER H-MEDICAL DEVICES

Diagnostic x-ray high voltage generator.

¢ The device

is exenpt from the premaricer notification procedures




CFR - Code of Federal Regulatic:is Title 21
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PITLE 21 1OOD AND DRUGS
CHAPTER T 100D AND DRUCG ADMINISTRATION
PEPARTMENT OF HEALTH AND HUMAN SERVICES
SUBCHAPTER H--MEDICAL DEV ICES

Diagnostic X-ray tube mount .

The device

15 exemp: et 'otzflcatlun proce* res




CFR - Code of Federal Regulations Title 21
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See Relatpd
T deforembon

TITLE 27--FOOD AND DRUGS
CHAPTER [ FOOD AND DRUG ADMINISTRATION
DEPARTMENT OF HEALTH AND HUMAN SERVICES
SUBCHAPTER H-MEDIC AL DEVICES

" Radiclogic tabhla.

The device

15 exempt from the premarket notification provaedures




DSHIMADZU

SH!MADZU

I\
SHIMADGZU PHILIPPINES CORPORATION B}

CEBU

CERTIFICATION

1§t certify thal Shimadzu Radspeed DR Aute X Rz By maching
B

41 g tems:

1.1 X- Ray High Voltage Generator
Model UD180E-40
/ CIMEZA84 14001

nciuges dem

10 Starter. Model: SA-420D
Seral no IMESEB814010
as one of i1s components.

PTLE 20 FOOD AaND DRUGS
CHAPTER 1--FOOD AND DRUG ADMINISTRATION
DEPARTAENT OF HE AT TH AND I MAN SERVICES
SUBCHAPTER H-MEDI AL DEVICES

* JSource:
hitp Hlwww accessdata fria novi seriptsicdrhicfdocsictCFRICEFRE £

reh.cfm78r=892. 1700




2.) Diagnostic X-Ray Tube Mount (Ceiling Support)
Model CH-200
Serral no.: 32C5C27 14001

includes ftems #:

11. Auto posiiioning Assy
Sertal no. 400185413004
12, Arm SID Assy

Serial no. 3Z2E30011201F
13 Motor Drive Unit

Serial no.. 40D60DE414001
14. Updown Synchro Assy
Serial no.. 3ZCA45414005
are part of its components

FETEE 211000 AND DRUGS
CHAPTER I--FOGD AND DRUG ADMINISTRA FTHON
DEPARTMENT GE AT TH AND THUMAN SERVICES

SUBUBAPTER HEAEDICAL DEVICTS

« Source:
hitp/iwww.accessdala fda, qov/scriptsicdrivefdocs/cfCFR/CFRSea

rch.cfm?fr=892 1770




3.} Radiologic Table (Bucky Table}
Maodel: BK-200
Sanal no.  402AR0E 14001

includes toms #

7. FPD Mount Kii. BK
Senal no. 4158345814002
8. SPT-XD-FiA

Sevial no. SM3318674003
are part of its components.

FRELL 2110080 AND DRUGS
CHAPTER T-FOUD AND DRUG ADMINISTRA TION
DEPARTMENT OF HEATTH AND HUMAN SERVICES
SUBCHAPTER H--MEDICAL DEVICLS

Source:

http “www.accessdata, fda. gov/scripts/cdri/efdoc s/c fCERIC FRSea
reh.ofm?ir=892 1380




4.) Collimator
Model R-300
Senal no - MPG271 312008

Inciudes itemn #
9. Dosimetor (VAC) Ass Y
Serial no. MPO3C 5014003

as one of its components

* S0UK) Number K 101039
* SO1K) certificate on separate sheet
* Source: http Swww accessdaia fda go viedrh_docs/pdi1 0/K101039 pdf

5.) Wall-mounted Radiographic Cassette Holder (Vertical Bucky)
Madel BR-120T
Seriat no - 4 OB4AAB 14001

FLEEL 20 Foon anp DRy
CHAPTLR 11000 MNP DRESG S DnINTY RAHON
DEPARTAIN POy HEAT T AN SEAN SERVTOEY
SEBCHAPTII R | MEDIC A DEVICrs

« Sowre:
B “www.accessdata fda. ov/scripts/cdrh/c fdocs/cfCFR/ICFRSea
B o L W~%%
Lo m7ir=892.1880




6.) Diagnostic X-ray Tube Housing Assembly {X-ray Tube)
Model: 0.6/1 2P324DK-85
fric CMBDEBETRDTZ

TITLE 21-FOOD AND DREGS
CHAPTER LoFOOD AND DRUG ADMINISTRATION
DEPARTMENT OF HEALTH AND HUMAN SERVICES
SUBUHAPTFR HoMEDICAL DEVICES

«  Source:
htip iwww accessdata fda.govis criptsicdrbicfdocsictCFRICFREoa
reh ctm =892 1760

Cartifived by,

SHIMADZU PHILIPPINES CORP.

L= S

ANTHONY PIMENTEL
Senior Service Manager
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Prepared:

Subimitter:
Company Name:
Company Address:

Contact Person:
Phone Nunber:
Fax Number:

Proposed Device:
Reason for 31 0(k)-
Manufacturer:
Frade Name:
Maodel Name:
Classification Nane:
FRA ST %

Predicate Pevige:
Manufacturer:
Trade Name:
Model Name-
Classification Name
FIYA 106k

Description of Device:

The DIGITAL RADIOGR AP Y OXDI-SS¢C s 5

o naging arca.

Ihc DIGITAL RADIOGR APHY CXDI-ss¢C

¢ UXD-S5C emits vis

i-:.;[ croate cleetrical sipnals,
senverted o digital and disp!

Intended Use

The INGITAL ff\ { HRAPHY ¢ xI)? 3530

Hionial il
radiographic [nvee

COIVET

.\
*1

Ble speciy

H ecl‘.éi(_' i

KCSv3L,

Section 10 Stiniinary

MAY 2 9 2009
510(k) Summary

April 6, 2009

Cannn USA, Ing (s
One Canon i’lam
Lake Success, NY 11642
Ms. Sheila Dejseoll
(3161 328-3602

(316} 3285169

-agent for Canon Ine.)

New Maodel

Canon Ine.

Canon

CXDESsSC

MO, Solid State X ray imager
To he assigned

Cunon Ine,

Canon

CXDI-360

<)f)"1()H Seld State X-r, iy Imager
Kinnay

solid state x-ray tmager which has 33

Adter the electrical siemals are penerated. the jm 1005 are

faved onan wnitor,

CXAmInaions, }“L i LHu 15 ntende

et systems moall general pumose diagnostic procedures.

This deviee is not intended for mammogtaphy apolications,

x 43

mtercep’* x-ray photons and the scintiliator of
3 photons thar iluminate an array of photo-deteciors




KOG (¥3L
Section 107 Sunimary
Comparisan to Predicate:

CXDI55Cs intended vse 15 the same as that of CXDES0C The diffe

are the external dimensions and the weight which are:

The external dimensions of CXDI-330C are changed rom 491 x 477 1 23 mm o
4RO x 48] « 1S mmy

The weight of CXDEIA0 s changed trom dskg o 24k

Conclusion

The Performance Data demonsirates that CXDE35C g sate and elfective just as

the CXDI-50C

Based on the information in thes submission, stmilanty o the

predicate device {Digital Rediography CXIDI-36C), and the results of our design
contral activities and non-clintcat testing, it is the opinion of Canon Inc. that the
DIGETAL RADIOGRAPIFY CXDI-35C desoribed in this submission 15 substantiaily
equivatent o the predicate device.
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DEPARTMENT OF HEALTIH & HUMAN SERVICES Publte Health Service

2

Canon USA, Inc. MAY 29 2608

Yo Mr. Jefl D, Rongero

Third Party Reviewer-Semar Project Fngineer
Underwriters Laboratonies, Inc.

12 Laboratones Drive

Triangic Park, NC 27700

Re: KO91436
TradeDevice Name: CXDi-535C
Regulasion Number: 21 CFR 8921630
Regulation Name: Elecrostatic X-Tay ITaging svstem
Regulatory Class: 1}
Product Code. MOB
Dated: May 12, 2009
Recerved: May 14, 2000

Dear Mr Rongers:

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

devices, pond manufacturing practice. tabeling, and probibitions against mishranding and
adulteration,

Please be advised that FDA's tssuance of 2 substantia equivalence determnimetion docs not mean
that FDA has made & determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with ail the Act’s reqnirements, including, but not limited to: registration and listing (21
CHR Part 807): labeling (21 CFR Pant 801Y; medical device reporting {reporting of medical
device-related adverse events) {21 CFR 803); good minufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions {Sections 531-542 of the Act}; 21 CFR 1600-1050,




Pape 2

if you desire specific advice for your device on our }:ﬁbcli;;g regulation (21 CFR Pan 8013, please
contact the Center for Devices and Radiological Health's (CDRIH's) Office of C omplance at ong
ol the folfowing numbers, based on the regulation number at the top of this letter

21 CFR B76.xxx (Gastroenterology/Renal/Urologyy (2400 276-0115

21 CFR 884 xxx (Qbstetrics/Gynecelogy) (243 2760115
21 CFR 892 xxx Radiolepy) f?réf]') 2768120
Other {2400 2760100

Also, please nole the regulation entitled, “Misbranding by 1efercnce 10 premarket notfication”
(21CER Part 807.87). For questions regarding the reporting of adverse events under the MDR
reguiation {21 CFR Part 803), please contact the CDRH/Office of Surveiliance and
Biometrics/Division of Postmarket Surveiliance at 240-276-3464. Tor more information
regarding the reporting of adverse events, please go to hitp://www fda gov/cdrb/mdr/.

You may obtan other general information on your responsibilities under the Act from the
Pivision of Small Manufacturers, International and Consumer Assistance at s 1ol] fres number
’8{" O') 6’3‘% 794] or (240) 276 “() or at itq Internet address

S/m;eml\ KQ)E% . -
N - y’} {
S Y
N WA | )/3» (] AP
N Ry
. Jdnine M. Moris

cting Director, Division of Reproductive,
Abdosminal, and Radiclogical Devices
Office of Device Bvaluation

Center for Devices and

Radiological Health

Eneclosure



Indications Statement

indications for Use:

DIGITAL RADICGRAPHY CXDI-55C provides digitaf image capture for
conventional film/screan radisgraphic examinations,
The device is intanded to replace radiographic film/scresn systems in all general

purpose diagnostic procedures.
This device is not intended for mammography aspplications.

Frescription Use S SR OR Over-The—Counter Use
{Part 21 CFR 801 Subpart ) {Part 21 CFR B0V Subpart C)

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHERT PAGE IF NEEDED)

Goncurrence of CDRRH, Office of Device Evaluation(QODE}

e /’5,‘( f:‘..’ P
(Division Sigh-Otf!
Division ef Reproductive, Abdominal and
Radiological Devices I

510} Number F0 7 ¢ 53
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Shamader Corparation
S My Don Barle

wal Serviee NOY - § 2009
cal Systoms LS A

Koo KO9G37y

Frade/Mievice Name R0
Regutntion Number: 2V CFR 892 1600

dme Angosraphic xerav svstem

Rewlatore Class 1
Producy Code 2 and 17X
Dited: Sortember 8, 2004

Received: Owtoher 7
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device-related adverse ovent 2 Prachics requireinents as et
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You may obtain other general nfermation on your responsibilitics under the Act from the
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(8O0) 6382041 or (301) 796-7100 or at its Inmternet address
i www fda soviMedicalDevices/ResourcesforYou/Indusarwidelauis itm.
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Ef;mén: M. M
\j.-’\cting, Director, Division of Repraductive,
Ahdominal. and Radiological Devices
Office of Device Bvaluation
Center tor Devices and Radwlogical Health

Enciosure



510Ky Nowficaton Submission,  R-30H

SECTION X INTENDEZD USE

SN VIRe
100K Mumber(f known) - Unknown s S

Device Name: R-30H

Intended Use

The B304 5 used o take (he radiography of patients
grapny

yedicale beam eiing

Tha intended for yse of the R-30H are also the same as of the

i

R-30H (KO31771).

'

(PLEASE 00 NOT WRITE BELOW THIS LINE- CONTINUE OGN ANOTHER
PAGE IF NEEDED )

arrence of CORH, Office of Device Bvaluation(CBE]

Pragcrintion Lise 1 OR,

(Per2 1 CFREQT 109) \ I

and Radwd P Devices

fodoh7y

SI0kI N



Office of the Attorney General
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Attorney General of Guam

Civil Division
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~~~~~~ Original Message-----

From: Philip J. Manly [mailto:Pimanlyfconnectimaging. com]
Sent: Saturday, September 24, 2811 12:35 PM

To: Patrick Lujan

Cc: Garibaldi Famisaran

Subject: Re: Guam Public Health contact

Patrick,

wWhen we talked, you showed me a ruling by a judge indicating he wanted
you to have an independent evaluation done on the x-ray equipment that
was installed at your clinic.

In the United States, all medical equipment must be approved by the
Food and Drug Administration (FDA) for safety and effectiveness before
being offered for sale. For medical equipment such as x-ray machines
used for medical purposes, the manutacturer applied for and receives
510(k) approval from the FDA.

You indicated to me that this equipment has 518(k} approval for sale in
the United States. Such approval should satisfy the ruling by the judge
for an independent evaluaticn of the satety and effectivensss of the
equipment. If necessary, vou can cbtain a copy of the approval through
the vendor for the eguipment and submit it as prooft of the evaluatioen
tor satety and effectiveness.

Sincerely,

Philip 3. Manly, M.%., CHP, DABR
sox On B721/2011 at 1014 PM, in message
cavpedtic-5718-48d2 -h302-8338e1d2daldi@ggmat 1o Ldmrpacific. coms, Patrick

Lujan <patriclk. lujan@dphss.guam. govy wrote:

Hata adail Doc,

This is Patrick. You can reply to this email addre

0. LUIAN

Aanager/Planner 1Y

LEHAm. 2OV



