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Attorneys for the Government of Guam

BEFORE THE OFFICE OF PUBLIC ACCOUNTABILITY
PROCUREMENT APPEAL

IN THE APPEAL OF IMEEDISON APPEAL No. OPA-PA-11-001

APPELLANT.

RADIOLOGY IMAGING SYSTEM

}

)

}

)

b CERTIFICATION OR EXEMPTION OF
]

J AMENDED
)
H
]
)

Attached hereto s docamentation relative 1o the certification of the Shimadzu Rads Speed
DR-Auto Radiology Tmaging Svatem
Based upon the atached mtomstion, the Shimad u Radspeed DR-Auwto Radiology

gy Svstem s approved. or ovemnpled from the approval process onoa componet by

s

component basis pursuant 16 21 USC 85100k and 21 CFR §892 ¢t seq. Attached. find the

documentation to demonstrate cither the certification of a device for use merstaie comnreree,
p } uN £
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or the exemption of the device rom further certilication. The following information. provided
by Shimadzu Corporation and MedPharm. advises that the components of the RadSpeed DR-
Auto Radiology Imaging Svstem are FDA certified or exemipt from certification. Exhibit A,
Philip 1. Manlev, Gammg Corporation. Hawail, who serves as o comsultant 1o (he Ciuam
Memanal Hospial concerning radiofogical cquipment. including oy deviees siilar ro the one
acquired i this matter. contirms that in the United States the FDA approval provided for here is
the standard tor the independent cvaluation o ssately and effectiveness. Fxhibit B

Phe Department of Public Health and Sovial Serviees and the General Services Ageney
find that the Shimadrza RadS peed DR-Auto Radiolopy magig Svstem meets or exceeds the
specilications published  for s acquisition. The information provided verifies that the
cgtipment meets Food and Drug Administration quality assurance. safetv. and effectiveness
requirernents. This information is respectfully provided hiere

subinitied this 127 dav of December. 2011
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RadSpeed FDA Compliance

Shimadzu did not file the RadSpeed as a Syslem™ Rather 1 00 need was submitted
Dy its componentis. Only certain companents were require o terough the 510ik)
process. Most componenis are considered exempt.

Below is a listing of most major components of the Radbpood o their respective
classificalions and listings for the FDA  Tre Radspeed Combinatons presently being
offered are:

~UD150B-40 Generator. Exempt

- CH-200 Ceiling Tube Support Exempt
- BK-200 Bucky Table: Fxemp!
-BR-120 Wall Bucky Stand: Exempt

- R-830H Collinator See attached

- 0.6/1.2P324DK-85(5F) Tube: Exemp
7. Canon CXDI-55C - See attached
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X ray tube

You may access the regulations by the followirg link:

FR CFRSearch chn

Dewww.accessdata fda goviseripls odri cldocs




CFR - Code of Federal Regulations Title 21
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FHELE 21 FOO0 AND DRUGS
CHAPTER LFOOD AND DRUG ADMINISTRATION
DEPARTMENT OF HEATTIE AND HUMAN SERVICES
SUBCHAPTFR L MEDICAL DEVICES

Diagnostic x-ray high voltage generator.

The device

rkat notification procedures



CFR - Code of Federal Regulations Title 21
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See Related
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THHLE 2T 1O0OD AND DRUGS
CHAPTER FLOOD AND DRUG ADMINISTRATION
DEPARTMENT OF HEALTH AND HUMAN SERVICES
SUBCHAPTER H-MEDICAL DEVICES

Biagnostic x- ray tube mount

The device

iz exemnp cret notification procedures
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HITLE 211000 AND DRUIGS
(‘Hs\PWEﬂ{i—%I)(H};\Nﬂ}LﬁRlK},\LPﬂlNﬂSTWQA!T()N
DEPAR?MENT(HIHEW!TIANHI&HfNNSERVKTﬁ
SUBCHAPTER M MEDICAL DEVICES

Radiclegic table

The device

is exempb from the premarket notification procedures




*

T SHIMADZU L

[l skHiMaDZU
SHIMADZU PHILIPPINES CORPORATION - o _

CERTIFICATION

This us to certify that Shiradzy Radspeed DR Auto X-Ray machine

with the fallowing flems

1.) X-Ray High

tModel U015

inciudes Hem g

10. Starter. Modei: 5A-42010
Seral no - AMESERET4NTG
a5 one of its componenis.

DHTLE 20 100D AaND DRUGS
CHAPTER T--FO0ON AN DRUG ADMINISTRATION
DEPARTAIINT OF HE AT DHANDITUMAN SERVICES
SEROHAPTER HONMEDIHO AL DEVICES

« Source:

hitp liwww.accessdata. fda qeviscriptsicdrhicfdocsicfCFRICFRSea

reh.ofm?h=892 1700




2.) Diagnostic X-Ray Tube Mount (Ceiling Support)
Model CH-Z00
Senal no - 32C502714001

Includes ltems #:

11. Aulo positioning Assy
Serial no 40D 185413004
12. Arm Si0 Assy

13, Motor Drive Unit

Senal ne. 40D6DE414001
14, Updown Synchro Assy
Serfal no.. 37CA45414005
are part of s components

[ PR

FITLE 2V FOoh AND DRUIGS
CHAPTER 100D AND DRUG ADAINISTRA TJON
DEPARTAMENT GE AT DI AN 10 Ay SEFREAVEOES
SUBCTINP LR T AT D5 v DI Ve Te

* Source:
htip://'www accessdata. fda gov/s cripts/cdriv/ofdocs/cf CFR/CFRSea
rch.cfm?fr=892.1770




3.) Radiologic Table (Bucky Table)
Model BK-200
Seral no 402AB9E 14001

Inchudes ffems #

7 FRD Mount Kit 3k
Serial no 4155348214000
8 SPT-XOD-FiA

Senal nio . AMI310614003
are part of s components,

FEHEE 20 00Gh AN BRLGS

CHAPTER T FOH0D AND DR G MDMINISTRATION
DEPARTMENT OF HEAL T WD HUAIAN SERVICES
SUBCTEAPTER oM DO DLV IS

« Source:
hitp /www.accessdata fda.go wiscriptsicdrivefdoc s/cfCFR/CFRSea
rehefm?fr=892. 1980




4.} Collimator
Model R-300
Serial o MPO271312008

Includes item #.
9. Dosimeter (VAC] Assy
seral no MPO3CED14003

as ane of ifs components

=  LH01(K) Number K1071035
«  SUK) cerlificate on separate shee!
o Sowce. hlipAwww accessdala.ica govictrh_docs/pdf10/K101039 pdf

5.) Wall-mounted Radiographic Cassette Holder {Vertical Buchy)
Model BR-120T
Serial no - 40B4AAB 14001

FEE L T avNp bl oy
CHAPTER [ Loon a1y et SIOVEENGN
PIEPARAINMENT 0 1 8 TEE D 1 MANSERVICES

PR HHON
SEBCHAP TR BN DV s

«  Source:
frees www. accessdata fda qoviscriptsic: Wefdoes/cfO FR/CFRSea
rein A ?fr=892.1880




6.) Diagnastic X-ray Tube Housing Assembly (X-ray Tuhe)

Model: G611 2P324DK-35

senalno | CMEDESE1RG

THVLY 20 FOom AND DRUGS
CHAPERER | FOOD AaNDDRLG ADMINISTRATION
DEFARTNENT OF HEALTH AND HI MAN SERVICES
SUHCHAPTER {8001 A DEVICES

Source:
www.accessdata fda.gaviscriptsi cdrhictdocsicfCFRICFRSea
{‘%

SHIMADZU PHILIPPINES CORP.

-

ANTHQNY PIMENTEL
Senior Service Manager




Prepared:

Submitter:
Company Name
Company Address:

Contact Person-
Phone Number:
Fax Number:

Proposed Device:
Reason for 5107k
Manufacturer
frade Name:
Maodel Name:

Classification Name:

FDRA 108k #:

Predicate Device:
Manufacturer:
Trade Name:
Model Nume

Classification Nanme:

FIXA S10(k) #

Description of Device:

KCG 1920,

Section [0 Summary

MAY 29 2009

S10(k) Summary

April & 2009

Canon USA, Ine. (U S agent for ety
One Canon Plaza

Lake Success. NY 11042

Ms Shets Diris
(3163 325-3602
(316) 32851069

New Madel

Canon Ine

Canon

CXI-55¢

MOB, Sohd State X rav Imager
To be assigned

Canon Ine.

Canon

CXDI-s00

OMOI, Sehid Stare X-ray Imaper
060413

Fhe DIGITAL RADIOGRAPHY CXDi5 S5C s A solid state x-ray imager which has 35 5 43

CIM imaging area,

Phe DIGITAL RADIOGRAPHY CXDIs5¢ mtereepts x-ray photons and the scimillator of

the UXDES5C emirs visibie spectiuns photoms that illuminate an amay
that ereate clectricad Slgliais

converted to dhgial and displayed on o monitor

Fatended Use

The DIGITAL RADIOGR APHY CRIDH-55C provides oy
cotvenlional filnysereen radiographic examinanons The d

radiographic film/ser

This deviee 1s nol intended

wensystems n all genersl purpase diagnestic pr

of photo-detectors

Adter the eleatrical sipnals are soneraed the minees arg

for mammopraphy appheations.




KOG 1#3C

Seetion NI Siop
Comparison te Predicate:

CXDI-53C s intended use s the same as thatof (00 i1 bBiierences

are the external dimensions and the weight whish o
The external dunensions of OXDES30 are changad Fom 29T v 477 x 23 mm o
480 x 481 x 13 mm

The weght of CXD35C 5 chenged from 4 500
Counclusion

fhe Performance Data demonstrates thar CXDE50 15 sate and effective st as

the CXDE500C

Based on the information n this submussion, sinlanty to the

predicate device (Digital Radiography CXDI-30C), and the results of our design
control activitizs and ron-clivical testing, 1145 the opiion of Canon [ne. that the
PIGITAL RADIOGRAPIIY CXDE55C deseribed 1 this subnussion is substantally
cquivalent to the predicaie device
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Rockyite MDD 200

Coanon USA . Ine
e My dell D R

Therd Party Reviewer-Semor Project Engmees

MAY 29 2003

Ongero

Underwriters Laborataries, e

E2 Labaratories Dve
Friangle Park, NC 27709

Re: KO91436
I'rade/Device Name: CXDI-55C
Regulation Number: 21 CFR 892 1630
Lepulation Name: Electrostatic X-Tay Imagimy sysicn
Regulatory Class:
roduct Code: MOB
Yated  May 13, 2009
May 14, 2009

I
j
I
|

Recerved.

Dear Mr Rongera-

We have reviewed your Section St0(k) premarket nofification of intent to market the deviee
referenced above and have determined the device 1 substantially equivalent {for the indications
for use stated m the enclosure) o tegally marketed predicate devices marketed in inierstate
commerce prior to May 28, 1976, the enactment date of the Medjcal Device Amendments, or (o
devices that have been reclassified in accordance with the provisions of the Federal Food, Dreg,
and Cosmetic Act (Act) that do not require approval of a premarket approval appiication (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act The
general controls provisions of the Act include fequirements for annuat registration, lsting of
devices, good manufacturing practice. labeling, and prof

achithteration

Ahilons against misbranding and

i

Please be advised that FDAs ssuance of 2 substuntial eyuivalence delerminaiion does ne
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must

comply with alf the Act's requirements, including, but not imited 1o registration and

medan

listing {21

CER Part 807); labeling (21 CFR Part 801Y; medical devi
device-related adverse events) (2] CFR 803); pood m

forth 1 the quality systems (QS) regulation (21 CFR Part

ce reporting {reporting of medical

anufacturing practice requirements as set

820); and if applicable, the electronic

product radiation control provisions (Sections 531-542 of the Ac 3, 21 CFR 1800-1056.




Pape 2

I you desire specific advice for your device on ous labehing regulation (21 CFR Pant 801), pleass
contact the Center for Devices and Radwolegical Healih's {CDRHsY Office of Complisnce af ope

3

i namber 2t the 1op of this fetler,

of the foliowing numbers. based on (he e

2L CFR 876 xxx {(EJ.ssEf's')cm<-:.f::Ee:);}_x‘ffécﬁna!f’i_Ez'z:;i.n}_g_\;} (2403 276-0115
2V CFR 884 xxx {Obstetrics/ synccolony) (240) 27661 15
21 CFR 8972 xxx Radislogy {2405 276-0120
Chher {240) 276.0100

Alsa, please note the regulation entitled, “Misbranding by reference to premarket notification”
(21CEFR Pt 807.97). For questions regarding she reporting of adverse events under the MI3R
regulation (21 CFR Part 807), please contact the CDRH/Office of Surveillance and
Brometrics/Division of Postinarke Surverllance at 240-276.3464. For more mformation
regardmg the reporting of adverse cvents, please po o M_H)_If&ww,rdﬂ,i’(]‘»’fC(ii'llfmg{f.

You may ohlain other generabmformation on vour responsthifities under the Act fram the
Division of Smalt Manufacturers, International and Consumer Assistance at ifs toll-{ree number
{800 638-2041 or (240) 276-3150 o al its Internet address

seppor/index him)

Stngerely wours, S

i Y]
vt (Y
L 4 L -
T Fnine M Mormisg
cting Director, Division of Reproductive.
Abdominal, and Radiclogical Devices
Office of Device Bvalvation
Center for Devices and
Radiological Health

Fnctosure




Indications Statement
/2
1 KNumber(if known} .. K.Qw(j_ij/ 3&’,

Device Name:  CXDES5C

Indications for Uze;

DHGITAL RADIOGRAPHY CXDI-55C provides digital image capture for
conventional film/screen radiographic exarninations
The device is intendsd ta replace radiographic film/screen systems in alt general

purpose diagnostic procedures,
This device is not intended for mammagraphy applications.

Prescrption Use ¥ OR Cver-The-Counter Use
{Part 21 CFR BOT Subpart ) {rart 21 OFR BOT Subpart ©)

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANCTHERT PAGE IF NEEDED}

Concurrence of CORH, Office of Davice Evaluation(QDE}

i

TR
(Division Sig-Otff

Owision of Reproductive, Abdominal and
Radilogical Deviges S A
el Durtes ) 7, g
510{ki Number i .

A

,-/
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-wC' DEPARTMENT OF HEALTH & HUMAN SERVICES Pl i Service
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Stemadea Corporation
Yo M Don Karle
Direcior il Service HOV - 6 7png

cdtcal Systems USA

Shimedzu

20T S Lronl Avenao

TORKANUE CA 90502

Ke: KUUHISTS
Trade/Device Name: R-20H
Rewulation Number: 21 CFR 892 1600
Regulation Name:r Angiographic xeray svsten
Regutatory Class: 1
Praduct Coder TZW and 17X
Dated: Sentember 8, 2009

wdn October 7, 2009

Dear Mr Karle:

A notification of intent to market the device
msubstaruathy cguivalent {lor the mdications

et JIOER Y prem

We have reviewed vour Sec

referenced ahove and have determim oo
foruse suted the enclosare)y o fepally marketed predicate devices markeed i imerstaie

commerce prior to May 28 1976 the enactmont date of the Medical Diovice Amendments, or (o
! )

devices that have been reelassifiod in sceordance witl the provisions of the Federal Food, Dirug,

and Cosmetic Aot {Act} that do not require approval of a premarket approval application (PAMA)

You mav. therefore, market the devies, subject to the general controls provisions ol the Act The

gistration, listing of

general controls provisions of the Act include reqinrentents for annual re

cevices. peod manulacturing pracnee. labeling, and srohibitions agamst misbranding and

adulieration

Hovour dovice s clusstDed (see abover e cither ol 1 especial Controlap o class HE(PM A

sur devige

ey besubrect to addonad contrody. Bxasting nuaer reeiatinns

! Tuebe 20 Parts 800110 898

found ny the Code of Federal Repulations st DA may
s the

NCUNCTS CONCCining voup o

mulhsh further ann

al equivalence detemunation docs net mean

Please beoadvised thar FIDA s s

that FDIA has made & deternmination that vour device camplies with other requirements of the Act

orany Federal statutes and regulations administered by other Federal nuzencies. You must
comply with all the Act’s requirements mcluding, but not limited 1o registration and listing

{28 CER Part 8U7); fabeling (21 CFR Part 8611 medical device reportmg (reporting of medical




ed adverse events) (21 CFR 3031 oo
ihe quality systems (QS) regulation (2] OF §< 1- ar :\:l". ,;=1rf iap ;-im?w- é"l”"
000 H}*

Tt radiation control provisons (Sections 331942 of the Acti: 21 CF

(RN R

the Cen r Dev
aote the mwulaufm en Mhi randing b\ reference to presu ket notification” (21CFR Pag
(21

0797 For ques[ren% rcgmcww the reporting of adverse events under the MDR reguliation (7]

Lol ¢ eﬂ?‘)i"iilu ‘\Isu, s

CEFR Part 3033, piease go 1o
hup/iw ww fia pov/MedicalDevices/Satety/Reportaftoblemvdefaull him for the CDRH's Office

of Survedlance ord Blometrics/Division of Postimarkel Survesdiapce.

vou may obtain other general mformation on vour responsibilities under the Act from (he
Brvision of Smal Manufacturers, Iternational and Consumer Assistance al s toll-free nomber
( 500 6’58-- "{M] or (3{)3) 796-’?1{}0 or at s hternet address

sforY mz/indmuv/d(, favd Bt

%n erely yours, /
//

m/

“‘-. i L i/

Sassine M Mo

\"‘,'\czlim-; Director, Division of Reproductive,
Abdommal, and Radiological Devices

Office of Device Evaluation

Cenier for Devices and Radiolegical Health
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S Notffication Submission. R-30H Page 17

SEOTION Wi MNTEMNDED USE
Hagel ol
. a o
e | ek
D) Numbed(f known) Uk ] \_ s 0

Device Name R-30H+

Intended Use -

The R-30H is used to take the radingraph,

pabienis

The intended for use of the RO30H are alss the same as of the predicate bearm himibing

tlevice R-30H (KO31771)3

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

Huatien{ DS

Prosoription Lise 1 O Uver-The-Counter Use
oy g g o i P
rZTOCFRE ! i
S
i Ty e
i i !,
Clondis ka0
§ :

(Division Sign-0rt;

TUT Reproductive, Ahdominal,

K957y

eal Pevisey

SHYEY Number
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————— Original Message-----

From: Philip 7. Manly [mailto:Pjmanly@connectimaging. com]
Sent: Saturday, September 24, 2011 12:35 PM

To: Patrick Lujan

Co: Garibaldi Famisaran

Subject: Re: Guam Public Health contact

Patrick,

When 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 wmedical equipment must be approved by the
Food and Drug Administration (FDA) for saftety and effectiveness before
being offered for sale. For medical equipment such as x-ray machines
used for medical purposes, the manufacturer applied for and recelves
518(k) approval from the FDA.

You indicated to me that this equipment has 51€(k) apprcoval for sale in
the United States. Such approval should satisfy the ruling by the judge
for an independent evaluation of the safety and effectiveness of the
eguipment . If necessary, you can obtain a copy of the approval through
the vendor for the squipment and submit it as proof of the evaluation
for satety and effectiveness,

Sincerely,
Philip 1. #Manly, #M.S., CHP, DABR
>x> On 972172011 at 3014 PR, in message

7¢-5718-48d2-b3c2-9338e1d2dald@ggmat 101 dmepacific ccoms . Patrick
Lutan cpatrick, lujanmdphss  guam. govy> wrote:

Caesediy’

Hata adail Doc,

This is Patrick. You can reply to this emall address.

thanfes !




