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Aftorneys for: Interested Party MedPharm FRE %0, opaps, /[ (D]
BEFORE THE PUBLIC AUDITOR
PROCUREMENT APPEAL

IN THE APPEAL OF ) DOCKET NO. OPA-PA-11-001

)
JMI - EDISON , )

) INTERESTED PARTY MEDPHARM'S

Appeliant. ) COMMENT ON AGENCY REPORT
)

Pursuant to 2 GAR §12104(c)(4) Interested Party MedPharm Guam aka
MedPharm Group of Companies (hereafter referred to as “‘MedPharm”) files these
comiments on the Agency Report filed with the Office of Public Accountability (hereafter
referred to as “the OPA”) on January 19, 2011.

The Notice of Appeal filed by Appellant on January 4, 2011, sets forth three (3)
basis for the appeal. Those three (3) basis of appeal were part of six (6) issues raised
by Appellant in its protest to General Services Agency (hereafter referred to as “GSA")
filed August 6, 2010. (Procurement Record No. 1). The three (3) issues raised by
Appellant, as well as the other three (3) issues initially raised in the protest to GSA,
were rejected by GSA in its rejection letter dated December 16, 2010. (Procurement
Record No. 2). MedPharm files these comments to support the rejection of the initial
protest by GSA and to support the dismissal of this appeal as lacking any merit on the
issues raised in the appeal.

Appellant’s first basis of appeal is that MedPharm’s bid was non-responsive and

that it did not meet the specifications of the solicitation requiring “optional stretcher”,




TS —

Under §1A System Configuration of the Invitation For Bid GSA-105-10 (hereafter
referred to as “the IFB”), it states: “Standard or extended arm digital wall stand ONLY
with single portable detector and optional stretcher.” (Procurement No. 5). Attached
and marked as Exhibit “1” is a page from the brochure submitted as part of MedPharm’s
bid. (Procurement Record No. 4). It states in perttinent part: “A single button pressed
autornatically moves the ceiling mounded x-ray tube support to the imaging position,
relative to the wall stand, x-ray table and, if used, stretcher.” The system configuration
request in the IFB is that the equipment can be used with a patient on a stretcher. That
is what the IFB requested. That is what the brochure provided by MedPharm as part of
its bid states. That is what was relied on by GSA to approve MedPharm’s bid as noted
by GSA in its letter to Appellant dated December 16, 2010, rejecting that issue in
Appellant’s protest to GSA.

The second issued raised in the Notice of Appeal is the contention by Appellant
that MedParm's bid did not respond to the specifications that there be two (2) LCD
monitors. On Page No. 2 of MedPharm’s bid under Section F, Acquisition Work Station
“Twe (2)-19 in. (48)CM LCD Color Monitor (1280x1024 pixels)”, MedPharm put in the
“Bidding On or Remarks” column “Two (2)-19 in. LCD color monitor (1280x1204
pixels)”. See, Exhibit “2”. Therefore, MedPharm clearly stated in its bid response that
it would comply with this specification by listing two (2) color monitors in its bid proposal.
Also, attached as Exhibit “3” is a page from the brochure submitted with MedPharm’s
bid in which it states:

“Superior quality imaging using Cannon’s amorphous silicon back panel detector
known as LANMIT, VCXDI-60C produces high resolution, high contrast diaganostic

images. The sensors multi-objective frequency processing can be optimately calibrated
D




to view captured images on LCD monitors.” (Emphasis added). Therefore, it is clear
from the brochure submitted with the bid that the equipment can handle more than one
(1) monitor,

In GSA’s rejection of the protest, it again referenced that its review of the bid and
brochure satisfied its investigation that MedPharm's bid met the specifications set forth
in the IFB.

The third basis for the appeal filed by Appellant is that Medpharm’s bid does not
provide documentation showing compliance with necessary regulatory agencies as it
claims is required in the bid. GSA made a finding that Medpharm’s bid was compliant
because the IFB did not specify what regulatory agencies specifications had to be met.
In its appeal, Appellant admits that the brochure submitted with MedPharm's bid
references that the equipment is in compliance with ISO8001:2000 Quality Management
Systems and [SO13485:2003 Medical Equipment Quality Management Systems.
Attached hereto as Exhibit “4” are pages from the brochures where this compliance is
noted.

MedPharm notes that a number of the major components of the system specified
in the IFB are specifically exempt from FDA Section No. 510(k) requirements. Attached
as kxhibit “5” are pages from Title 21 Code of Federal Regulations (“CFR”} where these
exemptions are noted. Specifically, diagnostic x-ray high voltage generator is exempt.
Diagnostic x-ray tube is exempt. Radiological table is exempt. Wall mounted radio
graphic cassette holder is exempt. Diagnostic x-ray with housing assembly is exempt.

Additionally, the fact the equipment submitted in MedPharm’s bid meets 1SOS001
and 18013485 standards demonstrates that the equipment comports to FDA

requirements pertaining to medical devices. A print out of the FDA Medical Devices
-3.




Quality Systems regulation is attached hereto as Exhibit “6". MedPharm specifically
cites to the second paragraph which states: “Also, the agency [FDA] believed that it
would be beneficial to the public and the medical device industry for the CGMP [Current
Good Manufacture Practices] regulation to be consistent, to the extent possible, with the
requirements for guality systems contained in the applicable international standards,
primarily, the International Organization For Standards (ISO) 9001;1994 “Quality
Systems -- Model for Quality Assurance in Design Development and Production
Installation, and Services” and at the time 1SO Committee (CD) revision of ISO/CD
13485 "Quality Systems - Medical Devices -- Supplementary Requirements to
IS09001". Therefore, it is clear that FDA recognizes 1SO standards. This is most
clearly exemplified by the fact that the equipment MedPharm included in its bid for
purchase by the Department of Public Health & Social Services for use in Guam’s
Public Health Centers, is equipment that is available and used at many medical clinics
through the United States.

Therefore, MedPharm’s bid met the specification requirements that the
equipment meets applicable standards. This is what GSA determined upon review of
the bid.
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In closing, MedPharm would comment that it is unfortunate that there are no
penalties for Appellant to be fined or otherwise punished for filing a meritless appeal
which does nothing but harass a competitor, MedPharm, and more importantly,
interferes with the Department of Public Health & Social Services’ ability to provide
appropriate medical services to the people of Guam.

Respectfully submitted this 31st day of January, 2011.

CUNLIFFE & COOK

A Professional Corporation
Attorneys for Interested Party MedPharm

JEFFREY A COOK, ESQ.



y Advanced level positioning can automatically move

: the ceiling mounted X- ray tube support to the optimal
imaging pesition, relative o the Wall Stand and the
X-ray Table.

£ mmesiing

A single bution press automatically moves the ceiling
mounted X-ray tube support to the imaging position,
relative to the Wall Stand, X-ray Table and, if used,
stretcher. This automatically switches the SID or X-ray
tube angle, allowing an operator to change position from
one examination area 1o another, easy tube support
preparation and stowage, and provides a significantly
improved, trouble-free, efficient examination workflow,
The X-ray tube can be manually positioned for precision
alignment.

X-ray lube support vertical range of 1,600 mm ensures
sufficient SID when examining supine patients and low
focal peint radiography of standing patients.

This support also rotates on the vertical and horizontal
axis in addition to fixed positioning at any desired angle,
enabling fast positioning at complex angles for orthopedic
applications.

A single button press moves the ceiling-mounted

A-ray tube support smoothly to the registered position,
Movement stops immediately when the remote contral
bution is released. Uses up to two remote-control units.
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System Access & Authorzation Control that support
Health-care organization's HIPAA compliance efforts.

integraied quality prosedure

€. Workflow and Netwarking

Auin-prowcol recogniion {optional}
Adle-positioning snd Aute-detenis
Fast preview image (quelily conirel

Post ecquisition reprocsssing for mukinle “looks”
From single sxposure

Patient adisuto-foldering {copy sxam)

fodality Perform Procedurs Stap ( MPPS/SPS/FPRS)
Automated and Customizabls image vansier and priniing
DICOM 3.0 and IHE complian:

D.  lnage Quality and Dose

Mulirresolution image processing capabifity
Tissue Equalization (TE) used to commect ever-penairated
And under-penetrated areas with the imags

imekigent Collimation Edge Detection (ICED)
Automated image shutlering and cropping tool

Automated brighiness/contrast setfing (Smar Windowing

Crihopedic magnification/gpring - Detector
Exposure Incex (DEI} - Dose tracking and QC Matric

Dose Area Product (DAP} ~ Entrance doss Msinc

E. Digital image System - Poitable Digital Flat Panel Detector

Poriable digital fiat-panel cetector, non-tileg amorphous silicon
Detector wilh & Cesium lodide sontiflator. Delivers very high
Quantum efficiency / low noise characteristics,

383 em (183 in) detachable exiension cable allows for 1able
Top and cross table exams and simplifies detector placemani

To include attachable high fine rate grid - 30 om focus and SIG
Ranga of 100-180 oy (70 linesiom; 8:1 retio)

Rel: GE Perlable Digiial Flat Panel Dstector or Equal

Detector Specifications:

Detector Sizer 41 cm x 41 om

Aglive mairix 2022 x 2027 pixels

Image depin 14 Bit

Pixel pitch 200 microns

Typical dynamic range 1.5 tR~ 7 mR @ RQAS
Typical DQE 65% @ 0 1p @ RQAS

Max patient fvad 160 kg {352 hs)

F. ACQUISITION WORKSTATION

Two {2)-- 19 in. {48 om) LCD eoior monitor
(1280 x 1024 pixels)

Hard disx storage: 73 GB, = 3200 nages
RAM: 2GB minirmum

Image procassing times for single exposure arams
{inciuding acnuisiiion and image processing)

EXHIBIT "2"

_ISO. TUV Certified

Comply

Cramnhe
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_Comply
_ Comply

Comply

Comply
Comply
Comply
_Comply

Comply
Comply

Comply

Comply

Compiy

Comply

Portable digital flat-panel detector, non tiled silicon
delegior with a Cesidm Iodide scintiliator. Delivers very
high Quantum efficiency/iow noise characteristics.

630 cm detachable cables allows for table top and
cross exams and sinplifies detector placement

To include attachabie high line rate grid -8:1 ratio /
110cm

35emx 43 cm

or Resolulich 2688 270U BIRets (5.9 Million Pixeis)

14 bils
160 x 180 micrens

Hirat-Hoime-BRAAS

Highly Durable FPD Table - 295 kg

Twa(Z}-18 in. LCD Color Moniior
{1280 x 1024 pixels}

s0GEB HDD
Comply

8 seconds -
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Thin and Lightweight Body

The CXDI-BEG/C is very thin — the same thickness of
standard film cassetles. The 7.5 Ib (3.4 kg) device is
light enough for use in trauma centers and [CUs. Simpie
to grip and handle, both the patient and X ray technician
can comfortably hold the CXDI-BBG/C in place during
image capture.

e,
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B

Equlpped with a large 14 x 17in. (35 x 43 cm} imaging
area, the CXDI-BBGE/C can accommodate

a wide variety of DR, The generous size is suitable for
radiographic applications including skull, spine, chest,
abdomen, and extremity examinations.

The CXDI-B5G/C and CREI-60C offers the benefits
of true portability with a detachable sensor cable:

time-effective transport and simple mataiia’uEXHIBlT “3“

Unparalleled mobility, easy operation and immediate
image review are only a few of CXDI-B0C's impressive
capabilities. Extremely versatile, this device provides
unmatched quality digital images for a wide range of
diagnostic exams and settings.

A ETh e} i T : peti oL d

Using Canon's Amorphous Silicon Flat Panel Delector,
known as LANMIT, the CXDI-60C preduces high
resoiution, high contrast diagnostic images. The sensor’s
multi-objective frequency processing can be oplimally
calibrated fo view captured images on LCD moenitors,




| EERRVSTUDISOB-40/VA40/L40

DIMENSIONS AND WEIGHT

Control consols

5 Frant view Shlo view

Unit: mm
g Waeight: 2.5 kg
i Controf cabinet T
ol :u :.q é
. Top view
N IR TEY
ORI AT

§ g
it L} Unit: mm
Waight:
fs " - D150BC-40 {for UD1508-40) 250 kg
1] =] ©w- D18OVC-40 {for LD150V-40) 250 kg
Front viaw Slde view 3180LC-40 (For UD150L-40) 240 kg

Ramarks
* Every valug in fhis Product Data Shest Is & slandard vaiue, and & may very o it from the sctal af each sits,
+ The appearences and specifications are subjoct to change for musans af improvemant withow! notles,

' #0150 90112000 ii

160 13485:2003 |

] sSHIMADZU (o ) e |

. L e HBQ1IA0SSES |
o ?CP-RPORAHO& Intgmﬂmul Marketing Division Shimadzu Corporation Medica! Systems vap has
3. Kanda-Nishikiche $-chome, Chivoda-ku, Toky 101-8440, Japan  Phone: §H{313219-5641  Fax 81{3)32185710 teen cerlified by TUV Rheinland a8 a manulacturar
of madical equipment and sysiems in compliancs

URL hitp:/iwww, adzu.com with 1S0B00T: 2000 Quallly Managemen! Systems
http shimadzu.c and EN 15013485 2003 Medical Equipment

Quattly Managamens Systems,

EXHIBIT "4"



PRODUCT (CH.200

Remarks

* Every valus in this Froduct Data Sheet is 8 standard vaius, and It may vary B ltte from the actual al euch
site,

* The appeurances end spschications s sublect to changs for reasons of improvemnant wishout notics.

* Cerkln condiguretions may not be avallably pendi & reguiatory ¢ a. Contact your Shimadzu
ragiresariative for information on spectfic configurations.

G sSHIMADZU

SHIMABZU CORPORATION, intarutinns? Macketing Divisien
3. Kanda-Nishikicha 1-thome, Chivoda-ku, Tokyo 101-8448, Japsn  Phane: §13)3219.5641  Fax 81(3)3219.5710

URL bitp:ihwww.shimadzu.com

EXHIBIT "4"

Sy, H
i 130000n2000 |

IS0 1348512003 |
.. ¢ JIBGROOT2000 |
E SI5.013485:1996 |

My

ety

Fegay
Shimadzy Corporation Medical Systems Group has
been certifind by TUV Riwinland as & manufacturar
of medical equipmant and systems in compliance
with 1508001 2000 Quality Management Systems
and EN 18013486: 2003 Medical Equipment
Quallty Management Syslems,




BK-200F

Remarks

° Eveary valus in this Product Daie Shael i3 2 standerd value, and it may vary = Hie from the actusl &l each site,
* The sppewnnces and specifications are aubjach 1 chinie for reasors of Inprovament wilhout notice.

* Cartaln configurat may nol bs ilabie panding reguiatory o . Contedd your Shirmadra

reprasentalive far infermelion on specific configuretions.

SHIMADZU

SHIMADZE! CORPORATION. International Marketlng Sivinion
& Kanda-NMishiliche 1.chome, Chivoda-ks, Tokye 101-8448, Japan  Phone: B1{313216-5841  Fax 8H3)3218.5710

URL httpiiwww.shimadzu.com

EXHIBIT "4”

BO9001:2000 |
% 15012485:2008 |
£ usasonti2000 |
<° aisetseasio9n |

Shimadzu Comperation Medical Systems Group has
been cartified by TUV Rhainland as a manufadurer
of madical aquipmeni and systems in compliance
with 1508001: 2000 Quslity Management Syslems

and EN 15013485: 2003 Medical Equipmant
Quadity Managemant Systems,
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BROBUCT BR-120F/FT

ENVIRONMENT
Location Ambient temperature Relative humidity
Examination room 20 27C 15% to 75% (Non condensing)
*Continuous rurming the
alr-conditioning for 24 hrs
Operation room 10 to 30°C 15 to 76% (Non condensing)
Remarks

* Every volue in this Product Dete Shoal s & standany viilue, and i may vary & ilie from the asiual a1 each she.

* The agpetrances and spacificutions are subjad to change for rensons of impravemant without notice.

* Caraln conligurationa may not be svallabls panding regulatory clesrants. Cantact your Shimadzu
regraanialiva for information on specific configurations.

SHIMADZU

SHIMADZS CORPORATION. intemation! Marketing Divinion
3. Kanda-dishikicha 1-chome, Chiyoda-ku, Tokyo 101-8448, Japan  Phone: B1{313219-5641  Faw B1(313215.5710

URL hitp:/iwww.shimadzu.com

EXHIBIT "4"
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g 150 13485:2003 i
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Berm & 3
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Shimaday Corporation Medic) ms Sroup has
baan cartified by TUV Rheinlant as & marndaciurer
of medical aquipment and sysiems In compliance
with 1808001: 2000 Quatity Management Systems

and EN [S(:13485: 2003 Madical Equipment
Guality Management Systems,
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SHIMADZU CORPORATION,

Headquarters and Factories in kyoto and Shiga district

1, Nishinokyo-Kuwabaracho, Nakagyo-ku, Kyoto, Japan

CERTIFICATE

Certificate No.: EC97J1031

ISO 14001:2004 - JIS Q 14001:2004

Development, design, manufacture, sales, services and logisties of
Analytical and Measuring Instruments, Medical Systems,
Aircraft Equipment, Hydraulic Kgquipment,

Industrial Machinery and Lahoratory Instruments

Our organization eertifies above organization to he complied with
the requirement of indieated above management system.

. Tapan Audit and Certification Organization
Registration Date @ 24/Jun/1997 far Environment and Quality

Recertification Date : 24/Jun/2009 £-8 19 Alasaka, Minato-ku, Takvo, fapan
tsgue Date 10/ dun/2009

\(‘ M\
Certificate Expiry  : 28/Jun®012 President / . ‘
& EG &

T be used in conjenction witk altached Appendix

EXHIBIT "4"
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Standard:
Certification Registr. No.

Certification Holder:

Scope:

Validity:

i

LA

EN ISO 9001:2008, JIS Q 9001:2008
01 100 096363

TUV Rheinland Cert GmbH certifies:

Shimadzu Corporation, Medical Systems
Division

1, Nishinokyo-Kuwabaracho, Nakagyo-ku, Kycto 604-
8611, Japan

including the location / factories / branch offices /
subsidiary companies according to annex

Design, Development, Manufacturing, Importing and
Sales of Medical Diagnostic Imaging Devices and
Systems, Related Devices

Product group and full product description:

Nuclear Magnetic Resonance imaging Systems, X-Ray
Computer Tomography Devices, Diagnostic X-Ray
Devices, Angiographic X-Ray Diagnostic Systems,
Diagnostic Ultrasound Systems, X-Ray Tube Assemblies,
Image Intensifiers, Nuclear Medicine Diagnostic Devices,
Medical Image management Systems, General Heaith
Management Systems, Hospital Facilities and Devices,
Oximeter

An audit was performed, Report No. 096363,

Proof has been furnished that the requirements are
fulfilled according to EN 180 9001:2008, JIS Q
9001:2008,

The due date for future audits is 02-18 (mm-dd).

This certificate is valid from 2010-05-13
until 2013-05-12.

First certification: 2010

A AP
ginland Carl Gmbs

www tuv.com

HAl b

Juy
A g,

£

- *
TUVRheinland

ity
(M »

L

C03700 i
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B%%?@ Vokohama, 2010-65.93

DGA-ZM-58-95.-00

BIiT "4

TUVRheinland®

Precisely Right.
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Certification Registr. No.

Standard:

Location:

Scope:

Ceriification Registr. No.
Locatiom:

WWwW.TUV.Com

01 100 096363
EN ISO 9001:2008, JIS Q 9001:2008

Shimadzu Corporation Medical Systems Division
1, Nishinokyo-Kuwabaracho, Nakagyo-ku, Kyoto 604-851 1, Japan

Design, Development, Manufacturing, Importing and Sales of Medical
Diagnostic Imaging Devices and Systems, Related Devices

01 100 086363/01

Tokyo Office Medical Systems, Sales Section 1 and 2:
1-3 Kanda-Nishiki-cho, Chiyoda-ku, Tokyo 101.-8448, Japan

Chiba Sales Office:
Dafichi Eshibashi Bldg. 101, 2-1-6 Shinchiba, Chuo-ku, Chiba-shi 260-
0031, Japan

Yamanashi Sales Office:
Green Heights Tachibana 101, 2-4-10 Sumiyoshi, Kofu-shi,
Yamanashi , 400-0851, Japan

Koriyama Sales Office:
Korlyama Fukoku Seimei Bidg. 2F, 6-7 Domaecho, Koriyama-shi ,
Koriyama-shi, Fukushima 983-8877, Japan

Nagoya Office Medical Systems, Sales Section:
Nagoya Kokusai Center Bldg. 19F, 1-47-1 Nagono, Nakamura-ku,
Nagoya-shi 450-0001, Japan

Kyoto Office Medical Systems, Sales Section:
1 Nishinokyo-Kuwabaracho, Nakagyo-ku, Kyoto-shi 604-851 1. Japan

Shiga Sales Office:
Koto Bldg. 2F, 1205 Koshinohara, Yasu-shi, Shiga 520-2331, Japan

Kansai Office Medical Systems, Sales Section:

Hankyu Terminal Bidg. 14F, 1-1-4 Shibata, Kita-ku, Osaka-shi 530-
0012, Japan

Minami Osaka Sales Office:

4-8-20 Koryonishimachi, Sakai-ku, Sakai-shi, Osaka 590-0028, Japan
Nara Sales Office:

Nissel Naraekimae Bldg. 4F, 1-1-15 Omiyacho, Nara-shi 630-8115,
Japan

Okayama Sales Office:

Sumitomo Seimei Okayama Newcity Bldg. 8F, 3-10 Togiyacho |, Kita-
ku, Okayama-shi 700-0825, Japan N '

P e

BIYES Yokohama, 2010-D5-13 y
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Certification Registr. No. 01 100 096363

Standard:;

www.ilv.com

i

Ny

N &,
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o

“rinam »

EN ISO 9001:2008, JIS Q 9001:2008

Tottori Sales Office:

B8-1-32 Shinkal , Yonago-shi, Tottori 683-0801, Japan

Kobe Office Medicai Systems, Sales Section:

Matsuoka Bldg. 8F, 70 Kyo-machi , Chue-kii, Kobe-shi 850-6034,
Japan

Hiroshima Office Medical Systems, Sales Section:

Meiji Yasuda Seimei Hiroshima Bldg. 15F, 4-28, Fukuro-machi, Naka-
ku, Hiroshima-shi  730-0036, Japan

Yamaguchi Sales Office:

5-18 Ogoriminamimachi , Yamaguchi-shi 754.0013, Japan
Shimane Saleg Office:

2698 Nazoemachi, Hikawacho | Hikawa-gun, Shimane 898-0631,
Japan

Fukuyama Sales Office;

+-4-37 Kinoshocho , Fukuyama-shi, Hiroshima 720-0082, Japan
Kyushu Office Medical Systems, Sales Section:

Shimadzu Hakata Bldg. 4F, 4-20 Reisen-machi , Hakata-ku, Fulkuoka-
shi 812-0039, Japan

Kita-Kyusyu Sales Office:

2-8-11 Katanoshinmachi | Kokurakita-ku, Kitakyusyu-shi B02-0062,
Japan

Tosu Sales Office;

1311-8 Motomachi, Tosu-shi , Saga 841-0051, Japan

Oifa Sales Office;

178-1 Houjyo, Oita-shi 870-0855, Japan

Miyazaki Sales Office:

952-1 Koukyu , Miyazaki-shi 880-0916, Japan

Kagoshima Sales Office:

1-33-1 Higashitaniyama , Kagoshima-shi B91-0113, Japan
Nagasaki Sales Office;

Sensyu Daini Bldg. 6-32, Chitosemachi Nagasaki-shi  852-8135,
Japan

Kumamoto Sales Office:

2-20-45 Hirata , Kumamoto-ghi 860-08286, Japan

Yokohama Office Medical Systems, Sales Section:
Tobu-Yokohama No.3 Bidg. 7F, 2-8-28 Kita-Saiwai . Nishi-ku,
Yokohama-shi 220-0004, Japan

PPV Bheiriand Cerl GmbH
Am Grauen Stein 51105 Kain

SE1 Y okohama, 2010-05-13

&

TUVRheinland®
Precisely Right.
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Standard:

Scope:

Certification Registr. No,

www.iuv.com

EN 1SO 9001:2008, JIS Q 9001:2008

Sapporo Office Medical Systems, Sales Section:

Sapporo Center Bldg. 8F, Kita 5o, Nishi 6-chome , 2-2,Chuo-ku,
Sapporo-shi 060-0605, Japan

Tohoku Office Medical Systems, $Sales Section:

Sendal Meihou Bldg. 3F, Chuo 2-10-30, Aoba-ku,Sendai-shi 980-
4021, Japan

Akifa Sales Office:

Toda Bidg., 2-25, Higashidori Nakamachi, Akita-shi 010-0002, Japan
Shikoku Office Medical Systems, Sales Section:

Sumitomo Seimel Takamatsuy Bldg. 9F, 1.6-1 Ban-cho , Takamatsu-
shi, Kagawa 760-0017, Japan

Matsuyama Sales Office:

Pure Dogo 1F, 5-48 Dogoimaichi , Matstyama-shi 790-0845, Japan
Tokushima Sales Office:

§-7-2 Surmiyoshl , Tokushima 770-0861, Japan

Kochi Sales Office;

Seiryo Heights, 1-4-17 Chiyoricho | Kochi-shi 780-0808, Japan

Sales of Medical Diagnostic Imaging Devices and Systems, Related
Devices

01 100 0963563/02

L
§eR Yokohama, 2010-06-13 v RpE
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1. UDI5BB-4¢ Generator: Exempt

CFR - Code of Federal Regulations Title 21

510(k) | Registration | Adverse | Recalis ! PMA | Ciassification | Siandards

& Listing Events
CFR Title | Radiation-Emitting | X-Ray | Medsun | GLIA
21 Products Assembler Reports
New Search . - Help | More About 21CFR

[Code of Federal Regulations)
{Title 21, Voiume 8]

[Revised as of April 1, 2009)]
[CITE: Z1CFREB32.1700]

Ses Related |
Information

TITLE 21--FOOD AND DRUGS
CHAPTER I--FOOD AND DRUG ADMINISTRATION
DEPARTMENT OF HEALTH AND HUMAN SERVICES
SUBCHAPTER H--MEDICAL DEVICES

PART 882 —- RADICLOGY DEVICES

Subpart B--Diagnostic Devices

Sec. 892.1700 Diagnostic x~ray high voltage generator.

{a) Identification. A diagnostic x-ray high voltage
generator i1s a device that is intended fo supply and
control the electrical energy applied to a diagnostic -
ray tube for medical purposes. This generic type of device
may include a converter that changes alternating current
to direct current, filament transformers for the n-ray
tube, high voltage awitches, electrical protective
devices, or other appropriate clements.

{b)Classificaetion. Class I {general controls). The device
is exempt from the premarket notification procedures in
subpart E of part B07 of this chapter, subiject to the
limitations in 83%2.9.

[53 FR 1367, Jan. 20, 1288, as amended at 51 ¥R 1125, Jan.
16, 1996; 66 ¥R 38819, Juliy 25, 2001
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Z. CH-286 Ceiling Tube Support: Exampt

CFR - Code of Federal Regulations Title 21

510(k) | Registration | Adverse | Recalls | PMA | Classification | Standards

& Listing Events
GFR Title | Radiation-Emiting I X-Ray | Medsun | CLi
21 Products Assembler Reports

Help | More About 21CER

[Code of Federal Regulationg [ e
[Title 21, Volume 8] L § ;
[Revised as of April 1, 2009)

[CITE: ZICFRB9Z2.1770)

&og Related
Information }

TITLE 21--FOOD AND DRUGS
CHAPTER I--FOOD AND DRUG ADMINISTRATION
DEPARTMENT OF HEALTH AND HUMAN SERVICES
SUBCHAPTER H--MEDICAL DEVICES

FART 892 -~ RADIOLOGY DEVICES

Subpert B--Diagnostic Devices

Sec. 89%2,1770 Diagnostic x-ray tube mount.

ta) fdentification. a disgnostic x-ray tube mount is a
device intended to support
x-ray tube housing assemply
procedure,

and to position the diagnostic
for a medical radiograshic

(b)Classification. Class I {general contrels) ., The device
is exempt from the Premarket notification procedures in
subpart B of part 507 of this chapter, subiject to the
limitations in 8979,

[53 FR 1567, Jan. 20, 1988, as amended ar 61 ¥R 1125, Jan.
16, 1996; 66 FR 38819, July 25, 20017
L
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3. Bi-200 Bucky Table: Exempt

CFR - Code of Federal Regulations Title 21

510{k) | Registration | Adverse | Recalls | PMA | Classification | Standards

& Listing Events
CER Tifle | Radiaticn-Emitting | A-Ray | Medsun | CLIA
21 Products Assembler Reports
New Search * Help | More About 21CFR |

ode of Federal Regulations]
itle 21, Volume £i
evised as of April 1, 20093
IT&: ZICFRE92.19801

" See Refated |
information

P
[T
[B
[

TITLE 21--FOOD AND DRUGS
CHAPTER I--FOOD AND DRUG ADMINISTRATION
DEPARTMENT OF HEALTH AND HUMAN SERVICES
SUBCHAPTER H--MEDICAL DEVICES

PART 8592 -- RADIOLOGY BEVICES

Subpart B--Diagnostic Devices

Sec. 892.1980 Radiologice table.

{ay Identification. A radiclogic table is a device intended
for madical purposes to support a patient during
radicloglc procedures. The table may be fixed or tilting
and may be electrically powered.

(k) Classification, Class Il (speciz]l controls). The device
is exempt from the premarket notification procedures in
subpart E of part 807 of thig chapter subdect to B892.9.

[23 FR 1567, Jan. 20, 1983, as amended at 63 ¥R 59231,
Nowv. 3, 1288]
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4, BR-1287 Wall Bucky Stand: Exempt

CFR - Code of Federal Regulations Title 21

510(k} | Begistration | Adverse | Recalls | PMA | Classification | Standards

& Listing Evenis
GFR Tie | Radiation-Emitting | X-Ray | Medsun P GL
21 Products Assembler Heports
New Search .~ Help | More. About 21 CFR
ocde of Federal Regulations] “ﬁﬂ!ng§;;E§§;fwmﬂ
itle 21, Volume £) g Information
Y

ic
(Tivl
[Revised asz of April 1, 2009)
[CITE: 21CFRE92.1880) '

TITLE 21 --FOOD AND DRUGS
CHAPTER I--FOOD AND DRUG ADMINISTRATION
DEPARTMENT OF HEALTH AND HUMAN SERVICES
SUBCHAPTER H--MEDICAL DEVICES

PART 892 -- RADIOLOGY DEVICES

Subpart B--Diagnostic Devices

Sec. 8%22.1880 Wall-mounted radiographic cassette holder.

(a) Identification. A wall-mounted radiographic cassetite
holder is a device that is a support intended to hold and
posltion radioographic cassettes for a radiographic
exposure for medical use.

{(p)Classzification. Class I (generzal controls). The device
is exempt from the premarket notification procedures in
subpart B of part 807 of this chapter, subject to the
limitations in B9Z.5.

[53 FR 1587, Jan. 20, 19828, as amended alt 61 FR 1125, Jan.
16, 195%6; 66 TR 38812, Julyv 25, 20017

EXHIBIT "5"



0 o B PP S

5. ©.6/1.2P324DK-85(SF) Tube: Exempt

CFR - Code of Federal Regulations Title 21

510(k} | Registration | Adverse | Recalls | PMA | Classification i Standards

& Listing Evenis
CER Title | Radiation-Emitting | X-Ray | Medsun I CLIA
21 Producis Assembler Reports
New Search Help | More About 21CFR
[Code of Federal Regulations) {w%_?sﬁw
[Title 21, Volume 83 hiw’ Information

[Revised as of April 1, 206093
[CITE: 21CFR892.1760;

TITLE 21--FOOD AND DRUGS
CHAPTER I--FOOD AND DRUG ADMINISTRATION
DEPARTMENT OF HEALTH AND HUMAN SERVICES
SUBCHAPTER H--MEDICAL DEVICES

Subpart B--Diagnostic Devices

Sec. B82.1760 Diagnostic x—ray tube housing assembly.

(a) identification. n diagnostic #-ray tube housing
assembly is an x-ray generating tube encased in a
radiztion-shielded houszing that is intended for diagnostic
Purposes. This generic type of device may include high
voltage and filament transformers or other appropriate
components.,

{(biClassification., Class T {general controls), The device
is exempt from the Premarket notification pProcedures in
subpart & of part 807 of this chapter, subject to the

f limitations in 892.9.

i6, 1996; &

’ (53 PR 1567
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Medical Devices
Guality Systems Begulation

Guaiity Byslem (O8) Regulstion/Medical Dsvice Good Manufashning Practices
s Introduction
= Flexibility of the 05 Regulation
= Applicability of the S Regulation
+ GMP Exemplions
Additional Guality System Information

@

Guglity System Regiiation and Preamhbia’

introduction

rarufacturers must establish and follow quality systems to nelp ensure that their products
consistently mest applicable reguirements and specifications. The quality systems for FDA-regutated
products {foed, drugs, biclogics, and devices) are known as current good manufacturing practices
{CGMEPSY, CGMP requirernents for devices in oart B20 (21 CFR part 820) were first acthorized by
section 520(f) of the Federal Food, Orug, and Cosmetic Act {the act). Under section 520(7} of the act,
FOA issued a Nnal rule in the Federat Register of July 21, 1978 (43 FR 31 508}, prescribing CGMP

£ raments for medical devices, This reguiation became effective on December 18, 1978, and was
codifted under part 820,

in 19940, FDA undertook the stert of the reviston of the CGMP reguiation to add the design controls
authorized by the Safe Medical Devices Act, Alsa, the agency believed thal it would be beneficial to
lic and the medical device industry for the CGMP regulation to be consistent, to the extent
szible, with the requiraments for quality systems contained in appliicable international stondards,
y, the International Organization for Standards (150) 90011994 "Guality Systermns--Mode! er
Guailty Assurance in Design, Development, Production, Instaliation, and Servicing,” and at the time
the 150 commdttee draft (C0] revision of ISG/CD 13485 "Guality Systems--Medical Devices—-
Supplemnentary Reguirements to 180 9001, Aﬂer an extensive effart, the sart 820 revision was
published on October 7, 1996 (61 FR 52602} 7 and went Into effect June 1, 1997, For additional
infarrpation on the history and internationat narmonization of the revigsed requlation, with international
standards and the Giobal Harmonization Task Force (GHTF), see the preamble (pages 52602 - 52654)

to the Quality Systam reguiation (61 FR 52602) :

The preamble describes the public cormments received during the development of the GS regulation
and describes the FDA Comrnissioner's resolution of the comments. Thus, the preamble contains
valuabde insight into the meaning and intent of the Q% regulation.

Flexibility of the G$ Hegulation

The 0S reguiation embraces the same "umbrella” approach to the CGMP regulation that was the

underpinning of the original CGMEP requiation. Because the reguiation must apply to 6 many d'ffcrer‘;t

tynes of devices, the regulation does not prescribe in detail how a menufacturer must produce

c device, Rather, the regulation provides the framework that all manufacturers must Toi iow gy
hat manufacturers deveiop and follow procedures and fill in the detalls that are appropriate

& given device according 1o the current state-of-the-art manufaciuring for that spacific device,

Manufacturers should use good judgment when developing their quality system and apply those
sechions of the (% regulation that are applicable to their specific praducts and operations, 21 CFR
8205 of the QS regulation, Operating within this flexilzility, it is the responsibility of each
manufaciurer to establish requirements for each type or family of devices thal will result in devices
thet are safe and effective, and to establish methods and procedures to design, oroduce, distribute,
str. devices that maet the guality systam requirements. The responsi v for meeting the =
requiremants and for having objective evidance of meeting these requirements may not bz delegated
even though the actuat work may be dejegated.

Foa has identified in the G5 regulation the essential elements that 5 quality svsterm shall embady,
without prescrtbing specific ways to establish these slermnents, Because the OF5 reguialion Covers &
troad spectrum of devices, production proc 5, atc,, it aflows some leeway in the details of quality
system elements, 1t is leff to manufacturers to determine the nacessity for, or extent of, some quality
elements and to develop and implement specific procedures tallorad to thelr particular processes and
devices,

Applicability of the QS Reguiation

wice manufacnirers wihe intend 1o commercially distribute
din 21 CFR 820.3(11 as any device ar accessary o any
e of functioning, whether or not packaged, labeled, or

sigred by FDA D
rer of accessories is

nighed devices. A

http/fwww . fda.gov/Medice H)LVILQ%/DL\&&&I’]@I@JQ uidance/PostmarketRequireme...
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Additional Quallty Systen Information

Quality System (QS) Reguiation

s 21 CFR 8207

= Medical Device Quatity System Regulation and Preambils s

Quaiity System Regulation Guidance Documents

+ Medical Device Quality Systems Mariual®
+ Quality System Information for Cerrain Fremarker Application Reviews; Gaidance for industry and
FDA Staft’

Besign Controls

s Desion Control Guidance For Medical Device Manufacturers®

Human Factors

s Human Factars”
= Guidance for Industry and FDA Premarket and Design Control Reviewers - Medical Device Use-
Safety: Incorporating Human Factors Engineering into Risk Management (PDF Version} {PDF -

1103KB)
= Do {t By Design - An Introdoction to Human Factors in Medical Devices {(PLF Version} (PDF -
257KE) M

Other Related Information

= Workshops & Conferences {Medicat Devices) 12

+ CDRH Leam ™

= What is the relationship between FDA's Quality System Regulation for Devices, Part 820 and 150
001 20607 (PDF - 1088 Y7
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