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510(k) Summary of Safety and Effectiveness KoZo0982.

This summary of 510(k) safety and effectiveness information is being submitted in accordance with
the requirements of SMDA 1990 and 21 CFR §807.92.

I.

II.

GENERAL INFORMATION

Device Name and Classification

Product Name: Syngo Colonography software package
Common Name 3D Reconstruction Software

Classification Name: Accessory to Computed Tomography System
Classification Panel: Radiology

CFR Section: 21 CFR §892.+750 205D

Device Class: Class II

Product Code: WIAK L LZ

Establishment:

Importer/Distributor:
Siemens Medical Solutions USA, Inc.

51 Valley Stream Parkway
Malvern, PA 19355

Registration Number: 2240869

Manufacturing Facility:
Siemens AG
Medical Solutions
Henkestrasse 127
D-91052 Erlangen, Germany
syngo is a registered trademark of Siemens AG

Contact Person: Mr. Jamie Yieh

Senior Technical Specialist

Telephone: (610) 448-1785 Fax: (610) 448-1787
Date of Preparation of Summary: November 26" 2002

SAFETY AND EFFECTIVENESS INFORMATION SUPPORTING THE SUBSTANTIAL
EQUIVALENCE DETERMINATION

Device Description and Intended Use:

This premarket notification covers Siemens Syngo Colonography software package. It is
based on Siemens syngo software platform.

syngo Colonography is a self-contained image analysis software package for evaluating CT
volume data sets. This software package can also be utilized for evaluating suitable MR
volume datasets. Combining enhanced commercially available digital image processing tools
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with optimized workflow and reporting tools, the software is designed to support the
physician in studying the inside (intra-lumenal view), the wall and the outside (extra-lumenal
view) of the colon. With the functionality to view datasets from both the prone and supine
positions, it facilitates the detection of colonic lesions (eg. Polyps) in addition to the
evaluation, documentation and follow-up of any such lesions using standard spiral CT or MR
scanning. This evaluation tool allows for volumetric analysis of colonic polyps or lesion size
over time, helping the Physician to assess the changes in their growth. It is also designed to
help the physician classify conspicuous regions of tissue unambiguously, with respect to their
size, dimensions, shape and position.

Due to all these capabilities the syngo Colonography software has the advantage of non-
invasive evaluation of colonic lesions as compared to conventional colonoscopy.

General Safety and Effectiveness Concerns:

The device labeling contains instructions for use and any necessary cautions and warning, to
provide for safe and effective use of the device.

Risk management is ensured via a hazard analysis, which is used to identify potential
hazards. These potential hazards are controlled via software development, verification and
validation testing. To minimize electrical, mechanical, and radiation hazards, Siemens
adheres to recognized and established industry practice and standards.

Substantial Equivalence:
The Syngo Colonography software package, addressed in this premarket notification, is
substantially equivalent to the following commercially available software package:

Predicate Device Name FDA Clearance FDA Clearance
Number Date
GE CT Colonography/Navigator 2 K012313 08/07/01
Workstation
Siemens Fly Through K971717 09/03/97
Siemens RealTime 3D Diagnostic K973010 11/10/97
Workstation (3D Virtuoso)

The Syngo Colonography software package described in this 510(k) has the same intended
use and similar technical characteristics as the commercially available software listed above.

In addition, many of the image processing, display and evaluation components of syngo
Colonography are currently available on software options like the Volume Rendering
Technique option, K923524/S2, cleared on May 17" 1994 and workstations like the syngo
Multimodality Workstation, K010938 cleared on 26" June 2001 wherein the Fly Thorough
software algorithms were transferred over to the syngo software platform. syngo
Colonography packages these image processing and image display components in an
optimized workflow palette.

In summary, Siemens is of the opinion that Syngo Colonography software package does not

introduce any new potential safety risks and is substantially equivalent to and performs as
well as the predicate software components and the predicate device.
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DEPARTMENT OF HEALTH & HUMAN SERVICES ublic Health Service

Food and Drug Administration

9200 Corporate Boulevard
Rockville MD 20850
APR ( 8 2003

Siemens Medical Solutions, Inc. Re: K030982

% Mr. Heinz Joerg Steneberg Trade/Device Name: Syngo Colongraphy

Division Manager, Medical Division Software Package

TUV Rheinland of North America Regulation Number: 21 CFR 892.2050

12 Commerce Road Regulation Name: Picture archiving and

NEWTON CT 06470 communications system

Regulatory Class: 11
Product Code: 90 LLZ
Dated: March 26, 2003
Received: March 28, 2003

Dear Mr. Steneberg:

We have reviewed your Section 510(k) premarket notification of intent to 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 approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
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 all the Act’s requirements, including, but not limited to: registration and listing

(21 CFR Part 807); labeling (21 CFR Part 801); good manufacturing 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 1000-1050.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-4839; Released by CDRH on 10-21-2015

Page 2

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device

to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at one of the following numbers, based on the regulation

number at the top of the letter:

8xx. Ixxx (301) 594-4591
876.2xxx, 3xxX, 4XxX, SXxXX (301) 594-4616
884 .2xxx, 3xxx, 4xxx, 5xxx, 6xxx  (301) 594-4616
892.2xxx, 3xxX, 4XXX, SXXX (301) 594-4654
Other (301) 594-4692

Additionally, for questions on the promotion and advertising of your device, please contact the
Office of Compliance at (301) 594-4639. Also, please note the regulation entitled, “Misbranding
by reference to premarket notification” (21CFR Part 807.97) you may obtain. Other general
information on your responsibilities under the Act may be obtained from the Division of Small
Manufacturers, International and Consumer Assistance at its toli-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address http://www.fda.gov/cdrh/dsma/dsmamain.html.

Sincerely yours,

Nancy C. Brogdon

Director, Division of Reproductive,
Abdominal and Radiological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Indication for use

510(k) Number (if known): K o30952

Device Name: syngo Colonography Software Package

syngo Colonography is a self-contained image analysis software package for evaluating CT
volume data sets. This software package can also be utilized for evaluating suitable MR volume
datasets. Combining enhanced commercially available digital image processing tools with
optimized workflow and reporting tools, the software is designed to support the physician in
studying the inside (intra-lumenal view), the wall and the outside (extra-lumenal view) of the
colon. With the functionality to view datasets from both the prone and supine positions, it
facilitates the detection of colonic lesions (eg. Polyps) in addition to the evaluation,
documentation and follow-up of any such lesions using standard spiral CT or MR scanning. This
evaluation tool allows for volumetric analysis of colonic polyps or lesion size over time, helping
the Physician to assess the changes in their growth. It is also designed to help the physician
classify conspicuous regions of tissue unambiguously, with respect to their size, dimensions,
shape and position.

Due to all these capabilities the syngo Colonography software has the advantage of non-invasive
evaluation of colonic lesions as compared to conventional colonoscopy.

(Please do not write below this line - continue on another page if needed)

Concurrence of the CDRH, Wewc valuation (ODE)

(Division Sign-Off)
Division of Reproductive, Abdominal,

and Radiol IDev-cos .
51004 N KOz OWL

Prescription Use OR  Over-The-Counter Use
(Per 21 CFR 801.109)

510 (k) submission for Sicmens Syngo Colonography Software Package 26™ November 2002 Page 8 of 68

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration
9200 Carporate Boulevard
Rockville MD 20850

APR ¢ 8 2003
Siemens Medical Solutions, Inc. Re: K030982
% Mr. Heinz Joerg Steneberg Trade/Device Name: Syngo Colongraphy
Division Manager, Medical Division Software Package
TUV Rheinland of North America Regulation Number: 21 CFR §92.2050
12 Commerce Road Regulation Name: Picture archiving and
NEWTON CT 06470 communications system

Regulatory Class: 11
Product Code: 90 LLZ
Dated: March 26, 2003
Received: March 28, 2003

Dear Mr. Steneberg:

We have reviewed your Section 510(k) premarket notification of intent to 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 approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 8§98. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
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 all the Act’s requirements, including, but not limited to: registration and listing

(21 CI'R Part 807); labeling (21 CFR Part 801); good manufacturing 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 1000-1050.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 1
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This letter will aliow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at one of the following numbers, based on the regulation
number at the top of the letter:

8xx. 1xxx (301) 594-4591
876.2xxx, 3xxx, 4xxx¢, Sxxx (301) 594-4616
884 2xxx, 3xxx, 4xxx, Sxxx, 6xxx  (301) 594-4616
892 .2xxx, IxxX, 4XXX, SXxX (301) 594-4654
Other (301) 594-4692

Additionally, for questions on the promotion and advertising of your device, please contact the
Office of Compliance at (301) 594-4639. Also, please note the reguiation entitled, “Misbranding
by reference to premarket notification” (21CFR Part 807 97) you may obtain. Other general
information on your responsibilities under the Act may be obtained from the Division of Small
Manufacturers, International and Consumer Assistance at its toli-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address http://www.fda.gov/cdri/dsma/dsmamain. html.

Sincerely yours,

Nancy C. Brogdon

Director, Division of Reproductive,
Abdominal and Radiological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure

1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Indication for use

510(k) Number (if known): Ko 30982

Device Name: syngo Colonography Software Package

syngo Colonography is a self-contained image analysis software package for evaluating CT
volume data sets. This software package can also be utilized for evaluating suitable MR volume
datasets. Combining enhanced commercially available digital image processing tools with
optimized workflow and reporting tools, the software is designed to support the physician in
studying the inside (intra-lumenal view), the wall and the outside (extra-lumenal view) of the
colon. With the functionality to view datasets from both the prone and supine positions, it
facilitates the detection of colonic lesions (eg. Polyps) in addition to the evaluation,
documentation and follow-up of any such lesions using standard spiral CT or MR scanning. This
evaluation tool allows for volumetric analysis of colonic polyps or lesion size over time, helping
the Physician to assess the changes in their growth. It is also designed to help the physician
classify conspicuous regions of tissue unambiguously, with respect to their size, dimensions,
. shape and position.

Duc to all these capabilities the syngo Colonography software has the advantage of non-invasive
evaluation of colonic lesions as compared to conventional colonoscopy.

(Please do not write below this line - continue on another page if needed)

Concurrence of the CDRH, Wewc valuation (ODE)

{Division Sign-Off)
Division of Reproductive, Abdominal,

d Radiofogical :
g?qa?&hn?gb? Devicss 1) 02 O L

Prescription Use OR  Over-The-Counter Use
(Per 21 CFR 801.109)

1>

QUSSR A A R S T ol SR S IS TATUS B s ha g or 301-796-81 15 ¥ 3



Records processed under FOIA Request # 2015-4839; Released by CDRH on 10-21-2015
DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radioclogical Health
Office of Device Evaluation
Document Mail Center (HFZ—401)
9200 Corporate Blwd.

March 28, 2003 Rockville, Maryiand 20850

SIEMENS MEDICAL SOLUTIONS USA, INC.
¢/o TUV RHEINLAND OF NORTH AMERICA, 510(k) Number: K030982

12 COMMERCE ROAD Received: 28-MAR-2003
NEWTON, CT 06470 Product: SYNGC COLONOGRAPHY
ATTN: HEINZ JOERG STENEBERG SOFTWARE PACKAGE

The Food and Drug Administration (FDA), Center for Devices and Radiological
Health (CDRH), has received the Premarket Notification you submitted in
accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act
(Act) for the above referenced product. We have assigned your submission a
unique 510(k) number that is cited above. TPlease refer prominently to this
510¢(k) number in any future correspondence that relates to this submissiocn.

We will notify you when the processing of your premarket notification has been
completed or if any additional information is required. YOU MAY NOT PLACE
THIS DEVICE INTO COMMERCTAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO.

The Act, as amended by the Medical Device User Fee and Modernization Act of 2002
(MDUFMA) {(Public Law 107-250), authorizes FDA to collect user fees for premarket
notification submissions. (For more information on MDUFMA, you may refer to our
website at http://www.fda.gov/oc/mdufma).

Please remember that all correspondence concerning your submission MUST be

sent to the Document Mail Center (DMC)(HFZ-401) at the above letterhead address,
Correspondence sent to any address other than the one above will not be considered
as part of your official premarket notification submission. Also, please note

the new Blue Book Memorandum regarding Fax and E-mail Policy entitled,

"Fax and E-Mail Communication with Industry about Premarket Files Under Review".
Please refer teo this guidance for infermation on current fax and e-mail

practices at www.fda.gov/cdrh/ode/a02-01 html.

You should be famiiiar with the manual entitled, "Premarket Notification 510(k)
Regulatory Requirements for Medical Devices" available from DSMICA. If you
have other procedural or policy questions, or want information on how to check
on the status of your submission, please contact DSMICA at (301) 443-6597 or
its toll-free number (800) 638-2041, or at their Internet address

http://www, fda.gov/cdrh/dsmamain.html or me at (301)594-1190.

Sincerely yours,
Marjorie Shulman
Supervisory Consumer Safety Officer

Office of Device Evaluation
Center for Devices and Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration

Center for Devices and Radiological Health

510(k) Document Mail Center (HFZ-401), Rm. T20
Office of Device Evaluation - 510(k)

9200 Corporate Blvd.

Rockville, MD 20850

Subject: 510(k) Notification reviewed by Third Party

Dear Document Control Clerk:

%as Third Party reviewer is submitting the previewed.,
510(k) of Siemens Medical Solutions for the Syngo Colonography Software Péskagé

The following information is being submitted in accordance with the Third. PartyJPrewew

(%]

Manual. Py
1. Purpose of Submission: U
New submission Ty
(@] -
2 L —
3. Name and Address of Manufacturer:
Siemens Medical Solutions, Inc.
51 Valley Stream Parkway
Malvern, PA 19355
Manufacturing Facility:
Siemens Medical Solutions
Bereich Med
Siemensstrasse 1
91301 Forchheim, Germany
4. Trade Name: syngo Colonography Software Package
5. Common Name: 3D Reconstruction Software
6. Classification Name: Accessory to Computed Tomography System )A
7. Classification No.: 21 CFR 892.1750 ﬂ
8. SE Recommendation: ﬂ
is recommending that the syngo . B

Colonography Software Package is Substantially Equivalent (SE) to the
legally marketed devices.

L2
_Rev.r November 2001
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 l /5
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9. Date documents were received:
December 2, 2002 (initial submission)
March 19, 2003 (completely revised submission)

10. Owner's letter authon’zingmto submit their
510(k) to FDA and discuss its content wi

(See attachment 2)
11. Owner's 510(k) submission as reviewed by_
(See attachment 3)

12. Pre-Review documentation
(See attachment 1)

13. Personnel Qualification and Prevention of Conflict of Interest Criteria Statement:
will continue to meet the personnel

qualification and prevention of conflict of interest criteria as reviewed by
FDA.

14. True and accurate statement

certifies that the preview is based on the
submitted 510(k), that it is true and accurate to the best of our knowledge,
and it is understood that the submission of false information to the
government is prohibited by 18 U.S.C. 1001 and 21 U.S.C. 331(q)

A k] E 2055

Date

i ..

, b e L ')/[, /&7:’]
Date

Print Name

Division Manager Medical Division
Title

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 !
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Table of Content

Attachment 1 - Pre-Review Documentation

Attachment 2 Owner's Authorization Letter

Attachment 3 Owner’'s Submission

Attachment 4 Other Project Documentation
_ REV. November 2001

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Attachment 1

-Pre-Review Documentation

Third Party Review Checklist

FDA Screening Checklist

Attachment 1 of the FDA Preview manual
Attachment 2 of the FDA Preview manual
Attachment 3 of the FDA Preview manual
Guidance document Checklists

Predicate device documentation

Pre-Review correspondence

Notes

[0 W) November 2001

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SCREENING CHECKLIST
FOR ALL PREMARKET NOTIFICATION [510(k)] SUBMISSIONS

510(k) Number:

The cover letter cleatly identifies the type of 510(k) submission as (Check the
appropriate box):

[ Special 510k} - Do Sections 1 and 2
O Abbreviated 510k) - Do Sections 1, 3 and 4
-
" Traditional 510(k) or no identification provided - Do Sections 1 and 4

Section 1: Required Elements for All Types of 510(k) submissions:

Present Inadequata
or Missing

Cover letter, containing the elements listed on page 3-2 of the
Premarket Notification [510)] Manual.

Table of Contents.

Truthful and Accurate Statement.

Device’s Trade Name, Device’s Classification Name and
Establishment Registration Number.

Device Classification Regulation Number and Regulatory Status
(Class I, Class LI, Class ITI or Unclassified).

Proposed Labeling including the material listed on page 3-4 of the
Premarket Notification [510}] Manual.

Statement of Indications for Use that is on a separate page in the
premarket submission.

Substantial Equivalence Comparison, including comparisons of
the new device with the predicate in areas that are listed on page
3-4-ef-the Presarket Notification [51(0h] Manual.
ﬁ()(kﬁumrﬁary})r 510(k) Statement.

Description of the device {or modification of the device) including | 7 4.
diagrams, engineering drawings, photographs or service manuals. F -
ldentification of legally marketed predicate device. * ]
Compliance with performance standards, * {See Section 514 of .
the Act and 21 CFR 807.87 (d)] v |
Class 111 Certfication and Summary. *% s,

Siyﬁri\&\

Financial Certification or Disclosure Statement for 510¢k)
notifications with a clinical study. ¥ [See 21 CFR 807.87 (1)] H |
510(k) Kit Certification *** 2 /) \

* - May not be applicable for Special 510(k)s.

* - Required for Class III devices, only.

*¥x% - See pages 3-12 and 3-13 in the Premarket Notificadon [510)] Manual and the
Convenience Kits Interim Regulatory Guidance.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

(T
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Section 2: Required Elements for a SPECIAL 510(k) submission:

Present

Inadequate
or Missing

Name and 510(k) number of the sponsot’s own, unmodified
predicate device.

A description of the modified device and a comparison to the
sponsor’s predicate device.

A statement that the intended use(s) and indications of the
modified device, as described in its labeling, are the same as the
intended uses and indications fot the sponsot’s unmodified
predicate device.

A statement that the modification has not altered the fundamental
technology of the sponsor’s predicate device.

A Design Control Activities Summary that includes the following
elements (a-¢):

a. Identification of Risk Analysis method(s) used to assess the

impact of the modification on the device and its components, and
the resuits of the analysis.

b. Based on the Risk Analysis, an identification of the required
verificztion and validation activities, including the methods or
tests used and the acceptance criteria to be applied.

c. A Declaration of Conformity with design controls that includes
the following statements:

A statement that, as required by the risk analysis, all
verification and validation activities were performed by the
designated individual(s) and the results of the activities
demonstrated that the predetermined acceptance criteria were
met. This statement is signed by the individual responsible
for those particular activities.

A statement that the manufacturing facility is in conformance
with the design control procedure requirements as specitied
in 21 CFR 820.30 and the records are available for review.
This statement is signed by the individual responsible for
those particular activities.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

LY
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Section 3: Required Elements for an ABBREVIATED 510(k)* submission:

Present

Inadequate
or Missing

For a submission, which relies on a guidance document and/or
special control(s), a summary report that describes how the
guidance and/or special control(s) was used to address the risks
associated with the particular device type. (If a manufacturer
elects to use an alternate approach to address a particular sk,
sufficient detail should be provided to justify that approach.)

For a subtnission, which relies on a recognized standard, a
declaration of conformity [For a listing of the required elements
of a declaration of conformity, SEE Required Elements for a
Declaration of Conformity to a Recognized Standard, which
is posted with the 510(k) boilers on the H drive.]

For a submission, which relies on a recognized standard without a
declaration of conformity, a statement that the manufacturer
intends to conform to a recognized standard and that supporting
data will be available before marketing the device.

For a submission, which relies on a non-recognized standard that
has been historically accepted by FDA, a statement that the
manufacturer intends to conform to a recognized standard and
that supporting data will be available before marketing the device.

For a submission, which relies on a non-recognized standard that
has not been historically accepted by FDA, a statement that the
manufacturer intends to conform to a recognized standard and
that supporting data will be available before marketing the device
and any additional information requested by the reviewer in order
to determine substantial equivalence.

Any additional information, which is not covered by the guidance
document, special control, recognized standard and/ot non-
recognized standard, in order to determine substantial
equivalence.

* - When completing the review of an abbreviated 510(k), please fill out an

Abbreviated Standards Data Form {located on the H drive) and list all the guidance

documents, special controls, recognized standards and/or non-recognized

standards, which were noted by the sponsor.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Section 4: Additional Requirements for ABBREVIATED and TRADITIONAL
510(k) submissions (If Applicable):

Present Inadequate
or Missing
a) Biocompatibility data for all patient-contacting materials, OR /4
certification of identical material/formulation: 7 )
b) Sterilization and expiration dating information: Ly
1Y sterilization process e
i} . validation method of sterilization nrocess -
1 SAT, LTt
I¥) nackaoing 4
v) specifv pyrosen free DYy
il ETO residues 4
vi) radiation dose SFAE
¢) Software Documentation: L

Items with checks in the “Present but Deficient” column require additional
information from the sponsor. Items with checks in the “ Missing” column must be
submitted before substantive review of the document.

Passed Screening Yes No
Reviewer:
Concurrence by Review Branch:

Date:

The deficiencies identified above represent the issues that we believe need to be resolved
before our review of your 510(k) submission can be successfully completed. In developing
the deficiencies, we carefully considered the statutory criteria as defined in Section 513() of
the Federal Food, Drug, and Cosmetic Act for determining substantial equivalence of your
device. We also considered the burden that may be incutred in your attempt to respond to
the deficiencies. We believe that we have considered the Jeast burdensome approach to
resolving these issues. If, however, you believe that information is being requested that is
not relevant to the regulatory decision or that there is a less burdensome way to resolve the
issues, you should follow the procedures outined in the “A Suggested Approach to
Resolving Least Burdensome Issues” document. Tt is available on our Center web page at:
http:/ /werw.fda.gov/cdth/modact/leastburdensome.html

10

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Attachment ©

Page 1
Revised: 7/1/96
'H ART REMARKET N 10 CKL

FOR ACCEPTANCE DECISION

Part I - Acceptance/Non-Acceptance

1.  Third Party:

Name
Address__

2. For Foreign Third Parties, Specify A Domestic Correspondent:
Name A

Address

Contact Person
Telephone No.
Fax No.

3. 510(k} Owner (could be manufacturer, specifications developer, or other person preparing the
510¢k)):

Name Crewnong MeAical Solehoumg (SA [ne.
Address T( alley Strcamm Farllewasy”
MﬂT‘/"V*\" A 113 5% - 7
Contact Person My e ) ‘e
Telephone No. 6 to) g~ 1P G
Fax No. @10} - 1 707
STOP!

Before completing items 4 through 9 below, complete part Il checklist
questions 1 through 27 beginning on page 2 of this attachment

7

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-4839; Released by CDRH on 10-21-2015

Anachment i
Page 2
Revised: 7/1/96

4, Device Name:

Trzde or Proprietary s?’w 10 (o {t‘?hoqf-_.d;/ fﬁ/f_ nwa-e Vrcka
Classification Name_____£cceif ocle $2 (onmyuled Tom y eonptl $>SH_

(¥4

CFR Classification Citation: 21 CFR8 2 . [ 750 (see 21 CFR 862 through 892)

6. Classification Panel: e ,(,-9 [a f‘ >

7. Based on my completion of pages 2 through _C of this attachment; [ recommend that this 510(k):

& Be accepted for substantive review

ju} Not be accepted for substantive review and I have listed the
deficiencies on Attachment 1a

el TG 76y

Date

/;{/;'”'4751/5’3

Date

Dl"/:'; ‘o m‘ﬂ!_?‘f’ Medyes ( //‘V"J/h—.

Print Title

(A

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-4839; Released by CDRH on 10-21-2015

Attachment |
Page 3
Revised: 7/1/96

Part II - Checklist

NO

Instructions

1. Is the device one that FDA has determined as
being acceptable for third party review?

If NO, telephone DSMA for

instructions
---STOP REVIEW

2. Is the device trade or proprietary name included?
57’“\‘70 (v/'nrgam/Ay
¥ 4

If NO, note deficiency on
Attachment la.

3. Is the device commeon or usual name included?

If NO, note deficiency on

Accestery bo €T S5k Attachment la.
7
4. Is the device classification name, class of the Lf NO, note deficiency on
device, and regulation number (21 CFR 842 {766 Attachment ta.

included?

5. Is the classification panel included?

| W A >

NSO\ NS

If NO, note deficiency on
Attachment la.

6. Has the applicant complied with Section 514 of
the Act? (Section 514 relates to performance
standards for class If devices. At this time, there are
no 514 standards. Therefore, your answer should be

yes.)

N

I[fNO, note deficiency on
Attachment la.

7. Does the submission include proposed labels,
labeling, and advertisements (if zvailable) that
describe the device, its intended use, and directions
for use (ODE Guidance Memorandum #G91-1)7

N

If NO, note deficiency on
Attachment la.

8. Does the submission contain the “Indications for
Use” form (See Attachment [b)?

DN

If YES, indicate page number: S

If NO, note-deficiency on
Attachment la.

9. Does the submission contain an acceptable
510(k} Summary of Safety and Effectiveness or an
acceptable 5100k} Statement that safety and
effectiveness information will be made available to
any person upon request? For information on 510(k)
Summaries and 510(k) Statements see Attachment
fe.

If YES, indicate page number:

HNO, note deficiency on
Attachment la.

10. Does the submission contain photographs of the
device if applicable.

i

[fNO, note deficiency on
Attachment ia.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

sodln g
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Attachment {
Page 4
Revised: 7/1/96

Part II - Checklist

NO

Instructions

11. Does the submission contain drawings for the
device with dimensions and tolerances if applicable?

7L

[f NO, note deficiency on
Attachment la.

12. Does the submission identify the device to
which equivalence is claimed?

IfNQ, note deﬁciencjf on
Attachment la. .

3. if the answer to question 12 is YES, did the
applicant identify:

a. Predicate device (referred to as marketed
device)?
b. Legally marketed device (referred to as
marketed device)? :

Note: A predicate device is 2 device that was legally
in commercial distribution in'the U.S. on or before
May 28, 1976 (referred to as a preamendments
device) or a device that was marketed after May 28,
1976 (referred to as a post amendments device) that
was reclassified from class Il to class Tor II. A
marketed device can be & predicate device but is
most often 2 device that FDA has determined is SE
to another marketed device {21 CFR 807.92(a)3).

ITIS YOUR RESPONSIBILITY TO MAKE SURE
THAT THE PREDICATE DEVICE OR LEGALLY.
MARKETED DEVICE IDENTIFIED IS

LEGITIMATE, If it is not, the review must STOP.
Telephone DSMA for assistance.,

b{p/23/}

iKq 71707
K T730/00

14. Does the submission contain information about
the marketed device(s) identified in questions 12
and 13 above to which equivalence is claimed,
including Jabeling and a description of the device?

If NO, note deficiency on
Aftachment la.

15. Does the submission contain a
statemnent/companson of similarities and/or
differences between the new device and the
marketed device? (The new device that is the subject
of this. 510(k) can be either a new device ora
modification to the existing device.)

If NO, note deficiency on
Aftachment la.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 5
Revised: 771/96

Part II - Checldist I YES | NO Instructions ]
16. Does the submission contain the Truthful and ‘ If YES, indicate page number':'_hé
Accurate Statement (see Aftachment 1d for L
information)? If NO, note deficiency on
Attachment 1z,
17. Does the submission contain the submitter’s A If NO, or if unaceeptable note
name, address, contact person, telephone mumber, defiviency on Attachment Ja.
and Fax number?
18. If there is a representative ar consultant, de=s If NO, note deficiency on
the subrmission contain their name, address, contact vl Attachment la.
person, telephone number, and Fax number?
19. Does the submission contain a table of contents IfNO, note deficiency on
with pagination? v Attachment la
20. If the submitter has a manufacturing facility If_ deficient, note on Attachment la,
(contract or owned), and/or a sterilization facility l/
{contract or owned), is the address{es) contained in
the submission?
21. Does the submission contain a compariscn table \/' H'NO, note deficiency on
of the new device to the marketed device? Attachment la,
22. Does the submission contain information about | 7 If NO, note deficiency on
the action taken to comply with voluntary M Attachrment la.
standards? -+ s |
23. Does the submission contain performance data 7416-9%
(can be bench or animal but not clinical), i.e.:
--— 15 there performance data for the marketed If NO and data are necessary, note
device? deficiency on Attachment la.
a. Bench Testing? v d
b. Animal Testing? A/ 4Ff
---- [5 there performance data for the new device? ]/ If NQO and data are necessary, note
o deficiency on Artachment la.
a. Bench Testing? T [ ) o
b. Animal Testing?47}

T i)

V“"‘!wﬂ—r)— .

S Tt
’(}A«/fyﬂ\a/

S'J'F‘h s A&
/l/fct{.’(—( ('.-/yﬁb..‘(
Mo leesh. 127

E/(o..}‘_h /"ef_"_-_»

Drc 0 2y

Cimpro 4 47¢

25

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Attachment |
Page 6
Revised: 7/1/96

Part IT - Checklist

YES

NO

Instructions

24. If the device is labeled as sterile, does the
submission contain sterilization data?

i

If NO, naote deficiency on
Attachment la.

25. Does the device incorporate a computer or
computer software?

a. If YES, is there information about the
hardware?

b. If YES, is there information about the
software?

26. [s there a specific guidance document for this
type of device? /V,[.n»{oef' spcepr

701' CONTEN s ol Foat

9 vy a‘///r'r- ‘e

A

If YES, continue review with
checklist from the specific
guidance document as required.

[f NO, answer question 27.

27. Is this 510¢k) sufficiently complete to allow
substantive review?

If YES, continue review using
specific guidance document or if no
specific guidance document,
continue the review using
documentation forms.

If NO, note deficiency on
Attachment la.

;0/(/{%(
6vt‘t‘-c¢

2l

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Attachmeat [a
Page 1 of ____
Revised: 7/1/96

Record of Deficiencies

Checldist
Question Number

Describe in detail the additional information that is required.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

{Attach additional pages as needed. Please number.)

21
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Attachment 1a
Page 1 of 1
Revised 7/1/96

Record of Deficiencies (syngo Colonography)

Checklist Describe in detail the additional information that is required.
Question Number

General:

15

(Attach additional pages as needed. Please humber.)

Vo ce e 6 7007

8

Rev) July 2000
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Attachment 1b

Page of

510(k) Number (if known):

Device Name:

Indications For Use:

Soe attrobed Copf >~

{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE TF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use OR Over-The-Counter Use _
(Per 21 CFR 801.109)
{Optional Fornat 1-2-96)

79

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Indication for use

510(k) Number (if known):

Device Name: syngo Colonography Software Package

syngo Colonography is a self-contained image analysis software package for evaluating CT
volume data sets. This software package can also be utilized for evaluating suitable MR volume
datasets. Combining enhanced commercially available digital image processing tools with
optimized workflow and reporting tools, the software is designed to support the physician in
studying the inside (intra-lumenal view), the wall and the outside (extra-lumenal view) of the
colon. With the functionality to view datasets from both the prone and supine positions, it
facilitates the detection of colonic lesions (eg. Polyps) in addition to the evaluation,
documentation and follow-up of any such lesions using standard spiral CT or MR scanning. This
evaluation tool allows for volumetric analysis of colonic polyps or lesion size over time, helping
the Physician to assess the changes in their growth. It is also designed to help the physician
classify conspicuous regions of tissue unambiguously, with respect to their size, dimensions,
shape and position.

Due to all these capabilities the syngo Colonography software has the advantage of non-invasive
evaluation of colonic lesions as compared to conventional colonoscopy.

{(Please do not write below this line - continue on another page if needed)

Concurrence of the CDRH, Office of Device Fvaluatlon (ODE)

Prescription Use OR  Over-The-Counter Use
(Per 21 CFR 801.109)

S o S S AV RS R S e BB F oIS TAT O S BHTa R 2 gov or 301-796-8F18 7T
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Attachment lc
Page |

Eal

REQUIREMENTS FOR A 510(k) SUMMARY OR 510(k) STATEMENT
Definitions

A 510{k) summary means z summary, submitted under section 513(1)(3){A) of the Act, of the safety and
effectiveness information contained in a premarket notification submission upon which a determination of
substantial equivalence can be based. The 510(k) statement in the format presented in this section is the
same as the definition of the 510(k} statement. The S10(k) summary and 510k} statement are defined in
21 CFR section 807.3.

A person submitting a premarket notification [510(k)] to FT A must include cither:

s/(l) a summary of the 510(k) safety and effectiveness information upon which the’
substantia} equivalence determination is based; OR

(2)  astatement that the 510(k) safety and effectiveness information supporting the FDA
finding of substantial equivalence will be made available by your firm (510(k)
owner) to ANY person within 30 days of a written requiest.

If a 510(k) submitter chooses to provide a statement to satisfy the conditions in (2) above, written requests
by any individual for a copy of the 510(k), excluding patient identifers and trade secret and confidendal

commercial information, must be fulfilled by the statement certifier within 30 days of receipt of the request.

FDA publishes the name of certifiers on the monthly list of 510{k) submissions for which substantial
equivalence determinations have beer: made [807.93(b)]. 510(k) subrmitters may not chargc requestors for
compiling and disseminating this data.

Noz compliance with the 510(k) statement will be deemed a prohibited act under section 301(p) of the
FD&C Actand FDA may choose to use its enforcement powers to obtain compliance,

The choice between the 510(k) summary and 510(k) statement should be made before the 510k) is
submitted. However, a submitter may €lect to change their choice betwesn the summary or statement
before the substantial equivalence determination is reached. After this determination is made, a
submitter cannot change their choice of 2 S10(k) summary or 51 6(k) statement.

Premarket Notification [510(k)] Summary

If you choose to meet the conditions for a 510(k) summary, than a summary must be submitted with your
510(k) submisston and clearly marked as such in order for FDA to begin its scientific review of the 510(k)
submission. A complete and correct summary as described below must be submitted in order for FDA to
complete its review of the 510(k) submission. As required by section 807.92(a), FDA will accept
summaries or amended summaries until FDA issues a determination regarding substantial equivalence.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

2
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Altachment lc
Page 2

Please make a copy of the following to use as a checklist and check off each item to make sure your
summary is adequate and complete,

id
4

(/
v
o
o
o

=

/’/ﬂ {1

(L

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

The summary is 2 separate section of the submission, beginning on 2 new page and ending
on a page not shared with any other part of the premarket notification submission, and is
clearly identified as “510(k) Sumenary” as required by section 807.92{c).

The summary contains on the first page, preferably on your letterhead paper, the submitter’s
name, address, phone and fax numbers, name of contact person, and date the summary was
prepared [807.92(a)(1)].

The summary includes the name of the device, including the trade or proprietary name if
applicable, the common or usual name, and the classification name, if known [807.92(a)(2)].

Example;
4 Trade name - DRAG@N LATEX EXAMINATION GLOVES
e Common name - exam gloves
S Classification name - patient examination glove (per 21 CFR section

880.6250)

The summary identifies the legally marketed device to which your fizm is claiming
equivalence [807.92(a)(3}].

The summary includes 2 description of the device (807.92(a)(4)]-
The summary describes the intended use of the device [807.92(a)(5)].

Per section 807.92(a)(8), the 510(k) summary contains a summary of the technological
characteristics of your device compared to the predicate device. If your device has different
technclogical characteristics from the predicate device, the 510(k) summary contains a
sumnmary of how the technological characteristics of your device compare to a legally
marketed device to which your are claiming equivalence.

If the determination of substantial equivalence is also based on an assessment of non-clinical
performance data, the sumrmary includes a brief description of the nonclinical tests and how
their results support a determination of substantial equivalence [807.92(b)(1)].

If the determination of substantial equivalence is alsc based on an assessment of clinical
performance data, the summary includes a brief discussion of clin; ‘al tests and how thair
results support & determination of substantial equivalence [807.92(b)(2)]. Clinical data is
not needed for most devices cleared by the 510(k) process.

Per section 807.92(b)(3), the summary includes the conclusions drawn from the nonclinieal
and clinical lests in (b[} and (02} (Sce steps § and 2 above.)

5L
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Attachment ¢
Page 3

-~

1] Per section 807.92(d), the summary includes any other informaticn reasonably deemed
necessary by FDA. Such requests will be made directly to the applicant by FDA or the
) requirernents will be published in guidance documents such as this document. Additional
/%{ information requested by FDA during review of the 510(k) may include additional safety
and effectiveness information which may necessitate an update of your summary if
requested by FDA.

Please make sure you have included all of the information listed above and verify that the
foliowing crteria have been met.

L4 The summary inciudes only information that is also covered in the body of the
510(%). .

o The summary does not contain any puffery or unsubstantiated labeling claims.

. The summary does not contain any raw data, i.e., contains only summary data.

] The summary does not contain any trade secret or-confidential commercial
information.

L] The summary does not contain any patieat identification information.

Make a copy of your complete 510{k) including the summary for your records. Submit the
complete orginal 510(k) including the summary and a complete copy of thie 5100}
including the summary to FDA.

In instances where a 510(k) submitter provides a 510(k) summary of the safety and

effectiveness informaticn upon which the SE determination is based with the 510(k)

submission to FDA, written requests by individuals for copies of the S10(k) summary wiil

be furnished by FDA through the Freedom of Information (FOI) process within 30 days after
- determining that the device is substantially equivalent to another device.

Premarket Notification [510(k) Statement]

For persons who choose to submit a 510(k) statement with their 510(k), the specific statement shown below
must be submitted with the $10(k) in order for FDA to begin the review process. The statement shouid be
clearly identified as “510(k) Statement,” signed by the certifier -- NOT a consultant to the 510¢k) submitter,
and must inciude the specific language beginning with “I certify ...”, shown in the following sample as
required by 21 CFR section 807.93:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

%5
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Attachment l¢

Yz, e
g/m — o /w/ :/r'f’é/ I'4
PREMARKET NOTIFICATION STATEMENT

(As Required By 21 CFR 807.93) W /Z

I certify that, in my capacity as [The Position Held In Company By Person Required To Submit The
Premarkat Natification, Preferably The Official Carrespondent In The Firm], of [Company Name], I will
make available all information included in this premarket notification on safety and effectiveness within 30
days of request by any person if the device described in the premarket notification submission is
determined to be substantially equivalent. The information [ agree to make available will be a duplicate of
the premarket notification submission, including any adverse safety and effectiveness information, but
excluding all patient identifiers, and trade secret and confidential commercial information, as defined in 21

CFR 20.61. -

(Signature of certifier)

{Typed Name)

(Dated)

*(Premarekt Notification [510(k)] Number)

*For a new submission, leave the space for the 510(k) number blank. You will receive your 510%k) number |
in your 510(k) acknowledgment letter. The 510(k) document control number begins with the letter K

followed by digits. :

Mzke 2 copy of your complete 510(k) including your signed statement for your records. Submit the
complete criginal 510(k) including the statement and 2 complete copy of the 510(k) including the
statement to FDA.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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516(k) Summary or 510(k) Statement

5(70 ',‘t/z,dx/ co* 7

35

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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- 510(k) Summary of Safety and Effectiveness

This summary of 510(k) safety and effectiveness information is being submitted in accordance with
the requirements of SMDA 1990 and 21 CFR §807.92.

I.

IT.

GENERAL INFORMATION

Device Name and Classification

Product Name: Syngo Colonography software package
Common Name 3D Reconstruction Software

Classification Name: Accessory to Computed Tomography System
Classification Panel: Radiology

CFR Section: 21 CFR §892.1750

Device Class: Class I

Product Code: 90 JAK

Establishment:

Importer/Distributor:

Siemens Medical Solutions USA, Inc.
51 Valley Stream Parkway
Malvern, PA 19335

Registration Number: 2240869

Manufacturing Facility:
Siemens AG
Medical Solutions
Henkestrasse 127
D-91052 Erlangen, Germany
syngo is a registered trademark of Siemens AG

Contact Person: Mr. Jamie Yieh

Senior Technical Specialist

Telephone: (610) 448-1785  Fax: (610) 448-1787
Date of Preparation of Summary: November 26" 2002

SAFETY AND EFFECTIVENESS INFORMATION SUPPORTING THE SUBSTANTIAL
EQUIVALENCE DETERMINATION

Device Description and Intended Use:

This premarket notification covers Siemens Syngo Colonography software package. It is
based on Siemens syngo software platform.

syngo Colonography is a self-contained image analysis software package for evaluating CT
volume data sets. This software package can also be utilized for evaluating suitable MR
volume datasets. Combining enhanced commercially available digital image processing tools

S SRS E B ED A SRIASER BT AF ERE-FOISTATISBRIE KR Gov or 301-796:89 48168 e
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I
with optimized workflow and reporting tools, the software is designed to support the
physician in studying the inside (intra-lumenal view), the wall and the outside (extra-lumenal
view) of the colon. With the functionality to view datasets from both the prone and supine
positions, it facilitates the detection of colonic lesions (eg. Polyps) in addition to the
evaluation, documentation and follow-up of any such lesions using standard spiral CT or MR
scanning. This evaluation tool allows for volumetric analysis of colonic polyps or lesion size
over time, helping the Physician to assess the changes in their growth. It is also designed to
help the physician classify conspicuous regions of tissue unambiguously, with respect to their
size, dimensions, shape and position.

Due to all these capabilities the syngo Colonography software has the advantage of non-
invasive evaluation of colomnic lesions as compared to conventional colonoscopy.

General Safety and Effectiveness Concerns:

The device labeling contains instructions for use and any necessary cautions and warning, to
provide for safe and effective use of the device.

Risk management is ensured via a hazard analysis, which is used to identify potential
hazards. These potential hazards are controlled via software development, verification and
validation testing. To minimize electrical, mechanical, and radiation hazards, Siemens
adheres to recognized and established industry practice and standards.

Substantial Equivalence:
The Syngo Colonography software package, addressed in this premarket notification, is

substantially equivalent to the following commercially available software package:

Predicate Device Name FDA Clearance FDA Clearance
Number Date
GE CT Colonography/Navigator 2 K012313 08/07/01
Workstation
Siemens Fly Through K971717 09/03/97
Siemens RealTime 3D Diagnostic K973010 11/10/97
Workstation (30} Virtuoso) i

The Syngo Colonography software package described in this 510(k) has the same intended
use and similar technical characteristics as the commercially available software listed above.

In addition, many of the image processing, display and evaluation components of syngo
Colonography are currently available on sofiware options like the Volume Rendering
Technique option, K923524/S2, cleared on May 17" 1994 and workstations like the syngo
Multimodality Workstation, KO10938 cleared on 26™ June 2001 wherein the Fly Thorough
software algorithms were transferred over to the syngo software platform. syngo
Colonography packages these image processing and image display components in an
optimized workflow palette.

In summary, Siemens is of the opinion that Syngo Colonography software package does not
introduce any new potential safety risks and is substantially equivalent to and performs as
well as the predicate software components and the predicate device.

HUESHBREPC S et PP DRINGERIDI 4 CHRF-FOISTATU S X HHE%Gov or 301-79618418 of €8
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ATTACHMENT 1d
516(k) Truthful and Accurate Statement

3%

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Attachment [d
Page 1

PREMARKET NOTIFICATION
TRUTHFUL AND ACCURATE STATEMENT
{As Required By 21 CFR 807.837())
[ certify that, in my capacity as [the position held in mﬁ:pany} of
[company name], 1 believe to the best of my knowledge, that all data

and information submitted in the premarket notification are truthful and

accurate and that no material fact has been omitted.

(Signature)

{Typed Name)

(Date)

*(Premarket Notification [510(k)] Number)

*For a new submission, leave the 510(k) number blank.

Must be signed by a responsible person of the firm required to submit the premarket notification
[e.g., not a consuitant for the 510(k) submitter]. .

Goe «/Aé"/ g,,,,/
/

/7 %

29

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA'Rentbétd# 2015-4829; Reéleasert byn@DRH on 10-21-2015

(As required by 21 CIFR 807.87()))

I certify that, in my capacity as the Manager, Regulatory Submissions of Siemens AG Medical
Solutions CT, Forchheim, I believe to the best of my knowledge, that all data and information
‘submitted in this premarket notification are tnuthful and accurate and that no material fact has

been omitted.

i

Lty D00
Date

Manager Regulatory Submissions CT

[ oV~

0

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ATTACHMENT 2
Third Party “Substantial Equival_ence” {SE) Decision Making
Documentation (Referred to as SE Documentation)

Revised: 7/1/%6

R

- Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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I

L ] 510¢(k) Hoider’s Name:
i 1rd D, syiewer:

Attachment 2
Page |
Revisad: 7/1/96

THIRD PARTY “SURSTANTIAL EQUIVALENCE” (SF).
DECISION MAKING DOCUMENTATION

Yes* No*

1. Is product a device?

{fNO = Stop

2. Is device subject to 510(k)?

IfNO = Stop

3. Same indication statement?

N

HYES=GoTo$

4. Do differences alter the effect or raise new jssues of safety or
effectiveness?

If YES = Stop NE

S. Same technelogical characteristics?

"

AN

HYES=GoTo7

6. Could the new characteristics affect safety or effectiveness?

3\

IfYES=GoTo 8

7. Descriptive characteristics precise enough?

IENO =Go To 10
If YES = Stop SE

8. New types of safety or effectiveness questions?

If YES = Stop NE.

{|.9._Accepted scientific methods exist?

[f NO = Stop NE

10. Perfermance data availablie?

[f NO = Request Data

11, Data demonstcate equivalence?

Final Decision:

“Note: In addition to completing page 2, “‘ves” responses (o questions 4, 6, 8, and 11, 2nd every “no” response

requircs an explanation or page 3.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 HZ
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Attachment 2
Page 2
Revised: 7/1/96

ED PTY

1. Intended Use:

Sve page § ol Coboimicpion

2. Device Description: Provide a statement of how the device is either similar to and/or different
from other marketed devices, plus data {if necessary) to support the statement. The following
should be considered when preparing the summary of the statement. Is the device life-
supporting or life sustaining? Is the device implanted (short-term or long-term)? Does the
device design vse software? Is the device sterile? Isthe device for single use? Is the device for
home use or prescription use? Does the device contain a drug or biological product as a
component? s this device a kit? Provide a summary about the deviee’s design, materals,
physical properties, and toxicology profile if important,

Summary:

,§f<’ “/Ataﬁ M// Z ”
- fe oo Aan, —

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

1>
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Attachment 2a Reviewer Memo Page 1 of 3

Siemens Medical Solutions USA, Inc.
Syngo Colonography Software Package

510 (k) Submitter: Siemens Medical Solutions USA, Inc.

Type of Submission: Traditional

Product: Syngo Colonography Software Package
Classification: 21CFR 892.1750

Product Code: 90 JAK

Classification name; Accessory to Computed Tomography System

Legally marketed device(s): Siemens Fly Through (K971717)
Siemens RealTime 3D Diagnostic Workstation (K873010)
GE CT Colonography/Navigator 2 Workstation (K012313)

1. General Description

The Siemens Syngo Colonography Software Package is a self-contained image
analysis software for evaluating CT volume data sets. The software can also be used
far Magnetic Resonance Imaging (MR) data sets.

The software is designed to support the physician in studying the inside, wall and
outside of the colon. Datasets can be viewed from the prone and supine positions to
facilitate the detection of colonic lesions in addition to the evaluation, documentation
and follow-up of any such lesions using standard spiral CT or MR scanning.

This evaluation allows for the volumetric analysis of colonic polyps or lesion size over
time.

The syngo software package is based on the Siemens syngo software platform.

The Synge Colonography Software Package utilizes a workstation with a Microsoft
Windows NT 4.0/2000 operating platform.

2. Comparison

Attachment 7 of the submission contains the substantial equivalence information.

The Syngo Colonography Software Package has been compared to the Siemens Fly
Through (K971717), the Siemens RealTime 3D Diagnostic Workstation (K973010) and
the GE CT Colonography/Navigator 2 Workstation (K012313).

The indications for use statements for these software packages are similar. The
software packages are intended to provide the medical personnel with three
dirmensional reconstructions of anatomic characteristics. Based on the doecumentation
provided in the submission the GE CT Colonography/Navigator 2 Workstation
(K012313) and the Syngo Colonography Software Package are intended to allow the
user to study the inside wall and outside of the colon and to view datasets from both,
prone and supine positions to facilitate the detection of colonic lesions. Both systems
allow for marking of lesions and for linear measurements. Thus, the intended use for
both devices is the deemed to be the same.

All software packages utilize a workstation, differences between the Sun Sparc (GE CT

Colonography/Navigator 2 Workstation) and the Syngo Colonography Software
Package are not deemed to raise new questions regarding safety and efficacy.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Skt
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Attachment 2a Reviewer Memo Page 2 of 3

Siemens Medical Solutions USA, Inc.
Syngo Colonography Software Package

The Image Processing and Evaluation functions for all devices are similar and do not
raise any new questions regarding safety and efficacy.

User Interface are GU| based for all Software Packages, the archiving and storing
system for all Siemens Software Packages is identical.

All Software packages are DICOM compatible.

3. Software

The Syngo Colonography Software Package description is provided in attachments 4
and 5 of the submission. The level of concern has been determined as minor. The
information required per guidance document “Guidance for the Content of Pre-Market
Submissions for Software contained in Medical Devices” for this level of concern is
deemed to be available.

4. Hazard Analysis

A hazard analysis Syngo Coloncgraphy Software Package was included in attachment
5 of the submission. All identified hazards are deemed be addressed in a manner
consistent with recognized methods.

5. Labeling Review

Labeling was provided in form of draft promotional literature and draft manual Labeling
and promotional material for the legally marketed device was also provided in
attachment 8 of the submission.

6. Additional Information

The following documents requested after receiving the submission are considered as
sufficient to support the SE decision:

Document/Date:
Documentation received from Siemens Medical Solutions on December 2, 2002
Revised submission received from Siemens Medical Solutions on March 19, 2003

7. Review Summary
The comparison (see aftachments 7 and 8 of the submission} shows that the Syngo
Colonography Software Package has similar features as the legally marketed devices.

The differences do not affect the intended use or raise new guestions regarding safety

and effectiveness.
The requirements of applicable guidance documents are deemed to be fulfilled.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

S
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Attachment 2a Reviewer Memo Page 3 of 3

Siemens Medical Solutions USA, Inc.
Syngo Colonography Software Package

8. Conclusion

The documents submitted allow for the decision that the received from Siemens
Medical Solutions that the Syngo Colonography Software Package is substantially
equivalent to the legally marketed devices Siemens Fly Through (K971717), Siemens
RealTime 3D Diagnostic Workstation (K973010), GE CT Colonography/Navigator 2
Workstation (K012313).

Reviewer(s):

ey 161003

Title: Division Manager, Medical Division

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Hle
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Attachment 2
Page 3
Revised: 7/1/96

Explanations To “YES” And “NO” Answers To Questions On Page 1 As Needed

1. Expiain why not a device:

AN

2. Explain why not‘ subjectto § 10?:
e

7
3. How does the new indication differ from the predicate device’s indication:

(;(’(’ /?/f'“’"""f ,/w‘?-»—\,{ﬁ/’;/4’“hf Z @

4, Explain why there is or is not a new effect or safety or effectiveness issue:

Cp 0 Flos Forir an®— e

i’

5. Describe the new tzchnological characteristics: ‘
' oy "
L/(:’C’ bt R a0t & - [
6. Explain how new characteristics could or could not affect safety or effectiveness:
. o o ‘Q'rte P P N é‘n//z/(’dc—b/{{,
7. Explain how descriptive characteristics are not precise enough:
{ o P AT S e, qz//%’,(d'(“
8. Explain new types of safety or effectiveness questions raised or why the questions ars not new:
9. Explain why existing scientific methods can not be used:

10.  Explain what performance data is needed:

11.  Explain how the performance data demonstrates that the device is ar is not substantially
equivalent:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

a/{‘; /4,,_.-...—-/‘" & e

i
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Attachment 2
Page 4
Revised: 7/1/96

Record of Deficiencies

Describe in detail the additional information that is required: .

AN

{Attach additional pages as needed. Please number.)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) "SUBSTANTIAL EQUIVALENCE"
DECISION-MAKING PROCESS (OVERVIEW)

New Device is Compared to
Marketed Device®

“Not Substantizally
Does New Device Have Same Equivalent”
[ntended AR Determination
Yes

Q

Does New Device Have
Technological Characteristics
That Raise New Types of Safety
or Effectiveness Questions?**

@)

Does Descriptive or Performance N
Information Demonstrate ~———

I

Require

. I icnt
Information nsufficica

Information

“"Substantially Equivalent”
Determination

510(k) submissions compare new devices to marketed devices. FDA-requests
additional information if the relatjonship between marketed and “predicate”
(pre-Amendments or reclassified post-Amendments) device is unclear.

xx

This decision is normally based on descriptive information alone, but limited testing
information is sometimes required.

*¢*  Data may be in the S10{k), other 510{k)s, the Center's classification files, or the
literature.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

i
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510(k) "SUBSTANTIAL EQUIVALENCE"
DECISION-MAKING PROCESS (DETAILED)

- New Dovioe ke Compared Lo
1 Masheted Dorfoc®
® 0,
No Do the DT areneds Alter the Lolcadod Yes
Drves MNew Do Haer Therapoutic/Diagmastici ele,
Indication Siulconomis? Effect (la Decldlag, May *Not Substantially
Consider Lmpact oit Safety and Equivalant®
Eff ectiveness)? = Deferminstios
Descriptive Information New Dovice Has New ~—— ()
shout New or Marketed Ttended Use
Device Requested
as Needed
© ® ©)
Docs New Devior Have Same (g0 Could theNew  vug Do the New Charncteristion oo
Technologhal Charmeterietice, « Charnderittics Ralsc New Typa of Salay ac — Q)
G- Deslin, Materials, cte.? | y, Atfodd Safety Effectiveness Questions?=*
Yes K_/ ar EIT. m:“c,‘. N Na
@ (o)
No Are the Descriptive Do Accepled Sclentlllc Methods
- —  Charscterictiex Precise Encaph Exist for Assessiog Effects of —
45 Engure k.s-ﬁ}mu; \hc_New TRAre s ersnesT ™o
No

e
Are Performance Data Avallable
1o Assess Equivalence?*

Are Paformance Date Avallable }g,

1o Assess Effects of New
Characteristics? *==
Yes
Yes
Porfonnance Performance
Data ' Data
Roqulred Required
[—- Pecformance Data D rate - (2> Q o) Paformance Dutu Demonstrace ‘,J
Equlvalence? Yes Yes Equivalenee?
l Mo No
To @ ~Substandatly Equivalent®

Determibaation To @

510{k) submissions compare new deviees (o marketcd devices. FDA requests additional informatios i the rclatioaship
between marketed and “predicate” (pre-Ameadments or reclassified post-Amendments) devices is unclear.

This decision is normally based on descriptive informatian alone, but limited testing information is sometimes required.

*** Data may be i the 310(k)}, other 510(k)s, the Center’s classification files, oc the literature,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 6
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Version 1 - Software Guidance 29 May 1998
s A,
SECTION | SOFTWARE MINOR CONCERN | MODERATE MAJOR CONCERN
NUMBER | DOCUMENTATION CONCERN
2,3.1 Level of Concern All levels of concern St
3.2 Software Description All Igvels of concern .
33,43 Device Hazard Analysis All levels of concern 510 _~
34,42 Software Requirements Software functional | SRS
Spectfication (SRS) requirements from g2 o
SRS
33 Architecture Design Chart | A chart depicting A chart depicting the partitioning of the software $.3 f
the partitioning of system into functional subsystems, listing of the S. (f
the software system | functional modules and a description of how cach
into functional fulfills the requircments. v
subsystems
3.6 Design Specification No documentation Software design specification document
is necessary in the &. 2_(//
submission.
3.7 Traceability Analysis No documentation Traceability among requirements, identified hazards, -
is necessary in the and Verification and Validation testing. 5. 6/
submission.
38,41 Development No documentation Sumnary of software Summary of software life ¢
is necessary in the life cycle development | cycle development plan. 0:/" ’
submission. plan, including a Annotated list of control
summary of the documents generated S: 6 o
configuration during development -
management and process. Include the 5 - 7/
maintenance activitics. | configuration management
and maintenance plan
documents.
39 Validation, Verification Software functional | Description of VV&T Description of VV&T
and Testing (VV&T) test plan, pass / fail | activities at the unit, activitics at the unit, -
criteria, and results | integration and system | integration and system é . e
level. System level test | level. Unit, integration and
protocol including system level test protocols
pass/fail criteria, and including pass/fail criteria,
tests results. test report, summary, and
tests results.
3.10 Revision Level History No documentation Revision history log
is necessary in the AU
submission.
31 Unresolved anomalies No documentation List of errors and bugs which remain in the device
(bugs) is necessary in the and an explanation how they were determined to not "z 4
submission. impact safety or effectiveness, including operator
usage and human factors.
3.12 Release Version Number Version number and date for all levels of concern.
| | L5 Leth
Table 1 Documentation in a Premarket Submission

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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.lE.R U4, Eooc aned Ureg Sdetinisieatios o i
g ﬂ Center for Dezives and Radiofogical Health ':ﬁ CDRIH Home | Search | A-Z Index | Feedback

Prototype for testlng only Title2l  Committees

510 | Registration | Listing | Adverse | PMA | Classification | CLIA
k) Events

CFR | Advisory | Assembler | NHRIC | Guidance | Standards

New Search Back To Search Results

Product Classification Database

SYSTEM, X-RAY, TOMOGRAPHY,

Device COMPUTED
Medical Specialty Radiology
Product Code JAK

Device Class 2

510(k) Exempt? No
Regulation Number 892.1750
Third Party Review Eligible for Mutual Recognition Agreement

Program

Eligible for Accredited Persons Program
Accredited Persons and Third Party Program
Information

Mutual Recognition Agreement Program
Information

Accredited Persons

BRITISH STANDARDS INSTITUTION

CENTER FOR MEASUREMENT STANDARDS OF
INDUSTRIAL

CHEIRQON BV

CITECH

ENTELA, INC.

INTERTEK TESTING SERVICES

N.V. KEMA

TUV AMERICA, INC.

TUV RHEINLAND OF NORTH AMERICA, INC.

UNDERWRITERS LABORATORIES, INC.

Database Updated 3/5/2003

52

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
http://'www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?1D=2260 3/26/2003
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/ classification.cfm?[D=2260 3/26/2003
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{05, Bpod and Drug Admintserstion :@f
"» -
o

- for Devices and Radiofogical Health CDRH Home | Search | A-Z Index | Feedback

GO coan

510 | Registration | Listing | Adverse | PMA | Classification | CLIA

” : (k) Evenis
L] CFR | Advisory | Assembler | NHRIC | Guidance | Siandards
Prototype - for testing only Title 21 Commitiees -

New Search Back Toc Search Results

[Code of Federal Regulations]

[Title 21, Volume 8]

[Revised as of April 1, 2002]

From the U.S. Government Printing Office via GPO Access
[CITE: 21CFR892.1750]

[Page 511]
TITLE 21--FOOD AND DRUGS
CHAPTER I--FOOD AND DRUG ADMINISTRATION, DEPARTMENT
OF HEALTH AND HUMAN
SERVICES {CONTINUED)
PART 892--RADIOLOGY DEVICES--Table of Contents
Subpart B--Diagnostic Devices
Sec. 892.1750 Computed tomography x-ray system.

{(a) Identification. A computed tomography x-ray system is a
diagnostic x-ray system intended to produce cross-sectional images of

the body by computer reconstruction of x-ray transmission data from
the
same axial plane taken at different angles. This generic type of device
may include signal analysis and display equipment, patient and
equipment
supports, component parts, and accessories.

(b) Classification. Class |l.

Database Updated April 1, 2002

CDRH Home | Search | A-Z Index | Feedback | Accessibility | Disclaimer
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
http://www.accessdata.fda.gov/scripts/cdriv/cfdocs/cfCFR/CFR Search.efm?FR=892.1750 3/26/2003
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£ C DEPARTMENT OF HEALTH & HUMAN SERVICES Pubtic Health Service
%,

4‘“\"" .
Food and Drug Administration

- 9200 Corporate Boulevard
AUG - 7 2001 Rockvitle MD 20850

General Electric Medical Systems Re: K012313

% Mr. Reiner Krumme CT Colonography/Navigator 2 (CT Navigation software package)
Manager, Medical Division Dated: July 18, 2001

TUV Rheinland of North America Received: July 23, 2001

12 Commerce Road Regulatory Class: II

NEWTON CT 06470 21 CFR 892.1750/Procode: 90 JAK

Dear Mr. Krumme:

We have reviewed your Section 510(k) notification of intent to market the device referenced above and we have determined the
device is substantiatly 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). You may,
therefore, market the device, subject to the general controls provisions of the Act. The general controfs provisions of the Act
include requirements for annual registration, listing of devices, good manufacturing practice, labeling, and prohibitions against

misbranding and adulteration.

If your device is classified (see above) into either class 1T (Special Controls} or class III (Premarket Approval), it may be subject
1o such additional controls. Existing major regulations affecting your device can be found in the Code of Federal Repuiations,
Title 21, Parts 800 to 895. A substantially equivaient dctermination assumes compliance with the Current Good Manufacturing
Practice requirements, as set forth in the Quality System Regulation (QS) for Medical Devices: General regulation (21 CFR Part
820) and that, through periodic QS inspections, the Food and Drug Administration (FDA) will verify such assumptions. Failure
to comply with the GMP regulation may result in regulatory action. In addition, FD'A may publish further announcements
conceming your device in the Federal Register. Please note: this response to your premarket notification submission does not
affect any obligation you tight have under sections 531 through 542 of the Act for devices under the Electronic Product

Radiation Control provisions, or other Federal laws or regulations.

This letter will allow you to begin marketing your device as described in your 510k} premarket notification, The FDA finding
of substantial equivalence of your devige to a legally marketed predicate device results in a classification for your device and

thus, permits your device 10 proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and additionally 809.10 for in vitro
diagnostic devices), please contact the Office of Compliance at (301) 594-4639. Additionally, for questions on the promotion
and advertising of your device, please contact the Office of Compliance at (301} 554-4635. Also, please note the regulation
entitled, "Misbranding by reference to premarket notification” (21CFR 807.97). Other general information on your
responstbilities under the Act may be obtained from the Division of Small Manufacturers Assistance at its toll-free number (300}
638-2041 or (301) 443-6597 or at its internet address "http://www fda.gov/cdrh/dsma/dsmamain. himi".

Sincerely vours,

7'7(%00} C ja/,é»\,
Nancy C. Bridgdon {

Director, Division of Reproductive,
Abdominal, and Radiological Devices
Office of Device Evaluation

Center for Devices and Radiological Health

Enciosure (s)

55

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



- Records processed under FOIA Request # 2015-4839; Released by CDRH on 10-21-2015

510(k) Number (if known):

Device Name: CT Colonography

Indications for Use

CT Colonography/Navigator2 is an image analysis software package that contains CT
Colonogarphy and Navigator2.

CT Colonography allows the user to study the inside, wall and outside of the colon. It
provides the user with an ability t& view datasets from both, prone and supine positions,
facilitating detection of colonic lesions. In comparison to colonoscopy, this tool has an
advantage of non-invasive depth penetration due to its 3D presentation capability.

Navigator2 provides endolumina! views of anatomical structures. Navigator2 is designed
to enhance and modify current image quality, tools, speed and user interface of Navigator for
improved productivity. Navigator2 provides a visualization tool to investigate structures (such as
polyps, tumors, stones, calcification etc.) within anatomy, airways and organs. Thus, its
viewing capability of the inner and outer surfaces of organs as well as within their walls provides
additional supplemental information, complementing endoscopy/colonoscopy, to support
interpretation and treatment planning. Navigation2 is applicable to X-ray as well as CT/MR.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use ‘/ OR Over-The-Counter Use
(Per 21 CFR 801-109)

5“"“’"“”\@/25/

56

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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AUG - 7 2001

@

GE Medical Systems
General Electric Company
P O Box 414 Milwaukee, WI 53201

Kosra2z/3
510(k) SUMMARY OF SAFETY AND EFFECTIVENESS

This 510(k) summary of safety and effectiveness information is submitted in accordance with the
requirements of 21 CFR Part 807.87(h).

Submitter Larry A. Kroger, Ph.D.
Senior Regulatory Program Manager
Telephone: (262) 544-3894, FAX: (262) 544-3863
Date Prepared: June 12, 2001

PRODUCT IDENTIFICATION

Name: CT Colonography/Navigator2

Classification Name: Accessory to Computed Tomography System

Manufacturer : General Electric Medical Systems
283, rue de la Miniere
78533 Buc Cedex, FRANCE
Distributor: General Electric Medical Systems, Milwaukee, W1

Marketed Devices The CT Colonography/Navigator? is substantially equivalent to the device
listed below:

Model: Navigator A
Manufacturer: General Electric Medical Systems, Milwaukee, WI
510(k) #: K954355

Device Description:

CT Colonography/Navigator2 (CTC/Nav2) is an image analysis software package that allows the user
to study the inside, wall, and outside of the colon using CT-acquired helical images. The tool is laid out
to facilitate the detection of colonic lesions. CT Colonography requires Navigator2 for its operation
however, Navigator2 can also be utilized as a stand-alone option. Navigator2 is an advanced
visualization software option that provides endoluminal views of anatomical structures. The flexibility
of this software allows the user to move interactively from air paths to inner vessels visualization and
thus, it is not limited to inner navigation of structures as lungs and sinuses. Volume Analysis (includes
both, CT/MR Windows Workstation, K913770 and 3D & Dentascan for Windows K923077) provides
the base for CTC/Nav2 and Nav2 alone, which allows an increase in the ease of use and productivity.
CTC/Nav2 and Nav2 alone, also use some options of Volume Rendering (AW Volume Render Option

51

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-4839; Released by CDRH on 10-21-2015

K972399), which allows the user to quickly isolate structure of interest and render volumetric data in
three dimensions.

Indications for Use : _
CT Colonography/Navigator? is an image analysis software package that contains CT Colonogarphy

and Navigator2.

CT Colonography allows the user to study the inside, wall and outside of the colon. It
provides the user with an ability to view datasets from both, prone and supine positions, fa0111tatmg
detection of colonic lesions. In comparison to colonoscopy, this tool has an advantage of non-invasive
depth penetration due to its 3D presentation capability.

Navigator2 provides endoluminal views of anatomical structures. Navigator2 is designed to
enhance and modify current image quality, tools, speed and user interface of Navigator for improved
productivity. Navigator2 provides a visualization tool to investigate structures (such as polyps,
tumors, stones, calcification etc.) within anatomy, airways and organs. Thus, its viewing capability of
the inner and outer surfaces of organs as well as within their walls provides additional supplemental
information, complementing endoscopy/colonoscopy, to support interpretation and treatment
planning. Navigation2 is applicable to X-ray as well as CT/MR.

Comparison with Predicate:
CT Colonography/Navigator2 is an image analysis software built on Navigator 2 features that allows

the user to study the inside, wall, and outside of the colon using CT acquired helical images. The tool
is laid out to facilitate the detection of colonic lesions. Navigator 2 is a new version of the current GE
Navigator, it has improved performance and usability. The functional features of this package are
substantially equivalent to that of the following device:

Device Name FDA Clearance Number
Advantage Windows 3D with Navigator Option* | K 954355

*referred as Navigator in this application

Adverse Effects on Health :
The potential hazards are identified in a risk management summary (hazard analysis) and are
controlled by:
¢ Software Development, Validation and Verification Process to ensure performance to
specifications, Federal Regulations and user requirements.
¢ Adherence to industry and intemational standards.

Conclusions:

The CT Colonography/Navigator2 does not result in any new potential safety risks and performs as
well as devices currently on the market. GE considers features of the CT Colonography/Navigator2 to
be equivalent to those of Navigator (K954355).

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 68
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_/C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
"m Food and Orug Administration

9200 Corporate Boulevard
Raockville MD 20850

SEP -3 1997
Kathleen Rutherford Re: K971717
Manager, Regulatory Submissions Fly Through (3D CT/MR Reconstruction Software)
Siemens Medical Systems, Inc. Dated: August 7, 1997
186 Wood Ave. South Received: August 8, 1997
Iselin, NJ 08830 Regulatory class: 11

21 CFR 892.1750/Procode: 90 JAK
Dear Ms. Rutherford:

We have reviewed your Section 510(k) notification of intent to market the device referenced above and we have determined the
device is substantially equivalent (for the indications for use stated in the enclosure) to 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). You may, therefore, market the device, subject
to the general controls provisions of the Act. The general controls provisions of the Act include requirements for annual
registration, listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class 1} (Special Controls) er class III {Premarket Approval), it may be subject to
such additional controls. Existing major regulations affecting your device can be found in the Code of Federal Regulatiops, Title
21, Parts 800 to 895. A substantially equivalent determination assumes compliznce with the Current Good Manufacturing Practice
requirement, as set forth in the Quality System Regulation (QS) for Medical Devices: General regulation (21 CFR Part 820) and
that, through periodic QS inspections, the Food and Drug Administration (FDA) will verify such assumptions. Failure to comply
with the GMP regulation may result in regulatory action. In addition, FDA may publish further announcements coriceming your
device in the Federal Register. Please note: this respense to your premarket notification submission does not affect any obligation
you might have under sections 531 through 542 of the Act for devices under the Electronic Product Radiation Control provisions, or

other Federal laws or regulations.

This letter will allow you to begin marketing your device as described in your 510(k} premarket notification, The FDA finding of
substantial equivalence of your device to a legally marketed predicate device results in a classification for your device end thus,

permits your device to proceed to the market.

If you desire specific advice for your device on our labeiing regulation (21 CFR Part 801 and additionally 809.10 for in vitro
diagnostic devices), please contact the Office of Compliance at (301) 594-4613. Additionally, for questions on the promotion and
advertising of your device, please contact the Office of Compliance at (301) 594-4639. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21 CFR 807.97). Other general information on your responsibilities under
the Act may be obtained from the Division of Small Manufacturers Assistance at its toll-free number (800) 638-2041 or

(301) 443-6597 or at its Internet address http://www.fda.gov/cdrh/dsmartnain.hem!”.

Sincerely yours,

" [y
[/\ \ ) { A ('
Lillian Yin, Ph.D.
Director, Division of Reproductive,
Abdominal, Ear, Nose and Throat,
and Radiological Devices
Office of Device Evaluation
Center for Devices and

Radiclogical Health

Enclosurs
59

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ATTACHMENT 1

Indications For Use

510(k) Number (if known): _x 77/72/7
Device Name: Fly Through Software Package

Indications For Use:
From user specified sets of CT or MR images, Fly Through can be used for

2 &

3D presentation of segmented anatomic models (e.g., tracheas, bones,
vessels, colon, etc.);

navigating interactively through 3D segmented models that represent
body cavities (e.g., vessels, colon, spine, lung, etc.);

for viewing the inner surface of organ modeis (vessels, colon, etc.). Fly
Through offers advantages over real endoscopy. For example, Fly
Through can be performed within models of organs or blood vessels
inaccessible to a real endoscope;

a training tool for surgeons to practice endoscopic procedures;

surgical planning;

feasibility study of an actual endoscopic procedure; and

a 3D positioning and orientation tool for Multiplanar reconstruction, thus
assisting diagnosis from Multi-Planar-Reconstructions (MPRs): the Fly
Through tool can help the user to position and visualize the 3-dimensional
location of the MPR within the segmented dataset.

( please do no write below this line- continue on another page if needed )

Concurrence of the CDRH, Office of Device Evaluation (ODE)

L.
(l?i\:'ision Sign-Off)
Division of Reproductive, Abdg

minal, ENT,

and Radiological Devij
1000 Numter, - 2 I7/7)7

Prescription Use g OR Over-The-Counter Use
(Per 21 CFR 801.109)

510(k} for Fly Through Siemens Medical Systems, Inc. Pg. 6 of 38
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SIEMENS

SEP -3 1997

ATTACHMENT 11
KG712/7
510{k) Summary
Siemens Fly Through Software Package

May 8, 1997

This summary of 510(k) safety and effectiveness information is being
submitted in accerdance with the requirements of SMDA 1990 and 21 CFR

807.92.

L

IL

General Information.

Establishment

e Address: Siemens Medical Systems, Inc.
186 Wood Avenue South
Iselin, NJ 08830

¢ Contact Person: Kathleen M. Rutherford

Manager, Regulatory Submissions
(908) 3214779 phone
(908) 321-4841 fax

Device Name

Trade Name: Fly Through
Common Name: PACS software
Classification Name: Picture Archiving and Communication
System (PACS)
Classification: Class II
Performance Standards: None established under Section 514
of the Food, Drug, and Cosmetic Act.

Information Supporting Substantial Equivalence Determination.

Device Description:

The Siemens Fly Through is a software package that provides 3D,
MPR of anatomic structures, and interactive endoscopic views of
organs with cavities. By navigating within the 3D imaging data, the
user can tour the patient anatomy and make adjustments to provide
the best view.

Fly Through can be installed onto medical viewing and post-processing
workstations that meet minimum system requirements such as patient
database, filming, and networking, 24 bits true color graphics display, real-
time polygon rendering graphics, and real-time texture mapping graphics.

510(k) for Fly Through Siemens Medical Systems, Inc. Pg.37 of 38

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

el
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SIEMENS

¢ Intended Use:
The Fly Through application is intended to provide physicians with a
training tool, and means to help evaluate from CT or MR datasets the
feasibility of conducting actual endoscopic procedures. The
application is also intended to assist diagnosis from Multi-Planar-
Reconstructions (MPRs): the Fly Through tool can help the user to
position and visualize the 3-dimensional location of the MPR within

the segmented dataset.

 Technological Characteristics as compared to the Predicate
Device:
The Fly Through has the same technological characteristics as GE's
Navigator. They both provide the user with 3D and MPR of
anatomic structures. They both provide the user with a navigation
tool that can be used to view the anatomy in different viewpoints.
Siemens Fly Through also provides the MPR is relation to the 3D
model thus making it easier for the user to position and visualize the
3-dimensional location of the MPR within the segmented dataset.

The Fly Through has the same technological characteristics as the
Prominence Workstation. FT is installed as an option on the
Prominence. They share the same segmentation module, patient
data, MPR, user interface, filming, and storage. FT has the added
ability to show 3D surface shading and tetrahedral models.

* Substantial Equivalence:
Siemens Fly Through is substantially equivalent to the following
devices:
1. Advantage Windows 3D with Navigator
GE
2. Prominence Workstation (Silhouette)
ISG Technologies

ath_leen Rutﬁ;%éﬁ ________________

Manager, Regulatory Submissions
Imaging Systems Group, Siemens Medical Systems

_D_a,tgf/j_j _______________________________

510(k) for Fly Through Siemens Medical Systems, Inc. Pg. 38 of 38

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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_/C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
1"}
”R Food and Drug Administration

9200 Corporate Boulevard
Rockville MD 20850

NOV {0 1997

Kathleen Rutherford Re: K973010

Manager, Regulatory Submissions - Realtime 3D Diagnostic Workstation
Siemens Medical Systems, Inc. Dated: August 8, 1997

186 Wood Avenue South Received: August 13, 1997

Iselin, NJ 08830 Regualtory class: Unclassified

Procode: 90 L1.Z

Dear Ms. Rutherford:

We have reviewed your Section 510(k) notification of intent to market the device referenced above and we have determined the
device is substantiaily equivalent (for the indications for use stated in the enclosure) to 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). You may, therefore, market the device, subject
to the general controls provisions of the Act. The general controls provisions of the Act include requirements for annual
registration, listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and adulteration.

I your device is classified (sec above) into either class H (Special Controls) or class III (Premarket Approval), it may be subject to
such additional controls. Existing major regulations affecting your device can be found in the Code of Federal Regulations, Title
21, Parts 800 to 895. A substantially equivalent determination assumes compliance with the Current Good Manufacturing Practice
requirement, as set forth in the Quality System Regulation (QS) for Medical Devices: General regulation (21 CFR Part 820) and
that, through periodic QS inspections, the Food and Drug Administration (FDA) will verify such assumptions. Faiiure to comply
with the GMP regulation may result in regulatory action. In addition, FDA may publish further announcements concerning your
device in the Federal Register. Please note: this response to your premarket notification submission does not affect any obligation
you might have under sections 531 through 542 of the Act for devices under the Electronic Product Radiation Control provisions, or
other Federal laws or regulations.

This letter will allow you to begin marketing your device as described in your 510(k) premarket notification. The FDA finding of
substantial equivalence of your device to a legally marketed predicate device results in a classification for your device and thus,
permits your device to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and additionally 809,10 for in _vitro
diagnostic devices), please contact the Office of Compliance at (301) 594-4613. Additionally, for questions on the promotion and
advertising of your device, please contact the Office of Compliance at (301) 594-4639. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21 CFR 807.97). Other general information on your responsibilities under
the Act may be obtained from the Division of Small Manufacturers Assistance at its toll-free number (800) 638-2041 or

(301) 443-6597 or at its Internet address http://www.fda gov/cdrh/dsmamain htm!".

Sincerely yours,

AN) Lo

Lillian Yin, Ph.D.

Director, Division of Reproductive,
Abdominal, Ear, Nose and Throat,
and Radiological Devices

Office of Device Evaluation

Center for Devices and

Radiological Health

Enclosure

L2

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K17 3010
SIEMENS

ATTACHMENT 10
510(k) Summary
Siemens Realtime 3D Software Package
NOV 10 997
August 8, 1997

This summary of 510(k) safety and effectiveness information is being
submitted in accordance with the requirements of SMDA 1990 and 21 CFR

807.92.
L General Information.
Establishment
» Address: Siemens Medical Systems, Inc.
186 Wood Avenue South
Iselin, NJ 08830
e Contact Person: Kathleen M. Rutherford

Manager, Regulatory Submissions
(908) 321-4779 phone
(908) 321-4841 fax

Device Name
e Trade Name: Realtime 3D Diagnostic Workstation
e Common Name: 3D CT/MR Post-processing Workstation
¢ C(lassification Name: Picture Archiving and Communication
System (PACS)
Classification: Class II
Performance Standards: None established under Section 514
of the Food, Drug, and Cosmetic Act.

IL Information Supporting Substantial Equivalence Determination.

* Device Description:
Realtime 3D (RT3D) Diagnostic Workstation includes all the
necessary hardware and software components for a medical imaging
workstation that allows 3D visualization of tomographic dataset from
either a CT or MR scanner together with Multiplanar
Reconstructions (MPR), and allows the user to fly through or around
the 3D image(s) in real time. The user can also view the 3D images in
stereo and make measurements in the 3D images.

¢ Intended Use:
The Realtime 3D application is intended to provide the physician
with additional diagnostic information through displaying the

510(k) for Realtime 3D Siemens Medical Systems, Inc. Pg. 42 of 44
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SIEMENS

tomographic dataset in 3 dimensional space which can show the
spatial relationship among different anatomical structures. It can also
be used for pre-surgical and post-surgical evaluation by surgeons. Due
to its real time performance, Realtime 3D provides the user with fast
case-turnaround time which leads to improved patient care and cost

savings.

» Technological Characteristics as compared to the Predicate
Device:
The Realtime 3D has the same technological characteristics as
Vitrea™ 3D Medical Visualization System. They both provide the
user with 3D and MPR of anatomic structures. They both provide the
user with a navigation tool that can be used to “Fly around” or “Fly
through” the anatomy of interest. Siemens Realtime 3D offers, in
addition, interactive clip planes which provides the user with real
time MPR, stereo display, 3D measurement, and an orientation view
during Fly-through and fly-around for better orientation and
navigation.

The Realtime 3D has the same technological characteristics as the
MagicView Workstation. They have substatially similar MPRs, MIPs,
and volume rendering algorithm. RT3D has the added ability to
show 3D images in real time.

¢ Substantial Equivalence:
Siemens Realtime 3D is substantially equivalent to the following

devices:
e Vitrea™ 3D Medical Visualization System
Vital Images

e MagicView Diagnostic Workstation
Siemens Medical Systems, Inc.

Kathleen Rutfierford
Manager, Regulatory Submissions
Imaging Systems Group, Siemens Medical Systems

510(k) for Realtime 3D Siemens Medical Systems, Inc. Pg. 43 of 44
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ATTACHMENT 1(revision)

Indications For Use

510(k) Number (if known): )

K4 7300
Device Name: Realtime 3D Diagnostic Workstation

Indications For Use:

From uscr spevilied sets of CT or MR images, Realtime 3D can be used for

3D presentation of the complete anatomic struchue (ie. head, chest, abdomen) covered by the
original CT or MR images for diagnosis and ase in treatment planning;

diagnosing as well as treatment planning [rom real time Multi-Planar-Reconstruction (MPR):the
Realdme 3D tool cap help the user lo pusilion and visvalize the 3-dimensional location of the
MPR within the 3D volume by using interactive clip planes in real time;

CTA and MRA displaying cnhanced vessels;

measuremcnt of anatomical squctures in the 3D volume, Important for quastitative measurement of
geoametry and length of anatomy indices;

displaying the position of anatomical structures in relationship to cach other;

navigating interactively through anatomical structures {c.g., ve$scls, eolon, spine, lung, etc.) o
inside the 3D volume;

depth perception using the Stexco display aption to visualize i.c. overlaying and underlying vessels:
for viewing the inner surface of organs (vessels, colon, ete.);

( please do no write below this line- continue on another page if needed )

Preseription Use _/
"Per 21 CFR 801.109)

e

(Division Sign-Off) 7/
Division of Reproductive, A
and Radiological Dev

S10(k) Number . 5330/ O

bdominal, ENT,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SIEMENS

March 17, 2003

Subject: Reply on- Review and Record of Deficiencies {syngo Colenography)

As discussed on March 13, 2003, Siemens Medical Solutions would like to pravide you

with one copy of the modified Pre-Market Notification for Siemens syngo Colonography
Software Package which was submitted o -

November 27, 2002.

These modifications are related to the Record of Deficiencies (syngo Colonography)
which- sent to Siemens on December 6, 2002

The following items were in the record and below is the replies:

Siemens Medical Solutions USA, Inc.

Regulatory Affairs 51 Valiey Stream Parkway Tel: (610) 448-1777 /]
Questions? Contact FDA/@RRHN@CEDBID at CDRH -FOISTARUB @fdeshs.gov or 301-796-8118 (_a
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SIEMENS

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SIEMENS

I hope that these answers resolve your questions with the current Siemens syngo
Colonography Software Package. Please feel free to contact me directly, if there are any
further issues.

Sincerely,

r. Jamie Yieh
Senior Technical Specialist
Regulatory Affairs

Siemens Medical Solutions USA, Inc.
51 Valley Stream Parkway

Malvern, PA 19355

Tel: 610-448-1785

Fax: 610-448-1787

3 .
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 (961
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Attachment 2

Owner’s Authorization

[0 R | November 2001
e

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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November 27, 2002

Subject: Third Party Review of Siemens syngo Colonography software package
Premarket application

—

Siemens Medical Systems, Inc., authorizes # to
review and thereafter submit the premarket application for the Siemens syngo

Colonography software package to the U.S. Food and Drug Administration and, as
necessary to discuss its content with the FDA.

Sincerely,

Siemens Medical Systems, Inc.,

Regulatory Submissions

Enclosure

Siemens Medical Solutions USA, Inc. /“
Saies auBstiens? Contact FDA/GRRIFAQ R atic DRH-FOISTEATYS@fdasbhs.gov or 301-796-8118

Iselin, NJ 08830 Fax: (732) 321-4841
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Attachment 3

Owner’s Submission

[0 ] November 2001

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Pre-market Notification
For
Siemens

syngo Colonography
Software Package

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 /l 6
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November 26" 2002

Food and Drug Administration

Center for Devices and Radiological Health
Office of Device Evaluation

Document Control Center (HFZ-401)

9200 Corporate Blvd.

Rockwville, MD 20850

Subject: Traditional 510(K) Submission for Siemens syngo Colonography Software Package

Dear Document Control Clerk:

In accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act, Siemens Medical
Solutions, Inc. is submitting, in duplicate, a traditional Premarket Notification [510(k)] for the Siemens
Medical Systems, Inc., syngo Colonography Software Package. The following information is provided
in accordance with 21 CFR §807.87 and the guidance document "Addendum: How to Submit a Premarket
Notification [510(k)] March 1995" from the Center for Devices and Radiological Health.

1. Reason for Submission:
Siemens Medical Solutions intends to market the syngo Colonography software package.

2. Device Name and Classification:
Product Name: syngo Colonography software package
Classification Name: 3D Reconstruction Software
Classification Panel: Radiology
CFR Section: 21 CFR §892.1750
Device Class: Class II
Product Code: 90 JAK

The Software Certification statement is provided in Attachment 3. A software description is
provided in Attachment 4 and software development is described in Attachment 3.

3 Importer/Distributor Establishment Registration Number: 2240869
Siemens Medical Solutions, Inc.
51 Valley Stream Parkway
Malvern, PA 193355

4. Manufacturing Facility:
Siemens Medical Solutions
Bereich Med
Siemensstrasse 1
91301 Forchheim, Germany
syngo is a registered trademark of Siemens AG

5. Contact Person:
Mr. Jamie Yieh
Senior Technical Specialist
Phone: (610) 448-1785  Fax: (610) 448-1787

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ,l "}
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6. Substantial Equivalence:
The syngo Colonography Software package is substantially equivalent to the following devices:

Predicate Device Name FDA Clearance FDA Clearance
Number Date
GE CT Colonography/Navigator 2 K012313 08/07/01
Workstation
Siemens Fly Through K971717 09/03/97
Siemens RealTime 3D Diagnostic K973010 11/10/97
Workstation (3D Virtuoso)

In addition, many of the image processing, display and evaluation components of syngo
Colonography are currently available on software options like the Volume Rendering Technique
option, K923524/82, cleared on May 17" 1994 and workstations like the syngo Multimodality
Workstation, K010938 cleared on 26" June 2001 wherein the Fly Thorough software algorithms
were transferred over to the syngo software platform. syngo Colonography packages these image
processing and image display components in an optimized workflow palette.

Detailed Substantial Equivalence Information is provided in Attachment 7.
The Predicate Device Literature is provided in Attachment 8.

7. 510(k) Summary:
The 510(k) Summary is provided in Attachment 10.
The Reviewers Checklist is provided in Attachment 1.

8. Indications for Use:
The Indications for Use is provided in Attachment 2.
Clinical and non-clinical information supporting the Indications for Use is provided in
Attachment 6.

9. Truthful and Accurate Statement: _
A signed Truthful and Accurate Statement is provided in Attachment .

10. Labeling: _
The Draft Promotional Literature is provided in Attachment 9.

Confidentiality

All itemns marked "CONFIDENTIAL" may be trade secret, confidential commercial or financial
information as defined in 21 CFR §20.61. Siemens requests that FDA not make public disclosure of this
information without prior consultation with Siemens as provided by 21 CFR §20.45.

If you have any additional questions, please contact me at (610) 448-1785. My fax number is (610)448-1787.
Thank you for your attention.

Since

Mr7Jamie Yieh
~ Regulatory Affairs
Attachments

QuESEHETERtdE TAICORH/GCEMD TCPREAEBISTATUS @4 AME.gov or 301-79648 1808 75
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Attachment 1
Truthful and Accurate Statement
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(As required by 21 CFR 807.87(j))

1 certify that, in my capacity as the Manager, Regulatory Submissions of Siemens AG Medical
Solutions CT, Forchheim, I believe to the best of my knowledge, that all data and information
submitted in this premarket notification are truthful and accurate and that no material fact has
been omitted. '

i

Loy & 060,2
Date

Manager Regulatory Submissions CT

1%

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Attachment 2
Indications for Use
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Indication for use

510(k) Number (if known):

Device Name: syngo Colonography Software Package

syngo Colonography is a self-contained image analysis software package for evaluating CT
volume data sets. This software package can also be utilized for evaluating suitable MR volume
datasets. Combining enhanced commercially available digital image processing tools with
optimized workflow and reporting tools, the software is designed to support the physician in
studying the inside (intra-lumenal view), the wall and the outside (extra-lumenal view) of the
colon. With the functionality to view datasets from both the prone and supine positions, it
facilitates the detection of colonic lesions (eg. Polyps) in addition to the evaluation,
documentation and follow-up of any such lesions using standard spiral CT or MR scanning. This
evaluation tool allows for volumetric analysis of colonic polyps or lesion size over time, helping
the Physician to assess the changes in their growth. It is also designed to help the physician
classify conspicuous regions of tissue unambiguously, with respect to their size, dimensions,
shape and position.

Due to all these capabilities the syngo Colonography software has the advantage of non-invasive
evaluation of colonic lesions as compared to conventional colonoscopy.

(Please do not write below this line - continue on another page if needed)

Concurrence of the CDRH, Office of Device Evaluation (ODE)

Prescription Use OR  Over-The-Counter Use
{Per 21 CFR 801.109)
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Attachment 3
Software Development Certification
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Software Certification Statement
Records processed under FOIA Request # 2015-4839; Released by CDRH on 10-21-2015

Siemens affirms that the syngo Colonography Software Package has been developed,
manufactured and tested according to the same principles regarding procedures, guidelines and
Quality System Regulation (QSR) followed for the existing Somatom CT software systems, and
tion test results will demonstrate that the software specifications and

prior to commercial distribu
Unot T net.

s, =

uality Management
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Attachment 4
Software Description
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Software Description

4.1 Introduction

syngo Colonography is a self-contained image analysis software package for evaluating CT
volume data sets. This software package can also be utilized for evaluating suitable MR volume
datasets. Combining enhanced commercially available digital image processing tools with
optimized workflow and reporting tools, the software is designed to support the physician in
studying the inside (intra-lumenal view), the wall and the outside (extra-lumenal view) of the
colon. With the functionality to view datasets from both the prone and supine positions, it
facilitates the detection of colonic lesions (eg. Polyps) in addition to the evaluation,
documentation and follow-up of any such lesions using standard spiral CT or MR scanning. This
evaluation tool allows for volumetric analysis of colonic polyps or lesion size over time, helping
the Physician to assess the changes in their growth. It is also designed to help the physician
classify conspicuous regions of tissue unambiguously, with respect to their size, dimensions,
shape and position.

Due to all these capabilities the syngo Colonography software has the advantage of non-invasive
evaluation of colonic lesions as compared to conventional colonoscopy.

To understand the next workflow related paragraphs some terms have to be briefly introduced
that will be explained in detail later.

e View: In this context a view is a segment showing an image that uses a certain type of
rendering to display the volume data and that offers a set of special interactions to the
user.

There can be several different views at a time or several instances of the same view.

e Global View: This view shows the un-obscured colon.

e Scroll View: This view shows MPR or VRT slabs in the volume that can be moved
(scrolled) very fast through the volume.

e Endo View: Shows a view into the lumen of the colon (virtual endoscope). Similar to
that which can be seen through an endoscope but enriched with 3D rendering capabilities.

When performing an evaluation with synge Colonography the user will normally proceed step-
by-step as follows:

a. Start syngo Colonography
o The application can be started as a dynamic task card within the syngo operating system.

b. Loading and displaying images
e The required examination data is transferred from the local database to the syngo
Colonography task card.
e User has the ability to zoom, pan, window parts of images and change the display mode.
¢. Preparing for evaluation
e The images are initially displayed in “Survey Mode™
e The user then has to manually locate and mark lesions (eg. Colon polyps) relevant to the
examination.
d. Performing evaluation
The user conducts a per lesion examination of the marked lesions encompassing but not
limited to:
e C(Classifying the lesion
e Adding comments
e Applying length measurements to it in the scroll views
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¢ Assign images to it for reporting

¢. Documenting the results
e Each lesion is documented and a final examination report is produced.

4.2 syngo Colonography Task Card

syngo Colonography is designed as a dynamic taskcard application following the syngo style
guide. A Taskcard is similar to a browser window in the Microsoft Windows™ operating system
environment and has image display and image manipulation functionalities implemented via on-
screen control buttons. syngo is a marketing name for a set of medical technologies and services
of Siemens Medical Solutions based on Windows NT™ or Windows 2000™ operating systems
and is a registered trademark of Siemens AG, Germany and was described in the syngo
Multimodality Workstation premarket application, KO10938 cleared on 26™ June 2001.

Figure 1: syngo Colonography Task Card

Main Menu &
Patient Folder g
3
2
Image Area Image Area 2 Rows of Buttons |2
(top-left sepment) (top-right scgment) Orientation
lmage
Sub-Task Cards
Evaluation
Image Area Image Area Card
(bottom-left segment) {bottom-right segment)
2 Rows of Bultons
Status Bars

The syngo Colonography task card is subdivided into the four following main areas as shown in
Figure 1 on the preceding page:

(1) Main menu

(2) Image area

(3) Control area - Functions for displaying and evaluating the loaded images

(4) Status bar - System messages are displayed

4.2.1 Image Area Layout

The image area consists of four image segments in which, the original images that have been
loaded, selected partial volumes and evaluation images are displayed.
If there is only one data sct loaded all segments of the image area are assigned to this data set
{(single-data-set mode).
[f there are two data sets loaded:
e Either the four segments are all assigned to the first of the data sets (single-data-set
mode) and the user can arbitrarily switch between the two data sets OR

5Quiestions? @ ntactd DASBRMOGEDIDvatcCDRENFOISTATYS@fdakhtesigov or 301-796484:18 of 68

%S



Records processed under FOIA Request # 2015-4839; Released by CDRH on 10-21-2015

e The four segments are all assigned to the second data set (single-data-set mode) and the
user can arbitrarily switch between the two data sets OR,
¢ Two segments are assigned to the first data set and the other two are assigned to the
second data set (side-by-side mode) and
The user can arbitrarily switch between single-data-set and side-by-side mode.
In any of the modes the user can blow up any of the segments to a 1 on 1 layout and deflate it
back to a 4 on 1 layout.
The same layouts are used for CT and MR data sets.

4.2.1.1 Lavout in Single Data Set Mode

The basic image types are:
Global View
Axial scroll view
Sagittal scroll view
Coronal scroll view
Endoscopic view
e Oblique MPR
In single-data-set mode the layout comprises two scroll view segments, one endo view segment,
and one global view segment.

Figure 2: Layout for Single Data Set Mode

Sagittal Transversal
MPR MFPR
Scroll View Serol View
Global View Endo View

If an image is blown-up when the user switches to the other data set the corresponding image of
the other set is displayed blown-up too. But if the user switches to side-by-side mode a 4 on 1
layout is used.

Zoom and pan parameters stick with the image (resp. image stack), they are not applied to the
corresponding image of the other data set. But if the user switches to side-by-side mode the
zoom and pan parameters remain with the particular scroll and endo view images.
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4.2.1.2 Layout for Side-by-Side-Mode
In side-by-side mode there is a scroll and an endo view for each data set.

Figure 3: Layout for SideBy Side Mode

MPR MPR
Scroll View Serall View
data set ] data set 2
Endo View Fndo View
data set i data set 2

When the user switches to side-by-side mode the top-right (scroll view), and the bottom-right
{endo view) images of both data scts will be displayed side by side.

While switching between side-by-side and single-data-set modes the input focus remains with
the segment where it was before switching.

If the user switches from a blown-up image in side-by-side mode to single-data-set mode the

image remains blown-up.
If the user switches from side-by-side mode to single-data-set mode the zoom and pan
parameters remain with the particular images.

4.2.2 Control Area

The next paragraphs describe the control area top-down.

All buttons are dimmed until valid data are loaded into the application. From then onwards
special dimming rules are applied to each of them.

4.2.2.1 Patient folder
The standard patient folder icon with the patient’s name in its tooltip is diplayed.

4.2.2.2 Button Row 1
With the buttons in this row the user selects what data set(s) to display.
The buttons are arranged from left to right as follows:
e Data Set 1: All scgments are assigned to the first data set loaded (single-data-set mode).
e Data Set 2: All segments are assigned to the second data set loaded (single-data-set
mode).
e Side by Side: Images from both data sets are displayed side by side (side-by-side mode).
The buttons behave as radio buttons (i.e. exactly one is pressed at a time).

WUbsHbREP T SrttisrFONC RGOS At CHRELFOISTATHS @feathhdPov or 301-79618448 of 68
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If only a single data set is loaded all buttons are dimmed. They become undimmed as soon as a
second data set is successfully loaded. After loading of the second data set the button Data Set 2
is pressed and the images for data set 2 are displayed in single-data-set mode.

4.2.2.3 Button Row 2

On setting a lesion marker the system provides a default unique name for this marker.

The buttons in this row are for actions, which the user will perform very often with respect to
these lesion markers.

The buttons are arranged from left to right as follows:

e Set Lesion Marker: After clicking this button the mouse pointer changes its shape and the
user can place a new lesion marker. After placing the marker the button is autornatically
released.

On setting a lesion marker syngo Colonography assigns it a number as its default name.
Numbering starts with ! and is incremented for each marker set. Numbering is
independent from the data set.

This lesion marker becomes the selected one.

e Set Virtual Endoscope: After clicking this button the mouse pointer changes its shape
(same shape as for Set Lesion Marker) and the user can move the virtual endoscope to a
new location.

After placing the marker the button is automatically released.
A button stays in pressed state until the corresponding action was performed or it is clicked again
or another button that is connected with Left Mouse Button-click (e.g. one of this row) or Left
Mouse Button-move (c.g. Zoom/Pan) is clicked.

4.2.2.4 Orientation Sub-task Card
Figure 4: Orientation Sub-task Card

Orientation

Standard Orientation lcon

Home View
button

This is the standard syngo orientation icon with its six buttons to change the view directions of a
scroll view.

There is 2 Home View button (push button behavior) to let all views return to appropriate initial
states
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4.2.2.5 Image Sub-task Card

Figure 5: Image Sub-task Card

Image
Zoom/Pan Home Z/P
button button
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Single Windowing Window 1 Window 2
button hutton button

On this sub-task card there are standard buttons as on the syngo 3D task card described in syngo
multimodality workstation S10(K), K010938 cleared on 26" June 2001. Whether an action can
be applied to a view depends on the capabilities of the particular view.

4.2.2.6 Evaluation Sub-task Card

The system provides the user the ability to delete a selected marker.

The system also preserves the order in which lesion markers were set

In evaluation mode the system provides the user the ability to draw at least 5 distance lines on all
oblique Multi Planar Reconstructions together assigned as attributes to the selected lesion

marker.
Figure 6: Evaluation Sub-task Card
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Drop list containing ab) markers Distance
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Evaluation Dialog
hutton

Delete Lesion
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Drop list: The drop list lists all lesion markers found for the data set(s) under evaluation.
They are listed with their names in the order they have been set independently from the
data set where they belong. If the user clicks on a name in the list this marker becomes
selected and the endo view becomes re-displayed as when the marker was set (i.e. marker
is visible in the endo view), the scroll views are synchronized to the marker location. The
scroll views return to the view direction, zoom, and pan as when the marker was set. The
current layout remains (single-data-set or side-by-side). If the user selects a marker in a
scroll or endo view or in the Evaluation dialog the selection in the drop list changes
accordingly.

Distance button: Enables drawing of Distance lines, which are assigned to the selected
marker, in the scroll views and switches the layout to single-data-set mode for the data set
with this marker. The button has check-box like behavior. Additionally it becomes
released if the user clicks another button that is connected with LMB-click (e.g. Set
Lesion Marker) or LMB-move (Zoom/Pan), or if the user changes the layout, or switches
to the other data set.

The number of distance lines per marker is restricted to 10. If this maximum number is
reached the button becomes dimmed until the user deletes a distance line or its entry in
the Evaluation dialog. Drawing and manipulation (changing length, moving, deleting) of
the distance lines is the same as on the Viewing task card but the lines have no context
menu and there are no applicable entries in the Edit menu. The distance lines are
transient, which means they disappear if the user changes the view direction of the scroll
view (either on the Orientation sub-task card or by rotating the reference lincs). This
means the user can draw a distance line, scroll away from this image, scroll back to it,
and the distance line 1s re-displayed.

But, if he changes the view direction, the distance line is lost. The reason for this
behavior is that it is very hard to return to a distance line in an oblique scrolt view if its
tilt angle has changed. Therefore and consequently distance lines are deleted if the view
direction changes in any way. Images together with their distance lines can be made
persistent in the Local database and can be sent to the virtual film sheet and to the report.
Evaluation Dialog button: Opens the Evaluation dialog for the selected marker (see
5.1.2.5) and switches the layout to single-data-set mode for the data set with this marker.
The button is dimmed if there is no lesion marker. The button has push button behavior.
If it is clicked while the Evaluation dialog is already open nothing happens.

Delete Lesion Marker button: Deletes the currently selected marker together with ali
the information assigned to it. The button has push button behavior. The hutton is
dimmed if there is no lesion marker. If the user has already added information to the
marker he has to confirm the request for deletion (it should be casy to delete a marker just
set, but confirmation is requested if the user has already added information to the
marker).

Deleting a marker does not change the numbers or names of the other markers.

4.2.2.7 Button row 3

L 4

Save: Saves the image with the input focus to the Local database into the series defined
by the application.

Copy to Film Sheet: Sends the image with the input focus to the virtual film sheet.

Copy to Report: Sends the image with the input focus to the report information for the
selected marker and saves it in the Local database (with no special flags). The number of
images per lesion is restricted to 4. If this maximum number is reached th: button
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becomes dimmed for this marker. Its stays dimmed until the user excludes an image from
being reported, or the user selects another marker.

4.2.2.8 Button row 4
The buttons in this row are the standard buttons:
Save As: Saves the image with the input focus to the Local database into the series defined by

the user.
Report Wizard: This push button starts the Report Wizard dialog. It is dimmed if there are no
lesion markers. If it is clicked while the Report Wizard dialog is already open nothing happens.

4.2.3 Main Menu
Colonography extends the main menu. This chapter describes these extensions.

42.3.1 Patient

The entries
Open Series List
Close Patient
Save
Save As

e (Copy to Film Sheet
are added to the Patient menu.

4.2.3.2 Edit
The application adds an Edit menu to the main menu. The entries are:
e Hide Reference Lines: Reference lines are globally hidden/displayed.
e Hide Flight Path: Flight path is globally hidden/displayed
o Hide Graphics: Markers, virtual endoscope icons (location, view direction, filed of view)
and flight paths are globally hidden/displayed.

4233 View

The application adds a View menu to the main menu. The entries are:

No Text: Hide text in all images.

All Text: Show text in all images.

--- Separator ---

Blow Up Segment: same as double-click (expand image to 1 on I layout).

4.2.3.4 Orientation

The application adds an Orientation menu to the main menu. The entries are:
Front to Back

Back to Front

Left to Right

Right to Left

Head to Feet

Feet to Head

--- Separator ---

Home View

--- Separator ---
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e Rotate Images
4235 Image
The application adds an Image menu to the main menu. The entries are:
e Single Windowing
e Window I
e Window 2
e --- Separator ---
e Zoom/Pan
e Home Zoom/Pan
4.2.4 Evaluation dialog

The user collects and enters the information for a particular lesion in the Evaluation dialog.

The dialog appears as a floating window over the control area and has a narrow shape so that it
does not obstruct image segments.

The dialog is application dependant.

The system provides the user the ability to assign attributes to the selected lesion marker.

The system also provides the user the ability to edit attributes of the sclected marker.

He can:

Assign a short name (up to 10 characters) to a lesion. The default name proposed by the
application is its number in the order of markers set. Names (or numbers) remain with a
lesion marker, they are not shifted if a marker has been deleted.

Select the Quality of finding from a drop-list (Polyp, Indeterminate).

Select the Location of the finding from a drop-list (Rectum, Sigmoid, Ascending colon,
Descending colon, Transverse colon, Splenic flexure, Hepatic flexure, Caccum).

Edit or delete (lesion) size strings. Initially the strings are the length values retrieved from
the distance lines drawn for this lesion. The user can edit these strings (e.g. add a prefix
like ‘max.” or ‘diameter’) or delete one by clearing it. If the user changes a distance line
in an image (¢.g. adjusted one of its end points) after he has modified its text, the
modified text is replaced by the new length value. The length of a size string is restricted
to 20 characters.

Enter a comment for this lesion.

Exclude images from being reported. With the Copy to Report button on the application’s
task card the user has added images to the report for the selected lesion.

These images are displayed as image icons on the dialog (in the order they have been
added: top-left, top-right, bottom-left, bottom-right). The user can select an icon (LMB-
click on it) and exclude it from being reported with the Delete-key on the keyboard. Then
the icon becomes cleared. This does not delete the corresponding image in the Local
database.
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Figure 7: Evaluation Dialog (Schematic)
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e OK button: Closes the dialog and makes changes valid for the report.

e Cancel button: Discards changes and closes the dialog.

There is no Help button on this dialog (no space) but F1 key displays online-help for this dialog.

4.2.5 Report Wizard dialog

In the Report Wizard dialog the user can review the elements comprising the report and he can

add some report-global information.
On the Report Wizard dialog there are two tab cards:

e - Lesion information: Lists all lesions reported for this examination.
e + General: The user can enter an introduction comment (e.g. disease history) and a

comment for other abnormalities found during the examination.
On the dialog the user can:
e Seclect the template for the report from a drop-list.
e Enter the referring physician’s name (max. 64 characters)

e Enter the reading physician’s name (max. 64 characters). As default the name most-

recently entered is offered.
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Figure 8: Report Wizard Dialog
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The buttons are:

» OK: Close the dialog and accept the changes.
» Report: Starts the reporting tool.

» Cancel: Close the dialog and discard changes.
« Help: on-line help for the dialog.
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4.2.5.1 Lesion Information Tab Card
This dialog gives an overview of the per lesion information that is going into the report.

Figure 9: Lesion Information Tab Card (schematic)
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The tab card is split into a list-box displaying information for each marked lesion and a comment
field for the conclusion of the examination.
In the list-box the information per line is

e marker name,

e lesion location,

e lesion size concatenated to a single string,

e and quality.
The content is the one entered in the evaluation dialog. The list-box becomes scrcllable if
thereare more entries than lines available. The user can adjust column width. The user can select
a marker name and click on the Details button in order to get the evaluation dialog for this
finding displayed.

4.2.5.2 General tab card

It is possible to store patient history information such as family disease history.
This dialog offers two text fields:
e Introduction: Here the user can enter enter global information like patient’s disease
history or family disease history.
e Other Abnormalities: Here he can report extra-colonic findings.

4.2.6 Report Template Administration Dialog

The system provides the user the ability to include the patient name and identification, date of
birth, physician, scan date and time, technique factors, and comments in the paper report.
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The system also provides the user the ability to configure the paper report site and/or user
specific adding the resp. information.

In this dialog the user can create, modify, and delete report templates. Creation and modification
of templates is done with a template editor which is automatically started.

The dialog is application-modal.

Figure 10: Report Template Administration Dialog (schematic)

e Delete: With this button the user can delete the template selected in the drop-list.
Create / Modify: The user can enter a name for a new template or for a template to be
modified.
If the entered name matches the name of an existing template the caption of the button reads
‘Modify” otherwise it reads ‘Create’. In both cases clicking on the button starts the template
editor cither with an empty template or with the one to be modified.
e OK: Close the dialog and accept changes.
e Cancel: Close dialog without applying any changes.
e Help: on-line help for the dialog.

4.3 Image text

The system displays the image text in all image windows according to the rules for the image
type and the embedding software platform .

The system also displays an orientation cube for 3D images and oblique Multi Planar
Reconstructions looking the same as on 3D task card.

The system uses the three letter convention for orientation markers according to DICOM.

The image text is the same as for the 3D task card.

4.4 Marker icons

Lesion markers are small arrows with a text label. The selected marker has a different color than
the others.
While moving through scroll or endo views markers are displayed simplified.

4.5 Native language support

The system shall use native language support based on syngo .

Colonography uses the syngo concept for native language support. Therefore no special
programming is required.

Date and time information is formatted according to the rules set for the system.

4.6 Online-Help
The system provides online help according to the syngo rules .
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Colonography offers Help buttons and F1-help.
Unique entry points for on-line help are provided for:
e the task card (F1)
e dialogs with a Help button

4.7 Message boxes

Message boxes behave application-modal, which means the user cannot interact with the
application until he confirmed the message box. But he can switch to other task cards, come back
to the application, and still sees the message box.

4.8 Dialogs
Usually dialogs are modeless unless another behavior is explicitly specified.

4.9 Status Bar messages

Colonography shows certain information in the middle slot of the status bar. Status bar messages
for a current activity (e.g. ‘Printing’) are displayed for the whole time of the activity. If the user
switches to another task card and returns to Colonography later the status bar shows the correct
message for the actual state of the activity (e.g. either still ‘Printing’ or ‘Printed”).

4,10 Hardware interfaces
There is no direct hardware interface. But Colonography needs a fast OpenGL graphics card with
at least 64 MB of memory.

4.11 Software interfaces

4.11.1 3D Framework
Colonography extends the 3D framework.

4.11.2 1IVT

The Interactive Visualization Toolkit (IVT) encapsulates the visualization for syngo
Colonography. It allows high-performance calculation and display of special graphics with
interactive user access like ¢.g. reference lines, real-time Muliplanar Reconstruction (MPRs).
The algorithmic part provides excellent image quality for both 2D imaging and 3D volume
rendering techniques.

4.11.3 Local Database

The interface to the Local Database i1s completely encapsulated by the embedding 3D
framework.

4.11.4 Filming

Colonography embeds the ‘Copy to Film Sheet’ button into its task card. Interaction with the
Filming application is completely encapsulated by the embedding 3D framework.

4,11.5 3D Series List

The application extends the 3D Series List in order to get user selections of images pre-validated
and sorted as a volume data set.
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4.11.6 MedDynamics

The application uses MedDynamics to get its buttons and menu entries embedded into the User
linterfaces of other components (Patient Browser and Main Menu) and become started and ended
as a dynamic task card.
The application claims its state as ‘*have unsaved data’ if:

e If there are is at least one marker set and no report has been created yet (Report has not

been clicked on the Report Wizard dialog).
e After report creation data have been changed. Changed means:
o A new marker has been set.

A marker has been deleted.
A new distance line has been drawn.
An existing distance line has been modified.
An existing distance line has been deleted.
An image has been sent to the report.
At least one item on the evaluation dialog has been changed and the dialog has
been closed with OK (this includes removal of an image from the report).
At least one item on the Report Wizard dialog has been changed and the dialog
has been closed with OK (this includes selection of another template).

OO0 O0O0OO0O0

o}

4.11.7 Component Manager

Colonography is technically started and ended by the syngo Component Manager. If the
Component Manager sends a shutdown request the response of the application depends on
whether there are unsaved data (which means unreported data) or not.

4.11.8 Patient Browser

Via MedDynamics Colonography’s button and menu entries are put into the Patient Browser
User Interface.

4.11.9  Archiving and Networking

Colonography has no direct interface to Archiving and Networking. Result images are saved to
the Local database and from there the user can export or send them.

Colonography has to fill the header information of result images properly so that these results
can be exported and imported again to/from off-line media or can be sent and received to/from
other syngo-based network nodes.

4.11.10 Configuration

The application uses the syngo Configuration Library in order to read and write configuration
information.

There is no independent configuration dialog (as a .exe of its own) and therefore also no applet
for Colonography.

4.11.11 Reporting Engine

The application uses the 3rd party tool ‘List & Labels’ as reporting engine. The reporting engine
compiles reports from the information collected through the examination (content) and a
template (layout) and sends them to paper printers or to the file system in the selected format.
The template editor is part of the reporting engine.

The reporting engine is a DLL running in the process context of Colonography.
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4,11.12 Win32
Win32 APIs are used to manage bitmaps for reporting purposes as temporary files in the file
system.

4,12 Communication interfaces
Not Available

4.13 Hook for MR data

The system is able to automatically adapt to the homogenity of MR images after loading.
Colonography provides a hook in its BE that can be used for image preprocessing. The
preprocessing unit is encapsulated in a DLL of its own.

For a detailed outline of the software functionality please refer to attachment 8, Draft User
Manual.
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Attachment 5
Software Development Description
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Overview

A general description of the software development process for Siemens Somaris 3 software is
included in this section of the 510(k). Following this discussion is the software development
process specifics (e.g. risk analysis, software structure chart, etc.).

There are several phases in the software development process: requirements, concept, design,
implementation, integration, validation and maintenance. The existence of these phases allows
reviews to be conducted at distinct points during the software development process. This assures
that the output of each phase is complete, correct and consistent with the output of the
corresponding phase. Depending on the size of the defined function clusters or its complexity,
development processes may be processed concurrently. Reviews are performed throughout the
development process and may be conducted on isolated portions of the overall development and
not necessarily on the project as a whole. To perform a complete system test for the Syngo
Colonography software package, all software modules shall be signed off from integration test
by the responsible software development group.

The documentation resulting from each stage will be placed in the Engineering History Record
and the responsibility for submitting the required documents will fall upon the software
development groups responsible for creating them.

Siemens affirms that the described software development process has been and will be followed
prior to commercial distribution and that the system specifications and functional requirements
are met. This software development process will be followed for all changes made to the
software. Modified software is retested and revalidated in accordance with quality management
process prior to commercial distribution.
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5.1 Level of Concern

Siemens considers the syngo Colonography software package to be of a minor level of safety

concern, since:

o failures or latent design flaws would not result in death or serious injury to the patient; and

o images are interpreted by trained medical personnel, competent to ascertain whether the
images provide information that can be useful in the determination of a diagnosis.

To avoid or minimize the additional risks documented by the risk analysis corresponding
requirements were considered by the concept, the design, and the implementation of the
software.

This goal is improved by a detailed traceability of requirements, with the major focus on the
safety relevant requirements.
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5.2 System and Software Requirements:

5.2.1 System Requirements
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'stem Architecture
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5.6.1 Structure
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5.7 Software Development Process
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5.10.2 Test Results
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5.11 Wkisk Analysis
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The information in this document contains general
descriptions of the tachnical options available, which
do not always have to be present in individual cases.
The required features should therefore be specified in

each individual case at the time of closing the contract.

The informaticn presented in this case report is for
illustration only and is nat intended to be relied upon
by the reader for instruction as to the practice of
medicine. Any health care practiticner reading this
information is reminded that heishe must use histher
owrt learming, training and expertise in dealing with
histher individual patients. This material does not
substitute for that duty and is not intended by Siemens
Medical Solutions Inc., to be used for any purpose in
that regard

Original iImages always Iose a certain amount of detail
when reproduced.

Siemens AG, Medical Solutions
Henkestr. 127, D-91052 Erlangen
Germany

Telephone: ++49 9131 84-0
www.SiemensMedical.com

Siemens Medical
. Solutions that help
Siemens AG, Medical Solutions

Computed Tomography

Siemensstr. 1, D-91301 Forchheim

Germany Order No. AS1T60-M2100-A803-1-7600
Frinted in Germany

Telephone: ++49 9191 18-0 CCA 63803 WS 07025, 21 [?

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Department of Clinical Radiology, University of Muenster, Germany
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Author’s address

Dr. med. Rom schbach
cal Radiology

: +49 (0) 2 51-83-4 73 02
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We believe that within the meaning of the Safe Medical Device Act of 1990, the Siemens Syngo
Colonography software package is substantially equivalent to the following medical devices in

commercial distribution:

Workstation (3D Virtuoso)

Predicate Device Name FDA Clearance FDA Clearance
Number Date
GE CT Colonography/Navigator 2 K012313 08/07/01
Workstation
Siemens Fly Through K971717 09/03/97
Siemens RealTime 3D Diagnostic K973010 11/10/97

The following matrix compares the functionality of Syngo Colonography to the predicate
devices. In instances where the Syngo Colonography feature is adopted from an existing Siemens
product, workstation or system, the predicate device and 510(k} number are referenced in a

footnote.

In addition, many of the image processing, display and evaluation components of syngo
Colonography are currently available on software options like the Volume Rendering Technique
option, K923524/S2, cleared on May 17" 1994 and workstations like the syngo Multimodality
Waorkstation, K010938 cleared on 26™ June 2001 wherein the Fly Thorough software algorithms
were transferred over to the syngo software platform. syngo Colonography packages these image
processing and image display components in an optimized workflow palette.

T sy R S e B AR RS RS S 5EEE F oIS TATU S RSFAREESov or 301-796"
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Public Health Service

{( DEPARTMENT OF HEALTH & HUMAN SERVICES
q.,‘"
Food and Drug Administration

9200 Corporate Boulevard

AUG ~ 7 2001 Rockville MD 20850

General Electric Medical Systems e: K012313
S Mr. Reiner Krumme CT Colonography/Navigator 2 (CT Navigation software package)
Manager, Medical Division Dated: July 18, 2001
TUV Rheinland of North America Received: July 23; 2001
12 Commerce Road Regulatory Class: 11
21 CFR 892.1750/Procade: 90 JAX

NEWTON CT 06470

Dear Mr. Krumme:

We have reviewed your Section 510(k) notification of intent to market the device referenced above and we 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). You may,
therefore, market the device, subject to the general controls provisions of the Act. The general controls provisions of the Act
include requirements for annual registration, listing of devices, good manufacturing practice, labeling, and prohibitions against

misbranding and aduiteration.

If your device is classified (see above) into cither class I (Special Controls) or class [II {Premarket Approval), it may be subject
to such additional controis. Existing major regulations affecting your device can be found in the Code of Federal Regulations,
Title 21, Parts 800 fo 895. A substantially equivalent determination assumes compliance with the Current Good Manufacturing
Practice requirements, as set forth in the Quality System Regulation (QS) for Medical Devices: General regulation (21 CFR Part
820) and that, through periodic QS inspections, the Food and Drug Administration (FDA) will verify such assumptions. Failture
to comply with the GMP regulation may result in regulatory action. In addition, FDA may publish further annouricements

concerning your device in the Federal Register. Please note: this response to your premarket notification submission does not
affect any obligation you might have under sections 331 through 542 of the Act for devices under the Elcctromc Product

Radiation Contro] provisions, or other Federal laws or regulations.

This letter will allow you to begin marketing your device as described in your 510(k) premarket notification. The FDA finding
of substantial equivalence of your device to a legally marketed predicate device results in a classification for your device and

thus, permits your device to proceed to the market.
If you desire specific advice for your device on our [abeling regulation (21 CFR Part 801 and additionally 809.10 for in in vitro

diagnostic devices), pleasc contact the Office of Compliance at (301) 594-4639. Additionally, for questions on the promotion
and advertising of your device, please contact the Office of Compliance at (301) 594-4639. Also, please note the re pgulation

entitled, "Misbranding by reference to premarket notification” (21CFR 807.97). Other general information on your
responsibilities under the Act may be obtained from the Division of Small Manufacturers Assistance at its toll-free number (800)
638-2041 or (301) 443-6597 or at its internet address "hitp://www.fda.gov/edrh/dsma/dsmamain.html".

Sincerely yours,
7 ]ﬁmuz C &/ﬁ‘jfl//f"v
Nancy C. Bragdon {
Director, Division of Reproductive,
Abdominal, and Radislogical Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Crclosure (s5)
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510(k) Number (if known):

Device Name: CT Colonography

Indications for Use
CT Colonography/Navigator2 is an image analysis software package that contains CT
Colonogarphy and Navigator2.

CT Colonography allows the user to study the inside, wall and outside of the colon. It
provides the user with an ability to view datasets from both, prone and supine positions,
facilitating detection of colonic lesions. In comparison to colonoscopy, this tool has an
advantage of non-invasive depth penetration due to its 3D presentation capability.

Navigator2 provides endoluminal views of anatomical structures. Navigator2 is designed
to enhance and modify current image quality, tools, speed and user interface of Navigator for
improved productivity. Navigator2 provides a visualization tool to investigate structures (such as
polyps, tumors, stones, calcification etc.) within anatomy, airways and organs. Thus, its
viewing capability of the inner and outer surfaces of organs as well as within their walls provides
additional supplemental information, complementing endoscopy/colonoscopy, to support
interpretation and treatment planning. Navigation2 is applicable to X-ray as well as CT/MR.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use ‘/ OR Over-The-Counter Use
(Per 21 CFR 801-109)

2 g %
—_ 7 /L?r” il @ fﬁzﬁrﬁé‘f“u

(Division Signlof

Division of Reprod / . o
and Radio, . ' . ml Abd()m W

P10() Number Lzs/4
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AUG - 7 2001

GE Medical Systems

General Electric Company
P O Box 414 Milwaukee, WT 53201

KO/ 23/3
510(k) SUMMARY OF SAFETY AND EFFECTIVENESS

This 510(k) summary of safety and effectiveness information is submitted in accordance with the
requirements of 21 CFR Part 807.87(h).

Submitter Larry A. Kroger, Ph.D.
Senior Regulatory Program Manager
Telephone: (262) 544-3894, FAX: (262) 544-3863

Date Prepared: June 12, 2001

PRODUCT IDENTIFICATION

Name: CT Colonography/Navigator2

Classification Name: Accessory to Computed Tomography System

Manufacturer : General Electric Medical Systems
283, rue de la Miniere
78533 Buc Cedex, FRANCE
Distributor: General Electric Medical Systems, Milwaukee, W1

Marketed Devices The CT Colonography/Navigator2 is substantially equivalent to the device
listed below:

Model: Navigator _
Manufacturer: General Electric Medical Systems, Milwaukee, WI
510(k) #: K954355

Device Description: |
CT Colonography/Navigator2 (CTC/Nav2) is an image analysis software package that allows the user

to study the inside, wall, and outside of the colon using CT-acquired helical images. The iool is laid out
to facilitate the detection of colonic lesions. CT Colonography requires Navigator2 for its operation
however, Navigator2 can also be utilized as a stand-alone option. Navigator2 is an advanced
visualization software option that provides endoluminal views of anatomical structares. The flexibility
of this software allows the user to move interactively from air paths to inner vessels visualization and
thus, 1t is not limited to inner navigation of structures as lungs and sinuses. Volume Analysis (includes
both, CT/MR Windows Workstation, K913770 and 3D & Dentascan for Windows K923077) provides
the base for CTC/Nav2 and Nav2 alone, which allows an increase in the ease of use and productivity.
CTC/Nav2 and Nav2 alone, also use some options of Volume Rendering (AW Volume Render Option

291
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K972399), which allows the user to quickly isolate structure of interest and render volumetric data in

three dimensions.

Indications for Use :
CT Colonography/Navigator2 is an image analysis software package that contains CT Colonogarphy

and Navigator2.

‘ CT Colonography allows the user to study the inside, wall and outside of the colon. It
provides the user with an ability to view datasets from both, prone and supine positions, facilitating

detection of colonic lesions. In comparison to colonoscopy, this tool has an advantage of non-invasive

depth penetration due to its 3D presentation capability.

Navigator2 provides endolurninal views of anatomical structures. Navigator2 is designed to
enhance and modify current image quality, tools, speed and user interface of Navigator for improved
productivity. Navigator2 provides a visualization tool to investigate structures (such as polyps,
tumnors, stones, calcification etc.) within anatomy, airways and organs. Thus, its viewing capability of
the inner and outer surfaces of organs as well as within their walls provides additional supplemental
information, complementing endoscopy/colonoscopy, to support interpretation and treatment

planning. Navigation2 is applicable to X-ray as well as CT/MR.

Comparison with Predicate:
CT Colonography/Navigator2 is an image analysis software built on Navigator 2 features that allows

the user to study the inside, wall, and outside of the colon using CT acquired helical images. The tool
is laid out to facilitate the detection of colonic lesions. Navigator 2 is a new version of the current GE
Navigator, it has improved performance and usability. The functional features of this package are

substantially equivalent to that of the following device:

Device Name FDA Clearance Number
Advantage Windows 3D with Navigator Option* | K 954355

*referred as Navigator in this application

Adverse Effects on Health :
The potential hazards are identified in a risk management summary (hazard analysis) and are

controlied by:
» Software Development, Validation and Verification Process to ensure performance to

specifications, Federal Regulations and user requirements.
o Adherence to industry and international standards.

Conclusions:
The CT Colonography/Navigator2 does not result in any new potential safety risks and performs as

well as devices currently on the market. GE considers features of the CT Colonography/Navigator2 to
be equivalent to those of Navigator (K954355).

29T
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B e
%' GF Medical Systems

S

Advanced CT Applications
CT Colonography

3 With the new CT Colonography Applications

ll Package from GE Medical Systems, patients can
§ have quick, accurate, non-invasive colon exams.
This new application will benefit a large segment
of the population who physically can't or won't
have a traditional colon exam.

(Click on images to view sample cases)

Benefits of GE CT Colonography

Colon Surface Evajuation

Deep Colon and Abdominat assesment

Multiple 2D and 3D views, with 2D reading integrated with analysis by 3D and virtuai dissection
Robust polyp assessment tools

Superior patient comfort and recovery

Lower procedure Expense

Enables colon and extra-colonic patient assessment

More Information

e (Clinical Development Team

® Patient Review Screen
® Patient Analyze Screen

Page | of 2

2973

http: AWeERoRetssHERSFBIRIE D RS BB I REBRIHSISTATUS @fda.hhs.gov or 301-796-8118 11/26/2002



Page 1 of 1

SILL IVINALLG L Uy DLCELLD

Records processed under FOIA Request # 2015-4839; Released by CDRH on 10-21-2015

s

Y GF Medical Systems

Rt

Advanced CT Applications
CT Colonography

Prone and Supine views displayed and
synchronized together

Coronal views displayed

Bookmarking tools available to mark polyp
location

Review controller to page through images,
measurements, annotation

click to enlarge

Printed from hitp/hwww gemedicalsystems.comirad/clapplications/colon/review himi

By using our site or downloading materials from the site, you agree (o cur Privacy Policy and Terms of Use,
ok abave [0 raview those poficies. If you do not agree, do not use the site or download any malenals from i

U 2007 Gengsel Blpakdn Doy

294
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Advanced CT Applicati
CT Colonography

3 oblique images and endoluminal view
Navigator tools to "fly" around polyp

"Lock Tools" for easy navigation - navigator will
stay "locked” on polyp and stay within the colon
at all times

click to enlarge

Frinted from hitp/feww gemsadicalsystems comirad/ct/applicationsfoolon/analyze. il

By using aur site or downloading materials from the site, vou agree o our Privacy Policy and Ternms of Uss.
Click abeve to raview those policies. If you do not agree, do not use the site or downlead any materials from il

& 1 2 Sanzial Blactie Cumpany
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3DVirtuoso
T, MR and Angio Workstation
The Power To See It All

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 1&‘{[@
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he power to see it all

3DVirtuoso

Siemens
3DVirtuoso—
the advanced
postprocessing
workstationfor
CT. MR and
Angio—

your ali-in-one
system for
diagnostic and
therapeutic
image
evaluation

Devalop
new
opportunities

As a professional,
3IDVirtuoso

will assist you in
your daily work

Processing
features help
improve diag-
nostic capabilities
using powerful
high-quality
visualization per-
spectives such as
3-D Volume
Rendering,
Maximum Inten-
sity Projection,
Fiy Through and
Image Fusion

Visualize image
details to aid in
Interventionat
Procedures,
Orthopedics and
Surgical Planning

Reduce patient
turn-around
time to
minutes—
faster diag-
noses using
realtime

3-D viewing

High-quality
imagesforCT
and MR
Angiography
that can be
used for
surgical pre-
and post-
evaluation

The complete functionality
for diagnosis, surgical planning and
interventional procedures

Improve com-
munication
between
radiologists
and clients
using inter-
active visuai-
ization and
stereg viewing

Quality images
assistsin the
diagnosis of
many illnesses
especially
important for
oncology and
interventional
radiology

Reduce costs-—
expioit the
wide range of
conventional
and future-
orientad

3-D tools

Excellent
display of
spatial relation-
ships to aid
evaluation of
transplant
donors and
recipients

Fully modular packaging

The Basis Soft-
ware can he
axtended by
adding optional
software pack-
ages depending
On your require-
ments.

See last page
for packaging
and availability,

291
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Basis Software

AH the functionality you need for
2-D viewing of images, including
very comprehensive MPR,
networkcommunication (DICOM]},

filming, archiving.

Patient Management

2-D image review and analysis

Patient database with patient, study,
series and image level selection

Sort by name, date, load order
Copy patient, study, series

Merge two image series

Interfacing

Interface to CT/MR scanners
through DICOM 3.0 protocol
(Service Class User and Service
Class Provider)

s Send/Receive
¢ Query/Retrieve

Archiving

Magneto-optical disc (MOD) [optionall
Background archiving

Selective archiving of multiple exams
by study or series

Filming / Color printing / Video

Filming either through a digital inter-
face or using DICOM Basic Print
cammunication standard

Filming from applications at any time
{not image Fusion)

Free placement of individual images
an film

Customizable film layouts
{upto200on 1)

Automated filming of entire series
Video output PAL/NTSC

Multiple synchronized Cine viewing

Interactive Cine review controlled by
mouse

Image manipulation : Zoom, pan,
flip, rotate, mirror —applicable to all
images, series, or current image

Measurements and statistical anal-
ysis, including HU, distance, irregular
ROls

Side-by-side comparison of multipte
studies

Cross-reference between series
within the same study

User-defined layouts (up to 8 x8)

Window width and level (separate
controls), convenient, modality-spe-
cific presets

Text annotation

Multi-Planar Reformatting (MPR)

Interactive orthoegonal reformats
{axial, sagittal and coronal)

Curved and oblique reformats

Multiple-cut MPR with variable num-
ber, spacing, thickness, and field of
view

Multiple-cut ranges

Ability to save all reformatted cuts
into patient folder

MPR orientation correction, twist
slice stack to compensate for patient

placement

The tilm sheet can also be saved as
animage file in the following formats.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Angio CT/MR
Option

Conventional Angio package
offers automatic filming and
secondary capture output ranges
from MIP images. Image editing
using either thresholds, objects
{such as bone), orirregular regions
of interest (ROI).

Maximum Intensity Projection

3D Processing
Option

Comprehensive set of 3-D
segmentation facilities based on
region-growing techniques.
Includes a 3-D tooiset for model
editing and measurement.
Segmented anatomy is visualized
as multi-color shaded surface
displays (SSD).

3) Damo MIF/AD Subciayian

3-D Segmentation

3-D Surface Rendering

Interactive rotation of 3-D objects

Concurrent display of muitiple
objects in different colors

Zoom and pan

Adjustable depth shading
Translucent viewing

Tissue removal to expose interior

Greyscale mapping on exposed inte-
rior surfaces

3-D Morphometric Measurement

nteractive MIP views with high-res-

olution rendering

Simultaneous display of 3 orthogonal

MIP images for improved spatial

* interpretation

‘%3 Dynamic range clipping to remove
‘unwanted background and reduce

processing time

 3.D volume targeting with an arbi-
rary 3-D object

reghand drawing include and
exclude clipping regicns
nieractive rotation of MIP images
*along any axis

" Interactive zoom, pan, and window-
ing of MIP images

Fast segrmentation using threshold in
tri-planar mode

Guided segmentation using thresh-
ald and seeded regions of interests
on a multiple-slice basis

ROI definition tools include seeding,
cutting, adding, and lasso

Removal of 3-D object parts that are
not connected to the selected vol-
ume (disarticulation}

Automatic and manual separation of
connected objects

3-D objects and RO definition can be
saved and later re-used or edited

Volume, surface area, angle and lin-
ear distance

Cross-reference of points betweaen
3-D objects and original 2-D images
in MPR mode

550 images can be selectively cut
away to reveal internal anatomy, and
can be correlated with superimposed
orthogonal MPRs.

29
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Fly Through
Option

SSD/Velume Rendered virtual
endoscopy showing external, inter-
nal and correlated oblique MPR
views, plus a collision detection
feature to help determine whether
real endoscopy is likely to be via-
ble. Fully automatic path planning
makes navigation simple.

Display Layouts

Global view. Showing external per-
spective of 3-D models with endo-
scope and superimpoesed MPR view

Endoscope view. Showing internal
perspective from virtual endoscope

Correlation view. Showing the cor-
responding 2-D slice perpendicular
or parallel to the endoscope pasition
SSD, Volume Rendered or compos-
ite display

3-D navigaticn of endoscope using
mouse or keyboard

Automatic path definition within the
3-D model between selected start-
ing and target peints

Automatic selectable collision detec-
tion to prevent virtual endoscope
from breaking through walls

Endoscope size and field of view
adjustable

Composite/findividual filming of glo-
bal, endoscepe and correlation view

Sterso viewing mode with optional
stereo kit

Image Fusion
Option

CT /MR image registration by
easy-to-use manual or point-
based techniques. Output
orthogonal MPR fusion images in
monochrome or color provide an
adjustable balance between the
two superimposed data sets.

Display Layouts

Calcium Scoring
Option

This dedicated application estimates
the amount of detected calcium in
ECG-triggered imagery obtained on
SOMATOM Plus 4 scanners
equipped with Subsecond CardioCT.
It calculates the Agatsion score for
calcium within user-defined regions
for up to four coronary arteries.

Detection of Calcium

MPR display of both studies

Superimpasition display* of bath
studies with adjustable intensity

Semiautomatic registration using
anatomical landmarks. Fully manual
registration also available

Selectian of reference study

Definition, editing and deleting of
anatomical markers available

*Filming and Secondary Capture image
storage are not supported

Slice-by-slice user-defined regions--
ellipses, freehand-draw, or semi-
automatic seeded outlining

Region editing and selection/
deselection from contributing to cal-
cium score

Regions user-allocated to one of four
arteries (LM, LAD, CX, RCA) or noise

Region definitions storabie in patient
database and archivable to MOD

Image annotation

Reporting Calcium Score

Detailed repart printout of score
table on film sheet or Postscript
compatible printer (cptional)

Filming of individual irages

Display Layouts

Selectable layouts for high-detail display
or axial slice plus MIP and MPR views

Tabular display of Agatston score in
up to four coronary arteries updated
automatically

—_—

A0
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Realtime 3D
Option

Advanced interactive 3-D working
environment using real-time Vol-
ume Rendering, Maximum Inten-
sity Projection, Shading and Multi-
Planar Reformatted displays.
Inciudes 3-D measurements,
Stereo visualization and Virtual
Endoscopy with Fly-Around.

Interactive 3-D Visualization

Interactive 3-D Angio

Interactive 3-D Tools

Interactive editing using up to
Bfreely positioned clip planes

Near and far clip-plane editing in
endoscopic modes {thin slice)

3-D Distance and Angle measure-
ments

Global visualization presets available
for all patient cases

Case-dependent and modality-
dependent visualization presets

3-D Pan and Zoom

Display Layouts

Display of anatomy as 3-D valume,
eal-time manipulation

Visualization in monochrome or color
o aid tissue determination

Shading with adjustable light source
Volume-rendered display

Maximum Intensity Projection

S Multi-Planar Reformatting

b
WY Perspective Viewing

% Interactive 3-D Volume Rendering

Real-time visualization of volume-
rendered 3-0 dataset

Real-time adjustment of rendering
parameters including opacity

Color Tissue Classifier

Real-time display of 3-D dataset using
Maximum Intensity Projection

Interactive viewing from any angle

Interactive Multi-Planar
Reformatting (MPR)

Real-time placement of up to 6
obligue MPR cutplanes

Display of 3 orthogonal MPRs with
correlated 3-D dataset

MPR displayed using VRT or MIP

Volume-Rendered Virtual
Endoscopy and Fly-Around

Pasitioning of viewpoint anywhere
inside the 3-D volume

N prior prepracessing of images
necessary

Volume-rendered display

‘Real-time performance

Additional external orientation view

Single, dual and quad 3-D volume
views

MPR view giving 3 orthogonal MPRs
plus a correlated 3-D volume view.,
Each view can be displayed using a
different visualization technigue

Fly View with 3-0 endoscopic and
external orientation view

Stereo

Stereo display function for visualiza-
tion of spatial relationships —requires
sterec glasses

7ol

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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3D"Angio Option

A new development in 3-D
visualization is the reconstruction
of 3-D views from angiographic
images, providing a powerful
diagnosis and intervention tool for
neuroradiologists and
radiologists.

At a C-arm system, a rotational angio-
graphic examination DYNAVISION is
performed over an angle of 200° with a
speed up to 40%s and with up to 80
projections. These images are trans-
ferred to 3DVirtuoso for generation of
2-D slices from the projections. The 2-D
slices are then used to generate 3-D
views of contrast-filled vessels to show
aneurysms, arterio venous malforma-
tions AVM, stenoses, and also cails,
glue, stents, and OR clips, The calcula-
tion time is short enough that the
patient can remain on the table until the
decision on further treatment is made.

Workflow

Rotational angiographic projection
images are sent via fast, dedicated
Ethernet interface to 3DVirtuoso

Image correction for geometrical
inaccuracy and distortion from image
intensifier

User-selectable VOI defined for slice
generation

2-D slices calculated using a cone
beam algorithm

The "CT-like"” slices stored in patient
data base for 3-D reconstruction and

visualization

Specification

Slice resolution 128 x 128,
256 x 266 0r 512 x 512

User-selectable High Speed or High
Quality Reconstruction methods

Unsubtracted {DA) or subtracted
{DSA) images can be used for 3-D
reconstruction

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Selection of VOI in the angiographic image
for slice selection

Aneurysm at MCA filled with coils

Aneurysm with wide neck

Aneurysm without colls to see remaining
space

202
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3DVirtuoso Packages

3DVirtuoso P1 Modular

3DVirtueso P1 Modular includes the
Basis Software plus the Angio
CT/MR option and the SGi com-
puter. Realtime 3D, 3D Processing,
Fly Through, Image Fusion, Calcium
Scoring and 3D Angio can be pur-
chased as options.

3DVirtuoso P2 Realtime

3DVirtuoso P2 Realtime includes the
Basis software plus the Realtime 3D
option, the SGI computer and two
pairs of stereo glasses. Angio, 3D
Processing, Fly Through, Image
Fusion, Calcium Scoring and 3D
Angio can be purchased as options.

3DVirtuoso P3 All-in-One

3DVirtuoso P3 All-in-One includes
the Basis software with the Real-
time 3D, Angio and 3D Processing
software plus the SGI computer and
two pairs of stereo glasses. Fly
Through, Image Fusion, Calcium
Scoring and 3D Angio can be pur-
chased as options.

3DVirtuoso Upgrade

" 3DVirtuoso Upgrade converts an
existing customer Prominence to a
3DVirtuaso Ali-in-One. The upgrade
includes the Basis software, SGI
computer, two pairs of stereo glas-
ses and the Realtime 3D option, plus
all software options that the cus-
tomer already owns on the Promi-
nence. The Prominence host IDmust
be provided with the order. The
Prominence system is removed
when the upgrade is installed.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 3{)3
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Hardware

Specifications

SiliconGraphics {(SGI) Computer

Video output PAL/NTSC

Stereo capable (requires Kit Stereo)
Ethernet connection 10BaseT
CD-ROM drive

Additionai memory (optional).
For extra RAM storage capacity

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Title photo by courtesy of Klinikum
Grosshadern, Munich 0
&

Siemens reserves the right to modify the
design and specifications contained herein
without prior notice. Please contact your lo-
cal Siemens representative for the maost
current information

Siemens AG-Medical Engineering-Computed Tomography Order No. A31301-M2100-G131-02-7600
. . Pri A
Siemensstrasse 1- D-91301 Forchheim-Germany e o (e 7aderal Republic of Garmany

Corporate headquarters: Berlin and Munich
Siemens AG-Wittelsbacher Platz 2-0-80333 Munich-Germany

Internet: http:/f/www siemens.de/med

305
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510(k) Summary of Safety and Effectiveness

This summary of 510(k) safety and effectiveness information is being submitted in accordance with
the requirements of SMDA 1990 and 21 CFR §807.92,

L.

II.

GENERAL INFORMATION

Device Name and Classification

Product Name: Syngo Colonography software package

Commeoen Name 3D Reconstruction Software

Classification Name: Accessory to Computed Tomography System

Classification Panel: Radiology

CFR Section: 21 CFR §892.1750
Device Class: Class 11

Product Code: 90 JAK

Establishment:

Importer/Distributor:
Siemens Medical Solutions USA, Inc.
51 Valley Stream Parkway
Malvern, PA 19355

Registration Number: 2240869

Manufacturing Facility:
Siemens AG
Medical Solutions
Henkestrasse 127
D-91052 Erlangen, Germany
syngo is a registered trademark of Siemens AG

Contact Person: Mr. Jamie Yieh

Senior Technical Specialist

Telephone: (610) 448-1785 Fax: (610) 448-1787
Date of Preparation of Summary: November 26™ 2002

SAFETY AND EFFECTIVENESS INFORMATION SUPPORTING
EQUIVALENCE DETERMINATION

Device Description and Intended Use:

THE SUBSTANTIAL

This premarket notification covers Siemens Syngo Colonography software package. It is

based on Siemens syngo software platform.

syngo Colonography is a self-contained image analysis software package for evaluating CT
volume data sets. This software package can also be utilized for evaluating suitable MR
volume datasets. Combining enhanced commercially available digital image processing tools

510 (k
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with optimized workflow and reporting tools, the sofiware is designed to support the
physician in studying the inside (intra-lumenal view), the wall and the outside (extra-lumenal
view) of the colon. With the functionality to view datasets from both the prone and supine
positions, it facilitates the detection of colonic lesions (eg. Polyps) in addition to the
evaluation, documentation and follow-up of any such lesions using standard spiral CT or MR
scanning. This evaluation tool allows for volumetric analysis of colonic polyps or lesion size
over time, helping the Physician to assess the changes in their growth. It is also designed to
help the physician classify conspicuous regions of tissue unambiguously, with respect to their
size, dimensions, shape and position.

Due to all these capabilities the syngo Colonography software has the advantage of non-
invasive evaluation of colonic lesions as compared to conventional colonoscopy.

General Safety and Effectiveness Concerns:

The device labeling contains instructions for use and any necessary cautions and warning, to
provide for safe and effective use of the device.

Risk management is ensured via a hazard analysis, which is used to identify potential
hazards. These potential hazards are controlled via software development, verification and
validation testing. To minimize electrical, mechanical, and radiation hazards, Siemens
adheres to recognized and established industry practice and standards.

Substantial Equivalence:
The Syngo Colonography software package, addressed in this premarket notification, is
substantially equivalent to the following commercially available software package:

Predicate Device Name FDA Clearance FDA Clearance
Number Date
GE CT Colonography/Navigator 2 K012313 08/07/01
Workstation
Siemens Fly Through K971717 09/03/97
Siemens RealTime 3D Diagnostic K973010 11/10/97
Workstation (3D Virtuoso)

The Syngo Colonography software package described in this 510(k) has the same intended
use and similar technical characteristics as the commercially available software listed above.

In addition, many of the image processing, display and evaluation components of syngo
Colonography are currently available on software options like the Volume Rendering
Technique option, K923524/S2, cleared on May 17" 1994 and workstations like the syngo
Multimodality Workstation, K010938 cleared on 26™ June 2001 wherein the Fly Thorough
software algorithms were transferred over to the syngo software platform. syngo
Colonography packages these image processing and image display components in an
optimized workflow palette.

In summary, Siemens is of the opinion that Syngo Colonography software package does not
introduce any new potential safety risks and is substantially equivalent to and performs as
well as the predicate software components and the predicate device.

510 (k) submission for Siemens Syngo Celonography Software Package 26™ November 2002 Page 7 of 68 i'D/
Questions? Contact FDA/CDRH/OCE/DID at CDR‘P-FOISTATUS@fda.hhs.gov or 301-796-8118 g%
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Attachment 11
Reviewers Checklist

0 (k) submissign for Siemens Syngo Colonography Software Packag, 26" November 2002 Page 68 of 68 €
s o St R S T R FOISTATUS @ i e gov or 301-796-8138. o D%l
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SCREENING CHECKLIST

FOR ALL PREMARKET NOTIFICATION [510(k)] SUBMISSIONS

510(k)} Number:

The cover letter cleatly identifies the type of 510(k) submission as (Check the

appropriate box):
{1 Special 510(k) - Do Sections 1 and 2
O Abbreviated 510(k) - Do Sections 1, 3 and 4

v  Tuaditional 510¢k) or no identification provided -

Do Sections 1 and 4

Section 1: Required Elements for All Types of 510(k) submissions:

Present

Inadequate
or Missing

Cover letter, containing the elements listed on page 3-2 of the
Premarket Notification [510}] Manual.

Table of Contents.

Truthful and Accurate Statement.

Device’s Trade Name, Device’s Classification Name and
Establishment Registration Number.

Device Classification Regulation Numbet and Regulatory Status
Class I, Class II, Class I1I or Unclassified).

Proposed Labeling including the material listed on page 3-4 of the
Premarket Notification [5107] Manual.

Statement of Indications for Use that is on a separate page in the
premarket submission.

Substantial Equivalence Compatison, including comparisons of
the new device with the predicate in areas that are listed on page
3-4 of the Premarket Notification [510)] Manual.

510(k)} Summary or 510(k) Statement.

Description of the device (or modification of the device) including
diagrams, engineering drawings, photographs or service manuals.

Identification of legally marketed predicate device. *

Compliance with performance standards. * [See Section 514 of
the Act and 21 CFR 807.87 (d).]

Class 111 Certfication and Summary. *¥

Financial Certification or Disclosure Statement for 510(k)
notifications with a clinical study. * [See 21 CFR 807.87 (1)]

510(k) Kit Certification #¥*

* - May not be applicable for Special 510(k)s.
Aok - Required for Class T1! devices, only.

*kk . See pages 3-12 and 3-13 in the Premarket Notification [510}] Manual and the

Convenience Kits Interim Regulatory Guidance.

EXeY!

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Section 2: Required Elements for a SPECIAL 510(k) submission:

[ Present Inadequate
or Missing

Name and 510(k) number of the sponsor’s own, unmodified

predicate device.

A description of the modifted device and a comparison to the

sponsor’s predicate device.

A statement that the intended use(s) and indications of the

modified device, as described in its labeling, are the same as the

intended uses and indications for the sponsor’s unmodified

predicate device.

A statement that the modification has not altered the fundamental

technology of the sponsor’s predicate device.

A Design Coatrol Activities Summary that includes the following

elements (a-e):

a. Identification of Risk Analysis method(s) used to assess the

impact of the modification on the device and its components, and

the results of the analysis.

b. Based on the Risk Analysis, an identification of the required

verification and validation activities, including the methods ot

tests used and the acceptance criteria to be applied.

¢. A Declaration of Conformity with design controls that includes

the following statements:
A statement that, as required by the risk analysis, ail
veritication and validation activities were performed by the
designated individual(s) and the results of the activities
demonstrated that the predetermined acceptance criteria were
met. This statement is signed by the individual responstble
for those particular activities.

™ A statement that the manufacturing facility is in conformance

with the design control procedure requitements as specified

in 21 CFR 820.30 and the records are available for review.

This statetnent is signed by the individual responsible for

those particular activities.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 g%%
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Section 3: Required Elements for an ABBREVIATED 510(k)* submission:

—

Present

Inadequate
or Missing

For a submission, which relies on a guidance document and/or
special control(s), a summary report that describes how the
guidance and/or special control(s) was used to address the risks
associated with the particular device type. (If a manufacturer
elects to use an alternate approach to address a particular risk,
sufficient detail should be provided to justify that approach.)

For a submission, which relies on a recognized standard, a
declaration of conformity [For a listing of the required elements
of a declaration of conformity, SEE Required Elements for a
Declaration of Conformity to a Recognized Standard, which
is posted with the 510(k) boilers on the H drive.]

For a submission, which relies on a recognized standard without a
declaration of conformity, a statement that the manufacturer
intends to conform to a recognized standard and that supporting
data will be available before marketing the device.

For a submission, which relies on a non-recognized standard that
has been historically accepted by FDA, a statement that the
manufacturer intends to conform to a recognized standard and
that supporting data will be available before marketing the device.

For a submission, which relies on a non-recognized standard that
has not been historically accepted by FDA, a statemnent that the
manufacturer intends to conform to a tecogmized standard and
that supporting data will be available before marketing the device
and any additional information requested by the reviewer in order
to determine substantial equivalence.

Any additional information, which is not covered by the guidance
document, special control, recogntzed standard and/or non-
recognized standard, in order to determine substantial
equivalence.

* - When completing the review of an abbreviated 510(k), please fill out an

Abbreviated Standards Data Form (located on the H drive) and list all the guidance

documents, special controls, recognized standards and/or non-recognized

standards, which were noted by the sponsor.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 %%0\
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Section 4: Additional Requirements for ABBREVIATED and TRADITIONAL
510(k) submissions (If Applicable):

Present Inadequate
or Missing

a) Biocompatbility data for all patient-contacting materials, OR
certification of identical material/ formulation:
b) Sterilization and expiration dating information:

1 _sterilization ntocess
i) _walidation method of sterilization process
iy SAIL
v packaoing
v} snecify nvrogen free
viy BTO residues
vii) radiation dose
c) Software Documentation:

Ttems with checks in the “Present bur Deficient” column require additional
information from the sponsor. Items with checks in the “ Missing” column must be
submitted before substantive review of the document.

Passed Screening Yes No
Reviewer:
Concurrence by Review Branch:

Date:

The deficiencies identified above represent the issues that we believe need to be resolved
before our review of your 510(k) submisston can be successfully completed. In developing
the deficiencies, we carefully considered the statutory criteria as defined in Section 513(i) of
the Federal Food, Drug, and Cosmetic Act for determining substantial equivalence of your
device. We also considered the burden that may be incurred in your attempt to respond to
the deficiencies. We believe that we have considered the least burdensome approach to
resolving these issues. If, however, you believe that information is being requested that is
not relevant to the regulatory decision or that there is a less burdensome way to resolve the
issues, you should follow the procedures outlined in the “A Suggested Approach to
Resolving Least Burdensome Issues” document. It is avaable on our Center web page at:
http:/ /www.fda.gov/cdth/modact/leastburdensome html

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-4839; Released by CDRH on 10-21-2015

Project Summary - “ 7 Project Status: New

Siemens Medical Systems, Inc.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 '«7ql
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DEE AR ONENT OF THEAT T & TN AN SERVTCES Pablic Healih Service
Lood and Druz Ndiintstranion
u Eg . o o B Memorandum
Froni: Rview _(s) Name(s)_ -~ /0 ). &Fu Ve =~
!
Subject:  510(k) Number Zg 0 ; 0 %L
To: The Record - [t 1s my recommendation that the subject 510(k) Notiﬁcation:
O Refused to accept.

Ejéquires additional information (other than refuse to accept).
I

s substantially equivalent to marketed devices.

[NOT substantially equivalent to marketed devices. |
De Novo Classification Candidate? . LIYES O~o /VZ!A/-
[dOther (e.g., exempt by regulation, not a device, duplicate, etc.)
{5 this device subject to Postmarket Surveillance? CYES E’( O
Is this device subject to the Tracking Regulation? Clyes [E/II:JIO
Was clinical data nccessary to support the review of this 510(k)? OvEes l]l/\](')
1s this a prescription device? @/YES 0 ~o
Was this 510(k) reviewed by a Third Party? AYES O ~no
Special 510(k)? Ovyes @ No
Abbreviated 510(k}? Please fill out form on 1 Drive 510k/boilers Oves [Z/NO

This 510(k) contains:

Truthful and Accurate Statement DI\Lqucsied E]/I -nclosed
(required for originals received 3-14-95 and after)

A 510(k) summary OR Cda 510({k) statement
gﬁhe required certification and summary for class LI devices (\/A—
T

he indication for use form (required for originals received 1-1-96 and after)

Animal Tissue Source L1-vEs Mﬁ\

The submitter requests under 21 CFR 807.935 (doesn’tapply for SEs):
[ ~No Confidentiality [ Confidentiality for 90 days O Continued Confidenuality exceeding 90 da

Predicate Product Caode with class: Additional Product Code(s) with panel (optional):

Go ve2 T 394 2esY

Review: @z e ﬂmf‘iﬁ ?&4 fog _ Jﬂaoo 3 _

{Branch Chieh) Branch Code) (Date)

Fmal Review: Wé; %’ z_ .
(Diviston Director) (I)'llu)

Questions? Contact FDA/CDRH/OCE/DID at CDRIII-!grSP/QUS@fda hhs. gov or 301-796-8118 1’\

Revised: 817799
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510(k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCESS

New Device is Compared to
Marketed Device

} O

Descriptive Information Docs New Device Have Same  NO Do the Differences Alter the Intended Not Substantially
about New or Marketed Indication Statement™ % Therapeutic/Diagnostic/ete. Eftect YES  Lquivalent Delermination
Device Regquested as Needed (in Deciding, May Consider Impacion | ]

. l YES Safety and Effectiveness)?

New Device Has Same Intended NO

Use and May be “Substantially Equivalen(” . ¢ ¥ .
’ New Device Has Q

@ ' : @ New Intended Use

Does New Device Have Same

Technological Characteristics.  NO) Could the New @

¢.g. Design, Materials, ete? Characteristics 3o the New Characteristics
YES Alfect Salety or ——— Raise New Types of Salety YES
Eltectivencss or l:ffectiveness Questions?
A
NO Are the escriptive NO
Characteristics Precise Enough NO
@ o Ensure Equivalence? @
NG
—  Are Performance Data 130 Accepted Scientific
Available to Asses Equivalenee? YLES Methods Exist for
Assessing Effects of NO
the New Charactenistics?
YES
Y
Performance Are Performance Data Available NO
Nata Required To Assess Eflects of New
Characteristics?***
. YIS
v
P performance Data Demonstrate Pesformance Data Demonstrate
Equivalence? —————{) 0O 4 Lquivalence?  ———
YES YES NO
NO
“Substantially Cquivalent” @
o Determination lo
-
b STU0KY Subnissions compare new devices W narketed deviees. 1134 requests addinonal information i the relationship between
marketed and “predicate” (pre-Amendments or rectassilicd post-Amendments) devices 1s unclear
e This decision i normally based on deseniptive information atone. but limited testing information s sometimes required
S el Data mavhe o the STOK) other STO(Ks. the Center's classificatien filesor the literature ;_

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Review
Page 1

510(k) Review

K030982

Traditional X Abbreviated Special 3™ pParty X

Contact:

Company Name: Siemens Medical Solutions, Inc.
Address: 51 Valley Stream Parkway
Malvern, PA 19355

510(k) Number: K030982
Tradename: syngo Colonography software package

Dated: 3/26/03
Received: 3/28/03

Product Code: - Class: II FR Classification No.:892.2050

Manufacturing Address: Siemens Medical Solutions
Bereich Med
Siemensstrasse 1
91301 Forchheim
Germany

Common Name: 3D reconstruction software package

Intended Use: To process MR or CT image data in a manner to support a
physician in studying the inside, outside and wall of the colon.

Devices to which Equivalence is Claimed and Manufacturer:

Manufacturer: GEMS

Tradename: CT Colonography/Navigator 2 Workstation
Document Control: K012313

Manufacturer: Siemens
Tradename: Fly Through
Document Control: K971717

Manufacturer: Siemens

Tradename: RealTime 3D Diagnostic Workstation
Document Control: K973010

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Review
Page 2

Previous Submissions: None

Applicable Guidance: Guidance for Image Management Devices, 7/27/00 and
Software Contained in Medical devices 5/29/98

Device Description: The device is an image analysis software package that
takes the volume data sets from either a CT or MR scanner and from them
creates a display of the inside or outside of the colon. There are several
different views presented including: Global View that shows the un-obscured
colon, Scroll View that shows MPR or VRT slabs in the volume that can be
scrolled through, and Endo View that shows the inside the lumen as would be
seen through an endoscope.

Differences between Device and Predicate: A comparison chart is provided in

Attachment 7. The Intended use of the device is essentially the same as that

of the predicates. 1In the list of image processing capabilities of the
device, Multi-tissue opacity control, classification of lesions using
configurable descriptors and saved lesion location are not listed as
capabilities possessed by any of the predicates.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

v
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510(k) Review

Page 3
THIRD PARTY REVIEW CHECKLIST
1. Is this 510(k) eligible for third party review, i.e.:
a. Is the device on the list of eligible devices?* :j(es No
b. Can a determination of substantial equivalence be made without clinical Yes { No
data? V
¢. Are you aware of the 510(k) holder being the subject of an Integrity Yes | No
Investigation? \

IF THE ANSWER IS “NO” TO A or B above, or “YES” to C above, PLEASE BRING THE
SUBMISSION TO POS IMMEDIATELY.

Are the following elements included in the submission:

2. A cover letter signed by the third party’s official correspondent clearly identifying:

a. The purpose of the submission :{(es No
b. The name and address of the third party jes No
c. The name and address of the 510(k) holder jcs No
d. The name of the device (trade name, common or usual name, and FDA Yes | No
classification name) V

e. The third party’s recommendation with respect to the substantial equivalence | Yes | No

of the device v

f. The date the third party first received the 510(k) from the 510(k) holder Yes | No
v

3. A letter signed by the 510(k) holder authorizing the third party to Yes | No
submit the 510(k) on its behalf and to discuss its contents with FDA. v

4. The complete 510(k) conforming to FDA’s established requirements Yes | No
relating to content and form of such submissions. v

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Review
Page 4

5. A complete review of the 510(k), signed by all personnel who Yes | No
conducted the third party review and by an individual within the third v
party responsible for supervising third party reviews, with a

recommendation concerning the substantial equivalence of the device.

6. A certification that:

a. The third party continues to meet the personnel qualifications and prevention | Yes | No
of conflict of interest criteria reviewed by FDA V

b. Statements made in the third party’s review are true and accurate to the best Yes | No

knowledge of the third party v

c¢. The third party’s review is based on the 510(k) that it is submitting with the Yes | No
review N

d. The third party understands that the submission to the government of false Yes | No
information is prohibited v

7. Are the following forms included in the submission as discussed in the Center’s guidance
document entitled Third Party Review-An Instruction Manual for Conducting Reviews of
Premarket Notifications:

a. Third Party Premarket Notification (510(k)) Checklist for Acceptance Yes | No
Decision (Parts [ and IT) v

b. Record of Deficiencies, if applicable (attachment 1a} Yes | No
\

c¢. Indications for Use Form Yes | No
N

d. 510(k) Summary or Statement (attachment 1¢) Yes | No
v

e. 510(k) Truthful and Accurate Statement (attachment 1d) Yes | No
\

f. Third Party “Substantial Equivalence” (SE) Decision Making Yes | No
Documentation (attachment 2) v

IF ANY OF THE ABOVE INFORMATION IS NOT INCLUDED WITH THE THIRD
PARTY’S SUBMISSION OR [S NOT ADEQUATE, CONTACT THE THIRD PARTY AND
ATTEMPT TO RESOLVE THE DEFICIENCY. PLEASE INCLUDE A MEMORANDUM TO
THE RECORD OF THE TELEPHONE CALL. WHEN THE INFORMATION IS RECEIVED
PLEASE REVISE THIS CHECKLIST OR COMPLETE A NEW ONE.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Review
Page 5

COMMENTS: The third party identified eight deficiencies in the original

submission. A revised submission was received 3/19/03 that satisfied these

deficiencies. Also the sponsor has assigned a CT PRO Code (JAK)} to the

device. This is not the best PRO Code for a device that performs digital

processing on images from both CT and MRI devices. Therefore, it has been

placed in PRO Code LLZ where other virtual colonoscopy devices have been

listed.

*If the third party incorrectly classified the device and it is not a device type eligible for third
party review please bring to POS. N

Robert J. Doyle ‘5
April 2, 2003

Y

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 I D
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I_nternal Administrative Form

YES

EF

NN

Did the firm request expedited review?
Did we grant expedited review?

w

QNG Gl

9.

Have you verified that the Document is fabeled Class Hl for GMP
purposes?
If, not, has POS been notified?

Is the product a device?
is the device exempt from 510(k) by regulation or policy?
Is the device subject to review by CORH?

Are you aware that this device has been the subject of a previous NSE
decision?

If yes, does this new 510(k) address the NSE issue(s), (e.g.,
performance data)?

10.Are you aware of the submitter being the subject of an integrity

investigation?

11.1f, yes, consult the ODE Integrity Officer.
12.Has the ODE Integrity Officer given permission to proceed with the

review? (Blue Book Memo #191-2 and Federal Register 90N0332,
September 10, 1991.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

I





