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  UNITED STATES

  SECURITIES AND EXCHANGE COMMISSION

  Washington, D.C. 20549

SCHEDULE 13G

Under the Securities Exchange Act of 1934

(Amendment No. 8)*

APOGEE ENTERPRISES, INC.

(Name of Issuer)

Common Stock, $0.33 1/3 Par Value

(Title of Class of Securities)

037598109 

(CUSIP Number)
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December 31, 2013

(Date of Event Which Requires Filing of this Statement)

Check the appropriate box to designate the rule pursuant to which this
Schedule is

filed: 

[X] Rule 13d‑1(b)

[ ] Rule 13d‑1(c)

[ ] Rule 13d‑1(d)

*The remainder of this cover page shall be filled out for a reporting
person's

initial filing on this form with respect to the subject class of
securities, and

for any subsequent amendment containing information which would alter the

disclosures provided in a prior cover page.

The information required in the remainder of this cover page shall not be
deemed to

be "filed" for the purpose of Section 18 of the Securities Exchange Act
of 1934

("Act") or otherwise subject to the liabilities of that section of the
Act but

shall be subject to all other provisions of the Act (however, see the
Notes).
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1.    NAMES OF REPORTING PERSONS.

Franklin Resources, Inc.

2.    CHECK THE APPROPRIATE BOX IF A MEMBER OF A GROUP

(a) 

(b) X

3.    SEC USE ONLY

4.    CITIZENSHIP OR PLACE OF ORGANIZATION

Delaware 

NUMBER OF SHARES BENEFICIALLY OWNED BY EACH REPORTING PERSON WITH:

5.     SOLE VOTING POWER
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(See Item 4)

6.     SHARED VOTING POWER

(See Item 4)

7.     SOLE DISPOSITIVE POWER

(See Item 4)

8.     SHARED DISPOSITIVE POWER

(See Item 4)

9.    AGGREGATE AMOUNT BENEFICIALLY OWNED BY EACH REPORTING PERSON

 2,294,880 

10.   CHECK IF THE AGGREGATE AMOUNT IN ROW (9) EXCLUDES

CERTAIN SHARES [ ]

11.   PERCENT OF CLASS REPRESENTED BY AMOUNT IN ROW (9)

8.0% 
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12.   TYPE OF REPORTING PERSON

HC, CO (See Item 4)
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1.    NAMES OF REPORTING PERSONS.    

Charles B. Johnson

2.    CHECK THE APPROPRIATE BOX IF A MEMBER OF A GROUP

(a) 

(b) X

3.    SEC USE ONLY

4.    CITIZENSHIP OR PLACE OF ORGANIZATION

USA 

NUMBER OF SHARES BENEFICIALLY OWNED BY EACH REPORTING PERSON WITH:

5.    SOLE VOTING POWER
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(See Item 4)

6.    SHARED VOTING POWER

(See Item 4)

7.    SOLE DISPOSITIVE POWER

(See Item 4)

8.    SHARED DISPOSITIVE POWER

(See Item 4)

9.    AGGREGATE AMOUNT BENEFICIALLY OWNED BY EACH REPORTING PERSON

 2,294,880 

10.   CHECK IF THE AGGREGATE AMOUNT IN ROW (9) EXCLUDES

CERTAIN SHARES [ ]

11.   PERCENT OF CLASS REPRESENTED BY AMOUNT IN ROW (9)

8.0% 
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12.   TYPE OF REPORTING PERSON

HC, IN (See Item 4)
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1.    NAMES OF REPORTING PERSONS.    

Rupert H. Johnson, Jr.

2.    CHECK THE APPROPRIATE BOX IF A MEMBER OF A GROUP

(a) 

(b) X

3.    SEC USE ONLY

4.    CITIZENSHIP OR PLACE OF ORGANIZATION

USA 

NUMBER OF SHARES BENEFICIALLY OWNED BY EACH REPORTING PERSON WITH:

5.    SOLE VOTING POWER
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(See Item 4)

6.    SHARED VOTING POWER

(See Item 4)

7.    SOLE DISPOSITIVE POWER

(See Item 4)

8.    SHARED DISPOSITIVE POWER

(See Item 4)

9.    AGGREGATE AMOUNT BENEFICIALLY OWNED BY EACH REPORTING PERSON

 2,294,880 

10.   CHECK IF THE AGGREGATE AMOUNT IN ROW (9) EXCLUDES

CERTAIN SHARES [ ]

11.   PERCENT OF CLASS REPRESENTED BY AMOUNT IN ROW (9)

8.0% 
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12.   TYPE OF REPORTING PERSON

HC, IN (See Item 4)
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1.    NAMES OF REPORTING PERSONS.    

Franklin Advisory Services, LLC

2.    CHECK THE APPROPRIATE BOX IF A MEMBER OF A GROUP

(a) 

(b) X

3.    SEC USE ONLY

4.    CITIZENSHIP OR PLACE OF ORGANIZATION

Delaware 

NUMBER OF SHARES BENEFICIALLY OWNED BY EACH REPORTING PERSON WITH:

5.    SOLE VOTING POWER
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2,146,280  

6.    SHARED VOTING POWER

 0  

7.    SOLE DISPOSITIVE POWER

2,294,880 

8.    SHARED DISPOSITIVE POWER

 0  

9.    AGGREGATE AMOUNT BENEFICIALLY OWNED BY EACH REPORTING PERSON

 2,294,880 

10.   CHECK IF THE AGGREGATE AMOUNT IN ROW (9) EXCLUDES

CERTAIN SHARES [ ]

11.   PERCENT OF CLASS REPRESENTED BY AMOUNT IN ROW (9)

8.0% 
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12.   TYPE OF REPORTING PERSON

IA, OO (See Item 4)
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Item 1.

(a)   Name of Issuer

APOGEE ENTERPRISES, INC.

(b)   Address of Issuer's Principal Executive Offices

4400 West 78th Street

           Suite 520

Minneapolis, MN  55435

Item 2.

(a)   Name of Person Filing

(i):   Franklin Resources, Inc.

(ii):  Charles B. Johnson
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(iii): Rupert H. Johnson, Jr.

(iv):  Franklin Advisory Services, LLC

(b)   Address of Principal Business Office or, if none, Residence

(i), (ii), and (iii):

One Franklin Parkway

San Mateo, CA 94403‑1906

(iv):  One Parker Plaza, Ninth Floor

Fort Lee, NJ  07024‑2938

(c)   Citizenship

(i):     Delaware

(ii) and (iii): USA

(iv): Delaware

(d)   Title of Class of Securities

Common Stock, $0.33 1/3 Par Value
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(e)   CUSIP Number

037598109 
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Item 3. If this statement is filed pursuant to §§240.13d‑1(b) or
240.13d‑2(b) or (c),

check whether the person filing is a:

(a) [ ] Broker or dealer registered under section 15 of the Act (15
U.S.C. 78o).

(b) [ ] Bank as defined in section 3(a)(6) of the Act (15 U.S.C.
78c).

(c) [ ] Insurance company as defined in section 3(a)(19) of the Act
(15 U.S.C.

78c). 

(d) [ ] Investment company registered under section 8 of the
Investment Company

Act of 1940 (15 U.S.C 80a‑8).

(e) [X] An investment adviser in accordance with
§240.13d‑1(b)(1)(ii)(E);

(f) [ ] An employee benefit plan or endowment fund in accordance
with
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§240.13d‑1(b)(1)(ii)(F); 

(g) [X] A parent holding company or control person in accordance
with

§240.13d‑1(b)(1)(ii)(G); 

(h) [ ] A savings associations as defined in Section 3(b) of the
Federal Deposit

Insurance Act (12 U.S.C. 1813);

(i) [ ] A church plan that is excluded from the definition of an
investment

company under section 3(c)(14) of the Investment Company Act
of 1940 (15

U.S.C. 80a‑3);

(j) [ ] A non‑U.S. institution in accordance with
§240.13d‑1(b)(ii)(J);

(k) [ ] Group, in accordance with §240.13d 1(b)(1)(ii)(K).

If filing as a non‑U.S. institution in accordance with
§240.13d‑1(b)(1)(ii) (J).

please specify the type of institution:

Item 4. Ownership

The securities reported herein are beneficially owned by one or more open‑
or closed‑end
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investment companies or other managed accounts that are investment
management clients of

investment managers that are direct and indirect subsidiaries (each, an
“Investment

Management Subsidiary” and, collectively, the “Investment Management
Subsidiaries”) of

Franklin Resources Inc. (“FRI”), including the Investment Management
Subsidiaries listed

in this Item 4.  When an investment management contract (including a
sub‑advisory

agreement) delegates to an Investment Management Subsidiary investment
discretion or

voting power over the securities held in the investment advisory accounts
that are

subject to that agreement, FRI treats the Investment Management Subsidiary
as having sole

investment discretion or voting authority, as the case may be, unless the
agreement

specifies otherwise. Accordingly, each Investment Management Subsidiary
reports on

Schedule 13G that it has sole investment discretion and voting authority
over the

securities covered by any such investment management agreement, unless
otherwise noted in

this Item 4.  As a result, for purposes of Rule 13d‑3 under the Act, the
Investment

Management Subsidiaries listed in this Item 4 may be deemed to be the
beneficial owners

of the securities reported in this Schedule 13G.

Beneficial ownership by Investment Management Subsidiaries and other FRI
affiliates is

being reported in conformity with the guidelines articulated by the SEC
staff in Release
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No. 34‑39538 (January 12, 1998) relating to organizations, such as FRI,
where related

entities exercise voting and investment powers over the securities being
reported

independently from each other.  The voting and investment powers held by
Franklin Mutual

Advisers, LLC (“FMA”), an indirect wholly‑owned Investment Management
Subsidiary, are

exercised independently from FRI and from all other Investment Management
Subsidiaries

(FRI, its affiliates and the Investment Management Subsidiaries other than
FMA are

collectively, “FRI affiliates”). Furthermore, internal policies and
procedures of FMA and

FRI establish informational barriers that prevent the flow between FMA and
the FRI

affiliates of information that relates to the voting and investment powers
over the

securities owned by their respective management clients. Consequently, FMA
and FRI

affiliates report the securities over which they hold investment and
voting power

separately from each other for purposes of Section 13 of the Act.
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Charles B. Johnson and Rupert H. Johnson, Jr. (the “Principal Shareholders”)
each own in

excess of 10% of the outstanding common stock of FRI and are the principal
stockholders

of FRI.  FRI and the Principal Shareholders may be deemed to be, for
purposes of Rule

13d‑3 under the Act, the beneficial owners of securities held by persons
and entities for

whom or for which FRI subsidiaries provide investment management
services.  The number of

shares that may be deemed to be beneficially owned and the percentage of
the class of

which such shares are a part are reported in Items 9 and 11 of the cover
pages for FRI

and each of the Principal Shareholders.  FRI, the Principal Shareholders
and each of the

Investment Management Subsidiaries disclaim any pecuniary interest in any
of the such

securities.  In addition, the filing of this Schedule 13G on behalf of the
Principal

Shareholders, FRI and the FRI affiliates, as applicable, should not be
construed as an

admission that any of them is, and each of them disclaims that it is, the
beneficial

owner, as defined in Rule 13d‑3, of any of the securities reported in this
Schedule 13G.
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FRI, the Principal Shareholders, and each of the Investment Management
Subsidiaries

believe that they are not a “group” within the meaning of Rule 13d‑5 under
the Act and

that they are not otherwise required to attribute to each other the
beneficial ownership

of the securities held by any of them or by any persons or entities for
whom or for which

the Investment Management Subsidiaries provide investment management
services.

(a)     Amount beneficially owned:

 2,294,880 

(b)     Percent of class:

8.0% 

(c)     Number of shares as to which the person has:

(i)  Sole power to vote or to direct the vote

Franklin Resources,
Inc.:                                             0

Charles B.
Johnson:                                                   0
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Rupert H. Johnson,
Jr.:                                               0

Franklin Advisory Services,
LLC:                              2,146,280

(ii)  Shared power to vote or to direct the vote

 0  

A.
  Selected financial data

The following selected consolidated financial data should be read in conjunction with Item 5 “Operating and Financial
Review and Prospects” and the consolidated Financial Statements and Notes thereto included elsewhere in this Annual
Report.

The following table summarizes our historical consolidated financial data. We have derived the selected consolidated
statements of operations data for the years ended December 31, 2015, 2014 and 2013 and the selected consolidated
balance sheet data as of December 31, 2015 and 2014 from our audited consolidated financial statements included
elsewhere in this Annual Report. We have derived the selected consolidated financial data as of December 31, 2013
and 2012 from our audited consolidated financial statements not included in this Annual Report. Selected financial
data as of, and for the year ended, December 31, 2011 have been omitted from this Annual Report because of our
status as an emerging growth company under the Jumpstart Our Business Startups Act of 2012, or the JOBS Act, and
as per related guidance provided by the SEC. Our Consolidated Financial Statements have been prepared in
accordance with U.S. GAAP.

Certain factors that affect the comparability of the information set forth in the following table are described in Item 5
“Operating and Financial Review and Prospects” and the Consoliated Financial Statements and related notes thereto
included elsewhere in this Annual Report.

Consolidated Statements of Operations Data

Year Ended December 31,
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2015 2014 2013 2012
(US$ in thousands, except per share data)

Operating expenses(1)
Research and development expenses, net(2) $ 5,837 $ 2,832 $ 2,893 $ 2,377
General and administrative expenses 6,626 1,703 1,090 1,118
Other income (expenses) - - 11 (14 ) 
Operating loss 12,463 4,535 3,972 3,509
Finance income (expenses),  net 173 3,925 604 (841 ) 
Net loss $ 12,290 $ 610 $ 3,368 $ 4,350
Net loss per ordinary share of NIS 0.20 par
value, basic and diluted(3) $ 1.06 $ 1.18 $ 3.27 $ 3.88
Weighted average number of ordinary shares
outstanding – basic and diluted (in
thousands)(3) 11,918 2,181 1,627 1,627

3
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Consolidated Balance Sheet Data

As of December 31,
2015 2014 2013 2012

(US$ in thousands, except per share data)
Cash and cash equivalents $9,392 $1,075 $4,975 4,579
Working
capital(4)                                                                          12,856 (1,622 ) 4,134 7,931
Total assets 15,298 2,985  5,374 8,975
Capital stock                                                                            46,763 20,999 20,687 20,631
Total shareholders’ equity
(deficiency)                                                                          $12,648 $(826 ) $(528 ) 2,782
_____________________

(1)  Includes share-based compensation expense in the total amount of $3.7 million, $312,000 and $56,000 for the
years ended December 31, 2015, 2014 and 2013, respectively.  For additional information, see Item 5B “Operating
and Financial Review and Prospects—Liquidity and Capital Resources—Application of Critical Accounting Policies
and Estimates-Share-based compensation.”

(2)Research and development expenses, net is presented net of amount of grants received from the Office of the Chief
Scientist of the Ministry of Economy and Industry (formerly named the Ministry of Economy), or the OCS, and
Israel-United States Binational Industrial Research and Development Foundation, or the BIRD Foundation. The
effect of the participation by the OCS and BIRD totaled $354,000, $643,000 and $148,000 for the years ended
December 31, 2015, 2014 and 2013, respectively. See Item 5A “Operating and Financial Review and
Prospects—Operating Results - Financial Operations Overview—Research and Development, Expenses, Net” for more
information.

(3)  Basic and diluted loss per ordinary share is computed based on the basic and diluted weighted average number of
ordinary shares outstanding during each period. For purposes of these calculations, the following ordinary shares
were deemed to be outstanding: (i) 99,774 ordinary shares that were issuable to Mr. Guy Neev upon exercise of
options, referred to as the Neev Options, which options were exercised immediately prior to the consummation of
our initial public offering on February 24, 2015; (ii) 375,204 ordinary shares issuable under warrants that are
automatically exercised, for no consideration (unless the holder thereof objects to such exercise), upon the
exercise by Mr. Guy Neev of the Neev Options, of which warrants to purchase 195,012 ordinary shares were
exercised during the year ended December 31, 2015; (iii) 2,658,463 ordinary shares issuable upon the exercise of
outstanding warrants with an exercise price of NIS 0.20 per share, of which warrants to purchase 1,557,507
ordinary shares were exercised during the year ended December 31, 2015; and (iv) 210,964 ordinary shares
issuable upon the exercise of certain outstanding options and warrants with an exercise price of NIS 0.20 per
share.   For additional information, see Note 15 to our Consoliated Financial Statements for the year ended
December 31, 2015 included elsewhere in this Annual Report.

(4)  Working capital is defined as total current assets minus total current liabilities.

B. Capitalization and Indebtedness

Not required.

C. Reasons for the Offer and Use of Proceeds
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Not required.

D. Risk factors

In conducting our business, we face many risks that may interfere with our business objectives. Some of these risks
could materially and adversely affect our business, financial condition and results of operations. In particular, we are
subject to various risks resulting from changing economic, political, industry, business and financial conditions. The
risks and uncertainties described below are not the only ones we face.  Additional risks and uncertainties not currently
known to us or that we currently deem to be immaterial may also materially adversely affect our business operations.

You should carefully consider the following factors and other information in this Annual Report before you decide to
invest in our ordinary shares. If any of the risks referred to below occur, our business, financial condition and results
of operations could suffer. In any such case, the trading price of our ordinary shares could decline, and you may lose
all or part of your investment.

4
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Risks Related to Our Business

We have a history of losses, may incur future losses and may not achieve profitability.

We are a clinical and development-stage medical diagnostics company with a limited operating history. We have
incurred net losses in each fiscal year since we commenced operations in 2009. We incurred net losses of $3.4 million
in 2013, $610,000 in 2014 and $12.3 million in 2015. As of December 31, 2015, our accumulated deficit was
$34.1 million. Our losses could continue for the foreseeable future as we continue our investment in research and
development and clinical trials to complete the development of our technology and to attain regulatory approvals,
begin the commercialization efforts for our system, increase our marketing and selling expenses, and incur additional
costs as a result of being a public company in the United States. As discussed in Note 1B to the financial statements
presented elsewhere in this Annual Report, successful completion of our development program and, ultimately, the
attainment of profitable operations is dependent upon future events, including obtaining adequate financing to fulfill
its development activities and achieving a level of sales adequate to support our cost structure. The extent of our
future operating losses and the timing of becoming profitable are highly uncertain, and we may never achieve or
sustain profitability.

We may not succeed in completing the development of our product, commercializing our product and generating
significant revenues.

Since commencing our operations, we have focused on the research and development and limited clinical trials of our
capsule. Our product is not approved for commercialization and has never generated any revenues. Our ability to
generate revenues and achieve profitability depends on our ability to successfully complete the development of our
product, obtain market approval and generate significant revenues. The future success of our business cannot be
determined at this time, and we do not anticipate generating revenues from product sales for the foreseeable future. In
addition, we have no experience in commercializing our capsule and face a number of challenges with respect to our
commercialization efforts, including, among others, that:

• we may not have adequate financial or other resources to complete the development of our product;

• we may not be able to manufacture our products in commercial quantities, at an adequate quality or at an
acceptable cost;

• we may not be able to establish adequate sales, marketing and distribution channels;

• healthcare professionals and patients may not accept our system;

• we may not be aware of possible complications from the continued use of our system since we have limited
clinical experience with respect to the actual use of our system;

• other technological breakthroughs in colorectal cancer, or CRC screening, treatment and prevention may
reduce the demand for our system;

• changes in the market for CRC screening, new alliances between existing market participants and the
entrance of new market participants may interfere with our market penetration efforts;

• third-party payors may not agree to reimburse patients for any or all of the purchase price of our capsule,
which may adversely affect patients’ willingness to purchase our capsule;
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• uncertainty as to market demand may result in inefficient pricing of our system;

• we may face third-party claims of intellectual property infringement;

• we may fail to obtain or maintain regulatory approvals for our system in our target markets or may face
adverse regulatory or legal actions relating to our system even if regulatory approval is obtained; and

• we are dependent upon the results of ongoing clinical studies relating to our system and the products of our
competitors.

5

Edgar Filing: APOGEE ENTERPRISES, INC. - Form SC 13G/A

29



If we are unable to meet any one or more of these challenges successfully, our ability to effectively commercialize our
system could be limited, which in turn could have a material adverse effect on our business, financial condition and
results of operations.

Clinical failure can occur at any stage of clinical development.  Our clinical experience to date does not necessarily
predict future results and may not have revealed certain potential limitations of the technology and potential
complications from our system and may require further clinical validation. Any product version we advance through
clinical trials may not have favorable results in later clinical trials or receive regulatory approval

Clinical failure can occur at any stage of clinical development. To date, we have performed clinical studies with
several versions of both scanning and non-scanning capsules, in conjunction with iterative versions of the tracking and
recording systems (CPS). Our clinical trials have been conducted using prior versions of our scanning capsules and
were conducted under differing protocols and using limited groups of patients. Therefore, we have a limited ability to
identify potential problems and/or inefficiencies concerning current and future versions of our system in advance of its
use in expanded groups of patients and we cannot assure you that its actual clinical performances will be satisfactory
to support proposed indications and regulatory approvals, or that its use will not result in unanticipated complications.
Furthermore, the results from laboratory, pre-clinical, and completed clinical studies, as well as preliminary analyses
of the currently ongoing clinical studies, may not be indicative of final clinical results obtained from our current
system or future versions of our system on expanded screening populations. In addition, the results of our clinical
trials are subject to human analyses and interpretation of the data accumulated, which could be affected by various
errors due to, among others, lack of sufficient clinical experience with our system, interpretation errors in the analysis
of the clinical trials results, including the reconstructed images by our system, or due to uncertainty in the actual
efficacy of our system in its current clinical stage. Therefore, the safety and efficacy of our system and the clinical
results to date will require further independent professional validation and require further clinical study.  If our system
does not function as expected over time, we may not be able to develop our system at the rate or to the stage we
desire, we could be subject to liability claims, our reputation may be harmed, our system may not achieve regulatory
clearances, and our system may not be widely adopted.

We expect to derive most of our revenues from sales of one product or product line. Our inability to successfully
commercialize this product, or any subsequent decline in demand for this product, could severely harm our ability to
generate revenues.

We are currently dependent on the successful commercialization of our system to generate revenues. As a result,
factors adversely affecting our ability to successfully commercialize, or the pricing of or demand for, this product
could have a material adverse effect on our financial condition and results of operations. If we are unable to
successfully commercialize or create market demand for our system, we will have limited ability to generate revenues.

Furthermore, and consequently, we are vulnerable to fluctuations in demand for our system. Such fluctuations in
demand may be due to many factors, including, among others:

• market acceptance of a new product, including healthcare professionals’ and patients’
preferences;

• development of similarly cost-effective products by our competitors;

• development delays of our system;

• technological innovations in CRC screening, treatment and prevention;
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• adverse medical side effects suffered by patients using our system, whether actually
resulting from the use of our system or not;

• changes in regulatory policies toward CRC screening or imaging technologies;

• changes in regulatory approval or clearance requirements for our product;

• third-party claims of intellectual property infringement;

• budget constraints and the availability of reimbursement or insurance coverage from
third-party payors for our system;

• increases in market acceptance of other technologies; and

6
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• adverse responses from certain of our competitors to the offering of our system.

If healthcare professionals do not recommend our product to their patients, our system may not achieve market
acceptance and we may not become profitable.

CRC screening candidates are generally referred by their healthcare professional to a specified device and screening
technologies are purchased by prescription. If healthcare professionals, including physicians, do not recommend or
prescribe our product to their patients, our system may not achieve market acceptance and we may not become
profitable. In addition, physicians have historically been slow to change their medical diagnostic and treatment
practices because of perceived liability risks arising from the use of new products. Delayed adoption of our system by
healthcare professionals could lead to a delayed adoption by patients and third-party payors. Healthcare professionals
may not recommend or prescribe our system until certain conditions have been satisfied including, among others:

• there is sufficient long-term clinical and health-economic evidence to convince them to
alter their existing screening methods and device recommendations;

• there are recommendations from other prominent physicians, educators and/or
associations that our system is safe and effective;

• we obtain favorable data from clinical and health-economic studies for our system;

• reimbursement or insurance coverage from third-party payors is available; and

• they become familiar with the complexities of our system.

We cannot predict when, if ever, healthcare professionals and patients may adopt the use of our system. Even if
favorable data is obtained from clinical and health-economic studies for our system, there can be no assurance that
prominent physicians would endorse it or that future clinical studies will continue to produce favorable data regarding
our system. In addition, prolonged market exposure may also be a pre-requisite to reimbursement or insurance
coverage from third-party payors. If our system does not achieve an adequate level of acceptance by patients,
healthcare professionals and third-party payors, we may not generate significant product revenues and we may not
become profitable.

If we are unable to market and sell our system, we may not become profitable.

We have not had any sales of our system to date. There can be no assurance that we will be able to receive regulatory
clearance for our system in the foreseeable future or ever or that our system will be accepted as comparable or
superior to existing technologies for the visualization, imaging or screening of the colon. Our ability to market and sell
our system successfully depends on one or more of the following:

• the existence of clinical and health-economic data sufficient to support the use of our
system for the visualization, imaging, or screening of the colon as compared to other
colon visualization, imaging or screening methods (if clinical trials indicate that our
system is not as clinically effective as other current methods, or if our technology causes
unexpected complications or other unforeseen negative effects, we may not obtain
regulatory clearance or approval to market and sell our system or physicians may be
reluctant to use it);

•
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the availability of sufficient clinical and health-economic data for physicians to use our
system in their practice and for private third-party payors to make an adequate
reimbursement decision to provide coverage for our system; or

• the availability of a reliable contrast agent for our system that is accepted by and
health-economic physicians and patients.

If one or more of the above conditions is not satisfied, we may not be able to market and sell our system or the
demand for our system may be lower than expected and sales of our system may not contribute to our growth at the
rate we expect or at all.

7

Edgar Filing: APOGEE ENTERPRISES, INC. - Form SC 13G/A

33



We expect to face competition from large, well-established manufacturers of traditional technologies for detecting
gastrointestinal disorders, as well as from other manufacturers of optical capsule endoscopy systems or new
competitive technologies.

Competition for our system comes from traditional well-entrenched manufacturers of equipment for detecting
gastrointestinal disorders and diseases, such as colonoscopy, sigmoidoscopy, optical capsule endoscopy and CTC. The
principal manufacturers of equipment for optical colonoscopy, sigmoidoscopy and optical capsule endoscopy are
Olympus, Pentax, Richo Company Ltd., Hoya, Covidien plc and Fuji Film. The principal manufacturers of equipment
for CTC are General Electric Healthcare Systems, Siemens Medical Solutions, Philips Medical Systems Ltd. and
Toshiba Corporation. All of these companies have substantially greater financial resources than we do, and they have
established reputations as well as worldwide distribution channels for providing medical instruments to physicians.

In addition, several companies have developed or are developing technologies based on molecular diagnostics (from
blood and other bodily fluids), or MDx, tests that investigate the link between genes and the function of metabolic
pathways, drug metabolism and disease development with a primary focus on the study of DNA, RNA and proteins.
Genetic markers can be traced within stool samples in minute quantities. A U.S. based company, Exact Sciences, has
developed a special collecting kit for stool samples and an analyzer to detect neoplasia associated DNA markers and
the presence of occult hemoglobin in human stool. The method of screening is included in colorectal cancer screening
guidelines, including those of the American Cancer Society.

To our knowledge, certain companies are developing or commercializing optics-based capsule endoscopy systems.
The existing capsule technology requires intense bowel cleansing, more so than is required for optical colonoscopy,
and the potential ingestion of agents to boost capsule transit through the colon. Given Imaging, an Israeli-based
company that was acquired by Covidien plc (NYSE: COV) in February 2014 (subsequently acquired by Medtronic),
has developed visualization capsules for the detection of disorders of the esophagus, small bowel and colon. It
received the CE Mark to market PillCam™ COLON throughout the European Union in 2006. In early 2014, the FDA
cleared PillCam COLON 2 system with an indication to provide visualization of the colon. It may be used for
detection of colon polyps in patients after an incomplete optical colonoscopy with adequate preparation, and when a
complete evaluation of the colon was not technically possible. In Early 2016, the FDA cleared PillCam COLON2
system with an expended indication for use: High risk population to undergo colonoscopy. Patients with major risks
for colonoscopy or moderate sedation, but who tolerate colonoscopy and moderate sedation in the event a clinically
significant colon abnormality was identified on capsule endoscopy. Other companies, including Olympus,
CapsoVision, Intromedic and RF System, are developing similar approaches for optical capsule endoscopy. 

Procedures for bowel cleansing that are less onerous are constantly being developed, which could make our entry into
the market more difficult. For instance, bowel cleansing initiated by the ingestion of pills rather than through drinking
large amounts of distasteful liquids may be viewed as an improvement to the cleansing process, but other screening
methods may be even more palatable to patients.

If we are unable to convince physicians to adopt our system over the current technologies marketed by our
competitors, our results of operations may suffer.

We are planning to rely on local distributors and/or strategic partners to market and distribute our system in those
countries where we intend to market and distribute our system.

We are planning to rely on local distributors and/or strategic partners for the marketing and distribution of our system.
Our success in generating sales in countries or regions where we will engage local distributors will depend in part on
the efforts of third parties over whom we have limited control. If we are unable to identify suitable local distributors in
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the countries where we intend to market and distribute our system, our business, financial condition and results of
operations could be negatively affected.

We have limited manufacturing capabilities and if we are unable to scale our manufacturing operations to meet
anticipated market demand, our growth could be limited and our business, financial condition and results of operations
could be materially adversely affected.

We currently have limited resources, facilities and experience in commercially manufacturing sufficient quantities of
our system, external receiver and software application to meet the demand we expect from our expanded
commercialization efforts. We expect to face certain technical challenges as we increase manufacturing capacity,
including, among others, logistics associated with the handling of radioactive materials, equipment design and
automation, material procurement, lower than expected yields and increased scrap costs, as well as challenges related
to maintaining quality control and assurance standards. Furthermore, we may encounter similar or unforeseen
challenges initiating and later expanding production of any new products. If we are unable to scale our manufacturing
capabilities to meet market demand, our growth could be limited and our business, financial condition and results of
operations could be materially adversely affected.
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In addition, we have received and may receive in the future grants from the Government of the State of Israel through
the OCS (for more information, see “Risks Related to Our Operations in Israel”), the terms of which require that
products developed with OCS grants be manufactured in Israel and that the technology developed thereunder may not
be transferred outside of Israel, unless prior approval is received from the OCS, which we may not receive. We are
currently considering whether it would be possible to assemble the capsule without the X-ray source in Israel, and
have the X-ray source subsequently inserted into our system at a reactor or cyclotron site or at a distribution center
outside Israel. Even following the full repayment of any OCS grants, we must nevertheless continue to comply with
the requirements of the Encouragement of Industrial Research and Development Law 5744-1984, or the Research
Law. The foregoing restrictions may impair our ability to outsource or transfer development or manufacturing
activities with respect to any product or technology outside of Israel.

Our reliance on single source suppliers could harm our ability to meet demand for our product in a timely manner or
within budget.

We currently depend on single source supplier for some of the components necessary for the production of our
system. For example, for the current version of the system used in clinical trials, we currently have a single supplier
for the motor that we are using to rotate the collimated X-ray source in our system and for the X-ray detectors used in
our system. There are a limited number of manufacturers worldwide who are capable of manufacturing the motor and
the specially designed X-ray detectors that we currently use in our system. In addition, the application-specific
integrated circuit, or ASIC, residing in our system is currently manufactured for us by a single semiconductor
fabrication plant, or FAB. There are many alternative FABs worldwide and the design of our current ASIC could be
adapted in the event it became necessary to use an alternative FAB. Our X-ray source manufacturer is considered a
single source supplier. Our X-ray source is custom made and therefore, would require us to qualify an alternative
supplier, if required. Our current suppliers have been able to supply the required quantities of such components to
date. However, if the supply of these components is disrupted or terminated or if our current suppliers are unable to
supply required quantities of components, we may not be able to find alternative sources for these key components in
a timely manner. Although we are planning to maintain strategic inventory of key components, the inventory may not
be sufficient to satisfy the demand for our system if such supply is interrupted or otherwise affected by catastrophic
events such as a fire at our storage facility. As a result, we may be unable to meet the demand for our system, which
could harm our ability to generate revenues, lead to customer dissatisfaction and damage our reputation. If we are
required to change the manufacturer of any of these key components, there may be a significant delay in locating a
suitable alternative manufacturer. In addition, we may be required to verify that the new manufacturer maintains
facilities and procedures that comply with FDA and other applicable quality standards and with all applicable
regulations and guidelines. The delays associated with the identification of a new manufacturer could delay our ability
to manufacture our system in a timely manner or within budget. Furthermore, in the event that the manufacturer of a
key component of our system ceases operations or otherwise ceases to do business with us, we may not have access to
the information necessary to enable another supplier to manufacture the component. The occurrence of any of these
events could harm our ability to meet demand for our system in a timely manner or within budget.

The use of any of our scanning capsule, cps or workstation could result in product liability or similar claims that could
be expensive damage our reputation and harm our business.

Our business exposes us to an inherent risk of potential product liability or similar claims related to the manufacturing,
marketing and sale of medical devices. The medical device industry has historically been litigious, and we face
financial exposure to product liability or similar claims if the use of any of our scanning capsule, cps or workstation
were to cause or contribute to injury or death, including, without limitation, harm to the body caused by the procedure
or inaccurate diagnoses from the procedure that could affect treatment options. There is also the possibility that
defects in the design or manufacture of any of these products might necessitate a product recall. Although we plan to
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maintain product liability insurance, the coverage limits of these policies may not be adequate to cover future claims.
In the future, we may be unable to maintain product liability insurance on acceptable terms or at reasonable costs and
such insurance may not provide us with adequate coverage against potential liabilities. A product liability claim,
regardless of merit or ultimate outcome, or any product recall could result in substantial costs to us, damage to our
reputation, customer dissatisfaction and frustration, and a substantial diversion of management attention. A successful
claim brought against us in excess of, or outside of, our insurance coverage could have a material adverse effect on
our business, financial condition and results of operations.

Our system is a complex medical device that requires training for qualified personal and care for data analysis.

Our system is a complex medical device that requires training for qualified personal, including physicians, and care
for data analysis. Although our distributors will be required to ensure that our system is only prescribed by trained
clinicians, the potential for misuse of our system still exists due to its complexity. Such misuse could result in adverse
medical consequences for patients that could damage our reputation, subject us to costly product liability litigation and
otherwise have a material adverse effect on our business, financial condition and results of operations.

9
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We depend on third parties to manage our clinical studies and trials and to perform related data collection and analysis
and to enroll patients for our clinical trials, and, as a result, we may face costs and delays that are beyond our control.

We rely on third parties, including clinical investigators and clinical sites, to manage our clinical trials and to perform
data collection and analysis and to enroll patients for our clinical trials. Although we have and expect to continue to
have contractual arrangements with these third parties, we may not be able to control the amount and timing of
resources that these parties devote to our studies and trials or the quality of these resources. If these third parties fail to
properly manage our studies and trials or enroll patients for our clinical trials, we will be unable to complete them at
all or in a satisfactory or timely manner, which could prevent us from obtaining regulatory approvals for, or achieving
market acceptance of, our product.

In addition, termination of relationships with third parties may result in delays, inability to enter into arrangements
with alternative third parties or do so on commercially reasonable terms. Switching or adding additional clinical sites
involves additional cost and requires management time and focus. In addition, there is a natural transition period when
a new clinical site commences work. As a result, delays occur, which can materially impact our ability to meet our
desired clinical development timelines.

We intend to sell our products in the United States, Europe and Japan and, if we are unable to manage our operations
in these territories, our business, financial condition and results of operations could be materially adversely affected.

Our headquarters and substantially all of our operations and employees are presently located in Israel, but we intend to
market our products in the United States, Europe and Japan. Accordingly, we are subject to risks associated with
international operations, and our international sales and operations will require significant management attention and
financial resources. In addition, our international sales and operations will subject us to risks inherent in international
business activities, many of which are beyond our control and include, among others:

• foreign certification, registration and other regulatory requirements;

• customs clearance and shipping delays;

• import and export controls;

• trade restrictions;

• multiple and possibly overlapping tax structures;

• difficulty forecasting the results of our international operations and managing our
inventory due to our reliance on third-party distributors;

• differing laws and regulations, business and clinical practices, third-party payor
reimbursement policies and patient preferences;

• differing standards of intellectual property protection among countries;

• difficulties in staffing and managing our international operations;

• difficulties in penetrating markets in which our competitors’ products are more
established;

Edgar Filing: APOGEE ENTERPRISES, INC. - Form SC 13G/A

38



• currency exchange rate fluctuations; and

• political and economic instability, war or acts of terrorism.

If we are unable to manage our international operations effectively, our business, financial condition and results of
operations could be materially adversely affected.
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We will require additional funding and may license certain rights to third parties in order to complete the development
and commercialization of our system and the development and commercialization of any future products.

Our operations have consumed substantial amounts of cash. We expect that we will need to continue to spend
substantial amounts in order to complete the development, clinical development, regulation and commercialization of
our system. Although we intend to use the proceeds of our initial public offering and the concurrent private placement
to finance these efforts, we will need to raise additional funds and may license certain rights to third parties to obtain
the required capital prior to completing the development and commercialization of our product. Additional financing
may not be available to us on a timely basis on terms acceptable to us, or at all. In addition, any additional financing
may be dilutive to our shareholders or may require us to grant a lender a security interest in our assets.

Furthermore, if adequate additional financing on acceptable terms is not available, we may not be able to develop our
system at the rate or to the stage we desire and we may have to delay or abandon the commercialization of our system.
Alternatively, we may be required to prematurely license to third parties the rights to further develop or to
commercialize our system on terms that are not favorable to us. Any of these factors could materially adversely affect
our business, financial condition and results of operations.

If we lose our key personnel or are unable to attract and retain additional personnel, our business and ability to
compete will be harmed.

Our success relies upon the continued service and performance of the principal members of our management and
research and development team. In order to implement our business strategy, we will need to retain our key personnel
with expertise in the areas of research and development, clinical testing, government regulation, manufacturing,
finance, marketing and sales. Our product development plans depend in part on our ability to retain engineers with
expertise in a variety of technical fields. The loss of a number of these persons or our inability to attract and retain
qualified personnel could harm our business and our ability to compete.

Substantially all of our operations are currently conducted at a single location near Haifa, Israel, and any disruption at
our facility could materially adversely affect our business, financial condition and results of operations.

Substantially all of our operations are conducted at a single location near Haifa, Israel. We take precautions to
safeguard our facility, including obtaining insurance coverage and implementing health and safety protocols.
However, a natural or other disaster, such as a fire, flood or an armed conflict involving Israel, as detailed further
below, could damage or destroy our facility and our manufacturing equipment or inventory, cause substantial delays
in our operations and otherwise cause us to incur additional unanticipated expenses. In addition, the insurance we
maintain against fires, floods and other natural disasters may not be adequate to cover our losses in any particular case
and it does not cover losses resulting from armed conflicts or terrorist attacks in Israel. Damage to our facility, our
other property or to any of our suppliers, whether located in Israel or elsewhere, due to fire, a natural disaster or
casualty event or an armed conflict, could materially adversely affect our business, financial condition and results of
operations, with or without insurance.

We have and will incur significant increased costs as a result of operating as a public company in the United States,
and our management will be required to devote substantial time to compliance initiatives.

As a public company whose securities are traded in the United States, we have and will continue to incur significant
legal, accounting and other expenses that we did not incur as a private company. The Sarbanes-Oxley Act of 2002, as
well as rules and regulations implemented by the U.S. Securities and Exchange Commission and the NASDAQ Stock
Market, impose various requirements on public companies, including requiring the establishment and maintenance of
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effective disclosure and financial controls. Our management and other personnel will need to devote a substantial
amount of time to these compliance initiatives. Moreover, these rules and regulations have and will increase our legal
and financial compliance costs and will make some activities more time consuming and costly.  These rules and
regulations make it more difficult and more expensive for us to obtain certain types of insurance including director
and officer liability insurance and we may be required to accept reduced policy limits and coverage or incur
substantial costs to maintain the same or similar coverage. The impact of these requirements could also make it more
difficult for us to attract and retain qualified persons to serve on our board of directors, our board committees or as
executive officers. We cannot predict or estimate the amount or timing of additional costs we may incur in order to
comply with such requirements.
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We are required to develop and maintain proper and effective internal controls over financial reporting. We may not
complete our analysis of our internal controls over financial reporting in a timely manner, or these internal controls
may have one or more material weaknesses, which may adversely affect investor confidence in our company and, as a
result, the value of our securities.

Ensuring that we have adequate internal financial and accounting controls and procedures in place so that we can
produce accurate financial statements on a timely basis will be a costly and time-consuming effort that will need to be
evaluated frequently. Section 404 of the Sarbanes-Oxley Act requires the management of public companies to conduct
an annual review and evaluation of their internal controls and to obtain an attestation report from their registered
public accounting firm regarding the effectiveness of internal controls. We are required to perform the annual review
and evaluation of our internal controls no later than in connection with the second annual report on Form 20-F filed
after closing of our initial public offering, which occurred on February 24, 2015. However, if we qualify as a smaller
reporting company and/or emerging growth company, which we expect to, we will be exempt from the auditors’
attestation requirement until such time as we no longer qualify as a smaller reporting company and/or emerging
growth company. We would no longer qualify as a smaller reporting company if the market value of our public float
exceeded $75 million as of the last day of our second fiscal quarter in any fiscal year following the date of our initial
public offering. We would no longer qualify as an emerging growth company at such time as described in the risk
factor immediately below.

We are in the early stages of the costly and challenging process of compiling the system and processing
documentation necessary to evaluate and correct a material weakness in internal controls needed to comply with
Section 404. The material weakness relates to our being a small company with a limited number of employees which
limits our ability to assert the controls related to the segregation of duties. During the evaluation and testing process, if
we identify one or more additional material weaknesses in our internal control over financial reporting, we will be
unable to assert that our internal controls are effective. If we are unable to assert that our internal control over
financial reporting is effective, we could lose investor confidence in the accuracy and completeness of our financial
reports, which would cause the price of our securities to decline.

While we currently qualify as an “emerging growth company” under the JOBS Act, we will cease to be an emerging
growth company on or before the end of 2020, and at such time our costs and the demands placed upon our
management will increase.

We will continue to be deemed an emerging growth company until the earliest of (i) the last day of the fiscal year in
which our annual gross revenues exceed $1 billion (as indexed for inflation); (ii) the last day of the fiscal year in
which the fifth anniversary of the date of the first sale of securities under this registration statement; (iii) the date on
which we have, during the previous three-year period, issued more than $1 billion in non-convertible debt; or (iv) the
date on which we are deemed to be a ‘large accelerated filer,’ as defined by the U.S. Securities and Exchange
Commission, which would generally occur upon our attaining a public float of at least $700 million. Once we lose
emerging growth company status, we expect the costs and demands placed upon our management to increase, as we
will be required to comply with additional disclosure and accounting requirements, particularly if we also no longer
qualify as a smaller reporting company.

Risks Related to Regulations

If we are unable to obtain, or experience significant delays in obtaining, FDA clearances or approvals, CE Certificates
of Conformity, or equivalent third country approvals for our system or future products or product enhancements, our
ability to commercially distribute and market our products could suffer.
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Our products are subject to rigorous regulation by FDA and numerous other federal, state and foreign governmental
authorities and notified bodies. The process of obtaining regulatory clearances or approvals, CE Certificates of
Conformity, or equivalent third country approvals to market a medical device can be costly and time consuming, and
we may not be able to obtain these clearances or approvals, CE Certificates of Conformity, or equivalent third country
approvals on a timely basis, if at all. In particular, we expect to eventually generate a portion of our revenues from
sales of our system and future products in the United States, the European Union, or third countries. Before a new
medical device, or a new use of, or claim for, an existing product can be marketed in the United States, it must first
receive clearance under Section 510(k) of the Federal Food, Drug and Cosmetic Act, or FDA approval of a premarket
approval application, or PMA, unless an exemption applies. FDA will clear marketing of a low to moderate risk
medical device through the 510(k) process if sufficiently similar predicate devices have previously been cleared via
this pathway. In the 510(k) clearance process, FDA must only determine that the proposed device is “substantially
equivalent” to a device legally on the market, known as a “predicate” device, with respect to intended use/indications for
use, technological characteristics and principles of operation in order to clear the proposed device for marketing.
Clinical data is sometimes required to support substantial equivalence.

High risk devices deemed to pose the greatest risk, such as life-sustaining, life-supporting, or implantable devices, or
devices not deemed substantially equivalent to a previously cleared device, require approval of a PMA. The PMA
process is more costly, lengthy and uncertain than the 510(k) clearance process. The PMA pathway requires an
applicant to demonstrate the safety and effectiveness of the device based, in part, on the data obtained in clinical trials.
A PMA application must be supported by extensive data, including, but not limited to, technical, preclinical, clinical
trial, manufacturing and labeling data, to demonstrate to FDA’s satisfaction the safety and efficacy of the device for its
intended use.
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In instances where a device is novel and there is no suitable predicate device, but that device is deemed to be of low to
moderate risk, FDA can reclassify the device to class I or class II via de novo reclassification. This process involves
the submission of a reclassification petition, and FDA accepting that “special controls” are adequate to ensure the
product’s performance and safety. FDA now allows “direct” de novo reclassification petitions, a mechanism by which a
sponsor can directly submit a detailed de novo reclassification petition as the device’s initial submission without
having to first receive a not substantially equivalent, or NSE, decision on a 510(k) submission.

These processes can be expensive and lengthy. FDA’s 510(k) clearance process usually takes from 6 to 9 months, but it
can last longer. Direct de novo reclassification typically takes at least 9 to 12 months from filing to clearance. The
PMA pathway is much more costly and uncertain than the 510(k) clearance process or de novo reclassification, and
generally takes at least 12 to 18 months, or even longer, from the time the application is filed with FDA to ultimate
approval.

We are not aware of any legally marketed predicate device upon which FDA could base a determination of substantial
equivalence under a 510(k) clearance process. Our strategy therefore is to submit a direct de novo reclassification
petition for our system. To support this petition, our objective is to demonstrate that the device poses a low to
moderate risk to patients. We cannot assure you that FDA will not demand that we obtain PMA approval of our
system.

FDA can delay, limit or deny clearance or approval of an application for many reasons, including, among others:

• we may not be able to demonstrate to FDA’s satisfaction that our products are safe and
effective for their intended use;

• the data from our pre-clinical studies and clinical trials may be insufficient to support
clearance or approval;

• in the case of a PMA submission, that the manufacturing process or facilities we use may
not meet applicable requirements; and

• changes in FDA’s 510(k) clearance, de novo reclassification, or PMA approval processes
and policies, or the adoption of new regulations may require additional data.

We may not obtain the necessary regulatory clearances, approvals, CE Certificates of Conformity or equivalent third
country approvals to market our system or future products in the United States or elsewhere. Any delay in, or failure
to receive or maintain, clearance, approval or CE Certificates of Conformity for our system or other products under
development could prevent us from generating revenue from these products or achieving profitability.

There is no guarantee that the FDA will grant de novo reclassification or PMA approval of our system and failure to
obtain necessary 510(k) clearances or approvals for our future products would adversely affect our ability to grow our
business.

Our system and some of our future products will require FDA clearance of a 510(k), de novo reclassification, or may
require FDA approval of a PMA. The FDA may not approve or clear our system or our future products for the
indications that are necessary or desirable for successful commercialization. Indeed, the FDA may refuse our requests
for 510(k) clearance, de novo reclassification or PMA for our system or any other future product, new intended uses
or modifications to these products once they are cleared or approved for marketing.
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Our strategy is to submit a direct de novo reclassification petition for our system. A de novo reclassification generally
applies where there is no predicate device and the FDA believes the device poses a low to moderate risk. De novo
reclassifications can either be submitted in lieu of a 510(k) notice, such as in our case, or after a 510(k) notice has
been filed and found NSE. If a 510(k) notice is found NSE, a de novo petition must be submitted within 30 days from
the receipt of the NSE determination.

To support our direct de novo reclassification petition, our objective is to demonstrate that the device poses a low to
moderate risk to patients. If the FDA determines that our system is not a candidate for de novo reclassification, it will
require approval of the device for market through the PMA process. A PMA application must be supported by
extensive data, including, but not limited to, technical, preclinical, clinical trial, manufacturing and labeling data, to
demonstrate to the FDA’s satisfaction the safety and efficacy of the device for its intended use. By statute, the FDA has
180 days to review the “accepted application,” although, generally, review of the application can take between one and
three years. During this review period, the FDA may request additional information or clarification of information
already provided or even request new data that may require us to conduct additional tests. Also during the review
period, an advisory panel of experts from outside the FDA may be convened to review and evaluate the application
and provide recommendations to the FDA as to the approvability of the device. In addition, the FDA will conduct a
preapproval inspection of the manufacturing facility to ensure compliance with quality system regulations. The FDA’s
review of a PMA could significantly delay our plans to get to market. There is also no guarantee that the FDA would
approve a PMA. Failure to receive clearance or approval for our system or future products would have an adverse
effect on our ability to expand our business.
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If we or our future distributors do not obtain and maintain the necessary regulatory clearances or approvals, or CE
Certificates of Conformity, or equivalent third country approvals in a specific country or region, we will not be able to
market and sell our system or future products in that country or region.

We intend to market our system in a number of international markets. To be able to market and sell our system in a
specific country or region, we and/or our distributors must comply with the regulations of that country or region.
While the regulations of some countries do not impose barriers to marketing and selling part or all of our products or
only require notification, others require that we and/or our distributors obtain the approval of a specified regulatory
authorities or that we obtain CE Certificates of Conformity from a Notified Body. We are engaged with Dekra
Certification as our Notified Body for such purposes. These regulations, including the requirements for approvals or
CE Certificates of Conformity, and the time required for regulatory review, vary from country to country. Obtaining
regulatory approvals or CE Certificates of Conformity is expensive and time-consuming, and we cannot be certain that
we or our distributors will receive regulatory approvals or CE Certificates of Conformity for our system or any future
products in each country or region in which we plan to market such products. If we modify our system or any future
products, we or our distributors may need to apply for new regulatory approvals or our Notify Body may need to
review the planned changes before we are permitted to sell them. We may not meet the quality and safety standards
required to maintain the authorizations or CE Certificates of Conformity that we or our distributors have received. If
we or our distributors are unable to maintain our authorizations or CE Certificates of Conformity in a particular
country or region, we will no longer be able to sell our system or any future products in that country or region, and our
ability to generate revenues will be materially and adversely affected.

Our system may be considered a drug-device combination product because of the preparatory use of Iodine or barium
sulfate to provide a coating for colonic imaging. We cannot be sure how the FDA or the competent regulatory
authorities of foreign countries will regulate this product. The review of combination products is often more complex
and more time consuming than the review of products under the jurisdiction of only one center within the FDA.

Our system may be considered a combination product because of the preparatory use of barium sulfate or Iodine to
provide a coating for colonic imaging. A combination product is the combination of two or more regulated
components, i.e., drug/device, biologic/device, drug/biologic, or drug/device/biologic, that are combined or mixed and
produced as a single entity; packaged together in a single package or as a unit; or a drug, device, or biological product
packaged separately that according to its investigational plan or proposed labeling is intended for use only with an
approved individually specified drug, device, or biological product where both are required to achieve the intended
use, indication or effect. For a combination product, the FDA must determine which center or centers within the FDA
will review the product and under what legal authority the product candidate will be reviewed. The combination
product’s primary mode of action is used to determine which center within the FDA has primary regulatory jurisdiction
over the product. The other centers within the agency also may provide consulting or collaborative reviews of the
product as necessary. We believe that we have put forth a reasonable argument to the FDA that our system should be
regulated as a device and or a combination product with a device primary mode of action. However, we cannot be sure
as to whether the FDA will treat our system as a device or a combination product. The review of combination products
is often more complex and more time consuming than the review of a product under the jurisdiction of only one center
within the FDA. In the case of the system, should the FDA determine that the barium sulfate is not being used in
accordance with its approved labeling, the Center for Drug Evaluation and Research may take a prominent role it its
regulation. If the FDA does not approve or clear our system, or any future products, in a timely fashion, or at all, our
business and financial condition will be adversely affected.

Similar obstacles may be encountered in foreign countries should our system be considered as a combination product.
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If the indications for use or instructions for use for which the Iodine-based contrast agent or the barium sulfate- based
contrast agent is approved are not sufficiently broad to support its use prior to the ingestion of our capsules, the FDA
or the competent regulatory authorities in the EU Member States and other foreign countries may consider that
contrast agent is being used off-label.

Ingestion of our system requires the preparatory use of Iodine or barium sulfate to provide a coating for colonic
imaging. We cannot be sure that the indications for which Iodine-based contrast agent or the barium sulfate-based
contrast agent are approved in the United States, the EU Member States or in other countries is sufficiently broad to
cover such use. If the FDA or the competent regulatory authorities in the EU Member States and in other countries
consider that Iodine and/or barium sulfate is not approved for the purpose for which it is used with the system, we
may be considered to promote the off-label use of the Iodine and/or barium sulfate. Because the promotion of off-label
use of drugs or medicinal products is prohibited in the United States, the EU Member States and in other countries, we
could face both related issues with the FDA and/or the competent authorities of the EU Member States and/or other
countries. In these circumstances, the FDA and/or the competent regulatory authorities in the EU Member States
and/or other countries may require us to obtain appropriate regulatory approvals for the Iodine-based contrast agent or
the barium sulfate-based contrast agent prior to marketing our system with such substances. Under such
circumstances, should we fail to obtain approval of the contrast agent for use with our system, in a timely fashion, or
at all, our business and financial condition will be adversely affected.

If we are unable to successfully complete clinical trials with respect to our system, we may be unable to receive
regulatory approvals or clearances, CE Certificates of Conformity or equivalent third country approvals for our system
and/or our ability to achieve market acceptance of our system will be harmed.

The development of medical devices typically includes pre-clinical studies. Certain other devices require the
submission of data generated from clinical trials, which can be long, expensive and uncertain processes, subject to
delays and failure at any stage. The data obtained from the studies and trials may be inadequate to support regulatory
clearances or approvals, or to obtain CE Certificates of Conformity or equivalent third country approval, or to allow
market acceptance of the products being studied. Our system technology is currently undergoing clinical development
and clinical trials. To date, we have performed clinical studies with several versions of our system and with several
versions of our non-scanning capsules.

The development of sufficient and appropriate clinical protocols to demonstrate safety and efficacy are required, and
we may not adequately develop such protocols to support clearance, approval, or to obtain CE Certificates of
Conformity or equivalent third country approval. The clinical trials that were conducted using prior versions of our
system, were conducted under differing protocols and used groups of patients different from those we intend to study
in future clinical trials. Further, FDA, the competent regulatory authorities of other countries, or our Notified Body in
the EU may require us to submit data on a greater number of patients than we originally anticipated and/or for a longer
follow-up period or they may change the data collection requirements or data analysis applicable to our clinical trials.

The commencement or completion of any of our clinical studies or trials may be delayed or halted, or be inadequate to
support regulatory clearance, approval or product acceptance, or to obtain CE Certificates of Conformity or equivalent
third country approval, for numerous reasons, including, among others:

• patients do not enroll in the clinical trial at the rate we expect;

• patients do not comply with trial protocols;

• patient follow-up is not at the rate we expect;
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• undetected capsule retention in patients

• patients experience adverse side effects, including related to excessive radiation exposure
as a result of capsule malfunction or break down;

• patients die during a clinical trial, even though their death may be unrelated to our
product;

• FDA, institutional review boards, or IRBs, or other regulatory authorities do not approve
a clinical trial protocol or a clinical trial, or place a clinical trial on hold;

• IRBs, Ethics Committees and third-party clinical investigators may delay or reject our
trial protocol and Informed Consent Form;
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• third-party clinical investigators decline to participate in a study or trial or do not perform
a study or trial on our anticipated schedule or consistent with the investigator agreements,
study or trial protocol, good clinical practices or other FDA or IRBs, Ethics Committees,
or any other applicable requirements;

• third-party organizations do not perform data collection, monitoring and analysis in a
timely or accurate manner or consistent with the study or trial protocol or investigational
or statistical plans;

• regulatory inspections of our studies, trials or manufacturing facilities may require us to,
among other things, undertake corrective action or suspend or terminate our studies or
clinical trials;

•

•

changes in governmental regulations or administrative actions;

we may not be able to develop our system at the rate or to the stage we desire:

• the interim or final results of the study or clinical trial are inconclusive or unfavorable as
to safety or efficacy;

•

•

a regulatory agency or our Notified Body concludes that our trial design is or was
inadequate to demonstrate safety and efficacy; and

If we not continue to obtain a permit to employ Jewish employees on Saturdays and
Jewish holidays to conduct our clinical trials, as required under the Israeli Hours of Work
and Rest Law, 1951, and we are unsuccessful in employing only non-Jewish employees
on Jewish rest days and holidays, we may be compelled to cease or halt our clinical trials
during Saturdays and Jewish holidays, which could decrease our clinical capacity.

The results of pre-clinical and clinical studies do not necessarily predict future clinical trial results, and predecessor
clinical trial results may not be repeated in subsequent clinical trials. Additionally, FDA, the competent regulatory
authorities of EU Member States, other third country regulatory entities, or our Notified Body may disagree with our
interpretation of the data from our pre-clinical studies and clinical trials, or may find the clinical trial design, conduct
or results inadequate to demonstrate safety or efficacy, and may require us to pursue additional pre-clinical studies or
clinical trials, which could further delay the clearance, approval, or CE Certificate of Conformity of our products. The
data we collect from our non-clinical testing, our pre-clinical studies and other clinical trials may not be sufficient to
support regulatory clearance, approval or to obtain CE Certificates of Conformity.

If the third parties on which we rely to conduct our clinical trials and clinical development do not perform as
contractually required or expected, we may not be able to obtain regulatory clearance or approval, CE Certificates of
Conformity, or equivalent third country approval for, or commercialize, our system or future products.

We do not have the ability to independently conduct our clinical trials for our system and we must rely on third
parties, such as contract research organizations, medical institutions, clinical investigators and contract laboratories to
conduct such trials. If these third parties do not successfully carry out their contractual duties or regulatory obligations
or meet expected deadlines, if these third parties need to be replaced, or if the quality or accuracy of the data they
obtain is compromised due to the failure to adhere to our clinical protocols or regulatory requirements or for other
reasons, our pre-clinical development activities or clinical trials may be extended, delayed, suspended or terminated,
and we may not be able to obtain CE Certificates of Conformity, regulatory clearance, approval for, or successfully
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commercialize, our system or future products on a timely basis, if at all, and our business, operating results and
prospects may be adversely affected. Furthermore, our third-party clinical trial investigators may be delayed in
conducting our clinical trials for reasons outside of their control.

The results of our current or future clinical trials may not support our product candidate requirements or intended use
claims or may result in the discovery of adverse side effects.

Even if our current or future clinical trials are completed as planned, we cannot be certain that their results will
support our product requirements or intended use claims, which could inhibit our marketing strategies,  or that the
FDA, foreign authorities or our Notified Body will agree with our conclusions regarding them. Success in pre-clinical
studies and early clinical trials does not ensure that later clinical trials will be successful, and we cannot be sure that
clinical trials will replicate the results of prior trials and pre-clinical studies. The clinical trial process may fail to
demonstrate that our system, or any future products, are safe and effective for the desired or proposed indicated uses,
which could cause us to abandon a product and may delay development of others. Any delay or termination of our
clinical trials will delay the filing of our product submissions and, ultimately, our ability to commercialize our system,
or any future products, and generate revenues. It is also possible that patients enrolled in clinical trials will experience
adverse side effects that are not currently part of the product candidate’s profile.
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Even if our system or future products are cleared or approved by regulatory authorities or if we obtain CE Certificates
of Conformity from our Notified Body, modifications to our system or future products may require new regulatory
clearances or approvals, new CE Certificates of Conformity, or may require us to recall or cease marketing it until the
necessary clearances, approvals or CE Certificates of Conformity are obtained.

Once marketed, modifications to our system or future products may require new regulatory approvals, clearances,
including 510(k) clearances or premarket approvals, or require us to recall or cease marketing the modified devices
until these clearances or approvals are obtained. Any modification to a 510(k)-cleared device that could significantly
affect its safety or efficacy, or that would constitute a major change in its intended use, requires a new 510(k)
clearance or, possibly, a PMA. The FDA requires device manufacturers to initially make and document a
determination of whether or not a modification requires a new approval, supplement or clearance. A manufacturer
may determine that a modification could not significantly affect safety or efficacy and does not represent a major
change in its intended use, so that no new 510(k) clearance is necessary. However, the FDA can review a
manufacturer’s decision and may disagree. The FDA may also on its own initiative determine that a new clearance or
approval is required. We may make modifications to our system in the future that we believe do not or will not require
additional clearances or approvals. Further, our products could be subject to recall if the FDA determines, for any
reason, that our products are not safe or effective. Any recall or FDA requirement that we seek additional approvals or
clearances could result in significant delays, fines, increased costs associated with modification of a product, loss of
revenue and potential operating restrictions imposed by the FDA.

If a manufacturer determines that a modification to an FDA-cleared device could significantly affect its safety or
efficacy, or would constitute a major change in its intended use, then the manufacturer must file for a new 510(k)
clearance or possibly a premarket approval application. Where we determine that modifications to our products
require a new 510(k) clearance or premarket approval application, we may not be able to obtain those additional
clearances or approvals for the modifications or additional indications in a timely manner, or at all.

Any modification to a PMA-approved device must either be approved in a PMA Supplement, or if the modification
does not impact the device’s safety or effectiveness, described in a 30-Day Notice or in the device’s Annual
Report.  The FDA may not approve a modification described in a PMA Supplement, in which case the modified
device cannot be marketed.  The FDA can also disagree that a change described in a 30-Day Notice or Annual Report
is appropriately described in either filing, and request that the company file a PMA Supplement and/or request that the
company cease marketing the modified device until the PMA Supplement is approved.

Similar rules also apply in foreign jurisdictions. In the European Union, or EU, we must inform the Notified Body that
carried out the conformity assessment of the medical devices we market or sell in the EU of any planned substantial
changes to our quality system or changes to our devices which could affect compliance with the Essential
Requirements laid down in Annex I to the Council Directive 93/42/EEC concerning medical devices, or Medical
Devices Directive, or the devices’ intended purpose. The Notified Body will then assess the changes and verify
whether they affect the products’ conformity with the Essential Requirements laid down in Annex I to the Medical
Devices Directive or the conditions for the use of the device. If the assessment is favorable, the Notified Body will
issue a new CE Certificate of Conformity or an addendum to the existing CE Certificate of Conformity attesting
compliance with the Essential Requirements laid down in Annex I to the Medical Devices Directive.

If the Notified Body or relevant regulatory authorities disagree with our assessments and require modifications to an
existing CE Certificate of Conformity, the preparation of a new CE Certificates of Conformity or new regulatory
clearances or approvals for modifications, we may be required to recall and to stop marketing the modified devices.

Obtaining clearances and approvals, or new or amended CE Certificates of Conformity for device modifications can
be a time consuming process, and delays in obtaining required future clearances, approvals, or CE Certificates of
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Conformity would adversely affect our ability to introduce new or enhanced products in a timely manner, which in
turn would harm our future growth.
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Even if our system and future products are cleared or approved by regulatory authorities or if we obtain CE
Certificates of Conformity from our Notified Body, if we or our suppliers fail to comply with ongoing FDA or other
foreign regulatory authority requirements, or if we experience unanticipated problems with our products, our products
could be subject to restrictions or withdrawal from the market.

The manufacturing processes, reporting requirements, post-approval clinical data and promotional activities associated
with any product for which we obtain clearance or approval CE Certificates of Conformity, or equivalent third country
approval will be subject to continuous regulatory review, oversight and periodic inspections by FDA other domestic
and foreign regulatory authorities and our Notified Body. In particular, we and certain of our suppliers are required to
comply with FDA’s Quality System Regulations, or QSR, as well as current good manufacturing practices, or cGMP.
In the EU, we will also be subject to the quality system requirements laid down in the Annexes to the Medical Devices
Directive. Such compliance can be facilitated by, among other things, a certificate of compliance with ISO
13485:2003. Through compliance with the ISO 13485:2003 standard, we will benefit from a presumption of
conformity with the relevant quality system requirements laid down in the Annexes to Medical Devices Directive.
These regulations and standards govern the methods and documentation of the design, testing, production, control,
quality assurance, labeling, packaging, storage and shipping of any product for which we obtain clearance or approval,
CE Certificates of Conformity, or equivalent third country approval. Regulatory authorities, such as FDA, and our
Notified Body enforce the QSR and other regulations through periodic inspections. The failure by us or one of our
suppliers to comply with applicable statutes and regulations falling within the competence of FDA and other
regulatory authorities or our Notified Body, or the failure to timely and adequately respond to any adverse
inspectional observations or product safety issues, could result in, among other things, any of the following
enforcement actions:

• untitled letters, warning letters, fines, injunctions, corporate integrity agreements, consent
decrees and civil penalties;

• unanticipated expenditures to address or defend such actions;

• customer notifications for repair, replacement or refunds;

• recall, detention or seizure of our products;

• operating restrictions or partial suspension or total shutdown of production;

• refusing or delaying our requests for 510(k) clearance or premarket approval of new
products or modified products;

• operating restrictions;

• withdrawing 510(k) clearances on PMA approvals that have already been granted;

• suspension or withdrawal of our CE Certificates of Conformity;

• refusal to grant export approval for our products; or

• criminal prosecution.
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If any of these actions were to occur, it would harm our reputation and cause our product sales and profitability to
suffer and may prevent us from generating revenue. Furthermore, our key suppliers may not currently be or may not
continue to be in compliance with all applicable regulatory requirements which could result in our failure to produce
our products on a timely basis and in the required quantities, if at all.

Even if regulatory clearance or approval of a product is granted, or if we obtain CE Certificates of Conformity, such
clearance or approval, or CE Certificates of Conformity may be subject to limitations on the intended uses for which
the product may be marketed and reduce our potential to successfully commercialize the product and generate revenue
from the product. If FDA or the competent regulatory authorities of foreign countries determines that our promotional
materials, labeling, training or other marketing or educational activities constitute the promotion of an unapproved use
or the promotion of an intended purpose not covered by our CE mark, they could request that we cease or modify our
training or promotional materials or subject us to regulatory enforcement actions. It is also possible that other federal,
state or foreign enforcement authorities might take action if they consider our training or other promotional materials
to constitute promotion of an unapproved use, which could result in significant fines or penalties under other statutory
authorities, such as laws prohibiting false claims for reimbursement.

In addition, we may be required to conduct costly post-market testing and surveillance to monitor the safety or
effectiveness of our products, and we must comply with medical device reporting requirements, including the
reporting of adverse events and malfunctions related to our products. Later discovery of previously unknown
problems with our products, including unanticipated adverse side effects or adverse side effects of unanticipated
severity or frequency, manufacturing problems, or failure to comply with regulatory requirements such as QSR, may
result in changes to labeling, restrictions on such products or manufacturing processes, withdrawal of the products
from the market, voluntary or mandatory recalls, a requirement to repair, replace or refund the cost of any medical
device we manufacture or distribute, fines, suspension or withdrawal of regulatory approvals or CE Certificates of
Conformity, product seizures, injunctions or the imposition of civil or criminal penalties, all of which would adversely
affect our business, financial condition and operating results and prospects.
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If we fail to maintain necessary regulatory clearances or CE Certificates of Conformity for our system and indications
in our target foreign markets, if clearances or approvals, or CE Certificates of Conformity for future products and
indications are delayed or not issued, or if there are regulatory changes in our existing or future target markets, our
commercial operations could be harmed.

Our system is a medical device that is subject to extensive regulations that are intended to assure its safety,
effectiveness and compliance with applicable consumer laws. If we fail to obtain and maintain these regulatory
approvals or clearances, or CE Certificates of Conformity, our ability to sell our system and generate revenues will be
materially harmed.

These laws and regulations relate to the design, development, testing, manufacturing, storage, labeling, packaging,
content and language of the instructions for use of the device, sale, promotion, distribution, importing and exporting,
shipping, post-sale surveillance and recall from our system’s markets, and all countries in which we intend to sell our
system apply some form of regulations of this kind. Most notably, we must comply with the Medical Devices
Directive and are subject to extensive regulation in the United States by FDA and other federal, state and local
authorities. In the EU, compliance with the requirements laid down in the Medical Devices Directive, including the
Essential Requirements laid down its Annex I thereto, is a prerequisite to be able to affix the CE mark of conformity
to our medical devices. Without such CE mark, our products cannot be marketed or sold in the EU. To demonstrate
compliance with the Essential Requirements laid down in Annex I to the Medical Devices Directive we must undergo
a conformity assessment procedure, which varies according to the type of medical device and its classification. Apart
from low risk medical devices (Class I with no measuring function and which are not sterile), in relation to which the
manufacturer can make an EC Declaration of Conformity based on self-assessment of the conformity of its products
with the Essential Requirements laid down in Annex I to the Medical Devices Directive, a conformity assessment
procedure requires the intervention a Notified Body. The Notified Body would typically audit and examine products’
Technical File, which we must create, and the quality system for manufacture, design and final inspection of our
devices before issuing a CE Certificate of Conformity demonstrating compliance with the relevant Essential
Requirements laid down in Annex I to the Medical Devices Directive or the quality system requirements laid down in
the other Annexes to the Directive. Following the issuance of this CE Certificate of Conformity, we can draw up an
EC Declaration of Conformity and affix the CE mark to the products covered by this CE Certificate of Conformity
and by the EC Declaration of Conformity Other countries outside the EU also accept the CE mark as a certification of
quality, efficacy and safety of medical devices and an element of related authorization of the products in their
territory.

We will be subject to annual audits by a Notified Body under the Medical Devices Directive. During this audit, the
third-party assessor or Notified Body will examine the maintenance and implementation of our quality control system,
device post-marketing vigilance system and any changes or modifications made to our products.

On September 26, 2012, the European Commission adopted a package of legislative proposals designed to replace the
existing regulatory framework for medical devices in the EU. These proposals are intended to strengthen the medical
devices rules in the EU. On October 22, 2013, the European Parliament voted in favor of an amended draft of the
Regulation. The proposed text is currently being discussed by the Council of the European Union. These adopted or
expected regulatory changes may adversely affect our business, financial condition and results of operations or restrict
our operations.

Our failure to comply with radiation safety or radio frequency regulations in a specific country or region could impair
our ability to commercially distribute and market our system in that country or region.

Our system includes a small X-ray source and wireless radio frequency transmitter and receiver, and is therefore
subject to equipment authorization requirements in a number of countries and regions. In the United States, the EU
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and Japan, authorities often require advance clearance of all radiation and radio frequency devices before they can be
sold or marketed in these jurisdictions, subject to limited exceptions. Modifications to the approved system design and
specifications may require new or further regulatory clearances or approvals before we are permitted to market and
sell a modified system. If we are unable to obtain any required clearances or approvals from the authorities
responsible for the radiation as well as the radio frequency regulations in these and other jurisdictions, the sale or use
of our system could be prevented in these countries. Any such action could negatively affect our business, financial
condition and results of operations.
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Our system may in the future be subject to product recalls that could harm our reputation, business and financial
results.

FDA and similar foreign governmental authorities have the authority to require the recall of commercialized products
in the event of material deficiencies or defects in design or manufacture or a public health/safety issue. In the case of
FDA, the authority to require a recall must be based on an FDA finding that there is a reasonable probability that the
device would cause injury or death. In addition, foreign governmental bodies have the authority to require the recall of
our products in the event of material deficiencies or defects in design or manufacture. Manufacturers may, under their
own initiative, recall a product if any material deficiency in a device is found. A government-mandated or voluntary
recall by us or one of our distributors could occur as a result of component failures, manufacturing errors, design or
labeling defects or other deficiencies and issues. Once marketed, recalls of any of our products, including our system,
would divert managerial and financial resources and have an adverse effect on our business, financial condition and
results of operations. FDA requires that certain classifications of recalls be reported to FDA within 10 working days
after the recall is initiated. Companies are required to maintain certain records of recalls, even if they are not
reportable to FDA. We may initiate voluntary recalls involving our products in the future that we determine do not
require us to notify FDA. If FDA disagrees with our determinations, they could require us to report those actions as
recalls. A future recall announcement could harm our reputation with customers and negatively affect our sales. In
addition, FDA could take enforcement action against us based on our failure to report the recalls when they were
conducted.

If our syste
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