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General

As used herein, references to �we�, �us�, �Trinity Biotech� or the �Group� in this Form 20-F shall mean Trinity Biotech plc and its world-wide
subsidiaries, collectively. References to the �Company� in this annual report shall mean Trinity Biotech plc.

Our financial statements are presented in US Dollars and are prepared in accordance with International Financial Reporting Standards (�IFRS�)
both as issued by the International Accounting Standards Board (�IASB�) and as adopted by the European Union (�EU�). The IFRS applied are
those effective for accounting periods beginning January 1, 2016. Consolidated financial statements are required by Irish law to comply with
IFRS as adopted by the EU which differ in certain respects from IFRS as issued by the IASB. These differences predominantly relate to the
timing of adoption of new standards by the EU. However, as none of the differences are relevant in the context of Trinity Biotech, the
consolidated financial statements for the periods presented comply with IFRS both as issued by the IASB and as adopted by the EU. All
references in this annual report to �Dollars� and �$� are to US Dollars, and all references to �Euro� or ��� are to European Union Euro. Except as
otherwise stated herein, all monetary amounts in this annual report have been presented in US Dollars. For presentation purposes all financial
information, including comparative figures from prior periods, have been stated in round thousands.

Forward-Looking Statements

This Annual Report on Form 20-F contains forward-looking statements. The Private Securities Litigation Reform Act of 1995 provides a safe
harbour from civil litigation for forward-looking statements accompanied by meaningful cautionary statements. Except for historical
information, this report contains forward-looking statements within the meaning of Section 27A of the Securities Act of 1933, as amended, and
Section 21E of the Securities Exchange Act of 1934, which may be identified by words such as �estimates�, �anticipates�, �projects�, �plans�, �seeks�,
�may�, �will�, �expects�, �intends�, �believes�, �should� and similar expressions or the negative versions thereof and which also may be identified by their
context. Such statements, whether expressed or implied, are based upon current expectations of the Company and speak only as of the date
made. The Company assumes no obligation to publicly update or revise any forward-looking statements even if experience or future changes
make it clear that any projected results expressed or implied therein will not be realized. These statements are subject to various risks,
uncertainties and other factors � please refer to the risk factors in Item 3 for a more comprehensive outline of these risks and the threats which
they pose to the Company and its results.

Item 1 Identity of Directors, Senior Management and Advisers
Not applicable.

Item 2 Offer Statistics and Expected Timetable
Not applicable.

Item 3 Key Information
The following selected consolidated financial data of Trinity Biotech as at December 31, 2016 and 2015 and for each of the years ended
December 31, 2016, 2015 and 2014 have been derived from, and should be read in conjunction with, the audited consolidated financial
statements and notes thereto set forth in Item 18 of this Annual Report. The selected consolidated financial data as at December 31, 2014, 2013
and 2012 and for the years ended December 31, 2013 and December 31, 2012 are derived from the audited consolidated financial statements not
appearing in this Annual Report. This data should be read in conjunction with the financial statements, related notes and other financial
information included elsewhere herein.
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CONSOLIDATED STATEMENT OF OPERATIONS DATA

Year ended December 31,
2016

US$�000

2015

US$�000
2014

US$�000
2013

US$�000
2012

US$�000
Revenues 99,611 100,195 104,872 91,216 82,510
Cost of sales (56,127) (53,683) (55,496) (45,996) (40,257) 

Gross profit 43,484 46,512 49,376 45,220 42,253
Other operating income 239 288 424 532 468
Research and development expenses (5,040) (5,069) (4,291) (3,691) (3,130) 
Selling, general and administrative expenses (30,366) (28,225) (30,071) (33,066) (22,425) 
Selling, general and administrative expenses - impairment
charges and inventory write-off/provision (48,165) �  �  �  �  

Operating (loss)/profit (39,848) 13,506 15,438 8,995 17,166
Financial income 3,147 13,491 97 1,276 2,280
Financial expenses (5,439) (4,054) (132) (51) (88) 

Net financing income (2,292) 9,437 (35) 1,225 2,192

(Loss)/Profit before tax (42,140) 22,943 15,403 10,220 19,358
Income tax Credit/(expense) 3,557 (756) (479) (574) (2,017) 

(Loss)/Profit for the year (38,583) 22,187 14,924 9,646 17,341

Loss/(Profit) for the year on discontinued operations (62,042) (391) 2,290 �  �  

(Loss)/Profit for the year (all attributable to owners of the
parent) (100,625) 21,796 17,214 9,646 17,341

Basic (loss)/earnings per ADS (US Dollars) (4.38) 0.94 0.76 0.44 0.81
Diluted earnings per ADS (US Dollars) (4.38) 0.46 0.73 0.41 0.77
Basic (loss)/earnings per �A� ordinary share (US Dollars) (1.10) 0.24 0.19 0.11 0.20
Diluted (loss)/earnings per �A� ordinary share (US Dollars) (1.10) 0.12 0.18 0.10 0.19
Weighted average number of shares used in computing basic
EPS per ADS 22,964,703 23,161,773 22,749,726 21,936,647 21,418,821
Weighted average number of shares used in computing diluted
EPS per ADS 28,299,399 27,407,793 23,717,747 23,428,175 22,443,404
Weighted average number of shares used in computing basic
EPS per �A� ordinary share 91,858,813 92,647,091 90,998,904 87,746,588 85,675,284
Weighted average number of shares used in computing diluted
EPS per �A� ordinary share 113,197,598 109,631,172 94,870,988 93,712,698 89,773,616

2
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Consolidated Balance Sheet Data

December 31,
2016

US$�000

December 31,
2015

US$�000

December 31,
2014

US$�000

December 31,
2013

US$�000

December 31,
2012

US$�000
Net current assets (current assets less current liabilities) 108,208 143,085 46,888 55,766 97,531
Non-current liabilities (115,585) (129,646) (23,809) (22,499) (15,061) 
Total assets 249,592 363,683 242,838 226,486 197,407
Capital stock 1,213 1,209 1,192 1,170 1,134
Shareholders� equity 108,727 213,892 196,972 183,011 169,380
There were no dividends declared in respect of the fiscal year 2015 (a final dividend of 22 cents per ADS was paid in 2015 in respect of the
fiscal year 2014, 22 cents per ADS paid in 2014 in respect of the fiscal year 2013, 20 cents per ADS paid in 2013 in respect of the fiscal year
2012 and 15 cents per ADS paid in 2012 in respect of the fiscal year 2011).
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Risk Factors

You should carefully consider all of the information set forth in this Form 20-F, including the following risk factors, when investing in our
securities. The risks described below are not the only ones that we face. Additional risks not currently known to us or that we presently deem
immaterial may also impair our business operations. We could be materially adversely affected by any of these risks.

Risks Related to our Business

Our long-term success depends upon the successful development and commercialization of new products.

� Our long-term viability and growth will depend upon the successful discovery, development and commercialization of other products from
our research and development (�R&D�) activities. In order to remain competitive, we are committed to significant expenditures on R&D and
the commercialization of new or enhanced products. The R&D process generally takes a significant amount of time from product inception
to commercial launch. However, there is no certainty that this investment in research and development will yield technically feasible or
commercially viable products. We may have to abandon a new or enhanced product or a product during its development phase in which
we have invested substantial time and money. During the fiscal years ended December 31, 2016, 2015 and 2014, we incurred
US$17.4 million, US$19.7 million and US$20.3 million, respectively, in capitalized R&D expenses. We expect to continue to incur
significant costs related to our research and development activities.

� Successful products require significant development and investment, including testing to demonstrate their performance capabilities,
cost-effectiveness or other benefits prior to commercialization. In addition, unless exempt, regulatory clearance or approval must be
obtained before our medical device products may be sold. Additional development efforts on these products may be required before we are
ready to submit applications for marketing authorisation to any regulatory authority. Regulatory authorities may not clear or approve these
products for commercial sale or may substantially delay or condition clearance or approval. In addition, even if a product is successfully
developed and all applicable regulatory clearances or approvals are obtained, there may be little or no market for the product. Accordingly,
if we fail to develop and gain commercial acceptance for our products, or if we have to abandon a new product during its development
phase, or if competitors develop more effective products or a greater number of successful new products, customers may decide to use
products developed by our competitors. This would result in a loss of revenues and adversely affect our results of operations, cash flow
and business.

� Our future growth in the United States is dependent in part on Food and Drug Administration (�FDA�) clearance of products. If FDA
clearance is delayed or not achieved for these products, it could have a material impact on the future growth of our business. Similarly,
future growth outside of USA is dependent on clearance of products by the relevant regulatory authorities in those countries.

Our ability to sell products could be adversely affected by competition from new and existing diagnostic products.

� We have invested in research and development but there can be no guarantees that our R&D programmes will not be rendered
technologically obsolete or financially non-viable by the technological advances of our competitors, which would also adversely affect our
existing product lines and inventory. The main competitors of Trinity Biotech (and their principal products with which Trinity Biotech
competes) include: Abbott Diagnostics (AxSYM�, IMx�, i-STAT®, Determine�, Wampole�, Athena�, Biosite Triag®), Arkray (HA-8180),
Bio-Rad (Bioplex�, Variant II, Turbo and D10�), Diasorin Inc. (Liasion�, ETIMAX�), Johnson & Johnson � Ortho Clinical Diagnostics (Vitros�),
OraSure Technologies, Inc. (OraQuick®), Roche Diagnostics (COBAS AMPLICOR�, Ampliscreen�, Accutrend�, Tina Quant�), Siemens �
Beckman Coulter (Uni-Cel), Siemens � Dade-Behring (BEP 2000, Enzygnost®), Siemens � Bayer (Centaur�), Siemens � DPC (Immulite�),
Thermo Fisher (Konelab�) and Tosoh (G8�).

� The diagnostics industry is focused on the testing of biological specimens in a laboratory or at the point-of-care and is highly competitive
and rapidly changing. As new products enter the market, our products may become obsolete or a competitor�s products may be more
effective or more effectively marketed and sold than ours. If we fail to maintain and enhance our competitive position, our customers may
decide to use products developed by competitors which could result in a loss of revenues.
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� We may in certain instances also face competition from products that are sold at a lower price. Where this occurs, customers may choose
to buy lower cost products from third parties or we may be forced to sell our products at a lower price, both of which could result in a loss
of revenues or a lower gross margin contribution from the sale of our products. We may also be required to increase our marketing efforts
in order to compete effectively, which would increase our costs.

� Our tests compete with products made by our competitors. Multiple competitors are making investments in competing technologies and
products, and a number of our competitors may have a competitive advantage because of their greater financial, technical, research and
other resources. Some competitors offer broader product lines and may have greater market presence or name recognition than we have. If
we receive FDA clearance, and in order to achieve market acceptance, we and/or our distributors will likely be required to undertake
substantial marketing efforts and spend significant funds to inform potential customers and the public of the existence and perceived
benefits of our products. Our marketing efforts for these products may not be successful. As such, there can be no assurance that these
products will obtain significant market acceptance and fill the market needs that are perceived to exist on a timely basis, or at all.

If we fail to maintain regulatory approvals and clearances, or are unable to obtain, or experience significant delays in obtaining, regulatory
clearances or approvals for our future products or product enhancements, our ability to commercially distribute and market these products
could suffer.

� Our medical device products and operations are subject to rigorous government regulation in the United States by the FDA, and numerous
other federal, state and foreign governmental authorities, as well as and by comparable regulatory authorities in other jurisdictions such as
the Health Products Regulatory Authority (�HPRA�) in Ireland and the Medicines and Healthcare products Regulatory Agency (�MHRA�) in
the UK . In particular, we are subject to strict governmental controls on the development, manufacture, labelling, storage, testing,
advertising, promotion, marketing, distribution and import and export of our products. In addition, we or our distributors are often required
to register with and/or obtain clearances or approvals from foreign governments or regulatory bodies before we can import and sell our
products in foreign countries. The clearance and approval process for our products, while variable across countries, is generally lengthy,
time consuming, detailed and expensive.

� The process of obtaining regulatory clearances or approvals to market a medical device can be costly and time consuming, and we may not
be able to obtain these clearances or approvals on a timely basis, if at all. In particular, the FDA permits commercial distribution of a new
medical device only after the device has received clearance under Section 510(k) of the Federal Food, Drug, and Cosmetic Act (�FDCA�), or
is the subject of an approved premarket approval application (�PMA�) unless the device is specifically exempt from those requirements. The
FDA will clear marketing of a lower risk medical device through the 510(k) process if the manufacturer demonstrates that the new product
is substantially equivalent to other 510(k)-cleared products. 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 the approval
of a PMA.

The PMA process is more costly, lengthy and uncertain than the 510(k) clearance 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. The 510(k) clearance process usually takes from three to 12 months, but it can take
longer. The process of obtaining PMA approval is much more costly and uncertain than the 510(k) clearance process. It generally takes from one
to three years, or even longer, from the time the PMA application is submitted to the FDA, until an approval is obtained. There is no assurance
that we will be able to obtain FDA clearance or approval for any of our new products on a timely basis, or at all.

� In the United States, the majority of our currently commercialized products have received pre-market clearance under Section 510(k) of
the FDCA. If the FDA requires us to go through a lengthier, more rigorous examination for future products or modifications to existing
products than we had expected, our product introductions or modifications could be delayed or cancelled, which could cause our sales to
decline. In addition, the FDA may determine that future products will require the more costly, lengthy and uncertain PMA process.
Although we currently market only one device pursuant to an approved PMA, the FDA may demand that we obtain a PMA prior to
marketing certain of our future products.

5
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� The FDA can delay, limit or deny clearance or approval of a device for many reasons, including:

� our ability to demonstrate to the FDA�s satisfaction that our products are safe and effective for their intended users;

� insufficient data from our pre-clinical studies and clinical trials to support clearance or approval, where required; and

� the failure of the manufacturing process or facilities we use to meet applicable requirements.

� In addition, the FDA may change its clearance and approval policies, adopt additional regulations or revise existing regulations, or take
other actions which may prevent or delay approval or clearance of our products under development or impact our ability to modify our
currently cleared products on a timely basis. For example, in response to industry and healthcare provider concerns regarding the
predictability, consistency and rigor of the 510(k) regulatory pathway, the FDA initiated an evaluation of the program, and in January
2011, announced several proposed actions intended to reform the review process governing the clearance of medical devices. FDA�s review
of its 510(k) clearance process could result in additional changes to regulatory requirements or guidance documents which could increase
the costs of compliance, or restrict our ability to maintain current clearances. In addition, as part of the Food and Drug Administration
Safety and Innovation Act (�FDASIA�), Congress reauthorised the Medical Device User Fee Amendments with various FDA performance
goal commitments and enacted several �Medical Device Regulatory Improvements� and miscellaneous reforms which are further intended to
clarify and improve medical device regulation both pre- and post-clearance and approval.

� Our continued success is dependent on our ability to develop and market new products, some of which are currently awaiting clearance or
approval from the applicable regulatory authorities. There is no certainty that such clearance or approval will be granted or, even once
granted, will not be revoked during the continuing review and monitoring process. Further, regulatory authorities, including the FDA, may
not approve or clear our future products for the indications that are necessary or desirable for successful commercialization. A regulatory
authority may impose requirements as a condition to granting a marketing authorisation, may include significant restrictions or limitations
as part of a marketing authorisation it grants and may delay or refuse to authorise a product for marketing, even though a product has been
authorised for marketing without restrictions or limitations in another country or by another agency. Failure to receive clearance or
approval for our new products, or commercially undesirable limitations on our clearances or approvals, would have an adverse effect on
our ability to expand our business.

Clinical trials necessary to support future premarket submissions will be expensive and will require enrollment of suitable patients who may
be difficult to identify and recruit. Delays or failures in our clinical trials will prevent us from commercializing any modified or new products
and will adversely affect our business, operating results and prospects.

� Initiating and completing clinical trials necessary to support approval of future products under development, is time consuming and
expensive and the outcome uncertain. Moreover, the results of early clinical trials are not necessarily predictive of future results, and any
product we advance into clinical trials may not have favorable results in later clinical trials.

� Conducting successful clinical studies will require the enrollment of patients who may be difficult to identify and recruit. Patient
enrollment in clinical trials and completion of patient participation and follow-up depends on many factors, including the size of the
patient population, the nature of the trial protocol, and the availability of appropriate clinical trial investigators. Patients may not
participate in our clinical trials if they choose to participate in contemporaneous clinical trials of competitive products.

� 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 and approval. Further, the FDA 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 change the data collection requirements or data analysis applicable to
our clinical trials. Any challenges to patient enrollment may cause an increase in costs and delays in the approval and attempted
commercialization of our products or result in the failure of the clinical trial. In addition, despite considerable time and expense invested in
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� Our facility and our clinical investigational sites operate under procedures that govern the conduct and management of FDA-regulated
clinical studies under 21 CFR Parts 50, 56 and 812, and Good Clinical Practices. Although the majority of our in-vitro diagnostic (�IVD�)
clinical studies meet the definition of exempted investigations under 21 Part 812 and are exempt from the Investigational Device
Exemption (�IDE�) regulations in 21 CFR Part 812, we are still required to meet the requirements of 21 CFR Parts 50 and 56 for informed
consent and Institutional Review Board (�IRB�) approval. FDA may conduct Bioresearch Monitoring (�BiMo�) inspections of us and/or our
clinical sites to assess compliance with FDA regulations, our procedures, and the clinical protocol. If the FDA were to find that we or our
clinical investigators are not operating in compliance with applicable regulations, we could be subject to the above FDA enforcement
action as well as refusal to accept all or part of our data in support of a 510(k) or PMA and/or we may need to conduct additional studies.

If the third parties on which we rely to conduct our pre-clinical studies and clinical trials and to assist us with pre-clinical development do
not perform as contractually required or expected, we may not be able to obtain regulatory approval for or commercialize our products.

� We may not have the ability to independently conduct our pre-clinical studies and clinical trials for our products and we may 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
pre-clinical or 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 regulatory approval for, or successfully
commercialize, our 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 clinical trials may not support our product candidate claims.

� Even if our clinical trials are completed as planned, we cannot be certain that their results will support our product candidate claims or that
the FDA or foreign authorities will agree with our conclusions regarding them. The clinical trial process may fail to demonstrate that our
product candidates are safe and effective for the proposed indicated uses, which could cause us to abandon a product candidate 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 product candidates and generate revenues.

Failure to comply with FDA or other regulatory requirements may require us to suspend production of our products or institute a recall
which could result in higher costs and a loss of revenues.

� Even after we obtain clearance or approval for our medical devices, we are still subject to ongoing and extensive post market regulatory
requirements. Regulation by the FDA and other federal, state and foreign regulatory agencies, such as the HPRA in E.U., impacts many
aspects of our operations, and the operations of our suppliers and distributors, including manufacturing, labeling, packaging, adverse event
reporting, storage, advertising, promotion, marketing, record keeping, import and export. For example, the manufacture of medical devices
must comply with the FDA�s Quality System Regulation (�QSR�), which covers the methods and documentation of the design, testing,
production, control, quality assurance, labeling, packaging, sterilization, storage and shipping of our products. Our manufacturing facilities
and those of our suppliers and distributors are, or can be, subject to periodic regulatory inspections by the FDA to assess compliance with
the QSR and other regulations, and by other comparable foreign regulatory authorities with respect to similar requirements in other
jurisdictions. The FDA and foreign regulatory agencies may require post-marketing testing and surveillance to monitor the performance of
approved products or place conditions on any product clearances or approvals that could restrict the commercial applications of those
products. The failure by us or one of our suppliers to comply with applicable statutes and regulations administered by the FDA and other
regulatory bodies, 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, consent decrees and civil penalties;
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� unanticipated expenditures to address or defend such actions;

� customer notifications for repair, replacement, 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;

� refusal to grant export approval for our products; or

� criminal prosecution.
Other regulatory authorities have similar sanctions in their respective jurisdictions.

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 component 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, such clearance or approval 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 the FDA determines that our promotional materials, labeling, training or other marketing or educational activities constitute
promotion of an unapproved use, it 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 events or
adverse events 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 of regulatory approvals, product seizures, injunctions or the imposition of civil or criminal penalties which
would adversely affect our business, operating results and prospects.

�
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In the ordinary course of business, we must frequently make subjective judgments with respect to compliance with applicable laws and
regulations. If regulators subsequently disagree with the manner in which we have sought to comply with these regulations, we could be
subjected to substantial civil and criminal penalties, as well as product recall, seizure or injunction with respect to the sale of our products.
The assessment of any civil and criminal penalties against us could severely impair our reputation within the industry and any limitation on
our ability to manufacture and market our products could have a material adverse effect on our business.

� In addition to the FDA and other regulations described above, laws and regulations in some countries may restrict our ability to sell
products in those countries. While we intend to comply with any applicable restrictions, there is no guarantee we will be successful in
these efforts.

� We must also comply with numerous laws relating to such matters as safe working conditions, manufacturing practices, environmental
protection, fire hazard control, disposal of hazardous substances and labour or employment practices. Compliance with these laws or any
new or changed laws regulating our business could result in substantial costs. Because of the number and extent of the laws and
regulations affecting our industry, and the number of governmental agencies whose actions could affect our operations, it is impossible to
reliably predict the full nature and impact of these requirements. To the extent the costs and procedures associated with complying with
these laws and requirements are substantial or it is determined that we do not comply, our business and results of operations could be
adversely affected.

8
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Our products may in the future be subject to product recalls that could harm our reputation, business and financial results.

� Manufacturers may, on their own initiative, initiate actions, including a non-reportable market withdrawal or a reportable product recall,
for the purpose of correcting a material deficiency, improving device performance, or for other reasons. Additionally, the FDA and similar
foreign health or governmental authorities have the authority to require an involuntary recall of commercialized products in the event of
material deficiencies or defects in design, manufacturing or labeling or in the event that a product poses an unacceptable risk to health. In
the case of the FDA, the authority to require a recall must be based on an FDA finding that there is a reasonable probability that a device
intended for human use would cause serious, adverse health consequences or death. 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. Recalls of any of our products would divert managerial and financial resources and have an adverse effect on our financial
condition and results of operations. The 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 post-market actions, even if they determine such actions are not reportable to the
FDA. If we determine that certain actions do not require notification of the FDA, the FDA may disagree with our determinations and
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, the FDA could take enforcement action for failing to report the recalls when they were conducted or failing to timely
report or initiate a reportable product action. Further, depending on the corrective action we take to redress a product�s deficiencies or
defects, the FDA may require, or we may decide, that we will need to obtain new approvals or clearances before we may market or
distribute the corrected device. Seeking such approvals or clearances may delay our ability to replace the recalled devices in a timely
manner.

If our products cause or contribute to a death or a serious injury, or malfunction in certain ways, we will be subject to medical device
reporting regulations, which can result in voluntary corrective actions or agency enforcement actions.

� We are also required to comply with the FDA�s Medical Device Reporting (�MDR�), requirements in the United States and comparable
regulations worldwide, such as the HPRA. For example, under the FDA�s MDR regulations, we are required to report to the FDA any
incident in which our product may have caused or contributed to a death or serious injury or in which our product malfunctioned and, if the
malfunction were to recur, would likely cause or contribute to death or serious injury. In addition, all manufacturers placing medical
devices in European Union markets are legally bound to report any serious or potentially serious incidents involving devices they produce
or sell to the Competent Authority in whose jurisdiction the incident occurred.

Were this to happen to us, the relevant Competent Authority would file an initial report, and there would then be a further inspection or
assessment if there are particular issues. This would be carried out either by the Competent Authority or it could require that Trinity Biotech�s
Notified Body, carry out the inspection or assessment.

� We have reported MDRs in the past, and we anticipate that in the future it is likely that we may experience events that would require
reporting to the FDA pursuant to the MDR regulations. Any adverse event involving our products could result in future voluntary
corrective actions, or agency actions, such as inspection, mandatory recall or other enforcement action.

� Any corrective action, whether voluntary or involuntary, as well as defending ourselves in a lawsuit, will require the dedication of our time
and capital, distract management from operating our business, and may harm our reputation and financial results.

Modifications to our products, if cleared or approved, may require new 510(k) clearances or pre-market approvals, or may require us to
cease marketing or recall the modified products until clearances or approvals are obtained.

� Any modification to a 510(k)-cleared device in the United States that could significantly affect its safety or effectiveness, or that would
constitute a major change in its intended use, design or manufacture, requires a new 510(k) clearance or, possibly, approval of a PMA. The
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FDA requires every manufacturer to make this determination in the first instance, but the FDA may review any manufacturer�s decision.
The FDA may not agree with our decisions regarding whether new clearances or approvals are necessary.
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If the FDA disagrees with our determination and requires us to submit new 510(k) notifications or PMAs for modifications to previously cleared
products for which we conclude that new clearances or approvals are unnecessary, we may be required to cease marketing or to recall the
modified product until we obtain clearance or approval, and we may be subject to significant regulatory fines or penalties. 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.

� For example, we obtained 510(k) clearance for our Primus Variant System for the separation and quantification of normal and abnormal
haemoglobin species as an aid in the diagnosis of haemoglobinopathies. The sample type used by this system was blood tubes. We
subsequently introduced two systems based on the original Primus Variant System and they were named as ultra² GeneSys Variant System
and ultra² Resolution Variant System. The primary focus of the GeneSys was on newborn screening using Dried Blood Spots as the sample
type, while the Resolution was intended for confirmatory testing on the adult population using blood tubes as the sample type. We
determined that these modifications to the indications for use were within our existing clearance and did not require the submission of a
new 510(k) notification. The FDA stated that the use of Dried Blood Spots was not part of the original submission and represented a new
modified Intended Use. The FDA informed us that it disagreed with our decision not to seek new 510(k) clearances for these
modifications, and we have agreed to file new 510(k) notifications to obtain clearance for these indications. We have filed the 510(k)
submission and are awaiting FDA approval. . Although the FDA has informed us that we may continue marketing these products pending
clearance of new 510(k) notifications, there is no guarantee that we will be able to obtain new 510(k) clearances on a timely basis, or at all
or that the FDA will not withdraw its authorisation to continue marketing the products pending new 510(k) clearance. If we are not able to
obtain new 510(k) clearances, or if the FDA withdraws its authorisation, we may be required to cease marketing for the currently-marketed
indications and remove these products from U.S. commercial distribution.

� Furthermore, the FDA�s ongoing review of the 510(k) program may make it more difficult for us to make modifications to any products for
which we obtain clearance, either by imposing more strict requirements on when a manufacturer must submit a new 510(k) notification for
a modification to a previously cleared product, or by applying more onerous review criteria to such submissions. For example, in
accordance with FDASIA, the FDA was obligated to prepare a report for Congress on the FDA�s approach for determining when a new
510(k) clearance will be required for modifications or changes to a previously cleared device. The FDA issued this report and indicated
that manufacturers should continue to adhere to the FDA�s 1997 Guidance on this topic when making a determination as to whether or not a
new 510(k) clearance is required for a change or modification to a device. However, the practical impact of the FDA�s continuing scrutiny
of the 510(k) program remains unclear.

We may be subject to fines, penalties or injunctions if we are determined to be promoting the use of our products for unapproved or
�off-label� uses.

� Our promotional materials must comply with FDA and other applicable laws and regulations. We believe that the specific uses for which
our products are marketed fall within the scope of the indications for use that have been cleared or approved by the FDA. However, the
FDA could disagree and require us to stop promoting our products for those specific uses until we obtain FDA clearance or approval for
them. In addition, if the FDA determines that our promotional materials constitutes promotion of an unapproved use, it could request that
we modify our promotional materials or subject us to regulatory or enforcement actions, including the issuance of an untitled letter, a
warning letter, injunction, seizure, civil fine and criminal penalties.

It is also possible that other federal, state or foreign enforcement authorities might take action if they consider our 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 that event, our reputation could be damaged and adoption of the products would be impaired.

If the FDA were to modify its policy of enforcement discretion with respect to our laboratory developed tests, we could incur substantial costs
and delays associated with trying to obtain premarket clearance or other approvals.

� Although the FDA has statutory authority to assure that medical devices are safe and effective for their intended uses, the FDA has
generally exercised its enforcement discretion and not enforced applicable regulations with respect to laboratory developed tests (�LDTs�),
although reagents, instruments, software or components provided by third parties and used to perform LDTs may be subject to FDA
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The FDA defines the term �laboratory developed test� as an IVD test that is intended for clinical use and designed, manufactured and used
within a single laboratory. Until 2014, the FDA exercised enforcement discretion such that it did not enforce provisions of the Food, Drug,
and Cosmetic Act, or FDA Act, with respect to LDTs. In July 2014, due to the increased proliferation of LDTs for complex diagnostic
testing and concerns with several high-risk LDTs related to lack of evidentiary support for claims and erroneous results, the FDA issued
guidance that, when finalized, would adopt a risk-based framework that would increase FDA oversight of LDTs. As part of this developing
framework, FDA issued draft guidance in October 2014, informing Congress and manufacturers of LDTs of its intent to collect
information from laboratories regarding their current LDTs and newly developed LDTs through a notification process. The FDA will use
this information to classify LDTs and to prioritize enforcement of premarket review requirements for categories of LDTs based on risk,
using a public process. Specifically, the FDA plans to use advisory panels to provide recommendations to the agency on LDT risks,
classification and prioritization of enforcement of applicable regulatory requirements on certain categories of LDTs, as appropriate.

� We cannot provide any assurance that FDA regulation, including premarket review, will not be required in the future for any of our LDTs,
whether through additional guidance or regulations issued by the FDA, new enforcement policies adopted by the FDA or new legislation
enacted by Congress. It is possible that legislation will be enacted into law, regulations could be promulgated or guidance could be issued
by the FDA which may result in increased regulatory burdens for us to continue to offer our current LDTs or to develop and introduce new
LDTs. We cannot predict the timing or content of future legislation enacted, regulations promulgated or guidance issued regarding LDTs,
or how it will affect our business.

� If FDA premarket review, including clearance or approval, is required for our current or future LDTs (either alone or together with sample
collection devices), products or services we may develop, or we decide to voluntarily pursue FDA clearance or approval, we may be forced
to stop selling our LDTs while we work to obtain such FDA clearance or approval. Our business would be negatively affected until such
review was completed and clearance to market or approval was obtained. The regulatory process may involve, among other things,
successfully completing additional clinical studies and submitting premarket notification or filing a premarket approval application with
the FDA. If premarket review is required by the FDA or if we decide to voluntarily pursue FDA premarket review of our LDTs, there can
be no assurance that any tests, products or services we may develop in the future will be cleared or approved on a timely basis, if at all, nor
can there be assurance that labeling claims will be consistent with our current claims or adequate to support continued adoption of for our
LDTs. If our LDTs are allowed to remain on the market but there is uncertainty in the marketplace about our tests, if we are required by
the FDA to label them investigational and we cannot offer the LDTs for diagnostic purposes, or if labeling claims the FDA allows us to
make are limited, orders may decline.

� Ongoing compliance with FDA regulations would increase the cost of conducting our business, and subject us to heightened regulation by
the FDA and penalties for failure to comply with these requirements.

We are also subject to various federal and state laws targeting fraud and abuse in the healthcare industry.

� If we fail to comply with federal and state health care laws, including fraud and abuse, false claims, physician payment
transparency and privacy and security laws, we could face substantial penalties and our business, operations and financial
condition could be adversely affected. We are subject to anti-kickback laws, self-referral laws, false claims laws, and laws
constraining the sales, marketing and other promotional activities of manufacturers of medical devices by limiting the kinds of
financial arrangements we may enter into with physicians, hospitals, laboratories and other potential purchasers of our products.
The laws that may affect our ability to operate include, but are not limited to:

� the federal Anti-Kickback Statute, which prohibits, among other things, persons from knowingly and wilfully soliciting, receiving,
offering or paying remuneration, directly or indirectly, in exchange for or to induce either the referral of an individual for, or the
purchase, order or recommendation of, any good or service for which payment may be made under federal healthcare programs, such
as the Medicare and Medicaid programs. A person or entity does not need to have actual knowledge of the federal Anti-Kickback
Statute or specific intent to violate it to have committed a violation; in addition, the government may assert that a claim including
items or services resulting from a violation of the federal Anti-Kickback Statute constitutes a false or fraudulent claim for purposes
of the False Claims Act;
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� the Physician Self-Referral Law, also known as the �Stark Law�, which provides for strict liability for referrals by physicians to entities
with which they or their immediate family members have a financial arrangement for certain designated health services, including
clinical laboratory services provided by our CLIA-certified laboratory owned and operated by Immco Diagnostics Inc., that are
reimbursable by federal healthcare programs, unless an exception applies. Penalties for violating the Stark Law include denial of
payment, civil monetary penalties of up to fifteen thousand dollars per claim submitted, and exclusion from federal health care
programs, as well as a penalty of up to one-hundred thousand dollars for attempts to circumvent the law;

� federal false claims laws which prohibit, among other things, individuals or entities from knowingly presenting, or causing to be
presented, claims for payment from Medicare, Medicaid or other federal third-party payors that are false or fraudulent. Suits filed
under the False Claims Act, known as �qui tam� actions, can be brought by any individual on behalf of the government and such
individuals, commonly known as �whistleblowers�, may share in any amounts paid by the entity to the government in fines or
settlement. When an entity is determined to have violated the False Claims Act, it may be required to pay up to three times the actual
damages sustained by the government, plus civil penalties for each separate false claim;

� the federal Civil Monetary Penalties Law, which prohibits, among other things, offering or transferring remuneration to a federal
healthcare beneficiary that a person knows or should know is likely to influence the beneficiary�s decision to order or receive items or
services reimbursable by the government from a particular provider or supplier;

� federal criminal laws that prohibit executing a scheme to defraud any federal healthcare benefit program or making false statements
relating to healthcare matters. Similar to the federal Anti-Kickback Statute, a person or entity does not need to have actual
knowledge of the statute or specific intent to violate it to have committed a violation;

� the federal Health Insurance Portability and Accountability Act of 1996, as amended by the Health Information Technology for
Economic and Clinical Health Act, which governs the conduct of certain electronic healthcare transactions and protects the security
and privacy of protected health information;

� the federal Physician Payment Sunshine Act, which requires manufacturers of drugs, devices, biologics and medical supplies for
which payment is available under Medicare, Medicaid or the Children�s Health Insurance Program (with certain exceptions) to report
annually to the Centers for Medicare & Medicaid Services (�CMS�), information related to payments or other �transfers of value� made
to physicians (defined to include doctors, dentists, optometrists, podiatrists and chiropractors) and teaching hospitals, and requires
applicable manufacturers to report annually to the government ownership and investment interests held by the physicians described
above and their immediate family members and payments or other �transfers of value� to such physician owners. Manufacturers are
required to submit reports to CMS by the 90th day of each calendar year. We cannot assure you that we have and will successfully
report all transfers of value by us, and any failure to comply could result in significant fines and penalties. Failure to submit the
required information may result in civil monetary penalties up to an aggregate of $150,000 per year (and up to an aggregate of
$1 million per year for �knowing failures�) for all payments, transfers of value or ownership or investment interests not reported in an
annual submission, and may result in liability under other federal laws or regulations;

� federal and state laws governing the certification and licensing of clinical laboratories, including operational, personnel and quality
requirements designed to ensure that testing services are accurate and timely, and federal and state laws governing the health and
safety of clinical laboratory employees;

� the U.S. Foreign Corrupt Practices Act, or the FCPA, which prohibits corporations and individuals from paying, offering to pay or
authorising the payment of anything of value to any foreign government official, government staff member, political party or
political candidate in an attempt to obtain or retain business or to otherwise influence a person working in an official capacity; the
UK Bribery Act, which prohibits both domestic and international bribery, as well as bribery across both public and private sectors;
and bribery provisions contained in the German Criminal Code, which makes the corruption and corruptibility of physicians in
private practice and other healthcare professionals a criminal offense; and
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� analogous state and foreign law equivalents of each of the above federal laws, such as anti-kickback and false claims laws which
may apply to items or services reimbursed by any payor, including commercial insurers; state laws that require device companies to
comply with the industry�s voluntary compliance guidelines and the applicable compliance guidance promulgated by the federal
government or otherwise restrict payments that may be made to healthcare providers and other potential referral sources; state laws
that require device manufacturers to report information related to payments and other transfers of value to physicians and other
healthcare providers or marketing expenditures; and state laws governing the privacy and security of health information in certain
circumstances, many of which differ from each other in significant ways and may not have the same effect, thus complicating
compliance efforts.

� Because of the breadth of these laws and the narrowness of the statutory exceptions and safe harbours available under such
laws, it is possible that some of our business activities, including our relationships with physicians and other healthcare
providers, some of whom may recommend, purchase and/or order our tests, our sales and marketing efforts and certain
arrangements with customers, including those where we provide our instrumentation for free in exchange for minimum
purchase requirements of our reagents, and our billing and claims processing practices, could be subject to challenge under one
or more of such laws. By way of example, some of our consulting arrangements with physicians do not meet all of the criteria
of the personal services safe harbour under the federal Anti-Kickback Statute. Accordingly, they do not qualify for safe harbour
protection from government prosecution. A business arrangement that does not substantially comply with a safe harbour,
however, is not necessarily illegal under the Anti-Kickback Statute, but may be subject to additional scrutiny by the
government. We are also exposed to the risk that our employees, independent contractors, principal investigators, consultants,
vendors and distributors may engage in fraudulent or other illegal activity. Any action against us for violation of these laws,
even if we successfully defend against it, could cause us to incur significant legal expenses and divert our management�s
attention from the operation of our business.

� To enforce compliance with the federal laws, the U.S. Department of Justice (�DOJ�), has recently increased its scrutiny of interactions
between health care companies and health care providers, which has led to a number of investigations, prosecutions, convictions and
settlements in the health care industry. Dealing with investigations can be time and resource consuming and can divert management�s
attention from the business. In addition, settlements with the DOJ or other law enforcement agencies have forced healthcare providers to
agree to additional compliance and reporting requirements as part of a consent decree or corporate integrity agreement. Any such
investigation or settlement could increase our costs or otherwise have an adverse effect on our business.

� Many of the existing requirements are new and have not been definitively interpreted by state authorities or courts, and available guidance
is limited. In addition, changes in or evolving interpretations of these laws, regulations, or administrative or judicial interpretations, may
require us to change our business practices or subject our business practices to legal challenges, which could have a material adverse effect
on our business, financial condition and results of operations.

� We have not yet developed a comprehensive compliance program that establishes internal controls to facilitate adherence to the rules and
program requirements to which we are or may become subject. Although the development and implementation of such compliance
programs can mitigate the risk of investigation, prosecution, and penalties assessed for violations of these laws, or any other laws that may
apply to us, the risks cannot be entirely eliminated.

If our operations are found to be in violation of any of the laws described above or any other laws and regulations that apply to us, we could
receive adverse publicity, face enforcement action and be subject to penalties, including civil and criminal penalties, damages, fines, the
curtailment or restructuring of our operations, the exclusion from participation in federal and state healthcare programs and imprisonment, any
of which could adversely affect our ability to operate our business and our results of operations.

Our business could be adversely affected by changing conditions in the diagnostic market.

� The diagnostics industry is in transition with a number of changes that affect the market for diagnostic test products. The diagnostics
industry has experienced considerable consolidation through mergers and acquisitions in the past several years. For example, major
consolidation among reference laboratories and the formation of multi-hospital alliances, reducing the number of institutional customers
for diagnostic test products. There can be no assurance that we will be able to enter into and/or sustain contractual or other marketing or
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Further, this consolidation trend may result in the remaining companies having greater financial resources and technological capabilities,
thereby intensifying competition in the industry, which could have a material adverse effect on our business.

Future acquisitions may be less successful than expected, not generate the expected benefits, disrupt our ongoing business, distract our
management, increase our expenses and adversely affect our business, and therefore, growth may be limited.

� Trinity Biotech has historically grown organically and through the acquisition of, and investment in, other companies, product lines and
technologies. We may enter into strategic acquisitions or investments as a way to expand our business. These activities, and their impact
on our business, are subject to many risks, including the following:

� Suitable acquisitions or investments may not be found or consummated on terms or schedules that are satisfactory to us or consistent
with our objectives;

� The benefits expected to be derived from an acquisition may not materialize and could be affected by numerous factors, such as
regulatory developments, insurance reimbursement, general economic conditions and increased competition;

� We may be unable to successfully integrate an acquired company�s personnel, assets, management systems, products and/or
technology into our business;

� Worse than expected performance of an acquired business may result in the impairment of intangible assets;

� Acquisitions may require substantial expense and management time and could disrupt our business;

� We may not be able to accurately forecast the performance or ultimate impact of an acquired business;

� An acquisition and subsequent integration activities may require greater capital and other resources than originally anticipated at the
time of acquisition;

� An acquisition may result in the incurrence of unexpected expenses, the dilution of our earnings or our existing stockholders�
percentage ownership, or potential losses from undiscovered liabilities not covered by an indemnification from the seller(s) of the
acquired business;

� An acquisition may result in the loss of our or the acquired company�s key personnel, customers, distributors or suppliers;

� An acquisition of a foreign business may involve additional risks, including, but not limited to, foreign currency exposure, liability or
restrictions under foreign laws or regulations, and our inability to successfully assimilate differences in foreign business practices or
overcome language or cultural barriers; and

� Our ability to integrate future acquisitions may be adversely affected by inexperience in dealing with new technologies.
The occurrence of one or more of the above or other factors may prevent us from achieving all or a significant part of the benefits expected from
an acquisition or investment. This may adversely affect our financial condition, results of operations and ability to grow our business or
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Our revenues are highly dependent on a network of distributors worldwide.

� Trinity Biotech currently distributes its product portfolio through distributors in approximately 100 countries worldwide. Our continuing
economic success and financial security is dependent on our ability to secure effective channels of distribution on favourable trading terms
with suitable distributors.

� The loss or termination of our relationship with these key distributors could significantly disrupt our business unless suitable alternatives
were timely found or lost sales to one distributor are absorbed by another distributor.
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Finding a suitable alternative to a lost or terminated distributor may pose challenges in our industry�s competitive environment, and another
suitable distributor may not be found on satisfactory terms, if at all. For instance, some distributors already have exclusive arrangements
with our competitors, and others do not have the same level of penetration into our target markets as our existing distributors. If total
revenue from these or any of our other significant distributors were to decrease in any material amount in the future or we are not
successful in timely transitioning business to new distributors, our business, operating results and financial condition could be materially
and adversely affected.

Reductions in government funding to agencies and organizations we work with could adversely affect our business and financial results.

� We sell our products into the public health market, which consists of state, county and other governmental public health agencies,
community based organizations, service organizations and similar entities. Many of these customers depend to a significant degree on
grants or funding provided by governments or governmental agencies to run their operations, including programs that use our products,
such as our HIV testing products. In international markets, we often sell our products to parties funded by such agencies. The level of
available government grants or funding is unpredictable, and certain organizations may not have their contracts renewed for funding.
Available funding may be affected by various factors including future economic conditions, legislative and regulatory developments,
political changes, civil unrest and changing priorities for research and development activities. Any reduction or delay in government
funding or change in organizational contracts could cause our customers to delay, reduce or forego purchases of our products or cause
short term or long term fluctuations in our product revenues through these channels.

Trinity Biotech may be subject to liability resulting from its products or services.

� Trinity Biotech may be subject to claims for personal injuries or other damages if any of our products, or any product which is made
with the use or incorporation of any of our technologies, causes injury of any type or is found otherwise unsuitable during product
testing, manufacturing, marketing, sale or usage. There is no assurance that we would be successful in defending any product
liability lawsuits brought against us. Regardless of merit or eventual outcome, product liability claims could result in:

� Decreased demand for our products;

� Lost revenues;

� Damage to our image or reputation;

� Costs related to litigation;

� Diversion of management time and attention; and

� Incurrence of damages payable to plaintiffs.

� Trinity Biotech has global product liability insurance in place for its manufacturing subsidiaries up to a maximum of �6,500,000
(US$6,841,000) for any one accident, limited to a maximum of �6,500,000 (US$6,841,000) in any one year period of insurance. A
deductible of �5,000 ($5,300) for each claim and every claim increasing to US$25,000 in respect of USA/Canada is applicable to each
insurance event that may arise. There can be no assurance that our product liability insurance is sufficient to protect us against liability that
could have a material adverse effect on our business. In addition, although we believe that we will be able to continue to obtain adequate
coverage in the future, there is no assurance that we will be able to do so at acceptable costs.
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Significant interruptions in production at our principal manufacturing facilities and/or third-party manufacturing facilities would adversely
affect our business and operating results.

� Products manufactured at our facilities in Bray, Ireland, Jamestown and Buffalo, New York, Kansas City, Missouri and Carlsbad,
California comprised approximately 84% of revenues during the fiscal year ended December 31, 2016. Our global supply of these products
and services is dependent on the uninterrupted and efficient operation of these facilities. In addition, we currently rely on a small number
of third-party manufacturers to produce certain of our diagnostic products and product components.

� If we do not negotiate long-term contracts, our suppliers will likely not be required to provide us with any guaranteed minimum production
levels. As a result, we cannot assure you that we will be able to obtain sufficient quantities of product in the future.
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In addition, our reliance on third-party suppliers involves a number of risks, including, among other things:

� contract manufacturers or suppliers may fail to comply with regulatory requirements or make errors in manufacturing that could
negatively affect the efficacy or safety of our products or cause delays in shipments of our products;

� we or our contract manufacturers and suppliers may not be able to respond to unanticipated changes in customer orders, and if orders
do not match forecasts, we or our suppliers may have excess or inadequate inventory of materials and components;

� we or our contract manufacturers and suppliers may be subject to price fluctuations due to a lack of long-term supply arrangements
for key components;

� we or our contract manufacturers and suppliers may lose access to critical services and components, resulting in an interruption in the
manufacture, assembly and shipment of our systems;

� we may experience delays in delivery by our contract manufacturers and suppliers due to changes in demand from us or their other
customers;

� fluctuations in demand for products that our contract manufacturers and suppliers manufacture for others may affect their ability or
willingness to deliver components to us in a timely manner;

� our suppliers or those of our contract manufacturer may wish to discontinue supplying components or services to us for risk
management reasons;

� we may not be able to find new or alternative components or reconfigure our system and manufacturing processes in a timely manner
if the necessary components become unavailable; and

� our contract manufacturers and suppliers may encounter financial hardships unrelated to our demand, which could inhibit their
ability to fulfill our orders and meet our requirements.

� The operations of our facilities or these third-party manufacturing facilities could be adversely affected by fire, power failures, natural or
other disasters, such as earthquakes, floods, or terrorist threats. Although we carry insurance to protect against certain business
interruptions at our facilities, some pieces of manufacturing equipment are difficult to replace and could require substantial replacement
lead-time. There can be no assurance that such coverage will be adequate or that such coverage will continue to remain available on
acceptable terms, if at all.

� If any of these risks materialize, it could significantly increase our costs and impact our ability to meet demand for our products. If we are
unable to satisfy commercial demand for our products in a timely manner, our ability to generate revenue would be impaired, market
acceptance of our products could be adversely affected, and customers may instead purchase or use our competitors� products. In addition,
we could be forced to secure new or alternative contract manufacturers or suppliers. Securing a replacement contract manufacturer or
supplier could be difficult. The introduction of new or alternative manufacturers or suppliers also may require design changes to our
products that are subject to FDA and other regulatory clearances or approvals.
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We may also be required to assess the new manufacturer�s compliance with all applicable regulations and guidelines, which could further impede
our ability to manufacture our products in a timely manner. As a result, we could incur increased production costs, experience delays in
deliveries of our products, suffer damage to our reputation, and experience an adverse effect on our business and financial results. Any
significant interruption in the Group�s or third-party manufacturing capabilities could materially and adversely affect our operating results.
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We are highly dependent on our senior management team and other key employees, and the loss of one or more of these employees or the
inability to attract and retain qualified personnel as necessary could adversely affect our operations.

� Trinity Biotech�s success is dependent to a large extent upon the contributions of certain key management personnel. Our key employees at
December 31, 2016 were Ronan O�Caoimh, our CEO and Chairman, Jim Walsh, Executive Director, and Kevin Tansley, our
CFO/Executive Director. We may not be able to attract or retain a sufficient number of qualified employees in the future due to the intense
competition for qualified personnel among medical products and other life science businesses.

� If we are not able to attract and retain the necessary personnel to accomplish our business objectives, we may experience constraints that
will adversely affect our ability to effectively manufacture, sell and market our products, to meet the demands of our strategic partners in a
timely fashion, or to support research, development and clinical programs. Although we believe we will be successful in attracting and
retaining qualified personnel, competition for experienced scientists and other personnel from numerous companies and academic and
other research institutions may limit our ability to do so on acceptable terms.

We are dependent on third-party suppliers for certain critical components and the primary raw materials required for our test kits.

� The primary raw materials required for Trinity Biotech�s test kits consist of antibodies, antigens or other reagents, glass fibre and packaging
materials which are acquired from third parties. If our third-party suppliers are unable or unwilling to supply or manufacture a required
component or product or if they make changes to a component, product or manufacturing process or do not supply materials meeting our
specifications, we may need to find another source and/or manufacturer. This could require that we perform additional development work.

� Some of our products, which we acquire from third parties, are highly technical and are required to meet exacting specifications, and any
quality control problems that we experience with respect to the products supplied by third-party vendors could adversely and materially
affect our reputation, our attempts to complete our clinical trials or commercialization of our products and adversely and materially affect
our business, operating results and prospects. We may also need to obtain FDA or other regulatory authorisations for the use of an
alternative component or for certain changes to our products or manufacturing process. We may also have difficulty obtaining similar
components from other suppliers that are acceptable to the FDA or foreign regulatory authorities and the failure of our suppliers to comply
with strictly enforced regulatory requirements could expose us to regulatory action including, warning letters, product recalls, termination
of distribution, product seizures, or civil penalties. Completing that development and obtaining such authorisations could require
significant time and expense and we may not obtain such authorisations on a timely basis, or at all. The availability of critical components
and products from other third parties could also reduce our control over pricing, quality and timely delivery. These events could either
disrupt our ability to manufacture and sell certain of our products into one or more markets or completely prevent us from doing so, and
could increase our costs. Any such event could have a material adverse effect on our results of operations, cash flow and business.
Furthermore, since some of these suppliers are located outside of the United States, we are subject to foreign export laws and United States
import and customs regulations, which complicate and could delay shipments of components to us.

� Although Trinity Biotech does not expect to be dependent upon any one source for these critical components or raw materials, alternative
sources of antibodies with the characteristics and quality desired by Trinity Biotech may not be available. Such unavailability could affect
the quality of our products and our ability to meet orders for specific products.

Global economic conditions may have a material adverse impact on our results.

� We currently generate significant operating cash flows, which combined with access to the credit markets provides us with discretionary
funding capacity for research and development and other strategic activities. Uncertainty in global economic conditions may continue for
the foreseeable future and intensify. This uncertainty poses a risk to the overall economy that could impact demand for our products, as
well as our ability to manage normal commercial relationships with our customers, suppliers and creditors, including financial institutions.
Volatile economic conditions have adversely affected and could continue to adversely affect our financial performance and condition or
those of our customers and suppliers. These circumstances could adversely affect our access to liquidity needed to conduct or expand our
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business or conduct future acquisitions or make other discretionary investments. Many of our customers rely on public funding provided
by federal, state and local governments, and this funding has been and may continue to be reduced or deferred as a result of economic
conditions.
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� If global economic conditions deteriorate significantly, our business could be negatively impacted, including such areas as reduced
demand for our products from a slow-down in the general economy, supplier or customer disruptions resulting from tighter credit markets
and/or temporary interruptions in our ability to conduct day-to-day transactions through our financial intermediaries involving the payment
to or collection of funds from our customers, vendors and suppliers. These circumstances may adversely impact our customers and
suppliers, which, in turn, could adversely affect their ability to purchase our products or supply us with necessary equipment, raw materials
or components. Even with the improvement of economic conditions, it may take time for our customers and suppliers to establish new
budgets and return to normal purchasing and shipping patterns. We cannot predict the reoccurrence of any economic slowdown or the
strength or sustainability of the economic recovery.

We face risks relating to our international sales and business operations, including regulatory risks, which could impact our current
business operations and growth strategy.

� Our international sales and operations are subject to various United States and foreign laws and regulations relating to export controls
(including, without limitation, the U.S. Commerce Department�s Export Administration Regulations), economic sanctions (including,
without limitation, various sanctions regulations administered by the U.S. Treasury Department�s Office of Foreign Assets Control), and
anti-corruption (including, without limitation, the United States Foreign Corrupt Practice Act).&nb

Edgar Filing: TRINITY BIOTECH PLC - Form 20-F

Table of Contents 34


