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PART I.

FORWARD-LOOKING STATEMENTS

This Annual Report on Form 10-K (this “Annual Report”), including Management’s Discussion & Analysis of Financial
Condition and Results of Operations, contains forward-looking statements within the meaning of the Private Securities
Litigation Reform Act of 1995, which statements involve substantial risks and uncertainties. These statements are
based on management’s current views, assumptions or beliefs of future events and financial performance and are
subject to uncertainty and changes in circumstances. Readers of this report should understand that these statements are
not guarantees of performance or results. Many factors could affect our actual financial results and cause them to vary
materially from the expectations contained in the forward-looking statements. These factors include, among other
things: our expected revenue, income (loss), receivables, operating expenses, supplier pricing, availability and prices
of raw materials, insurance reimbursements, product pricing, foreign currency exchange rates, sources of funding
operations and acquisitions, our ability to raise funds, sufficiency of available liquidity, future interest costs, future
economic circumstances, business strategy, industry conditions and key trends, our ability to execute our operating
plans, the success of our cost savings initiatives, competitive environment and related market conditions, expected
financial and other benefits from our organizational restructuring activities, actions of governments and regulatory
factors affecting our business, projections of future earnings, revenues, synergies, accretion or other financial items,
any statements of the plans, strategies and objectives of management for future operations, retaining key employees
and other risks as described in our reports filed with the Securities and Exchange Commission (the “SEC”). In some
cases these statements are identifiable through the use of words such as “anticipate,” “believe,” “estimate,” “expect,” “intend,”
“plan,” “project,” “target,” “can,” “could,” “may,” “should,” “will,” “would” or the negative of such terms and other similar expressions.

You are cautioned not to place undue reliance on these forward-looking statements. The forward-looking statements
we make are not guarantees of future performance and are subject to various assumptions, risks and other factors that
could cause actual results to differ materially from those suggested by these forward-looking statements. Actual
results may differ materially from those suggested by these forward-looking statements for a number of reasons,
including those described in Item 1A, “Risk Factors,” and other factors identified by cautionary language used
elsewhere in this Annual Report.

We expressly disclaim any obligation to update or revise any forward-looking statements, whether as a result of new
information, future events or otherwise, except as required by law.

The following discussion should be read together with our financial statements and related notes contained in this
Annual Report. Results for the year ended December 31, 2017 are not necessarily indicative of results that may be
attained in the future.
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Item 1. Our Business

Business Description

Precipio, Inc., and Subsidiary, (“we”, “us”, “our”, the “Company” or “Precipio”) is a cancer diagnostics company providing
diagnostic products and services to the oncology market. We have developed a platform designed to eradicate
misdiagnoses by harnessing the intellect, expertise and technology developed within academic institutions and
delivering quality diagnostic information to physicians and their patients worldwide. We operate a cancer diagnostic
laboratory located in New Haven, Connecticut and have partnered with the Yale School of Medicine to capture the
expertise, experience and technologies developed within academia so that we can provide a better standard of cancer
diagnostics and solve the problem of cancer misdiagnosis. We also operate a research and development facility in
Omaha, Nebraska which will focus on the further development of ICE-COLD-PCR, or ICP, the patented technology
described further below, which was exclusively licensed by us from Dana-Farber Cancer Institute, Inc., or
Dana-Farber, at Harvard University. The research and development center will focus on the development of this
technology, which we believe will enable us to commercialize other technologies developed by our current and future
academic partners. Our platform connects patients, physicians and diagnostic experts residing within academic
institutions. Launched in 2017, the platform facilitates the following relationships:

•Patients: patients may search for physicians in their area and consult directly with academic experts that are on the
platform. Patients may also have access to new academic discoveries as they become commercially available.

•
Physicians: able to connect with academic experts to seek consultations on behalf of their patients and provide
consultations for patients in their area seeking medical expertise in that physician’s relevant specialty. Physicians will
also have access to new diagnostic solutions to help improve diagnostic accuracy.

•Academic Experts: able to make themselves available for patients or physicians seeking access to their expertise.
Additionally, these experts have a platform available to commercialize their research discoveries.

We intend to continue updating our platform to allow for patient-to-patient communications and allow individuals to
share stories and provide support for one another, to allow physicians to consult with their peers to discuss and share
challenges and solutions, and to allow academic experts to interact with others in academia on the platform to discuss
their research and cross-collaborate.

ICP was developed at Harvard University and is licensed exclusively by us from Dana-Farber. This technology
enables the detection of genetic mutations in liquid biopsies such as blood samples. The field of liquid biopsies is a
rapidly growing market aimed at overcoming the challenge of obtaining genetic information related to disease

Edgar Filing: Precipio, Inc. - Form 10-K

9



progression and changes from sources other than a tumor biopsy.

Gene sequencing is performed on tissue biopsies taken surgically from the tumor site in order to identify potential
therapies that will be more effective in treating the patient. Surgical procedures involving tissue biopsies have several
limitations including:

•
Cost: surgical procedures are usually performed in a costly hospital environment, which typically involves
hospitalization and recovery time. For example, according to a recent study, the mean cost of lung biopsies is greater
than $14,000.

•Surgical access: various tumor sites are not always accessible (e.g. brain tumors), in which cases no biopsy is
available for diagnosis.

•Risk: patient health may not permit undergoing an invasive surgery; therefore a biopsy cannot be obtained at all.

•Time: the process of scheduling and coordinating a surgical procedure often takes time, delaying the start of patient
treatment.
4
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Additionally, there are several tumor-related limitations that provide a challenge to obtaining such genetic information
from a tumor, such as:

•Heterogeneous nature: a tissue sample from one area of the tumor may not properly represent the tumor’s entire
genetic composition; thus, the diagnostic results from a tumor may be incomplete or non-representative.

•
Metastases: in order to accurately test a patient with a metastatic disease, an individual biopsy sample should ideally
be taken from each individual site (if known and accessible). These biopsies are very difficult to obtain, therefore
physicians often rely on biopsies taken only from the primary tumor site.

The advent of technologies enabling liquid biopsies as an alternative to tumor biopsy and analysis are based on the
fact that tumors (both primary and metastatic) shed cells and fragments of DNA into the blood stream. These blood
samples are called “liquid biopsies” that contain circulating tumor DNA, or ctDNA, which hold the same genetic
information found in the tumor(s), which is the target of genetic analyses. However, since the quantity of tumor DNA
is very small in proportion to the “normal” (or “healthy”) DNA within the blood stream, there is a need to identify and
separate the tumor DNA from the normal DNA.

ICP is an enrichment technology that enables the laboratory to focus its analysis on the tumor DNA by enriching, and
thereby “multiplying” the presence of tumor DNA, while maintaining normal DNA levels. Once the enrichment process
has been completed, laboratory genetic testing equipment is able to identify genetic abnormalities presented in the
ctDNA and an analysis can be conducted at a higher level of sensitivity to enable the detection of genetic
abnormalities. The ICP technology is encapsulated into a chemical that is provided in the form of a kit and sold to
other laboratories who wish to conduct these tests in-house. The chemical within the kit is added to the specimen
preparation process, enriching the sample for the tumor DNA so that the analysis will detect those genetic
abnormalities.

Industry Problem

There is currently a significant problem with unpublicized rates of misdiagnosis across numerous disease states
(particularly in cancer) due to an inefficient and commoditized industry. We believe that the diagnostic industry
focuses primarily on competitive pricing and test turnaround times at the expense of quality and accuracy.
Increasingly complex disease states are met with eroding specialization rather than increased expertise. According to a
study conducted by the National Coalition of Health, this results in an industry with cancer misdiagnosis rates up to
28%, which is failing to meet the needs of physicians, patients and the healthcare system as a whole. New
technologies offer improved accuracy; however, many are either inaccessible or are not economically practical for
clinical use. Despite much publicity of the industry transitioning from fee-per-service to value-based payments, this
transition has not yet occurred in diagnostics. When a patient is misdiagnosed, physicians end up administrating
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incorrect treatments, often creating adverse effects rather than improving outcomes. Insurance Providers, Medicare
and Medicaid waste valuable dollars on the application of incorrect treatments and can incur substantial downstream
costs. Most importantly however, patients pay the ultimate price of misdiagnosis with increased morbidity and
mortality. According to a report by Pinnacle Health, the estimated cost of misdiagnosis within the healthcare system is
$5 billion annually. We believe that the academic path of specialization produces the critical expertise necessary to
correctly diagnose disease and that academic institutions have an unlocked potential to address this problem. Our
solution is to create an exclusive platform that harnesses academic expertise and proprietary technologies to deliver
the highest standard of diagnostic accuracy and patient care. Physicians, hospitals, payers and, most importantly,
patients all benefit from more accurate diagnostics.

Market

As a services and technology commercialization company, we currently participate in two segments within the U.S.
domestic oncology diagnostics market. The first is the clinical pathology services market, which is estimated to be a
$22 billion annual market and growing at an average 8% compound annual growth rate. The second segment is the
liquid biopsy reagents/kits market. According to the Piper Jaffray report from September 2015, the domestic oncology
liquid biopsy market estimate is over $28 billion per year and includes screening, therapy selection, treatment
monitoring and recurrence. The current market size for colon, lung and melanoma is 428,000 new cases per year and
over 2.5 million people living with cancer, creating a potential market opportunity of $8.2 billion. We believe
additional opportunities exist in clinical trials searching for low cost and high quality solutions for patient selection
and treatment monitoring.

5

Edgar Filing: Precipio, Inc. - Form 10-K

12



Our Solution

Our Platform

Our platform is designed to provide physicians and their patients access to necessary academic expertise and
technology in order to better provide diagnoses. To our knowledge, we are the only company focused on addressing
the issue of diagnostic accuracy with an innovative, robust and scalable business model by:

· Providing physicians and their patients access to world-class academic experts and technologies.

·Leveraging the largest network of academic experts by adding numerous leading academic institutions to our
platform.

·Allowing payers to benefit from quality-based outcomes to their patients and increase the likelihood of cost savings.
· Enabling cross-collaboration between physicians and academic institutions to advance research and discovery.

Our exclusive agreement with the Department of Pathology at Yale University, or the Pathology Services Agreement,
is part of a unique platform that to our knowledge is not offered by other commercial laboratories. Our customers are
oncologists who biopsy their patients in order to confirm or rule out the presence of cancer. After our customers send
the samples to us, we conduct all the technical tests at our New Haven facility. We then transmit the test results to the
pathologists at Yale who have access to our laboratory information system from their respective offices, enabling
them to review and render their diagnostic interpretation of the test results for reporting. In partnership with Yale, we
have developed a proprietary algorithm that is applied to each sample submitted to us for testing, resulting in our
ability to render a more precise and accurate diagnosis. The final results are prepared by Yale pathologists and
integrated into the final report by us, and are then delivered electronically through our portal to the referring clinician.
The patient’s insurance is billed for the services; we are paid for the technical work done at our laboratory; and Yale
pathologists are paid by us for their diagnostic interpretation.

In March 2017, we renewed the Pathology Services Agreement for an additional five-year term, effective as of June
2016, through June 2021. Under the Pathology Services Agreement, the Yale Department of Pathology may not
provide the hematopathology services to any other commercial entity that is our competitor. The Pathology Services
Agreement allows for termination by either party (i) for uncured breach by the other party, (ii) if either party has its
respective license suspended or revoked, (iii) if the insurance coverage of either party is canceled or modified, (iv) if
we fail to maintain or meet the requirements of Medicare conditions of participation, or (v) if we declare bankruptcy.
The Pathology Services Agreement also provides that if the performance by either party (i) jeopardizes the licensure
or accreditation of Yale or any Yale physician, (ii) jeopardizes either party’s participation in Medicare, Medicaid or
other federal, state or commercial reimbursement programs, (iii) violates any statute, ordinance or otherwise is
deemed illegal, (iv) is deemed unethical by any recognized body, agency or association in the medical or laboratory
fields, or (v) causes a substantial threat to Yale’s tax-exempt status, then either party may initiate negotiations to
amend the Pathology Services Agreement and the Agreement will terminate if a mutually agreed amendment is not
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executed by the parties within 30 days.

ICE-COLD-PCR

ICP technology was developed at Dana-Farber and is licensed by us. ICP is a unique, proprietary, patented specimen
enrichment technology that increases the sensitivity of molecular based tests from approximately 90-95% to 99.99%.
Traditional molecular testing is done on tumor biopsies. These tests are typically conducted at disease onset, when the
patient undergoes a biopsy. In the typical course of treatment, a patient is rarely re-biopsied, and therefore, genetic
information is based solely on the initial biopsy. Tumors are known to shed cells into the patient’s blood stream where
they circulate alongside normal cells; however, existing testing methodologies are not sufficiently sensitive to
differentiate between tumor and normal cells. The increased sensitivity provided by ICP allows for testing of genetic
mutations that occur within tumors to be conducted on peripheral blood samples, termed liquid biopsies. This
technical capability enables physicians to test for genetic mutations through a simple blood test rather than an invasive
biopsy extracted from the actual tumor. The results of such tests can be used for diagnosis, prognosis and therapeutic
decisions. The technology is encapsulated within a chemical (reagent) used during the specimen preparation process,
which enriches (amplifies) the tumor DNA detected within the blood sample while suppressing the normal DNA. In
addition to offering this technology as a clinical service, we are developing panels that will be sold as reagent kits to
other laboratories to enable this testing in their facilities, thereby improving their test sensitivity and more accurate
diagnoses via liquid biopsies. The business model of selling reagents to other laboratories expands the reach and
impact of our technology while eliminating the reimbursement risks from running the tests in-house.

6
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We license the ICP technology from Dana-Farber through a license agreement, (the “License Agreement”). The License
Agreement grants us an exclusive license to the ICP technology, subject to a non-exclusive license granted to the U.S.
government, in the areas of mutation detection using Sanger (di-deoxy) sequencing and mitochondrial DNA analysis
for all research, diagnostic, prognostic and therapeutic uses in humans, animals, viruses, bacteria, fungi, plants or
fossilized material. The License Agreement also grants us a non-exclusive license in the areas of mutation detection
using DHPLC, surveyor-endonuclease-based mutation detection and second generation sequencing techniques. We
paid Dana-Farber an initial license fee and are required to make milestone payments with respect to the first five
licensed products or services we develop using the licensed technology, as well as royalties ranging from high single
to low double digits on net sales of licensed products and services for sales made by us and sales made to any
distributors. The License Agreement remains in effect until we cease to sell licensed products or services under said
agreement. Dana-Farber has the right to immediately terminate the License Agreement if (i) we cease to carry on our
business with respect to licensed products and services, (ii) we fail to make any payments under the License
Agreement (subject to a cure period), (iii) we fail to comply with due diligence obligations under the License
Agreement (subject to a cure period), (iv) we default in our obligations to procure and maintain insurance as required
by the License Agreement, (v) any of our officers is convicted of a felony relating to the manufacture, use, sale or
importation of licensed products under the License Agreement, (vi) we materially breach any provision of the License
Agreement (subject to a cure period), or (vii) we or Dana-Farber become insolvent. We may terminate the License
Agreement for convenience upon 180 days’ prior written notice.

Reimbursement

As cancer is more likely to be developed later in life, the largest insurance provider is Medicare, which constitutes
approximately 50% of our patients’ cases. Non-Medicare patients are typically insured by private insurance companies
who provide patient coverage and pay for patients’ health-related costs. These private insurance companies will often
adjust their rates according to the insurance rates annually published by the Center for Medicare and Medicaid
Services, or CMS. We, and other providers, typically bill according to the codes relevant to the tests we conduct.

Our Products

Our initial product offering consists of clinical diagnostic services harnessing the expertise of the Yale School of
Medicine and the commercialization and application of ICP. Our clinical diagnostic services focus on the diagnosis of
different hematopoietic or blood-related cancers and the delivery of an accurate diagnosis to oncologists, with
demonstrated superior results through an exclusive partnership with Yale. We intend to enter into additional
partnerships with premiere academic institutions during 2018 that will further broaden and strengthen our academic
expert network. Our cutting-edge liquid biopsy technology, ICP, enables detection of abnormalities in blood samples
down to as low as .01%. Our customers are oncologists, hospitals, reference laboratories, and pharma and biotech
companies. This low-cost technology enables our customers to conduct tests in-house using existing mutation
detection platforms. We believe we are the only current and economically viable option for liquid biopsy applications
and plan to cross-market technologies (such as ICP) and other services on our platform.
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We built and obtained CLIA certification to operate our New Haven laboratory. The laboratory is approximately
3,000 square feet and has several sub-departments such as flow cytometry, immune-histochemistry, cytogenetics, and
molecular testing. The laboratory is currently operated by five lab technicians and is supervised by a laboratory
manager and a medical director. Our laboratory is inspected every two years by a Connecticut state-appointed
inspector, and once approved, we are issued a CLIA-certificate. Furthermore, the laboratory supervisor and medical
director must conduct a self-inspection every two years (rotating with the state inspection) and must submit those
results to the state department of health. Current active laboratory certifications can be found on
http://www.precipiodx.com/accreditations.html

The laboratory operations are governed by Standard Operating Procedure manuals, or SOPs, which detail each aspect
of the laboratory environment including the work flow, quality control, maintenance, and safety. These SOPs are
reviewed and approved annually and signed off by the laboratory manager and medical director.

Our Strategy

Our objective is to eradicate the problem of misdiagnosis by harnessing the intellect, expertise and technology
developed within academic institutions and to deliver quality diagnostic information to physicians and their patients
worldwide. To achieve this objective, our strategy is to focus our efforts on the following areas:

·
Clinical pathology services – we intend to continue building our platform by increasing the number of academic
experts available on our platform and partnering with other academic institutions, allowing us to expand our portfolio
of services to cover additional types of cancer.

·Ice-Cold PCR – we believe we can commercialize and develop new applications for our ICP technology, including:

o Developing specific application panels for patient monitoring for treatment resistance and disease recurrence;
o Building focused diagnostic and screening panels for initial disease identification;

7
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o Leveraging our platform customers to generate demand for repeat, localized, in-house liquid biopsy testing; and
o Applying ICP technology to other markets, such as pre-natal and companion diagnostics.

·
New product pipeline through outsourced research and development – we plan on utilizing our partnerships with
academic institutions to gain access to newly-developed technologies. We also believe there is an opportunity to
partner with biotechnology companies to introduce their products into the U.S. market through our platform.

·
Academic partnerships – we intend to leverage the intellectual expertise and technologies developed within
academic institutions. We believe we have validated this model through our partnership with the Yale School of
Medicine and are currently in the process of adding new academic partners.

Competition

Our principal competition in clinical pathology services comes largely from two groups. The first group consists of
companies that specialize in oncology and offer directly competing services to our diagnostic services. These
companies provide a high level of service focused on oncology and offer their services to oncologists and pathology
departments within hospitals. Competitors in this group include Genoptix, GenPath Diagnostics and Miraca Life
Sciences. The second group consists of large commercial companies that offer a wide variety of laboratory tests
ranging from simple chemistry tests to complex genetic testing. Competitors in this group include LabCorp and Quest
Diagnostics. We believe that companies in this industry primarily compete on price and rapid delivery of results. We
have chosen to focus on the increased quality and accuracy of the results we provide. Within the liquid biopsy market,
our competitors include Guardant Health and Trovagene, Inc.

Competitive Advantage

We capitalize on the intellectual expertise and technologies developed by experts within academic institutions. While
several industry papers report a case misdiagnosis rate as high as 28%, we believe that leveraging academic expertise
can significantly reduce this rate. In an initial data set of over 100 clinical cases received and processed by us and with
a diagnosis rendered by Yale pathologists, we believe less than 1% have resulted in misdiagnosis. The diagnostic
report provided by us was then requested by a patient or the patient’s physician for a second opinion to be conducted
by another laboratory. In these instances, less than 1% were in disagreement with our report’s original diagnosis.
Though less than 5% of all cancer patients are treated in academic centers that benefit from this specialized expertise,
the majority of patients are diagnosed by commercial reference laboratories. These commercial laboratories and
diagnostic companies have broad access to and serve over 95% of all cancer patients; however, their lack of
specialized expertise results in significantly higher misdiagnosis rates. Academic institutions also invest heavily in the
development of new technologies, most of which is used internally and does not benefit outside or commercial lab
patients. Our platform provides all patients with access to these innovative technologies developed by Yale and any
other academic institutions we engage with in the future.
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Government Regulation

The healthcare industry is subject to extensive regulation by a number of governmental entities at the federal, state and
local level. Laws and regulations in the healthcare industry are extremely complex and, in many instances, the
industry does not have the benefit of significant regulatory or judicial interpretation. Our business is impacted not only
by those laws and regulations that are directly applicable to us but also by certain laws and regulations that are
applicable to our payors, vendors and referral sources. While our management believes we are in compliance with all
of the existing laws and regulations applicable to us, such laws and regulations are subject to rapid change and often
are uncertain in their application and enforcement. Further, to the extent we engage in new business initiatives, we
must continue to evaluate whether new laws and regulations are applicable to us. There can be no assurance that we
will not be subject to scrutiny or challenge under one or more of these laws or that any enforcement actions would not
be successful. Any such challenge, whether or not successful, could have a material adverse effect upon our business
and consolidated financial statements.

Among the various federal and state laws and regulations that may govern or impact our current and planned
operations are the following:

8
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Medicare and Medicaid Reimbursement

Many of the services that we provide are reimbursed by Medicare and state Medicaid programs and are therefore
subject to extensive government regulation.

Medicare is a federally funded program that provides health insurance coverage for qualified persons age 65 or older,
some disabled persons, and persons with end-stage renal disease and persons with Lou Gehrig’s disease. Medicaid
programs are jointly funded by the federal and state governments and are administered by states under approved plans.

Medicaid provides medical benefits to eligible people with limited income and resources and people with disabilities,
among others. Although the federal government establishes general guidelines for the Medicaid program, each state
sets its own guidelines regarding eligibility and covered services. Some individuals, known as “dual eligibles”, may be
eligible for benefits under both Medicare and a state Medicaid program. Reimbursement under the Medicare and
Medicaid programs is contingent on the satisfaction of numerous rules and regulations, including those requiring
certification and/or licensure. Congress often enacts legislation that affects the reimbursement rates under government
healthcare programs.

Approximately 36% of our revenue for the year ended December 31, 2017 was derived directly from Medicare,
Medicaid or other government-sponsored healthcare programs. Also, we indirectly provide services to beneficiaries of
Medicare, Medicaid and other government-sponsored healthcare programs through managed care entities. Should
there be material changes to federal or state reimbursement methodologies, regulations or policies, our direct
reimbursements from government-sponsored healthcare programs, as well as service fees that relate indirectly to such
reimbursements, could be adversely affected.

Healthcare Reform

In recent years, federal and state governments have considered and enacted policy changes designed to reform the
healthcare industry. The most prominent of these healthcare reform efforts, the Affordable Care Act, has resulted in
sweeping changes to the U.S. system for the delivery and financing of health care. As currently structured, the
Affordable Care Act increases the number of persons covered under government programs and private insurance;
furnishes economic incentives for measurable improvements in health care quality outcomes; promotes a more
integrated health care delivery system and the creation of new health care delivery.
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Employees

As of December 31, 2017, Precipio employed thirty-one (31) people on a full-time basis and two (2) people on a
part-time basis. Of the total, five (5) were in Executive Management, thirteen (13) were in laboratory operations, three
(3) were in Sales and Marketing, two (2) were in Customer Service and Support, five (5) were in Research &
Development, four (4) were in Accounting, Finance and Reimbursement and one (1) was in Management Information
Services.

Research and Development Expenses

For the years ended December 31, 2017 and 2016, we recorded $0.5 million and $0.0 million, respectively, of
research and development expenses. More information regarding our research and development activities can be
found in the section entitled “Management’s Discussion and Analysis of Financial Condition and Results of Operations”
under Item 7 of this Annual Report.

Compliance with Environmental Laws

We believe we are in compliance with current environmental protection requirements that apply to us or our business.
Costs attributable to environmental compliance are not currently material.

Our internet address is www.precipiodx.com. We attempt to have a variety of information available for customers,
development partners and investors. Our goal is to maintain the Investor Relations website as a portal through which
investors can easily navigate to find pertinent information about us, including:
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·
Our annual report on Form 10-K, quarterly reports on Form 10-Q, current reports on Form 8-K, and any amendments
to those reports, as soon as reasonably practicable after we electronically file that material with or furnish it to the
Securities and Exchange Commission (“SEC”);

· Information on our business strategies, financial results, and key performance indicators;
·Press releases on quarterly earnings, product and service announcements, legal developments, and international news.

Merger Transaction

On June 29, 2017, Precipio (then known as “Transgenomic, Inc.”, or “Transgenomic”), completed a reverse merger (the
“Merger”) with Precipio Diagnostics, LLC, a privately held Delaware limited liability company (“Precipio Diagnostics”)
in accordance with the terms of the Agreement and Plan of Merger (the “Merger Agreement”), dated October 12, 2016,
as amended on February 2, 2017 and June 29, 2017, by and among Transgenomic, Precipio Diagnostics and New
Haven Labs Inc. (“Merger Sub”) a wholly-owned subsidiary of Transgenomic. Pursuant to the Merger Agreement,
Merger Sub merged with and into Precipio Diagnostics, with Precipio Diagnostics surviving the Merger as a
wholly-owned subsidiary of the combined company (See Note 3 - Reverse Merger). In connection with the Merger,
we changed our name from Transgenomic, Inc. to Precipio, Inc., relisted our common stock under Precipio, Inc. on
the National Association of Securities Dealers Automated Quotations (“NASDAQ”), and effected a 1-for-30 reverse
stock split of our common stock. Upon the consummation of the Merger, the historical financial statements of Precipio
Diagnostics become the Precipio’s historical financial statements. Accordingly, the historical financial statements of
Precipio Diagnostics are included in the comparative prior periods. As a result of the Merger, historical preferred
stock, common stock, restricted units, warrants and additional paid-in capital, including share and per share amounts,
have been retroactively adjusted to reflect the equity structure of the combined company, including the effect of the
Merger exchange ratio. Pursuant to the Merger Agreement, each outstanding unit of Precipio Diagnostics was
exchanged for 10.2502 pre-reverse stock split shares of Company Common Stock.
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Item 1A. Risk Factors

The following risks and uncertainties, together with all other information in this Annual Report on Form 10-K,
including our consolidated financial statements and related notes, should be considered carefully. Any of the risk
factors we describe below could adversely affect our business, financial condition or results of operations, and could
cause the market price of our common stock to fluctuate or decline.

Risks Related to Our Business and Strategy

There is substantial doubt about our ability to continue as a going concern.

Our independent registered public accounting firm has issued an opinion on our consolidated financial statements
included in this Annual Report on Form 10-K that states that the consolidated financial statements were prepared
assuming we will continue as a going concern. Our consolidated financial statements have been prepared using
accounting principles generally accepted in the United States of America applicable for a going concern, which
assume that we will realize our assets and discharge our liabilities in the ordinary course of business. We have
incurred substantial operating losses and have used cash in our operating activities for the past few years. For the year
ended December 31, 2017, we had a net loss of $20.7 million, negative working capital of $8.3 million and net cash
used in operating activities of $6.7 million. We are not current in making payments to all lenders and vendors. Our
consolidated financial statements do not include any adjustments to the amounts and classification of assets and
liabilities that may be necessary should we be unable to continue as a going concern. We also cannot be certain that
additional financing, if needed, will be available on acceptable terms, or at all, and our failure to raise capital when
needed could limit our ability to continue our operations. There remains substantial doubt about the Company’s ability
to continue as a going concern.

To date, we have experienced negative cash flow from development of our diagnostic technology, as well as from the
costs associated with establishing a laboratory and building a sales force to market our products and services. We
expect to incur substantial net losses for the foreseeable future to further develop and commercialize our diagnostic
technology. We also expect that our selling, general and administrative expenses will continue to increase due to the
additional costs associated with market development activities and expanding our staff to sell and support our
products. Our ability to achieve or, if achieved, sustain profitability is based on numerous factors, many of which are
beyond our control, including the market acceptance of our products, competitive product development and our
market penetration and margins. We may never be able to generate sufficient revenue to achieve or, if achieved,
sustain profitability.
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Because of the numerous risks and uncertainties associated with further development and commercialization of our
diagnostic technology and any future tests, we are unable to predict the extent of any future losses or when we will
become profitable, if ever. We may never become profitable and you may never receive a return on an investment in
our securities. An investor in our securities must carefully consider the substantial challenges, risks and uncertainties
inherent in the development and commercialization of tests in the medical diagnostic industry. We may never
successfully commercialize our diagnostic technology or any future tests, and our business may fail.

We will need to raise substantial additional capital to commercialize our diagnostic technology, and our failure to
obtain funding when needed may force us to delay, reduce or eliminate our product development programs or
collaboration efforts or force us to restrict or cease operations.

As of December 31, 2017, we had cash of less than $0.5 million and our working capital was approximately negative
$8.3 million. Due to our recurring losses from operations and the expectation that we will continue to incur losses in
the future, we will be required to raise additional capital to complete the development and commercialization of our
current product candidates and to pay off our obligations. To date, to fund our operations and develop and
commercialize our products, we have relied primarily on equity and debt financings. When we seek additional capital,
we may seek to sell additional equity and/or debt securities or to obtain a credit facility, which we may not be able to
do on favorable terms, or at all. Our ability to obtain additional financing will be subject to a number of factors,
including market conditions, our operating performance and investor sentiment. If we are unable to raise additional
capital when required or on acceptable terms, we may have to significantly delay, scale back or discontinue the
development and/or commercialization of one or more of our product candidates, restrict or cease our operations or
obtain funds by entering into agreements on unattractive terms. Due to the timing of the filing of our Quarterly Report
on Form 10-Q for the quarter ended June 30, 2017, we will not be eligible to file a new Form S-3 registration
statement until September 1, 2018. Our existing Form S-3 registration statement expired in February 2018. This may
have an adverse impact on our ability to raise additional capital.
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We have incurred losses since our inception and expect to incur losses for the foreseeable future.

We have historically operated at a loss and have not consistently generated sufficient cash from operating activities to
cover our operating and other cash expenses. We have been able to historically finance our operating losses through
borrowings or from the issuance of additional equity. For the year ended December 31, 2017, we had a net loss of
$20.7 million, negative working capital of $8.3 million and net cash used in operating activities of $6.7 million. Our
ability to continue as a going concern is dependent upon a combination of completing our planned development of the
ICP technology, generating additional revenue, improving cash collections, and, if needed, raising additional
necessary financing to meet our obligations and pay our liabilities arising from normal business operations as they
come due. The outcome of these matters cannot be predicted with any certainty at this time and raises substantial
doubt that we will be able to continue as a going concern.

We are continuing to integrate legacy internal controls over financial reporting into our financial reporting
framework. 

Such changes have resulted, and may continue to result in changes in our internal control over financial reporting
results that materially affect our internal control over financial reporting.  We continue to integrate the business
processes and information systems in effect prior to the reverse merger, including internal controls.  If we cannot
provide reliable financial reports or detect and prevent fraud, our business and operating results could be harmed,
investors could lose confidence in our reporting financial information, and the trading price of our common stock
could drop significantly.

We have been, and may continue to be, subject to costly litigation.

We have been, and may continue to be, subject to legal proceedings. Due to the nature of our business, we may be
subject to a variety of regulatory investigations, claims, lawsuits and other proceedings in the ordinary course of our
business. The results of these legal proceedings cannot be predicted with certainty due to the uncertainty inherent in
litigation, including the effects of discovery of new evidence or advancement of new legal theories, the difficulty of
predicting decisions of judges and juries and the possibility that decisions may be reversed on appeal. Such litigation
has been, and in the future could be, costly, time-consuming and distracting to management, result in a diversion of
resources and could materially adversely affect our business, financial condition and operating results.

The commercial success of our product candidates will depend upon the degree of market acceptance of these
products among physicians, patients, health care payors and the medical community and on our ability to
successfully market our product candidates.
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Our products may never gain significant acceptance in the marketplace and, therefore, may never generate substantial
revenue or profits for us. Our ability to achieve commercial market acceptance for our existing and future products
will depend on several factors, including:

•our ability to convince the medical community of the clinical utility of our products and their potential advantages
over existing diagnostics technology;

• the willingness of physicians and patients to utilize our products; and

•
the agreement by commercial third-party payors and government payors to reimburse our products, the scope and
amount of which will affect patients’ willingness or ability to pay for our products and will likely heavily influence
physicians’ decisions to recommend our products.

In addition, physicians may rely on guidelines issued by industry groups, such as the National Comprehensive Cancer
Network, medical societies, such as the College of American Pathologists, or CAP, or other key oncology-related
organizations before utilizing any diagnostic test. Although we have a study underway to demonstrate the clinical
utility of our existing products, none of our products are, and may never be, listed in any such guidelines.

We believe that publications of scientific and medical results in peer-reviewed journals and presentations at leading
conferences are critical to the broad adoption of our products. Publication in leading medical journals is subject to a
peer-review process, and peer reviewers may not consider the results of studies involving our products sufficiently
novel or worthy of publication. The failure to be listed in physician guidelines or to be published in peer-reviewed
journals could limit the adoption of our products. Failure to achieve widespread market acceptance of our products
would materially harm our business, financial condition, and results of operations.
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If we cannot compete successfully with our competitors, including new entrants in the market, we may be unable to
increase or sustain our revenue or achieve and sustain profitability.

The medical diagnostic industry is intensely competitive and characterized by rapid technological progress. We face
significant competition from competitors ranging in size from diversified global companies with significant research
and development resources to small, specialized firms whose narrower product lines may allow them to be more
effective in deploying related PCR technology in the genetic diagnostic industry. Our closest competitors fall largely
into two groups, consisting of companies that specialize in oncology and offer directly competing services to our
diagnostic services, offering their services to oncologists and pathology departments within hospitals, as well as large
commercial companies that offer a wide variety of laboratory tests that range from simple chemistry tests to complex
genetic testing. The technologies associated with the molecular diagnostics industry are evolving rapidly and there is
intense competition within such industry. Certain molecular diagnostics companies have established technologies that
may be competitive to our product candidates and any future tests that we develop. Some of these tests may use
different approaches or means to obtain diagnostic results, which could be more effective or less expensive than our
tests for similar indications. Moreover, these and other future competitors have or may have considerably greater
resources than we do in terms of technology, sales, marketing, commercialization and capital resources. These
competitors may have substantial advantages over us in terms of research and development expertise, experience in
clinical studies, experience in regulatory issues, brand name exposure and expertise in sales and marketing as well as
in operating central laboratory services. Many of these organizations have financial, marketing and human resources
greater than ours; therefore, there can be no assurance that we can successfully compete with present or potential
competitors or that such competition will not have a materially adverse effect on our business, financial position or
results of operations.

In July 2017, we commenced a study to demonstrate the impact of academic pathology expertise on diagnostic
accuracy. There is no assurance that this study, or other studies or trials we may conduct, will demonstrate favorable
results. If the results of this study, or other studies or trials we may conduct, demonstrate unfavorable or inconclusive
results, customers may choose our competitors’ products over our products and our commercial opportunities may be
reduced or eliminated.

We believe that many of our competitors spend significantly more on research and development-related activities than
we do. Our competitors may discover new diagnostic tools or develop existing technologies to compete with our
diagnostic technology. Our commercial opportunities will be reduced or eliminated if these competing products are
more effective, are more convenient or are less expensive than our product candidates.

We may not be able to develop new products or enhance the capabilities of our systems to keep pace with rapidly
changing technology and customer requirements, which could have a material adverse effect on our business and
operating results.
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Our success depends on our ability to develop new products and applications for our diagnostic technology in existing
and new markets, while improving the performance and cost-effectiveness of our systems. New technologies,
techniques or products could emerge that might offer better combinations of price and performance than our current or
future products and systems. Existing or future markets for our products, as well as potential markets for our
diagnostic product candidates, are characterized by rapid technological change and innovation. It is critical to our
success that we anticipate changes in technology and customer requirements and successfully introduce new,
enhanced and competitive technologies to meet our customers’ and prospective customers’ needs on a timely and
cost-effective basis. At the same time, however, we must carefully manage the introduction of new products. If
customers believe that such products will offer enhanced features or be sold for a more attractive price, they may
delay purchases until such products are available. We may also have excess or obsolete inventory of older products as
we transition to new products and our experience in managing product transitions is very limited. If we do not
successfully innovate and introduce new technology into our product lines or effectively manage the transitions to
new product offerings, our revenues and results of operations will be adversely impacted.

Competitors may respond more quickly and effectively than we do to new or changing opportunities, technologies,
standards or customer requirements. We anticipate that we will face increased competition in the future as existing
companies and competitors develop new or improved products and as new companies enter the market with new
technologies.

We currently depend on the services of pathologists at a single academic partner and the loss of the services of
these pathologists would adversely impact our ability to develop, commercialize and deliver our products.

We currently depend on the services of pathologists at a single academic partner to review and render their diagnostic
interpretation of our test results and to prepare the final diagnostic results that we integrate into our final report for our
customers. Although we are in the process of adding new academic partners, it would be difficult to replace the
services provided by the pathologists at our current partner if their services became unavailable to us for any reason
prior to adding other academic partners. If this academic partner does not successfully carry out its contractual duties
or obligations and meet expected deadlines; if this partner needs to be replaced, or if the quality or accuracy of the
services provided by the pathologists at this partner were compromised for any reason, we would likely not be able to
provide our services in a manner expected by our customers, and our financial results and the commercial prospects
for our products could be harmed. The loss of the services of these pathologists would severely harm our ability to
develop, commercialize and deliver our products, and our business, financial condition and operating results would be
materially adversely affected.

We may experience temporary disruptions and delays in processing biological samples at our facilities.

We may experience delays in processing biological samples caused by software and other errors. Any delay in
processing samples could have an adverse effect on our business, financial condition and results of operations.
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We depend upon a limited number of key personnel, and if we are not able to retain them or recruit additional
qualified personnel, the commercialization of our product candidates and any future tests that we develop could be
delayed or negatively impacted.

Our success is largely dependent upon the continued contributions of our officers and employees. Our success also
depends in part on our ability to attract and retain highly qualified scientific, commercial and administrative
personnel. In order to pursue our test development and commercialization strategies, we will need to attract and hire
additional personnel with specialized experience in a number of disciplines, including assay development, laboratory
and clinical operations, sales and marketing, billing and reimbursement. There is intense competition for personnel in
the fields in which we operate. If we are unable to attract new employees and retain existing employees, the
development and commercialization of our product candidates and any future tests could be delayed or negatively
impacted. If any of them becomes unable or unwilling to continue in their respective positions, and we are unable to
find suitable replacements, our business and financial results could be materially negatively affected.

We will need to increase the size of our organization, and we may experience difficulties in managing growth.

We are a small company with 31 full-time employees as of December 31, 2017. Future growth will impose significant
added responsibilities on members of management, including the need to identify, attract, retain, motivate and
integrate highly skilled personnel. We may increase the number of employees in the future depending on the progress
of our development of diagnostic technology. Our future financial performance and our ability to commercialize our
product candidates and to compete effectively will depend, in part, on our ability to manage any future growth
effectively. To that end, we must be able to:

• integrate additional management, administrative, manufacturing and regulatory personnel;
• maintain sufficient administrative, accounting and management information systems and controls; and

• hire and train additional qualified personnel.

 We may not be able to accomplish these tasks, and our failure to accomplish any of them could harm our financial
results.

We
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