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PART 1. FINANCIAL INFORMATION
Item 1. Condensed Consolidated Financial Statements
PREDICTIVE ONCOLOGY INC.
CONDENSED CONSOLIDATED BALANCE SHEETS
(Unaudited)

June 30, 2019
ASSETS
Current Assets:
Cash and Cash Equivalents
$
Accounts Receivable
Notes Receivable (inclusive of $0 and $452,775 in advances to Helomics; net of $787,524 allowance for credit
losses as of June 30, 2019)
Inventories
Prepaid Expense and other assets
Total Current Assets
Notes Receivable
Fixed Assets, net
Intangibles, net
Lease Right-of-Use Assets
Goodwill
Total Assets

$

LIABILITIES AND STOCKHOLDERS' EQUITY
Current Liabilities:
Accounts Payable
Notes Payable –Net of Discounts of $573,155 and $1,032,814
Accrued Expenses
Derivative Liability
Deferred Revenue
Lease Liability – Net of Long-term Portion
Total Current Liabilities

$

Lease Liability
Total Liabilities
Stockholders’ Equity:
Series E Convertible Preferred Stock, $.01 par value, 350 shares authorized, 83.4 and 0 shares outstanding
(Liquidation value $843,000)
Series B Convertible Preferred Stock, $.01 par value, 20,000,000 shares authorized, 79,246 and 79,246
outstanding
Series D Convertible Preferred Stock, $.01 par value, 20,000,000 shares authorized, 3,500,000 and 0
outstanding
Common Stock, $.01 par value, 100,000,000 shares authorized, 30,974,761 and 14,091,748 outstanding
Additional paid-in capital
Accumulated Deficit

December 31, 2018

69,557
299,046

$

250,000
320,876
154,523
1,094,002

497,276
241,066
318,431
1,451,527

1,769,813
4,591,872
1,005,525
23,790,290
32,251,502

1,112,524
180,453
964,495
3,708,999

3,538,832
3,808,751
1,035,501
541,599
29,706
501,427
9,455,816

$

$

-

9,959,914

3,655,527

1

-

792

792
140,917
63,019,708
(63,107,945)

22,291,588

Total Liabilities and Stockholders' Equity

$
See Notes to Condensed Consolidated Financial Statements
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445,689
1,634,914
1,279,114
272,745
23,065
3,655,527

504,098

35,000
309,747
86,882,073
(64,936,025)

Total Stockholders' Equity

162,152
232,602

32,251,502

53,472
$

3,708,999

PREDICTIVE ONCOLOGY INC.
CONDENSED CONSOLIDATED STATEMENTS OF NET LOSS
(Unaudited)

Revenue
Cost of goods sold
Gross margin
General and administrative expense
Operations expense
Sales and marketing expense
Total operating loss
Gain on revaluation of cash advances to Helomics
Other income

$

Three Months Ended
2019
2018
286,151 $
358,586 $
118,390
108,970
167,761
249,616
3,310,368
729,528
1,271,258
378,906
685,029
554,084
(5,098,894)
(1,412,902)
1,222,244
(3,223)
-

Other Expense
Loss on equity method investment
Gain on revaluation of equity method investment
Net income/(loss)
Deemed dividend on Series E Convertible Preferred Stock
Net income/(loss) attributable to common shareholders per common shares
– basic and diluted

$

$

1,444,706

Gain/(loss) per common share - basic
Gain/(loss) per common share – diluted

$
$

0.05
0.02

Weighted average shares used in computation - basic
Weighted average shares used in computation - diluted

819,283
6,164,260
1,465,104
20,398

29,609,373
60,070,783

960,508
(2,373,410) $
-

1,389,059
439,637
6,164,260
(1,828,080) $
20,398

960,508
(4,133,432)
-

$

(2,373,410) $

(1,848,478) $

(4,133,432)

$
$

(0.20) $
(0.20) $

(0.08) $
(0.08) $

(0.36)
(0.36)

$

11,878,490
11,878,490

See Notes to Condensed Consolidated Financial Statements
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Six Months Ended
2019
2018
541,392 $
770,179
192,106
226,314
349,286
543,865
4,808,314
1,945,670
1,737,824
666,496
1,239,245
1,104,623
(7,436,097)
(3,172,924)
1,222,244
50,209
-

22,747,544
22,747,544

11,632,221
11,632,221

PREDICTIVE ONCOLOGY INC.
CONDENSED CONSOLIDATED STATEMENTS OF STOCKHOLDERS' EQUITY
(Unaudited)

Balance at
4/1/2018
$
E Warrant exercises
pursuant to S-3
public offering at
$1.00 exercise
price per share
Re-priced warrant
exercise pursuant
to 2016 private
investment
Vesting Expense
Net loss
Balance at
6/30/2018
$
Balance at
4/1/2019
$
Shares issued
pursuant to note
conversions bridge loan
Warrants issued
pursuant to CEO
note payable
Stock issued for
Helomics
acquisition
Stock issued to
extinguish debt as
part of Helomics
purchase
consideration
Issuance of
warrants as
Helomics purchase
consideration
Exercise of
warrants
Issuance of Series
E Preferred shares
Vesting expense
Issuance of
Noteholders’
warrants
Net income
Balance at
6/30/2019

Preferred
Stock
792

# Shares
Preferred C

# Shares
Preferred B

# Shares
Preferred D

-

79,246

-

# Shares
Preferred E

Common Stock
Shares
11,804,073

Additional
Accumulated
Paid-in Capital
Deficit

Amount
$

118,040

$ 61,622,067

33,040

330

32,710

252,333

2,523

249,810
233,982

33,040

252,333
233,982
(2,373,410)

(2,373,410)

-

79,246

-

-

12,089,446

$

120,893

$ 62,138,569

$ (58,898,476)

$ 3,361,778

792

-

79,246

-

-

17,360,144

$

173,601

$ 66,296,741

$ (66,401,129)

$

3,987

144,584

148,571

23,550

23,550

398,734

35,000

3,500,000

1

35,793

40,000

5,537,250

5,612,250

8,637,323

86,373

6,376,936

6,463,309

6,261,591

6,261,591

5,786

84

-

79,246

3,500,000

84

# Shares
Preferred C

# Shares
Preferred B

# Shares
Preferred D

# Shares
Preferred E

7,271

647,819

79,246

(6,479)

(647,819)

Preferred
Stock

70,005

4,000,000

.

5,786
743,559
1,380,620
117,241

Balance at
1/1/2018
$
Preferred
conversion to
common shares
pursuant to private
placement
agreement
Shares issued
pursuant to S-3
public offering
Investment in
Subsidiary pursuant
to Helomics 20%
acquisition
E Warrant exercises
pursuant to S-3
public offering at
$1.00 exercise
price per share
Shares issued
pursuant to S-3
public offering
over-allotment
option at $0.9497
exercise price per
share
Re-priced warrant
exercise pursuant
to 2016 private
investment
Vesting Expense
Net loss
Balance at
6/30/2018
$
Balance at
1/1/2019
$
Investment by CEO
Shares issued in
forbearance
agreement
Shares issued
pursuant to S-3
public offering
Shares issued

Total
$ 5,215,833

792

578,560

$

$ (56,525,066)

30,974,761

$

309,747

Common Stock
Shares
6,943,283

Amount
$

$ 86,882,073

743,560
1,380,620
117,241
1,465,104

1,465,104
$ (64,936,025)

$ 22,291,588

Additional
Accumulated
Paid-in Capital
Deficit
$ (54,765,045)

Total

69,432

$ 57,380,256

$ 2,691,913

589,747

5,897

582

2,900,000

29,000

2,726,087

2,755,087

1,100,000

11,000

1,031,250

1,042,250

88,836

888

87,948

88,836

215,247

2,153

202,268

252,333

2,523

249,810
460,368

1

204,422

252,333
460,368
(4,133,432)

(4,133,432)

792

79,246

12,089,446

$

120,893

$ 62,138,569

$ (58,898,476)

$ 3,361,778

792

79,246

14,091,748
78,125

$

140,917
781

$ 63,019,708
49,219

$ (63,107,945)

$

166,667

1,666

156,683

158,349

2,863,750
558,588

28,638
5,586

2,401,071
232,987

2,429,709
238,573

53,472
50,000

pursuant to note
conversions bridge loan
Warrants issued
pursuant to CEO
note payable
Stock issued for
Helomics
acquisition
Stock issued to
extinguish debt as
part of Helomics
purchase
consideration
Issuance of
warrants as
Helomics purchase
consideration
Exercise of
warrants
Issuance of Series
E Preferred Shares
Vesting expense
Issuance of
noteholders
warrants
Net loss
Balance at
6/30/2019

35,000

3,500,000

341,608

4,000,000

40,000

5,537,250

5,612,250

8,637,323

86,373

6,376,936

6,463,309

6,261,591

6,261,591

578,560
1

341,608

5,786

84

.

5,786
743,559
1,644,220

743,560
1,644,220

117,241

117,241
(1,828,080)

$

35,793

79,246

3,500,000

84

30,974,761

$

309,747

See Notes to Condensed Consolidated Financial Statements
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$ 86,882,073

$ (64,936,025)

(1,828,080)
$ 22,291,588

PREDICTIVE ONCOLOGY INC.
CONDENSED CONSOLIDATED STATEMENTS OF CASH FLOWS
(Unaudited)
Six Months Ended
June 30,
2019
2018
Cash flow from operating activities:
Net loss
Adjustments to reconcile net loss to net cash used in operating activities:
Recognition of credit loss on notes receivable
Accrued interest revenue
Loss on equity method investment
Gain on revaluation of equity method investment
Depreciation and amortization
Vesting expense for stock options
Amortization of debt discount
Loss on valuation of equity-linked instruments
Gain on revaluation of cash advances to Helomics
Changes in assets and liabilities:
Accounts receivable
Inventories
Prepaid expense and other assets
Accounts payable
Accrued expenses
Deferred revenue
Net cash used in operating activities:
Cash flow from investing activities:
Redemption of certificates of deposit
Advance on notes receivable
Cash received from notes receivable
Cash received in Helomics Acquisition
Purchase of fixed assets
Acquisition of intangibles
Net cash (used in) provided by investing activities:

$

(1,828,080) $
795,353
(42,746)
439,637
(6,164,260)
259,362
1,644,220
1,068,256
231,348
(1,222,244)

Cash flow from financing activities:
Extinguishment of convertible debt
Proceeds from debt issuance
Proceeds from exercise of warrants into common stock
Proceeds from issuance of Series E convertible preferred stock
Issuance of common stock
Net cash provided by financing activities

960,508
41,062
460,368
-

141,325
(55,665)
66,989
718,483
(104,114)
6,641
(4,045,495)

(177,828)
20,385
14,490
25,126
(329,889)
11,679
(3,107,531)

(975,000)
154,418
248,102
(8,433)
(580,913)

244,971
(42,524)
(129,990)
(27,524)
44,933

(220,241)
1,525,000
5,786
743,560
2,479,708
4,533,813

Net decrease in cash and cash equivalents
Cash at beginning of period
Cash at end of period

$

Non-cash transactions:
Bridge loan conversion into common stock
Forbearance settlement bridge loan
Additional warrants issued pursuant to CEO note payable
Consideration given for acquisition of Helomics
Conversion of preferred stock to common stock

$

See Notes to Condensed Consolidated Financial Statements
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(4,133,432)

341,169
2,959,509
3,300,678

(92,595)
162,152
69,557 $
238,573
503,009
32,215
26,711,791
-

$

238,080
766,189
1,004,269
1,542,250
6,479

PREDICTIVE ONCOLOGY INC.
NOTES TO CONDENSED CONSOLIDATED FINANCIAL STATEMENTS
(Unaudited)
NOTE 1 — SUMMARY OF SIGNIFICANT ACCOUNTING POLICIES
Nature of Operations and Continuance of Operations
Predictive Oncology Inc., (the “Company”) was originally incorporated on April 23, 2002 in Minnesota as BioDrain Medical, Inc. Effective August 6, 2013,
the Company changed its name to Skyline Medical Inc. Pursuant to an Agreement and Plan of Merger effective December 16, 2013, the Company merged
with and into a Delaware corporation with the same name that was its wholly-owned subsidiary, with such Delaware corporation as the surviving corporation
of the merger. On August 31, 2015, the Company completed a successful offering and concurrent uplisting to the NASDAQ Capital Market. On February 1,
2018, the Company filed with the Secretary of State of Delaware a Certificate of Amendment to its Certificate of Incorporation to change the corporate name
from Skyline Medical Inc. to Precision Therapeutics Inc., effective February 1, 2018. Because of this change, the Company’s common stock traded under the
ticker symbol “AIPT,” effective February 2, 2018. On June 10, 2019, the Company filed with the Secretary of State of Delaware a Certificate of Amendment
to its Certificate of Incorporation to change the corporate name from Precision Therapeutics Inc. to Predictive Oncology Inc., effective June 10, 2019.
Because of this change, the Company’s common stock traded under the new ticker symbol “POAI,” effective June 13, 2019. Skyline Medical (“Skyline”)
remains as an incorporated division of Predictive Oncology Inc.
As of June 30, 2019, the Company had 30,974,761 shares of common stock outstanding, par value $.01 per share. The Company is a healthcare company that
provides personalized medicine solution and medical devices in two main areas: (1) precision medicine, which aims to apply artificial intelligence to
personalized medicine and drug discovery; and (2) the Company has developed an environmentally safe system for the collection and disposal of infectious
fluids that result from surgical procedures and post-operative care. The Company also makes ongoing sales of proprietary cleaning fluid and filters to users of
its systems. In April 2009, the Company received 510(k) clearance from the Food and Drug Administration (the “FDA”) to authorize the Company to market
and sell its STREAMWAY System products.
On April 4, 2019, the Company completed the Helomics Holding Corporation (“Helomics”) acquisition – (see Note 2). The Company’s precision medicine
services – designed to use artificial intelligence and a comprehensive disease database to improve the effectiveness of cancer therapy – were launched with
the Company’s investment in Helomics. Helomics’ precision oncology services are based on its D-CHIP™ diagnostic platform, which combines a database of
genomic and drug response profiles from over 149,000 tumors with an artificial intelligence based searchable bioinformatics platform. Once a patient’s tumor
is excised and analyzed, the D-CHIP platform compares the tumor profile with its database, and using its extensive drug response data, provides a specific
therapeutic roadmap. In addition, the Company’s wholly-owned subsidiary, TumorGenesis Inc., is developing the next generation, patient derived tumor
models for precision cancer therapy and drug development. TumorGenesis Inc., formed during the first quarter of 2018, is presented as part of the unaudited
condensed consolidated financial statements (“financial statements”).
The accompanying financial statements have been prepared assuming the Company will continue as a going concern. The Company has incurred recurring
losses from operations and has an accumulated deficit of $64,936,025. The Company does not expect to generate sufficient operating revenue to sustain its
operations in the near-term. Year-to-date the Company has incurred negative cash flows from operations. Although the Company has attempted to curtail
expenses, there is no guarantee that the Company will be able to reduce these expenses significantly, and expenses may need to be higher to prepare product
lines for broader sales in order to generate sustainable revenues.
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The Company had cash and cash equivalents of $69,557 as of June 30, 2019 and needs to raise significant additional capital to meet its operating needs
including the operating needs of the acquired Helomics business and pay debt obligations coming due; therefore, there is substantial doubt about the
Company’s ability to continue as a going concern for one year after the date that the financial statements are issued. The financial statements do not include
any adjustments that might result from the outcome of this uncertainty. The Company will attempt to raise these funds through equity or debt financing that
may include public offerings, private placements, alternative offerings or other means. The public offerings may include sales through the Company’s shelf
registration statement on Form S-3, with which the Company has raised approximately $2,100,000 in net proceeds in early 2019. The Company is currently
permitted to raise up to approximately $4,300,000 in additional gross proceeds, under this shelf registration statement in public offerings, subject to market
factors and other limitations. In June 2019, the Company raised $776,000 in net proceeds from a private placement of convertible preferred stock. Subsequent
to June 30, 2019 to date the private placement raised an additional $1,238,800 in net proceeds, and the Company authorized up to a total of $3,500,000 in
preferred stock.
In the quarter ended June 30, 2019, the Company has raised $776,000 in net proceeds in equity from a private placement and $275,000 in debt financing from
the Company CEO. Despite these sources of funding, the Company, will need to obtain financing in order to fund operations.
Interim Financial Statements
The Company has prepared the unaudited interim financial statements and related unaudited financial information in the footnotes in accordance with
accounting principles generally accepted in the United States of America (“GAAP”) and the rules and regulations of the Securities and Exchange Commission
(“SEC”) for interim financial statements. These interim financial statements reflect all adjustments consisting of normal recurring accruals, which in the
opinion of management, are necessary to present fairly the Company’s position, the results of its operations and its cash flows for the interim periods. These
interim financial statements reflect all intercompany eliminations. These interim financial statements should be read in conjunction with the annual financial
statements and the notes thereto contained in the Annual Report on Form 10-K filed with the SEC on April 1, 2019. The nature of the Company’s business is
such that the results of any interim period may not be indicative of the results to be expected for the entire year.
Recent Accounting Developments
Accounting Policies and Estimates
The presentation of financial statements in conformity with GAAP requires management to make estimates and assumptions that affect the reported amounts
of assets and liabilities and disclosure of contingent assets and liabilities at the date of the financial statements and the reported amounts of revenues and
expenses during the reporting period. Actual results could differ from those estimates.
In February 2016, the FASB issued ASU No. 2016-02, “Leases (Topic 842)” (“ASU 2016-02”), which requires lessees to put most leases on their balance
sheets but recognize the expenses on their income statements in a manner similar to current practice. The standard states that a lessee would recognize a lease
liability for the obligation to make lease payments and a right-to-use asset for the right to use the underlying asset for the lease term. The standard was
effective for fiscal years and interim periods within those fiscal years beginning after December 15, 2018. The Company adopted the standard on January 1,
2019, using the transition relief to the modified retrospective approach, presenting prior year information based on the previous standard. Upon adoption, the
Company recognized $353,007 of lease right-of-use (ROU) assets and liabilities for operating leases on its condensed consolidated balance sheet, of which,
$79,252 were classified as current liabilities. The adoption of ASU 2016-02 did not have a material impact on the Company’s consolidated results of
operations or cash flows.
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The Company leases facilities under long-term operating leases that are non-cancelable and expire on various dates. At the lease commencement date, lease
ROU assets and lease liabilities are recognized based on the present value of the future minimum lease payments over the lease term, which includes all fixed
obligations arising from the lease contract. If an interest rate is not explicit in a lease, the Company utilizes its incremental borrowing rate for a period that
closely matches the lease term.
See Note 8 – Leases.
Cash Equivalents
The Company considers all highly liquid debt instruments with a maturity of three months or less when purchased to be cash equivalents. Cash equivalents
are stated at cost, which approximates fair value.
Fair Value Measurements
Under generally accepted accounting principles as outlined in the FASB’s Accounting Standards Codification (ASC) 820, fair value is the price that would be
received to sell an asset or paid to transfer a liability in an orderly transaction between market participants at the measurement date. The accounting standards
ASC 820 establishes a three-level fair value hierarchy that prioritizes information used in developing assumptions when pricing an asset or liability as
follows:
Level 1 – Observable inputs such as quoted prices in active markets;
Level 2 – Inputs other than quoted prices in active markets, that are observable either directly or indirectly; and
Level 3 – Unobservable inputs where there is little or no market data, which requires the reporting entity to develop its own assumptions.
The Company uses observable market data, when available, in making fair value measurements. Fair value measurements are classified according to the
lowest level input that is significant to the valuation.
The fair value of the Company’s investment securities was determined based on Level 1 inputs.
Inventories
Inventories are stated at the net realizable value, with cost determined on a first-in, first-out basis. Inventory balances are as follows:
June 30,
2019
Finished goods
Raw materials
Work-In-Process
Total

$

$

150,340
91,437
79,099
320,876

December 31,
2018
$

$

58,701
127,003
55,362
241,066

Property and Equipment
Property and equipment are stated at cost less accumulated depreciation and amortization. Depreciation of property and equipment is computed using the
straight-line method over the estimated useful lives of the respective assets. Estimated useful asset life by classification is as follows:
Years
- 7
2
3 - 7
3
4

Computers and office equipment
Leasehold improvements
Manufacturing tooling
Demo equipment
Laboratory equipment

3
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The Company’s fixed assets consist of the following:

Computers and office equipment
Leasehold improvements
Manufacturing tooling
Demo equipment
Laboratory equipment
Total
Less: Accumulated depreciation
Total Fixed Assets, Net

$

$

June 30,
2019
505,728
188,014
108,955
77,973
1,401,210
2,281,880
512,067
1,769,813

December 31,
2018
$
204,903
140,114
108,955
85,246
539,218
358,765
$
180,453

The large fluctuation in fixed assets is due to the Helomics acquisition (see Note 2). Upon retirement or sale, the cost and related accumulated depreciation
are removed from the balance sheet and the resulting gain or loss is reflected in operations. Maintenance and repairs are charged to operations as incurred.
Depreciation expense was $131,420 and $153,302 in the three and six months ended June 30, 2019 and was $18,825 and $33,321 for the three and six months
ended June 30, 2018.
Intangible Assets
Intangible assets consist of trademarks, patent costs, license fees, customer relationships and developed technology. Amortization expense was $88,416 and
$106,060 in the three and six months ended June 30, 2019 and was $4,070 and $7,741 in the three and six months ended June 30, 2018. The Company
reviews identifiable intangible assets for impairment in accordance with ASC 360 — Property, Plant and Equipment, whenever events or changes in
circumstances indicate the carrying amount may not be recoverable. The Company’s intangible assets are currently solely the costs of obtaining licensing
fees, trademarks, patents, tradename, customer relations and developed technology. The intangibles are both lived, assets amortized over a useful life, and
indefinite lived, assets which are not amortized, but receive annual impairment testing. Events or changes in circumstances that indicate the carrying amount
may not be recoverable include, but are not limited to, a significant change in the medical device marketplace and a significant adverse change in the business
climate in which the Company operates. The large fluctuation in intangible assets is due to the Helomics acquisition (see Note 2).
The components of intangible assets all of which except tradenames are finite-lived were as follows:
6/30/2019

Patents & Trademarks
Licensing Fees
Developed Technology
Customer Relationships
Tradename
Total

Gross Carrying
Costs
$
326,740
877,500
2,882,000
445,000
398,000
$
4,929,240

Accumulated
Amortization
$
(188,698)
(78,000)
(34,823)
(35,847)
$
(337,368)

12/31/2018

$

$
11

Net
Carrying
Amount
138,042
799,500
2,847,177
409,153
398,000
4,591,872

Gross Carrying
Costs
$
318,303
877,500
$
1,195,803

Accumulated
Amortization
$
(182,558) $
(48,750)
$
(231,308) $

Net
Carrying
Amount
135,745
828,750
964,495

The following table outlines the estimated future amortization expense related to intangible assets held as of June 30, 2019
Year ending

Expense
181,748
363,497
363,497
264,609
215,165
3,203,356
4,591,872

2019
2020
2021
2022
2023
Thereafter
Total
Goodwill

In accordance with ASC - 350, Intangibles – Goodwill and Other, goodwill is calculated as the difference between the acquisition date fair value of the
consideration transferred and the fair value of net assets acquired and represents the future economic benefits that the Company expects to achieve as a result
of the acquisition. Purchased goodwill is not expected to be deductible for tax purposes and is not amortized over its indefinite useful life. To determine
whether goodwill is impaired, annually or more frequently if needed, the Company performs a multi-step impairment test. The Company may first assess
qualitative factors to determine if it is more likely than not that the carrying value of a reporting unit exceeds its estimated fair value. The Company may also
elect to skip the qualitative testing and proceed directly to the quantitative testing. When performing quantitative testing, the Company first estimates the fair
values of its reporting units using discounted cash flows. To determine fair values, the Company must make assumptions about a wide variety of internal and
external factors. Significant assumptions used in the impairment analysis include financial projections of free cash flow (including significant assumptions
about operations, capital requirements and income taxes), long-term growth rates for determining terminal value and discount rates. Comparative market
multiples are used to corroborate the results of the discounted cash flow test. If the fair value is less than the carrying value of the reporting unit, then the
implied value of goodwill would be calculated and compared to the carrying amount of goodwill to determine whether goodwill is impaired. The Company
did not have goodwill in 2018 therefore, no impairment test was required, but the Company will conduct the 2019 testing in the second half of 2019.
Income Taxes
The Company accounts for income taxes in accordance with ASC 740 - Income Taxes (“ASC 740”). Under ASC 740, deferred tax assets and liabilities are
determined based on the differences between the financial reporting and tax bases of assets and liabilities and net operating loss and credit carryforwards
using enacted tax rates in effect for the year in which the differences are expected to impact taxable income. Valuation allowances are established when
necessary to reduce deferred tax assets to the amounts expected to be realized.
There is no income tax provision in the accompanying statements of net loss due to the cumulative operating losses that indicate a 100% valuation allowance
for the deferred tax assets and state income taxes is appropriate.
The Company reviews income tax positions expected to be taken in income tax returns to determine if there are any income tax uncertainties. The Company
recognizes tax benefits from uncertain tax positions only if it is more likely than not that the tax positions will be sustained on examination by taxing
authorities, based on technical merits of the positions. The Company has identified no income tax uncertainties.
Under Internal Revenue Code Section 382 certain stock transactions which significantly change ownership could limit amount of net operating carryforwards
that may be utilized on an annual basis to offset taxable income in future periods. The Company has not yet performed an analysis of the annual net operating
loss carryforwards and limitations that are available to be used against taxable income. Consequently, the limitation, if any, could result in the expiration of
the Company’s loss carryforwards before they can be utilized. The Company has not analyzed net operating loss carryforwards under Section 382 to date. As
a result of the Helomics acquisition there may be significant limitation to the net operating loss. The Company intends to complete a Section 382 analysis in
early 2020.
Tax years subsequent to 2015 remain open to examination by federal and state tax authorities.
Offering Costs
Costs incurred which are direct and incremental to an offering of the Company’s securities are deferred and charged against the proceeds of the offering,
unless such costs are deemed to be insignificant in which case they are expensed as incurred.
12

Credit Risk
Financial instruments which potentially subject the Company to concentrations of credit risk consist principally of cash. The Company places its cash with
high credit quality financial institutions and, by policy, generally limits the amount of credit exposure to any one financial institution. The Company has no
credit risk concentration for cash amounts held in a single institution that are in excess of amounts issued by the Federal Deposit Insurance Corporation.
Segments
The Company has five operating segments: domestic sales, international sales, diagnostic revenue, CRO revenue and clinical testing revenue. The revenues
earned in diagnostic, CRO and clinical testing are immaterial to the total revenues earned and are currently represented in Other Revenue in the table below.
The segment revenues and net losses for the three-month and six-month periods ended June 30, 2019 are described in the table below. There are significant
changes in the Company’s assets relating to the Helomics acquisition specifically in the other segment for intangibles, tangible fixed assets and goodwill (see
Note 2). In 2018 substantially all the Company assets, revenues and expenses were located or derived from operations in the United States and recorded under
the Domestic Revenue segment.
Three Months Ended June 30,
2019
Corporate/
Domestic International
Other

Revenue

$ 259,082

$

Segment Gain/(Loss)

$ (917,754) $

1,464

$

Total

Domestic

478,743

Six Months Ended June 30,
2019
Corporate/
International
Other

25,605

$ 286,151

$

$

37,044

$

25,605

(97,552) $ 2,480,410

$ 1,465,104

$ (1,859,477) $ (196,213) $ 227,610

Total

$

541,392

$ (1,828,080)

Net Assets as of,

Net Assets

Domestic
$ 741,497

June 30, 2019
Corporate/
International
Other
$
34,841 $ 21,515,250

Total
$ 22,291,588

Domestic
$ 628,451

December 31, 2018
Corporate/
International
Other
Total
$
41,377 $ (616,356) $ 53,472

Risks and Uncertainties
The Company is subject to risks common to companies in the medical device and biopharmaceutical industries, including, but not limited to, development by
the Company or its competitors of new technological innovations, dependence on key personnel, protection of proprietary technology, and compliance with
regulations of the FDA, Clinical Laboratory Improvement Amendments (“CLIA”), and other governmental agencies.
NOTE 2 – HELOMICS ACQUISITION
The Company acquired 25% of the capital stock of Helomics, in transactions in the first quarter of 2018. On April 4, 2019, (the “Acquisition Date”), the
Company completed a forward triangular merger with Helomics Acquisition Inc., a wholly-owned subsidiary of the Company and Helomics, acquiring the
remaining 75% of the capital stock of Helomics.
Helomics’ precision medicine services are designed to use artificial intelligence and a comprehensive disease database to improve the effectiveness of cancer
therapy. Helomics’ precision oncology services are based on its D-CHIP diagnostic platform, which combines a database of genomic and drug response
profiles from over 149,000 tumors with an artificial intelligence based searchable bioinformatics platform. Once a patient’s tumor is excised and analyzed, the
D-CHIP platform compares the tumor profile with its database, and using its extensive drug response data, provides a specific therapeutic roadmap.
The acquisition of Helomics was accounted for as a business combination using the acquisition method of accounting. This method requires, among other
things, that assets acquired and liabilities assumed be recognized at fair value as of the acquisition date. The fair value for the assets acquired and the
liabilities assumed are based on information knowable and determined by management as of the date of this filing. The Company incurred $656,615 in
acquisition costs predominantly in legal and audit expenses.
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The fair value of the consideration transferred in the acquisition has five components totaling $26,711,791. The following table summarizes the acquisition
date fair values of assets acquired and liabilities assumed and the consideration transferred:
Value of shares to Helomics shareholders
Value of Helomics notes receivable forgiven
Value of shares to extinguish debt
Value of warrants issued
Gain on revaluation of equity method investment
Fair value of the consideration

$

$

5,612,250
2,210,381
6,463,309
6,261,591
6,164,260
26,711,791

Less assets acquired:
Cash & cash equivalents
Accounts receivable
Inventory
Prepaid expenses
Fix assets, net
Intangible assets
Lease right of use assets

248,102
207,769
17,727
15,321
1,749,080
3,725,000
780,594

Plus liabilities assumed:
Accounts payable
Note Payable
Accrued expenses
Lease Liability – Net of Long-term Portion
Lease liability

2,374,596
303,333
363,569
422,126
358,468

Total assets acquired and liabilities assumed

(2,921,501)

Goodwill

$

23,790,290

(i) Upon the acquisition, all outstanding shares of Helomics stock not already held by the Company were converted into the right to receive a proportionate
share of 4,000,000 shares of common stock and 3,500,000 shares of Series D Convertible Preferred Stock of the Company. The fair value of these shares on
the datge of issuance was $5,612,250; (ii) the Company forgave notes and interest due from Helomics relating to previous cash advances equaling
$2,210,381; (iii) the Company eliminated debt owed by Helomics to noteholders by issuing 8,637,323 shares of common stock to the noteholders, the value
of the shares was $6,463,309; (iv) the Company issued 14,245,063 warrants in exchange for warrants to purchase 23,741,772 shares of Helomics common
stock to the Helomics noteholders agreeing to extinguish or extend their notes. An additional 597,000 warrants were exchanged for warrants held by other
parties; the total consideration of all the exchanged warrants was valued by using the Black Scholes method and equaled $6,261,591; and, (v) as the
Company’s acquisition of Helomics was a business combination achieved in stages, the initial 25% purchase of Helomics in 2018 was required to be revalued
at current fair value on the Acquisition Date. Immediately prior to the Acquisition Date the recorded value of the equity method investment was zero. On the
Acquisition Date the Company determined the fair value of the previous equity method investment was $6,164,260 and recorded a gain for the same amount
in order to recognize the investment at its fair value. The gain was calculated as the difference between the implied fair value of the Company’s previous
equity method investment in Helomics and the recorded book value immediately prior to the acquisition date. The implied fair value was calculated based on
the purchase consideration exchanged to acquire the remaining 75% of Helomics and factoring a 10% discount for lack of control.
The fair values of all common and preferred shares issued as consideration in the transaction was determined using the closing bid price of the Company’s
common stock on April 4, 2019.
The Company did not legally assume the debt extinguished on the day of the acquisition, however three noteholders did not exchange their notes for shares,
and the holders agreed to extend such notes, representing $303,333 in principal, to be due 90 days from the acquisition date. This portion of the debt was
assumed by the Company. In order to receive the extension, the Company agreed to issue 583,003 warrants to the noteholders at an exercise price of $1.00 per
share. The warrants were accounted for under the Black Scholes accounting method.
Identifiable Intangible Assets
The Company acquired intangible assets related to trademarks for the acquired Helomics trade name with an estimated fair market value of $398,000. The
Company expects to employ the Helomics trade name for the foreseeable future. The fair values of the assets were determined by the relief-from-royalty
method under the income approach.
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The Company acquired intangible assets with a useful life of three years and an estimated value of $445,000 related to customer relationships stemming from
stable and predictable cash flow streams associated with customers. Helomics’ customer base includes contract research partnerships with pharmaceutical,
diagnostic, biotechnology, and research companies. Helomic’s existing customers are all within its CRO services business line. The customer relationships
were valued using the with and without method under the income approach.
The Company acquired intangible assets with a useful life of 20 years and an estimated value of $2,882,000 related to developed technology stemming from
the D-CHIP diagnostic platform and underlying tumor database. Since the D-CHIP platform and underlying database was identified as the primary asset, this
technology was valued using the multi-period excess earnings method under the income approach.
The acquisition costs related to the intangible assets are represented in legal and accounting expenses within general and administrative expenses in the
statement of net loss.
Goodwill
The $23,790,290 goodwill represents the excess of the consideration transferred over the fair values of assets acquired and liabilities assumed and represents
the future economic benefits and synergies arising from the transaction. None of the goodwill is deductible for income tax purposes. Goodwill was allocated
to the three Helomics segments.
Financial Results
The financial results of Helomics since the acquisition date have been included in the Company’s unaudited condensed consolidated statements of net loss for
the quarter.
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Pro Forma
The following pro forma information presents the combined results of operations of Predictive and Helomics as if the acquisition of Helomics had been
completed on January 1, 2018, with adjustments to give effect to pro forma events that are directly attributable to the acquisition:

Revenue
Net gain attributable to Predictive

Three Months Ended June 30, 2019
$
286,376
$
1,399,809

Revenue
Net loss attributable to Predictive

Six Months Ended June 30, 2019
$
587,452
$
3,240,611

The primary adjustments include the deduction of the original depreciation and amortization and the inclusion of the revalued depreciation and amortization
for Helomics tangible and intangible assets. The unaudited pro forma results do not reflect any operating efficiencies or potential cost savings which may
result from the consolidation of operations. Accordingly, these unaudited pro forma results are presented for informational purposes only and are not
necessarily indicative of what the actual results of operations of the combined company would have been if the acquisition had occurred at the beginning of
those respective time periods, nor are they indicative of future results of operations.
There are certain portions of purchase accounting, specifically Section 382 for Tax Loss Carryforwards, which take place after a company has undergone a
shift in ownership, that the Company has not completed yet and may have a significant impact on the financial statements.
NOTE 3 – REVENUE RECOGNITION
The Company recognizes revenue when it satisfies a performance obligation by transferring control of the promised goods or services to its customers, in an
amount that reflects the consideration the Company expects to be entitled to in exchange for those goods or services. Sales taxes are imposed on the
Company’s sales to nonexempt customers. The Company collects the taxes from the customers and remits the entire amounts to the governmental authorities.
The Company has elected the accounting policy to exclude sales taxes from revenue and expenses.
Revenue from Product Sales
The Company has medical device revenue consisting primarily of sales of the STREAMWAY System, as well as sales of the proprietary cleaning fluid and
filters for use with the STREAMWAY System. This revenue stream is reported within both the domestic and international revenue segments. The Company
sells its medical device products directly to hospitals and other medical facilities using employed sales representatives and independent contractors. Purchase
orders, which are governed by sales agreements in all cases, state the final terms for unit price, quantity, shipping and payment terms. The unit price is
considered the observable stand-alone selling price for the arrangements. The Company sales agreement, Terms and Conditions, is a dually executed contract
providing explicit criteria supporting the sale of the STREAMWAY System. The Company considers the combination of a purchase order and the Terms and
Conditions to be a customer’s contract in all cases.
Product sales for medical devices consist of a single performance obligation that the Company satisfies at a point in time. The Company recognizes product
revenue when the following events have occurred: (a) the Company has transferred physical possession of the products, (b) the Company has a present right
to payment, (c) the customer has legal title to the products, and (d) the customer bears significant risks and rewards of ownership of the products. Based on
the shipping terms specified in the sales agreements and purchase orders, these criteria are generally met when the products are shipped from the Company’s
facilities (“FOB origin”, which is the Company’s standard shipping terms). As a result, the Company determined that the customer is able to direct the use of,
and obtain substantially all of the benefits from, the products at the time the products are shipped. The Company may, at its discretion, negotiate different
shipping terms with customers which may affect the timing of revenue recognition. The Company’s standard payment terms for its customers are generally 30
to 60 days after the Company transfers control of the product to its customer. The Company allows returns of defective disposable merchandise if the
customer requests a return merchandise authorization from the Company.
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Customers may also purchase a maintenance plan for the medical devices from the Company, which requires the Company to service the STREAMWAY
System for a period of one year subsequent to the one-year anniversary date of the original STREAMWAY System invoice. The maintenance plan is
considered a separate performance obligation from the product sale, is charged separately from the product sale, and is recognized over time (ratably over the
one-year period) as maintenance services are provided. A time-elapsed output method is used to measure progress because the Company transfers control
evenly by providing a stand-ready service. The Company has determined that this method provides a faithful depiction of the transfer of services to its
customers.
All amounts billed to a customer in a sales transaction for medical devices related to shipping and handling, if any, represent revenues earned for the goods
provided, and these amounts have been included in revenue. Costs related to such shipping and handling billing are classified as cost of goods sold.
Revenue from Clinical Testing
The Precision Oncology Insights are clinic diagnostic testing comprised of the Company’s ChemoFx and BioSpeciFx tests. The ChemoFx test determines
how a tumor specimen reacts to a panel of various chemotherapy drugs, while the BioSpeciFx test evaluates the expression of a particular gene related to a
patient’s tumor specimen. Revenues are recognized when control of the promised goods or services is transferred to customers, in an amount that reflects the
consideration the Company expects to be entitled to in exchange for those goods or services. The estimated uncollectible amounts are now generally
considered implicit price concessions that are a reduction in revenue. Helomics payments terms vary by the agreements reached with insurance carriers and
Medicare. The Company’s performance obligations are satisfied at one point in time when test reports are delivered. This revenue stream is reported under the
Clinical Revenue segment (see Note 1).
For service revenues, the Company estimates the transaction price which is the amount of consideration it expects to be entitled to receive in exchange for
providing services based on its historical collection experience using a portfolio approach as a practical expedient to account for patient contracts as collective
groups rather than individually. The Company monitors its estimates of transaction price to depict conditions that exist at each reporting date. If the Company
subsequently determines that it will collect more consideration than it originally estimated for a contract with a patient, it will account for the change as an
increase to the estimate of the transaction price, provided that such downward adjustment does not result in a significant reversal of cumulative revenue
recognized.
The Company recognizes revenue for these patients when contracts as defined in ASC 606, Revenue from Contracts with Customers are established at the
amount of consideration to which it expects to be entitled or when the Company receives substantially all of the consideration subsequent to the performance
obligations being satisfied.
CRO Revenue
Contract revenues are generally derived from studies conducted with biopharmaceutical and pharmaceutical companies. The specific methodology for
revenue recognition is determined on a case-by-case basis according to the facts and circumstances applicable to a given contract. The Company typically
uses an input method that recognizes revenue based on the Company’s efforts to satisfy the performance obligation relative to the total expected inputs to the
satisfaction of that performance obligation. For contracts with multiple performance obligations, we allocate the contract’s transaction price to each
performance obligation on the basis of the standalone selling price of each distinct good or service in the contract. Advance payments received in excess of
revenues recognized are classified as deferred revenue until such time as the revenue recognition criteria have been met. Payment terms are net 30 from the
invoice date, which is sent to the customer as the Company satisfies the performance obligation relative to the total expected inputs to the satisfaction of that
performance obligation. This revenue stream is reported under the CRO Revenue segment (see Note 1).
Variable Consideration
The Company records revenue from distributors and direct end customers in an amount that reflects the transaction price it expects to be entitled to after
transferring control of those goods or services. The Company’s current contracts do not contain any features that create variability in the amount or timing of
revenue to be earned.
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Warranty
The Company generally provides one-year warranties against defects in materials and workmanship on product sales and will either repair the products or
provide replacements at no charge to customers. As they are considered assurance-type warranties, the Company does not account for them as separate
performance obligations. Warranty reserve requirements are based on a specific assessment of the products sold with warranties where a customer asserts a
claim for warranty or a product defect.
Contract Balances
The Company records a receivable when it has an unconditional right to receive consideration after the performance obligations are satisfied. As of June 30,
2019, and December 31, 2018, accounts receivable totaled $299,046 and $232,602, respectively.
The Company deferred revenues related primarily to maintenance plans and CRO revenue of $29,706 and $23,065 as of June 30, 2019 and December 31,
2018, respectively.
Practical Expedients
The Company has elected the practical expedient not to determine whether contracts with customers contain significant financing components as well as the
practical expedient to recognize shipping and handling costs at point of sale.
NOTE 4 – STOCKHOLDERS’ EQUITY, STOCK OPTIONS AND WARRANTS
Series D Preferred Shares
The Company issued 3.5 million shares of new Series D preferred stock to Helomics as part of the acquisition. Each share of Series D preferred stock is
subject to automatic conversion, whereby each such share converts automatically on a 1:1 basis into a share of the Company’s common stock upon the earlier
of (i) the consummation of any fundamental transaction (e.g., a consolidation or merger, the sale or lease of all or substantially all of the assets of Predictive
or the purchase, tender or exchange offer of more than 50% of the outstanding shares of voting stock of Predictive) or (ii) the one-year anniversary of the
issuance date, which will be April 4, 2020.
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Series E Convertible Preferred Stock
In June 2019, the Company entered into a securities purchase agreement with investors for shares of Series E Convertible Preferred Stock for an aggregate
purchase price of $843,000 in a private placement. The Company amended its Certificate of Incorporation to authorize the issuance of 350 preferred shares
and establishes the rights and preferences of the Preferred Shares. The Series E Convertible Preferred Stock included a contingent beneficial conversion
amount of $107,935, representing the intrinsic value of the shares at the time of issuance. The Company determined the Series E Convertible Preferred Stock
should be classified as permanent equity and at the Company is accreting the beneficial conversion feature amount to the earliest redemption date of six
months after the Initial Closing of the Series E Convertible Preferred Stock. As of June 30, 2019, all shares of the Series E Convertible Preferred Stock issued
remain outstanding.
Each Preferred Share Holder shall have the right at the Company’s option to be converted into 0.056857% of the issued and outstanding shares of common
stock immediately prior to conversion for each share of Series E Convertible Preferred Stock beginning six months after issuance. On the date that is 12
months after the Initial Closing Date, the Company has the option to convert the Preferred Shares into common stock upon the same terms and limitations as
the above optional conversion.
Net Loss Attributable to common shareholders
The net loss attributable to common shareholders for the six and three months ended June 30, 2019, reflects increases for net deemed dividends to Series E
Convertible Preferred Shareholders provided in connection with various closings totaling $843,000 of the private placement of Series E Convertible Preferred
Stock in June of 2019 of $20,398, representing the accretion of the beneficial conversion feature amount. The Series E Convertible Preferred Stock is not
currently redeemable due to the contingency has not been met as of June 30, 2019 but is probable the preferred stock will be redeemable in the future. The
earliest potential redemption based on solely a passage of time is December 12, 2019 and, therefore, the carrying amount of the Series E Convertible
Preferred Stock shall be accreted from the commitment date to the redemption price as a deemed dividend. Since the Company does not have retained
earnings, the amortization of the Series E Convertible Preferred Stock discount was recorded as a deemed dividend through additional paid-in capital and net
loss attributable to common shareholders in calculating basic and diluted loss per common share (see Note 7).
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Equity Incentive Plan
The Company has an equity incentive plan, which allows issuance of incentive and non-qualified stock options to employees, directors and consultants of the
Company, where permitted under the plan. The exercise price for each stock option is determined by the Board of Directors. Vesting requirements are
determined by the Board of Directors when granted and currently range from immediate to three years. Options under this plan have terms ranging from three
to ten years.
Valuation and accounting for options and warrants
The Company determines the grant date fair value of options and warrants using a Black-Scholes option valuation model based upon assumptions regarding
risk-free interest rate, expected dividend rate, volatility and estimated term.
For grants of stock option and warrants issued during the quarter ended June 30, 2019, the Company used 1.93% to 2.55% risk free interest rate, 0% dividend
rate, 78.6% volatility and estimated terms of 5 to 10 years. Value computed using these assumptions ranged from $0.3044 to $.6060 per share.
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The following summarizes transactions for stock options and warrants for the periods indicated:
Stock Options

Outstanding at December 31, 2017

Number of
Shares
2,764,983

Issued
Expired
Exercised

1,098,858
(194,564)
-

Outstanding at December 31, 2018

3,669,277

Issued
Expired
Exercised

3,731,868
(101,397)
-

Outstanding at June 30, 2019

7,299,748

Warrants
Average
Exercise
Price

$

$

$

2.00

Number of
Shares
1,951,257

1.01
2.00
-

2,336,154
(10,706)
(650,062)

1.70

3,626,643

0.72
2.00
-

17,212,545
(919)
(578,560)

1.20

20,259,709

$

Average
Exercise
Price
23.74
1.07
199.55
1.00

$

4.17
0.95
603.89
0.01

$

1.67

Stock-based compensation recognized for the three and six months ended June 30, 2019 was $1,380,620 and $1,644,220, respectively, and for the three and
six months ended June 30, 2018 was $233,981 and $460,368, respectively. The Company has $723,870 of unrecognized compensation expense related to
non-vested stock options that are expected to be recognized over the next 16 months.
On April 4, 2019, the Company issued 1,908,500 stock options for common stock, par value $0.01, to current employees and directors from the Skyline,
Skyline Europe and corporate divisions. Additionally, on April 4, 2019, the Company issued 1,050,004 stock options for common stock, par value $0.01, to
new employees as a result of the Helomics acquisition.
NOTE 5 – NOTES RECEIVABLE
The Company has a secured promissory note receivable from CytoBioscience for $1,112,524, plus interest paid monthly at the per annum rate of (8%) on the
principal amount. Unpaid principal and unpaid accrued interest on the note are due and payable on February 28, 2020. In 2019, CytoBioscience and its parent
company, InventaBioTech, paid interest in the first quarter due through April 2019. The Company has not received any payments from CytoBioscience since
the first quarter. The Company has evaluated the feasibility of repayment, including direct conversation with the CEO and former CEO of CytoBioscience,
and has concluded that recovery of the note is in doubt. The Company has a Confession of Judgement signed by CytoBioscience and has filed with the courts.
The Company has secured the note with lab equipment originally valued at $1,290,000. Based on management’s judgements, the Company believes it will be
able to raise $250,000 through the sale of this equipment and has recorded a reserve for the difference. Management has concluded that it is probable that the
Company will be unable to collect all amounts due according to the contractual terms of the receivable.
As of April 3, 2019, the Company had a principal balance of $2,140,013, plus interest of $70,369 due from Helomics. Upon completion of the merger with
Helomics all intercompany notes were eliminated; (see Note 2).
NOTE 6 – CONVERTIBLE DEBT AND DERIVATIVE LIABILITY
Effective September 28, 2018, the Company issued convertible secured promissory notes to two private investors in the original principal amount of an
aggregate $2,297,727 (the “bridge loan”).
The bridge loan accrues interest at a rate of 8% per annum (with twelve months of interest guaranteed). The bridge loan is due on September 28, 2019. Upon
the earlier to occur of an event of default or the filing of certain registration statements, each investor will have the right at any time thereafter to convert all or
any part of its bridge loan into shares of the Company’s common stock at a conversion price which is equal to the lesser of: (i) $1.00 and (ii) 70% of the
lowest volume-weighted average price (the “VWAP”) of the Company’s common stock during the 20-trading day period ending on either the last complete
trading day prior to the conversion date, or the conversion date (“Conversion Shares”). The number of Conversion Shares that may be issued is subject to an
exchange cap such that the sum of (a) the total number of Conversion Shares plus (b) the number of Inducement Shares is limited to an aggregate 2,678,328
shares.
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Management has concluded the conversion feature is an embedded derivative that is required to be bifurcated and separately presented as a liability on the
balance sheet. The embedded derivative’s value was determined using 70% of the VWAP for the 20 trading days preceding the balance sheet date, and
assuming conversion on that date as management believed it is probable that the bridge loan will be convertible based on management’s expectation that
additional financing will be required. The Company recognized an unrealized loss in other expenses on the statements of net loss for the corresponding
change in fair value of $231,348 for the six-month period ended June 30, 2019. The fair value of the derivative liability as of June 30, 2019 was $504,092.
In the second quarter one of the bridge loan investors thrice converted a portion of the principal balance of the note. The investor converted $148,573 from
the principal balance and received 398,734 shares of the Company’s common stock. The principal balance remaining for the investor is $325,278.
The value of the embedded derivative from the bridge loan as well as the derivative included in the note payable agreements with the Company’s CEO (See
Note 9) were based upon level 3 inputs – see the Fair Value Caption in Note 1. The table below discloses all changes in value of those derivative liabilities
during the six-month period ended June 30, 2019.

$

Derivative Liability
Balance at
December 31, 2018
272,745

Derivative
Instrument Issued
69,722

Loss Recognized to
Revalue Derivative
Instrument at Fair
Value
231,347

Adjustments to
Derivative Liability
for Warrants
Issued
32,215

$

Derivative Liability
Balance at
June 30, 2019
541,599

NOTE 7 - LOSS PER SHARE
The following table presents the shares used in the basic and diluted loss per common share computations:

Numerator
Net gain/(loss) attributable to common shareholder per common share basic
and diluted calculation
$

Three Months Ended
June 30
2019
2018

Six Months Ended
June 30
2019
2018

1,444,706

(2,373,410) $

(1,848,478) $

(4,133,432)

$

Net gain/(loss)
Denominator:
Weighted average common shares outstanding-basic

1,444,706

(2,373,410)

(1,848,478)

(4,133,432)

29,609,373

11,878,490

22,747,544

11,632,221

Effect of diluted stock options, warrants and preferred stock (1)

30,461,410

-

-

-

Weighted average common shares outstanding-diluted

60,070,783

11,878,490

22,747,544

11,632,221

Gain/(Loss) per common share - basic
Gain/(loss) per common share - diluted

$
$

0.05
0.02

$
$

(0.20) $
(0.20) $

(0.08) $
(0.08) $

(0.36)
(0.36)

(1) The number of shares underlying options and warrants outstanding as of June 30, 2019 and June 30, 2018 are 27,559,457 and 5,676,637, respectively. The
number of shares underlying the convertible debt as of June 30, 2019 and June 30, 2018 is 1,303,073 and zero, respectively. The number of shares underlying
the preferred stock Series C as of June 30, 2019 and June 30, 2018 is 79,246. The number of shares underlying the preferred stock Series D as of June 30,
2019 and June 30, 2018 is 35,000 and zero, respectively. The number of shares underlying the preferred stock Series E as of June 30, 2019 and June 30, 2018
is 1,484,634 and zero, respectively. The effect of the shares that would be issued upon exercise of such options, warrants, convertible debt and preferred stock
has been excluded from the calculation of diluted loss per share because those shares are anti-dilutive.
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NOTE 8 – LEASES
The Company’s corporate offices are located at 2915 Commers Drive, Suite 900, Eagan, Minnesota 55121. On November 22, 2017, the Company signed a
second amendment to its lease last amended on January 28, 2013. The lease as amended has a three-year term effective February 1, 2018 ending January 31,
2021. The Company leases 5,773 square feet at this location, of which 2,945 square feet is used for office space and 2,828 is used for manufacturing.
Skyline Medical Europe’s offices are located at 9 Chemin de la Fraite – 1380 Ohain, Belgium. The lease agreement was signed April 24, 2018 and started on
June 15, 2018. The Company leases around 2,000 square feet at this location, 750 of which is used for storage and 1,250 for office space. The lease is
effective through June 14, 2027.
Helomics’ offices are located at 91 43rd Street, Pittsburgh, Pennsylvania. On October 17, 2017, the Company signed a second amendment to its lease last
amended on February 28, 2016. The lease, as amended, has a three-year term effective February 1, 2018, ending January 31, 2021. The Company leases
17,417 square feet at this location, of which approximately 1,000 square feet are used for office space and 16,417 square feet is used for laboratory
operations. The Company expects that this space will be adequate for its current office and laboratory needs.
Lease expense was $153,923 and $183,135 for the three months and six months ended on June 30, 2019 and $19,936 and $37,179 for the three and six
months ended on June 30, 2018, respectively.
The following table summarizes other information related to the Company’s operating leases:
June 30, 2019
3.19
8%

Weighted average remaining lease term – operating leases in years
Weighted average discount rate – operating leases
The Company’s rent obligation for the next five years are as follows:
2019
2020
2021
2022
2023
2024 and thereafter
Total lease payments
Less interest
Present value of lease liabilities

$

$

259,700
520,981
118,976
43,403
44,271
157,932
1,145,263
139,738
1,005,525

NOTE 9 – RELATED PARTY TRANSACTIONS
The Audit Committee has the responsibility to review and approve all transactions to which a related party and the Company may be a party prior to their
implementation, to assess whether such transactions meet applicable legal requirements.
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One of the Company’s directors, Richard L. Gabriel, is the Chief Operating Officer and serves as a director of GLG Pharma (“GLG”). Another Company
director, Tim Krochuk, is on the supervisory board for GLG. The Company and GLG have a partnership agreement with Helomics for the purpose of bringing
together their proprietary technologies to build out personalized medicine platform for the diagnosis and treatment of women’s cancer. There has been no
revenue or expenses generated by this partnership to date.
On May 1, 2019, Mr. Gabriel executed a one-year contract with renewable three-month periods to continue as Chief Operating Officer for TumorGenesis. Mr.
Gabriel will receive $13,500 in monthly cash payments.
On May 21, 2019, the Company issued a third and restated common stock purchase warrant to Dr. Schwartz the Company’s CEO for value received in
connection with the funding of all or a portion of the purchase price of his second amended and restated promissory note in the principal amount of
$1,620,000. The Company issued an additional 34,518 warrants to Dr. Schwartz under the agreement in the second quarter, which reduced the value of the
derivative liability by $32,215. As of June 30, 2019, the recorded derivative liability related to the agreement is $36,507. On May 9, 2019, Dr. Schwartz
advanced $75,000 to the Company, on May 30, 2019, he advanced $200,000 to the Company, and on July 15, 2019 he advanced $25,000 to the Company.
The loan earns 8% interest and is due on September 13, 2019, pursuant to the Amended and Restated Promissory Note. The loan is not connected to the
previous note payable due to Dr. Schwartz and does not affect the warrant calculations regarding that notes interest.
NOTE 10 – SUBSEQUENT EVENTS
Related Party Transactions
On July 15, 2019, Dr. Schwartz advanced an additional $25,000 to the Company. The advance is being consolidated with the two previous advances from
May 2019 and June 2019. The three advances earn 8% interest and are due on September 13, 2019.
Private Placement Funding
On June 13, 2019, the Company initiated a Series E convertible preferred stock private placement (see Note 4). Prior to quarter end the Company received
$776,000 in net proceeds. Subsequent to the quarter’s end the Company has received an additional $1,238,800 in net proceeds. The private placement is
ongoing and more funds are expected capping at $3,500,000 in gross proceeds.
Skyline Restructuring
In July 2019, the Company reduced its employed staff in the Skyline Medical division by ten people. As a result, severance pay recorded was $300,673. The
majority of that amount, $247,500, is due to one individual who has accepted severance payments in 24 equal installments paid bi-monthly over the course of
the next twelve months.
The Company continues to operate, both selling and maintaining, the STREAMWAY System and its disposable cleaning solution and bi-furcated filters.
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ITEM 2. Management’s Discussion and Analysis of Financial Condition and Results of Operations
Overview
Predictive Oncology Inc. was originally incorporated on April 23, 2002 in Minnesota as BioDrain Medical, Inc. Effective August 6, 2013, the Company
changed its name to Skyline Medical Inc. Pursuant to an Agreement and Plan of Merger effective December 16, 2013, the Company merged with and into a
Delaware corporation with the same name that was its wholly-owned subsidiary, with such Delaware corporation as the surviving corporation of the merger.
On August 31, 2015, the Company completed a successful offering and concurrent uplisting to the NASDAQ Capital Market. On February 1, 2018, the
Company filed with the Secretary of State of Delaware a Certificate of Amendment to its Certificate of Incorporation to change the corporate name from
Skyline Medical Inc. to Precision Therapeutics Inc., effective February 1, 2018. Because of this change, the Company’s common stock traded under the ticker
symbol “AIPT,” effective February 2, 2018. On June 10, 2019, the Company filed with the Secretary of State of Delaware a Certificate of Amendment to its
Certificate of Incorporation to change the corporate name from Precision Therapeutics Inc. to Predictive Oncology Inc., effective June 10, 2019. Because of
this change, the Company’s common stock traded under the new ticker symbol “POAI,” effective June 13, 2019. Skyline Medical (“Skyline”) remains as an
incorporated division of Predictive Oncology Inc.
Predictive is a healthcare products and services company that has expanded its business to take advantage of emerging areas of the dynamic healthcare market
through sales of its products, through its ownership of Helomics Holding Corporation a pioneering Contract Research Organization (“CRO”) Services
company and through pursuit of other strategic relationships to build value. In the Company’s STREAMWAY business, the Company manufactures an
environmentally-conscious system for the collection and disposal of infectious fluids that result from surgical procedures and post-operative care. Since our
inception in 2002, the Company has invested significant resources into product development. The Company believes that its success depends upon
converting the traditional process of collecting and disposing of infectious fluids from the operating rooms of medical facilities to its wall-mounted Fluid
Management System (“System”) and use of the Company’s proprietary cleaning solution and bifurcated filter. Predictive’s CRO services business is
committed to improving the effectiveness of cancer therapy using the power of artificial intelligence applied to rich data diseases databases. Predictive has
identified the CRO market as a burgeoning sector with significant growth potential. Effective April 4, 2019, Predictive completed the merger with Helomics
and as of then owned 100% of Helomics. The merger resulted in a significant issuance of equity securities and will significantly increase the Company’s
capital needs.
In addition, in 2018, the Company formed a wholly-owned subsidiary, TumorGenesis Inc., to develop the next generation, patient derived tumor models for
precision cancer therapy and drug development.
The STREAMWAY products are sold through an experienced direct sales force. The Company had one VP of Sales & Marketing, one VP of International
Sales, and nine regional sales managers on staff as of June 30, 2019. In July 2019, we reduced our sales staff by seven sales managers. We have twelve
independent distributors in the United States, Canada and overseas. We incorporated Skyline Medical Europe with an office in Belgium in February 2018 and
hired a direct salesperson to cover Germany and France. We have contracted with two General Purchasing Organizations in the United States, Vizient and
Intalere, providing customer exposure to more than 10,000 hospitals. The Company has contracted with Alliant Enterprises, LLC, a Service-Disabled
Veterans Owned Small Business supplier to the federal government. We have executed contracts with eleven international distributors: Quadromed, a
Canadian distributor; MediBridge Sarl, a Swiss distributor; Device Technologies Australia PTY LTD, is an Australian distributor representing us throughout
Australia, New Zealand, Fiji and the Pacific Islands; Century Scientific and Equipment Company in Kuwait; Mediurge in Pakistan; Prenit World in India;
Sesneber in Saudi Arabia; Winner Scientific in Taiwan; Anifco in Bangladesh; Aras in the United Arab Emirates and Alfaisal Scientific Bureau in Iraq.
Predictive’s subsidiary, TumorGenesis, is pursuing a new rapid approach to growing tumors in the laboratory, which essentially “fools” the cancer cells into
thinking they are still growing inside the patient. TumorGenesis intends to develop next generation, patient derived, (“PDx”) tumor models for precision
cancer therapy and drug development. This approach should provide a much more relevant model of the patient tumor that may be used for testing of drugs
for personalized therapy or for the development of new drugs. Predictive has entered into licensing arrangements with three medical technology companies.
Capital Requirements
Since inception, we have been unprofitable. We earned net income of approximately $1,465,000 and then incurred a net loss of approximately $1,828,000 for
the three and six months ended June 30, 2019, and net losses of approximately $2,373,000 and $4,133,000 for the three and six months ended June 30, 2018,
respectively. As of June 30, 2019, and December 31, 2018, we had an accumulated deficit of approximately $64,936,000 and $63,108,000, respectively. We
received approval from the FDA in April 2009 to commence sales and marketing activities of the STREAMWAY System and shipped the first system in
2009. However, there was no significant revenue prior to 2011, primarily due to lack of funds to build and ship the product.
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We have never generated sufficient revenues to fund our capital requirements. We have funded our operations through a variety of debt and equity
instruments. See “Liquidity and Capital Resources – Liquidity, Plan of Financing and Going Concern Qualification” and “Liquidity and Capital Resources –
Financing Transactions” below.
Our future cash requirements and the adequacy of available funds depend on our ability to sell our products and the availability of future financing to fulfill
our business plans. We have committed significant capital and management resources to developing our contract research organization business and other
new business areas. In addition, we have increased our expenditures to develop the business of our TumorGenesis subsidiary, to pursue a new rapid approach
to growing tumors in the laboratory. It is likely that we will make further investments and advances in other businesses as we develop our CRO business and
other business models. With completion of the Helomics merger, we expect that our operating cash needs will increase significantly. See “Plan of Financing;
Going Concern Qualification” below.
As a company, our limited history of operations makes prediction of future operating results difficult. We believe that period to period comparisons of our
operating results should not be relied on as predictive of our future results.
Results of Operations
Revenue.

Revenue

$

2019
286,151

Three Months Ended June 30
$
2018
Difference
$
358,586 $
(72,435)

%
Difference
-20% $

2019
541,392

Six Months Ended June 30
$
2018
Difference
$
770,179 $
(228,787)

%
Difference
-30%

There were 14 sales of STREAMWAY units in the six months ended June 30, 2019, compared to 25 sales of STREAMWAY units in the comparable 2018
period. Helomics revenue is immaterial but we anticipate continued growth specifically as a result of contracts signed in the third quarter.
Cost of sales. Cost of sales was $118,000 and $192,000 in the three and six months ended June 30, 2019 and $109,000 and $226,000 in the three and six
months ended June 30, 2018. The gross profit margin was approximately 59% and 65% in the three and six months ended June 30, 2019, compared to 70%
and 71% in the prior year. Our margins decreased in the current year as Skyline Europe’s cost were higher and Helomics costs surpassed the revenue earned
in the current period. The Helomics costs should remain relatively static as revenue grows allowing the margins to increase in the future.
General and Administrative expense. General and administrative expense primarily consists of management salaries, professional fees, consulting fees, travel
expense, administrative fees and general office expenses.
General & Administrative (G&A) expenses increased by $2,581,000 and $2,863,000 for the three and six months ended June 30, 2019 compared to the 2018
periods. The increase in the three and six-month periods is due to a combination of increased onetime expenses and initial costs of combining Helomics and
the Company. The Company recognized a credit loss on notes receivable regarding CytoBioscience, which should be a onetime expenditure. Additionally, the
Company issued all employees and directors stock options resulting in large vesting expenses. As a result of combining companies the salaries, taxes and
benefits, rent and depreciation and amortization all increased substantially. The primary cause of the increase in amortization is the intangibles amortization
for the Helomics tradename, customer relationships, and developed technology. Due to the acquisition the Company had increased legal and audit
expenditures.
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Operations expense. Operations expense primarily consists of expenses related to product development and prototyping and testing in the company’s current
stage.
Operations expense increased by $892,000 and $1,071,000 in the three and six months ended June 30, 2019 compared to the three and six months ended June
30, 2018. Increases consisted of consulting fees predominantly for the TumorGenesis division and for the employee stock option vesting expenses related to
operations employees. The Skyline research and development costs increased for work completed on the new generation STREAMWAY. As a result of the
companies combining; salaries, taxes and benefits, telephone and travel expenses were higher.
Sales and Marketing expense. Sales and marketing expense consists of expenses required to sell products through independent reps, attendance at trades
shows, product literature and other sales and marketing activities.
Sales and marketing expenses increased by $131,000 and $135,000 in the three and six months ended June 30, 2019 compared to the three and six months
ended June 30, 2018. The increase in 2019 resulted from increased sales staff for Skyline causing higher travel expenses and for the employee stock option
vesting expenses related to sales employees. International sales consulting increased for the Skyline division as well. There were some offsetting reductions
too including reduced commissions due to decreased sales, a reduction for the removal of a bonus program initiated in 2018, less public relations expenditures
as the Company focused on one company to handle customer and investor relations. The Company also reduced its tradeshow presence and incurred
significantly less expenses for web development and market research in 2019.
Impact of minority investment on net loss. The Company’s net gain for the six-month period ended June 30, 2019 is $5,724,623 including a loss on equity
method investment of $439,637 representing a portion of Helomics’ net loss from continuing operations of $1,555,542 and resulted from the Company’s
ownership of 25% of Helomics’ capital stock during the period prior to April 4, 2019; offset by the gain of $6,164,260 on revaluation of the initial acquisition
of Helomics. Commencing with the Merger effective April 4, 2019, the Company owns 100% of the Helomics business, which is included in the Company’s
consolidated financial statements.
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Liquidity and Capital Resources
Cash Flows
Net cash used in operating activities was $4,045,000 for the six months ended June 30, 2019 compared with net cash used of $3,108,000 for the 2018 period.
Cash used increased by $937,000 in the 2019 period primarily because of the increase in total operating expenses, which was partially offset by increased
accounts payables due to extending payments to vendors and increased accrued expenses.
Cash flows used in investing activities were $581,000 for the six months ended June 30, 2019 as compared to $45,000 of cash flows provided for the six
months ended June 30, 2018. Cash used was for cash advances made to Helomics prior to the acquisition but was offset by cash received from Helomics on
the Acquisition Date.
Net cash provided by financing activities was $4,534,000 for the six months ended June 30, 2019 compared to net cash provided of $3,301,000 for the six
months ended June 30, 2018. The cash provided were proceeds from debt issuance due to the loan we received from the CEO, proceeds of the two public
offerings of units we completed in the period, and proceeds from the issuance of preferred stock due to a private placement.
Capital Resources
Our cash balance was approximately $70,000 as of June 30, 2019. We had a cash balance of $162,000 as of December 31, 2018. As of June 30, 2019, we had
an accumulated deficit of approximately $64,936,000.
In the quarter ended June 30, 2019, the Company has raised $776,000 in net proceeds in equity from a private placement and $275,000 in debt financing from
the Company CEO. Subsequent to June 30, 2019 to date the private placement has raised an additional $1,238,800 in net proceeds.
In the first six months of 2019, we recognized $541,000 in revenues.
Plan of Financing; Going Concern Qualification
Since our inception, we have incurred significant losses, and our accumulated deficit was approximately $64,936,000 as of June 30, 2019. Our operations
from inception have been funded with private placements of convertible debt securities and equity securities, public offerings and loan agreements.
During 2019, the Company has raised capital through a variety of sources. In February 2019, the Company received an additional loan and investment
equaling $1,300,000 from the Company’s CEO. On March 1, 2019 the Company closed on a public offering receiving $1,111,880 in net proceeds. On March
29, 2019 the Company closed on a public offering receiving $1,053,360 in net proceeds. In June 2019 we raised $776,000 in net proceeds from a private
placement of convertible preferred stock. Subsequent to June 30, 2019 to date the private placement has raised an additional $1,238,800, in net proceeds, and
the Company authorized up to a total of $3,500,000 in preferred stock.
On April 4, 2019, we completed the merger transaction with Helomics, which became our wholly owned subsidiary. Prior to the merger, we advanced a total
of $2.14 million to Helomics under notes receivable that were eliminated on the effective date of the merger. From the effective date of the merger, our results
of operations reflect the operating losses and negative cash flows of Helomics.
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We had revenues of $541,000 in the period ended June 30, 2019, but we had negative operating cash flows of $4,045,000. Our cash balance was $70,000 as
of June 30, 2019, and our accounts payable and accrued expenses were an aggregate $4,574,000. Additionally, the debt agreements the Company entered into
in 2018 and 2019 are all due within one year. This includes secured convertible notes with a remaining principal balance of $2,183,000, which are due on
September 28, 2019. Including interest and premiums upon repayment, the full repayment of these notes would require payments of $2,877,000. An
additional $1,895,000 in principal amount of promissory notes are due in February 2020. We are currently incurring negative operating cash flows.
We have committed significant capital and management resources to develop our CRO business and other new business areas, and we intend to continue to
devote significant management resources to the Helomics business and other new businesses in this market. We have significantly decreased our salary and
benefits expenses, particularly in our Skyline Medical business unit through reductions in personnel and other measures. We continue to focus on reducing
expenses. Our businesses will need to generate significant more revenue for the Company to sufficiently fund its operations without external financing. There
is no assurance that we will be successful in raising sufficient capital, and the terms of any such financing will be dilutive to our stockholders. We may also
acquire technologies or companies by issuing stock or other equity securities rather than or in addition to payment of cash, which may have the result of
diluting the investment of our stockholders. Further, the energy and resources of our officers and personnel are being substantially diverted to these new lines
of business, which are unproven.
We will attempt to raise these funds through equity or debt financing that may include public offerings, private placements, alternative offerings or other
means. The public offerings may include sales through our shelf registration statement on Form S-3, with which we have raised approximately $2.1 million in
net proceeds in early 2019. We are currently permitted to raise up to approximately $4.2 million in additional gross proceeds under this shelf registration
statement in public offerings, subject to market factors and other limitations. If we are successful in securing adequate funding, we plan to make significant
capital or equipment investments, and we will also continue to make human resource additions in Helomics over the next 12 months. If such financing or
adequate funds from operations are not available, we will be forced to limit our business activities, which will have a material adverse effect on our results of
operations and financial condition.
As a result of the above factors, we have concluded that there is substantial doubt about our ability to continue as a going concern. The financial statements
have been prepared assuming the Company will continue as a going concern. Furthermore, our independent registered public accounting firm has indicated in
their audit opinion, contained in our financial statements included in this Annual Report on Form 10-K within Item 8, that there is substantial doubt about our
ability to continue as a going concern.
Terms of Financing Transactions
In the second quarter Dr. Schwartz advanced the Company an additional $275,000 in two separate tranches. In July 2019 Dr, Schwartz advanced an additional
$25,000 to the Company. All three advances are being consolidated earning 8% interest and are due 60 days from the date of the latest tranche, which was
July 15, 2019.
On June 13, 2019, the Company initiated a Series E convertible preferred stock (“Series E Stock”) private placement. The Company authorized 350 shares of
Series E Stock with each share having a liquidation value of $10,000. Upon liquidation, dissolution or winding up of the Corporation, the preferred shares
shall rank senior to the Series B Preferred Stock , Series D Preferred Stock and common stock. There are no dividend rights, and therefore no dividends will
accrue on the preferred shares.
Commencing six months after the date of issuance, each preferred share will be convertible into 0.056857% of the Company’s issued and outstanding shares
of common stock immediately prior to conversion (rounded down to the nearest whole share). Notwithstanding the foregoing, if the total number of shares
issuable upon conversion of all Preferred Shares issued in the Offering exceeds 19.9% of the issued and outstanding common stock immediately prior to the
Initial Closing (the “NASDAQ Share Cap”) (such excess, the “Excess Conversion Shares”), then (i) only the portion of any Preferred Share will be converted
that results in the issuance of 0.056857% of the NASDAQ Share Cap (rounded down to the nearest whole share), and (ii) the portion of such Preferred Share
that would otherwise remain outstanding as a fractional share will be redeemed by the Company with funds legally available therefor, for a price equal to the
market price of the common stock on the conversion date multiplied by 0.056857% of the Excess Conversion Shares. The limitation in this paragraph will not
apply if the Company obtains stockholder approval to issue the Excess Conversion Shares as required by the NASDAQ’s Marketplace Rules. Further, the
total number of shares issuable to any holder upon conversion is subject to a limitation (the “Individual Holder Share Cap”) in the event the number of shares
issuable upon conversion would trigger a change of control under the Nasdaq Marketplace Rules. If a conversion would result in the holder owning an
amount of common stock in excess of such holder’s Individual Holder Share Cap, then the Company shall deliver cash for the excess shares as provided in
the Certificate of Designation, unless stockholder approval is obtained as provided in the Certificate of Designation. On the date that is twelve months after
the Final Closing, the Company has the option to automatically convert the Preferred Shares into shares of the Company’s common stock, upon the same
terms as the optional conversion.
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The Company may redeem the Preferred Stock on 10 days’ notice at 130% of the face value. Prior to redemption, the holders may convert their shares
upon the same terms as the optional conversion.
In the event of a change of control of the Company (meaning an acquisition of 30% or more of the Company’s issued common shares by a single
party/parties acting in concert) before the first anniversary of the Final Closing, the Company may compel holders to exercise the conversion rights of the
Preferred Share(s) at a time of Company’s choosing, upon the same terms as the optional conversion.
The Preferred Shares will vote with the common stock as a single class on all matters submitted to a vote of stockholders of the Corporation other than any
proposal to approve the issuance of the Excess Conversion Shares or any shares in excess of the Individual Holder Share Cap. The Preferred Shares will
vote on an as-converted to common stock basis, taking into account the conversion limitations resulting from the Nasdaq Share Cap and the Individual
Holder Share Cap, if and as applicable; however, the number of votes per Preferred Share will not exceed 15,625.
Off-Balance Sheet Arrangements
We have not engaged in any off-balance sheet activities as defined in Item 303(a)(4) of Regulation S-K.
Accounting Standards
Revenue Recognition. Effective January 1, 2018, we adopted Accounting Standards Update (“ASU”) No. 2014-09, Revenue from Contracts with Customers
(Topic 606), which outlines a single comprehensive model for entities to use in accounting for revenue arising from contracts with customers. The standard’s
core principle is that an entity will recognize revenue when it transfers promised goods or services to customers in an amount that reflects the consideration to
which the entity expects to be entitled in exchange for those goods or services.
The Company has medical device revenue consisting primarily of sales of the STREAMWAY System, as well as sales of the proprietary cleaning fluid and
filters for use with the STREAMWAY System. The Company sells its medical device products directly to hospitals and other medical facilities using
employed sales representatives and independent contractors. Purchase orders, which are governed by sales agreements in all cases, state the final terms for
unit price, quantity, shipping and payment terms. The unit price is considered the observable stand-alone selling price for the arrangements. The Company
sales agreement, Terms and Conditions, is a dually executed contract providing explicit criteria supporting the sale of the STREAMWAY System. The
Company considers the combination of a purchase order and the Terms and Conditions to be a customer’s contract in all cases.
Product sales for medical devices consist of a single performance obligation that the Company satisfies at a point in time. The Company recognizes product
revenue when the following events have occurred: (a) the Company has transferred physical possession of the products, (b) the Company has a present right
to payment, (c) the customer has legal title to the products, and (d) the customer bears significant risks and rewards of ownership of the products. Based on
the shipping terms specified in the sales agreements and purchase orders, these criteria are generally met when the products are shipped from the Company’s
facilities (“FOB origin”, which is the Company’s standard shipping terms). As a result, the Company determined that the customer is able to direct the use of,
and obtain substantially all of the benefits from, the products at the time the products are shipped. The Company may, at its discretion, negotiate different
shipping terms with customers which may affect the timing of revenue recognition. The Company’s standard payment terms for its customers are generally 30
to 60 days after the Company transfers control of the product to its customer. The Company allows returns of defective disposable merchandise if the
customer requests a return merchandise authorization from the Company.
Customers may also purchase a maintenance plan for the medical devices from the Company, which requires the Company to service the STREAMWAY
System for a period of one year subsequent to the one-year anniversary date of the original STREAMWAY System invoice. The maintenance plan is
considered a separate performance obligation from the product sale, is charged separately from the product sale, and is recognized over time (ratably over the
one-year period) as maintenance services are provided. A time-elapsed output method is used to measure progress because the Company transfers control
evenly by providing a stand-ready service. The Company has determined that this method provides a faithful depiction of the transfer of services to its
customers.
All amounts billed to a customer in a sales transaction for medical devices related to shipping and handling, if any, represent revenues earned for the goods
provided, and these amounts have been included in revenue. Costs related to such shipping and handling billing are classified as cost of goods sold.
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Revenue from Clinical Testing
The Precision Oncology Insights are clinic diagnostic testing comprised of the Company’s ChemoFx and BioSpeciFx tests. The ChemoFx test determines
how a tumor specimen reacts to a panel of various chemotherapy drugs, while the BioSpeciFx test evaluates the expression of a particular gene related to a
patients’ tumor specimen. Revenues are recognized when control of the promised goods or services is transferred to customers, in an amount that reflects the
consideration the Company expects to be entitled to in exchange for those goods or services. The estimated uncollectible amounts are now generally
considered implicit price concessions that are a direct reduction to accounts receivable rather than allowance for doubtful accounts.
The majority of the Company’s historical product revenues have been derived from the sales of its diagnostic testing. For revenues, the Company estimates
the transaction price which is the amount of consideration it expects to be entitled to receive in exchange for providing services based on its historical
collection experience using a portfolio approach as a practical expedient to account for patient contracts as collective groups rather than individually. The
Company monitors its estimates of transaction price to depict conditions that exist at each reporting date. If the Company subsequently determines that it will
collect more considerations than it originally estimated for a contract with a patient, it will account for the change as a decrease to the estimate of the
transaction price, provided that such downward adjustment does not result in a significant reversal of cumulative revenue recognized.
The Company’s performance obligations are satisfied at one point in time when test reports are delivered. The Company also provides services to patients
with whom the Company does not have contracts as defined in ASC 606. The Company recognizes revenue for these patients when contracts as defined in
ASC 606 are established at the amount of consideration to which it expects to be entitled or when the Company receives substantially all of the consideration
subsequent to the performance obligations being satisfied. This revenue stream is reported under the Clinical Revenue segment (see Note 1).
CRO Revenue
Contract revenues are generally derived from studies conducted with biopharmaceutical and pharmaceutical companies. The specific methodology for
revenue recognition is determined on a case-by-case basis according to the facts and circumstances applicable to a given contract. The Company typically
uses an input method that recognizes revenue based on the Company’s efforts to satisfy the performance obligation relative to the total expected inputs to the
satisfaction of that performance obligation. Advance payments received in excess of revenues recognized are classified as deferred revenue until such time as
the revenue recognition criteria have been met. This revenue stream is reported under the CRO Revenue segment (see Note 1).
We record receivables when we have an unconditional right to receive consideration after the performance obligations are satisfied. As of June 30, 2019, and
December 31, 2018, accounts receivable totaled $299,046 and $232,602, respectively.
See “Note 3 – Revenue Recognition,” in Notes to Condensed Consolidated Financial Statements of this Quarterly Report on Form 10-Q for further
discussion.
Stock-Based Compensation. Effective January 1, 2006, we adopted ASC 718- Compensation-Stock Compensation (“ASC 718”). Under ASC 718 stockbased employee compensation cost is recognized using the fair value-based method for all new awards granted after January 1, 2006 and unvested awards
outstanding at January 1, 2006. Compensation costs for unvested stock options and non-vested awards that were outstanding at January 1, 2006, are being
recognized over the requisite service period based on the grant-date fair value of those options and awards, using a straight-line method. We elected the
modified-prospective method in adopting ASC 718 under which prior periods are not retroactively restated.
ASC 718 requires companies to estimate the fair value of stock-based payment awards on the date of grant using an option-pricing model. We use the BlackScholes option-pricing model which requires the input of significant assumptions including an estimate of the average period of time employees and directors
will retain vested stock options before exercising them, the estimated volatility of our common stock price over the expected term, the number of options that
will ultimately be forfeited before completing vesting requirements and the risk-free interest rate.
The Company has experienced no significant option exercises in its history. Beginning in 2019, the Company began calculating the estimated volatility used
in the Black-Scholes option valuation model based on the trading history of the Company’s own stock. Given the limited trading history of the Company’s
common stock, the Company had previously used the volatility of comparable companies in order to value options and warrants granted in prior years.
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When an option or warrant is granted in place of cash compensation for services, we deem the value of the service rendered to be the value of the option or
warrant. In most cases, however, an option or warrant is granted in addition to other forms of compensation and its separate value is difficult to determine
without utilizing an option pricing model. For that reason we also use the Black-Scholes option-pricing model to value options and warrants granted to nonemployees, which requires the input of significant assumptions including an estimate of the average period that investors or consultants will retain vested
stock options and warrants before exercising them, the estimated volatility of our common stock price over the expected term, the number of options and
warrants that will ultimately be forfeited before completing vesting requirements and the risk-free interest rate. Changes in the assumptions can materially
affect the estimate of fair value of stock-based compensation and, consequently, the related expense recognizes that. Since we have no trading history in our
common stock and no first-hand experience with how our investors and consultants have acted in similar circumstances, the assumptions we use in
calculating the fair value of stock-based payment awards represent our best estimates, which involve inherent uncertainties and the application of
management's judgment. As a result, if factors change and we use different assumptions, our equity-based consulting and interest expense could be materially
different in the future.
Notes Receivable. We review open notes receivable balances for collectability each reporting period. If it is determined that it is probable that we will not
collect the full amount due under a note agreement, we record reserves against the note receivable balance in accordance with ASC 310 – Receivables. In
order to reasonably conclude on the collectability of such balances, we consider the borrower’s current status on payments received, the financial health and
other sources of funding available to each borrower, our ability to secure assets collateralized by contractual agreements, as well as other factors.
Goodwill
In accordance with ASC - 350, Intangibles – Goodwill and Other, goodwill is calculated as the difference between the acquisition date fair value of the
consideration transferred and the fair value of net assets acquired and represents the future economic benefits that the Company expects to achieve as a result
of the acquisition. Purchased goodwill is not expected to be deductible for tax purposes and is not amortized over its indefinite useful life. To determine
whether goodwill is impaired, annually or more frequently if needed, the Company performs a multi-step impairment test. The Company may first assess
qualitative factors to determine if it is more likely than not that the carrying value of a reporting unit exceeds its estimated fair value. The Company may also
elect to skip the qualitative testing and proceed directly to the quantitative testing. When performing quantitative testing, the Company first estimates the fair
values of its reporting units using discounted cash flows. To determine fair values, the Company must make assumptions about a wide variety of internal and
external factors. Significant assumptions used in the impairment analysis include financial projections of free cash flow (including significant assumptions
about operations, capital requirements and income taxes), long-term growth rates for determining terminal value and discount rates. Comparative market
multiples are used to corroborate the results of the discounted cash flow test. If the fair value is less than the carrying value of the reporting unit, then the
implied value of goodwill would be calculated and compared to the carrying amount of goodwill to determine whether goodwill is impaired. The Company
did not have goodwill in 2018 therefore, no impairment test was required, but the Company will conduct the 2019 testing in the second half of 2019.
Recent Accounting Developments
See Note 1 - “Summary of Significant Accounting Policies” to the Condensed Consolidated Financial Statements of this Quarterly Report on Form 10-Q for a
discussion of recent accounting developments.
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Information Regarding Forward-Looking Statements
This Form 10-Q contains “forward-looking statements” that indicate certain risks and uncertainties related to the Company, many of which are beyond the
Company’s control. The Company’s actual results could differ materially and adversely from those anticipated in such forward-looking statements as a result
of certain factors, including those set forth below and elsewhere in this report. Important factors that may cause actual results to differ from projections
include:
•
•
•
•

•
•
•
•
•
•
•
•
•
•

The Company will not be able to continue operating without additional financing,
Current negative operating cash flows;
The terms of any further financing, which may be highly dilutive and may include onerous terms;
Risks related to the recent Merger with Helomics; possible failure to realize anticipated benefits of the Merger; costs associated with
the Merger may be higher than expected; the Merger may result in the disruption of the Company’s and Helomics’ existing businesses;
and distraction of management and diversion of resources; delay in completion of the merger may significantly reduce the expected
benefits;
Risks related to our partnerships with other companies, including the need to negotiate the definitive agreements; possible failure to
realize anticipated benefits of these partnerships; and costs of providing funding to our partner companies, which may never be repaid
or provide anticipated returns.
Risk that we will be unable to protect our intellectual property or claims that we are infringing on others’ intellectual property;
The impact of competition, the obtaining and maintenance of any necessary regulatory clearances applicable to applications of the
Company’s technology;
Inability to attract or retain qualified senior management personnel, including sales and marketing personnel;
Risk that we never become profitable if our product is not accepted by potential customers;
Possible impact of government regulation and scrutiny;
Unexpected costs and operating deficits, and lower than expected sales and revenues, if any;
Adverse results of any legal proceedings;
The volatility of our operating results and financial condition, and,
Other specific risks that may be alluded to in this report.

All statements other than statements of historical facts, included in this report regarding the Company’s growth strategy, future operations, financial position,
estimated revenue or losses, projected costs, prospects and plans and objectives of management are forward-looking statements. When used in this report, the
words “will”, “may”, “believe”, “anticipate”, “intend”, “estimate”, “expect”, “project”, “plan” and similar expressions are intended to identify forwardlooking statements, although not all forward-looking statements contain such identifying words. All forward-looking statements speak only as of the date of
this report. The Company does not undertake any obligation to update any forward-looking statements or other information contained herein. Potential
investors should not place undue reliance on these forward-looking statements. Although the Company believes that its plans, intentions and expectations
reflected in or suggested by the forward-looking statements in this report are reasonable the Company cannot assure potential investors that these plans,
intentions or expectations will be achieved. The Company discloses important factors that could cause the Company’s actual results to differ materially from
its expectations in the “Risk Factors” section and elsewhere our Annual Report on Form 10-K for the year ended December 31, 2018 and in item 1A of Part II
below. These cautionary statements qualify all forward-looking statements attributable to the Company or persons acting on its behalf.
Information regarding market and industry statistics contained in this report is included based on information available to the Company that it believes is
accurate. It is generally based on academic and other publications that are not produced for purposes of securities offerings or economic analysis. The
Company has not reviewed or included data from all sources, and the Company cannot assure potential investors of the accuracy or completeness of the data
included in this report. Forecasts and other forward-looking information obtained from these sources are subject to the same qualifications and the additional
uncertainties accompanying any estimates of future market size, revenue and market acceptance of products and services. The Company has no obligation to
update forward-looking information to reflect actual results or changes in assumptions or other factors that could affect those statements.
ITEM 3. Quantitative and Qualitative Disclosures About Market Risk
Not required.
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ITEM 4. Controls and Procedures
Evaluation of Disclosure Controls and Procedures
Rule 13a-15(e) under the Securities Exchange Act of 1934, as amended (the Exchange Act), defines the term “disclosure controls and procedures” as those
controls and procedures designed to ensure that information required to be disclosed by a company in the reports that it files or submits under the Exchange
Act is recorded, processed, summarized and reported within the time periods specified in the SEC’s rules and forms and that such information is accumulated
and communicated to the company’s management, including its principal executive and principal financial officers, or persons performing similar functions,
as appropriate to allow timely decisions regarding required disclosure.
Based on their evaluation as of June 30, 2019, our Chief Executive Officer and Chief Financial Officer have concluded that our disclosure controls and
procedures (as defined in Rules 13a-15(e) and 15d-15(e) under the Exchange Act) were not effective as of June 30, 2019 for the reasons described below:
Management has determined that the Company has not maintained adequate accounting resources with a sufficient understanding of accounting principles
generally accepted in the United States of America (“GAAP”) to allow the Company to properly identify and account for new complex transactions.
Management has determined that this represents a material weakness in the Company’s internal control over financial reporting.
Notwithstanding the material weakness in our internal control over financial reporting, we have concluded that the consolidated financial statements and other
financial information included in our annual and quarterly filings fairly present in all material respects our financial condition, results of operations and cash
flows as of, and for, the periods presented.
Material Weakness Remediation Activities
To remediate the material weakness in our internal control over financial reporting described above, we are reevaluating our overall staffing levels within the
accounting department, evaluating the extent to which additional resources are required and what qualifications such resources must possess, and attracting
and hiring those resources. We also plan to re-evaluate the trainings and ongoing professional education that is provided to, and required of, our accounting
personnel. Once these processes have been in operation for a sufficient period of time for our management to conclude that the material weakness has been
fully remediated and our internal controls over financial reporting are effective, we will consider this material weakness fully addressed.
Changes in Internal Control Over Financial Reporting
After the Company’s acquisition of Helomics on April 4, 2019, the Company internal controls were expanded to include the newly acquired business. There
were no other changes in our internal control over financial reporting (as defined in Rule 13a-15(f) under the Securities Exchange Act of 1934) during the six
months ended June 30, 2019 that materially affected, or are reasonably likely to materially affect, our internal control over financial reporting.
PART II. OTHER INFORMATION
ITEM 1. Legal Proceedings
None
ITEM 1A. Risk Factors
In addition to the other information set forth in the Quarterly Report on Form 10-Q, the reader should carefully the risks described below before making an
investment decision. Our business could be harmed by any of these risks. The trading price of our common stock could decline due to any of these risks, and
you may lose all or part of your investment. The following risk factors amend, restate and supplement the risk factors discussed in the Company’s Annual
Report on Form 10-K for the year ended December 31, 2018.
We will require additional financing to finance operating expenses and fulfill our business plan. Such financing will be dilutive. Our current financing
includes secured notes that are due in September 2019. Our independent public accounting firm has indicated in their audit opinion, contained in our
financial statements, that they have serious doubts about our ability to remain a going concern.
We have not achieved profitability and anticipate that we will continue to incur net losses at least through the remainder of fiscal 2019. We had revenues of
$1,412,000 in 2018, but we had negative operating cash flows of $5,300,000. We had revenues of $541,000 in the first six months of 2019, but we had
negative operating cash flows of $4,045,000. The Company had cash and cash equivalents of $69,718 as of June 30, 2019 and we need to raise significant
additional capital to meet its operating needs, pay debt obligations coming due, and the continued operating needs of Helomics.
The Company has secured convertible notes with a remaining principal balance of $2,183,573 are due on September 28, 2019. Including interest and
premiums upon repayment, the full repayment of these notes would require payments of $2,876,953. An additional $1,895,000 in principal amount of
promissory notes are due in February 2020. As of June 30, 2019, the Company had debt totaling $4,382,000. Our accounts payable and accrued expenses as
of June 30, 2019 were an aggregate $4,574,000.
Although we are attempting to curtail our expenses, there is no guarantee that we will be able to reduce these expenses significantly, and expenses for some
periods may be higher as we prepare our product for broader sales, increase our sales efforts and maintain adequate inventories. Further, Helomics continues
to incur negative operating cash flows, and the Helomics business continues to require significant cash resources following the completion of the Merger.
We will require additional funding to finance operating expenses and to invest in our sales organization and new product development and to compete in the
international marketplace, as well as to develop the Helomics business and other aspects of our CRO business. We will attempt to raise these funds through
equity or debt financing that may include public offerings, private placements, alternative offerings or other means. The public offerings may include sales
through our shelf registration statement on Form S-3, with which we have raised approximately $2.1 million in net proceeds in early 2019. We are currently
permitted to raise up to approximately $4.2 million in additional gross proceeds under this shelf registration statement in public offerings, subject to market
factors and other limitations.
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If we are successful in securing adequate funding, we plan to make significant capital or equipment investments, and we will also continue to make human
resource additions in Helomics over the next 12 months. Such additional financing will be dilutive to existing stockholders, and there is no assurance that
such financing will be available upon acceptable terms. If such financing or adequate funds from operations are not available, we will be forced to limit our
business activities, which will have a material adverse effect on our results of operations and financial condition.
As a result of the above factors, the Company has concluded that there is substantial doubt about its’ ability to continue as a going concern. The financial
statements have been prepared assuming the Company will continue as a going concern. The financial statements do not include any adjustments that might
result from the outcome of this uncertainty. Furthermore, our independent registered public accounting firm has indicated in their audit opinion, contained in
our financial statements included in this Annual Report on Form 10-K within Item 8, that there is substantial doubt about our ability to continue as a going
concern. See “Management’s Discussion and Analysis of Financial Condition and Results of Operations – Liquidity and Capital Resources.”
In connection with developing our CRO business, we have committed and will continue to commit significant capital to investments in early stage
companies, all of which may be lost, and which may require us to raise significant additional capital, and our entering into new lines of business will
result in significant diversion of management resources, all of which may result in failure of our business.
We have committed significant capital and management resources to developing our CRO business and other new business areas, and we intend to continue
to devote significant and management resources to new businesses. Through the effective date of the Merger, we provided approximately $2,600,000 in
financing to Helomics, of which $500,000 in principal amount was converted into an equity interest in Helomics. The remaining $2,100,000 in principal plus
accrued interest was canceled in connection with the Merger. In addition, in August 2017, we entered into a merger agreement with CytoBioscience, which
was subsequently terminated in November 2017. From July 2017 through November 2017, we advanced $1,070,000 to CytoBioscience in the form of secured
notes, which are still outstanding. CytoBioscience has defaulted on the notes, but in January 2019 reached repayment agreement with the Company and
remitted approximately $61,000 covering a portion of principal, interest and legal bills toward collection processes. CytoBioscience made a second payment
of $65,458 in March 2019 bringing the note current pursuant to the repayment agreement. The Company has a Confession of Judgment and UCC protection
on collateral, however this does not guarantee timely or full payment on the notes. Unpaid principal and unpaid accrued interest on the note are due and
payable on February 28, 2020. In 2019, CytoBioscience and its parent company, InventaBioTech, were current on all interest amounts due through April
2019. The Company has received no additional payments from InventaBioTech and after numerous discussions with their management has filed the
Confession of Judgement in the courts. The Company has valued the equipment serving as collateral and determined that its worth is $250,000. The Company
has reserved all but $250,000 of the note It is possible that we will make further investments and advances in other businesses as we develop our CRO
business and other business models. There can be no assurance that any of the outstanding balances of our existing promissory notes or future advances will
be repaid. Therefore, we could invest significant capital in other business enterprises with no certainty when or whether we will realize a return on these
investments. Investments in cash will deplete our capital resources, meaning that we will be required to raise significant amounts of new capital. There is no
assurance that we will be successful in raising sufficient capital, and the terms of any such financing will be dilutive to our stockholders. We may also acquire
technologies or companies by issuing stock or other equity securities rather than or in addition to payment of cash, which may have the result of diluting the
investment of our stockholders. Further, the energy and resources of our officers and personnel are being substantially diverted to new lines of business,
which are unproven. If these businesses are unsuccessful or require too great of a financial investment to be profitable, our business may fail regardless of the
level of success of our STREAMWAY business.
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Our limited operating history with respect to our precision medicines services makes evaluation of our business difficult.
The Company’s precision medicine services were launched with the Company’s initial investment in Helomics during the first quarter of 2018 and have not
generated significant revenue to date. Our ability to implement a successful business plan with respect to precision medicine remains unproven and no
assurance can be given that we will ever generate sufficient revenues to sustain our business in the event our STREAMWAY business is unsuccessful. We
have a limited operating history which makes it difficult to evaluate our performance. You must consider our prospects in light of these risks and
the expenses, technical obstacles, difficulties, market penetration rate and delays frequently encountered in connection with the development of new
businesses. These factors include uncertainty as to whether we will be able to:
• Be successful in uncertain markets;
• Respond effectively to competitive pressures;
• Successfully address intellectual property issues of others;
• Protect and expand our intellectual property rights; and
• Continue to develop and upgrade our products.
STREAMWAY Business Risk Factors
Our business is dependent upon proprietary intellectual property rights, which if we were unable to protect, could have a material adverse effect on our
business.
We rely on a combination of patent, trade secret and other intellectual property rights and measures to protect our intellectual property. We currently own and
may in the future own or license additional patent rights or trade secrets in the U.S., with non-provisional patents elsewhere in the world that cover certain of
our products. We rely on patent laws and other intellectual property laws, nondisclosure and other contractual provisions and technical measures to protect our
products and intangible assets. These intellectual property rights are important to our ongoing operations and no assurance can be given that any measure we
implement will be sufficient to protect our intellectual property rights. Also, with respect to our trade secrets and proprietary know-how, we cannot be certain
that the confidentiality agreements we have entered into with employees will not be breached, or that we will have adequate remedies for any breach. We may
lose the protection afforded by these rights through patent expirations, legal challenges or governmental action. If we cannot protect our rights, we may lose
our competitive advantage if these patents were found to be invalid in the jurisdictions in which we sell or plan to sell our products. The loss of our
intellectual property rights could have a material adverse effect on our business.
If we become subject to intellectual property actions, this could hinder our ability to deliver our products and services and our business could be
negatively impacted.
We could be subject to legal or regulatory actions alleging intellectual property infringement or similar claims against us. Companies may apply for or be
awarded patents or have other intellectual property rights covering aspects of our technologies or businesses. Moreover, if it is determined that our products
infringe on the intellectual property rights of third parties, we could be prevented from marketing our products. While we are currently not subject to any
material intellectual property litigation, any future litigation alleging intellectual property infringement could be costly, particularly in light of our limited
resources. Similarly, if we determine that third parties are infringing on our patents or other intellectual property rights, our limited resources may prevent us
from litigating or otherwise taking actions to enforce our rights. Any such litigation or inability to enforce our rights could require us to change our business
practices, hinder or prevent our ability to deliver our products and services, and result in a negative impact to our business. Expansion of our business via
product line enhancements or new product lines to drive increased growth in current or new markets may be inhibited by the intellectual property rights of our
competitors and/or suppliers. Our inability to successfully mitigate those factors may significantly reduce our market opportunity and subsequent growth.
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We face significant competition, including competition from companies with considerably greater resources than ours, and if we are unable to compete
effectively with these companies, our market share may decline and our business could be harmed.
Our industry is highly competitive with numerous competitors ranging from well-established manufacturers to innovative start-ups. A number of our
competitors have significantly greater financial, technological, engineering, manufacturing, marketing and distribution resources than we do. Their greater
capabilities in these areas may enable them to compete more effectively on the basis of price and production and more quickly develop new products and
technologies.
Our competitors include Cardinal Health, Inc., a medical manufacturer and distributor, and Stryker Instruments, a wholly owned subsidiary of Stryker
Corporation, which has a leading position in our market. Both of these competitors are substantially larger than our company and are better capitalized than
we are.
Companies with significantly greater resources than ours may be able to reverse engineer our products and/or circumvent our intellectual property position.
Such action, if successful, would greatly reduce our competitive advantage in the marketplace.
We believe our ability to compete successfully depends on a number of factors, including our technical innovations of unlimited suction and unlimited
capacity capabilities, our innovative and advanced research and development capabilities, strength of our intellectual property rights, sales and distribution
channels and advanced manufacturing capabilities. We plan to employ these and other elements as we develop our products and technologies, but there are
many other factors beyond our control. We may not be able to compete successfully in the future, and increased competition may result in price reductions,
reduced profit margins, loss of market share and an inability to generate cash flows that are sufficient to maintain or expand our development and marketing
of new products, which could adversely impact the trading price of the shares of our common stock.
Our business is subject to intense governmental regulation and scrutiny, both in the U.S. and abroad.
The production, marketing, and research and development of our products is subject to extensive regulation and review by the FDA and other governmental
authorities both in the United States and abroad. In addition to testing and approval procedures, extensive regulations also govern marketing, manufacturing,
distribution, labeling, and record keeping. If we do not comply with applicable regulatory requirements, violations could result in warning letters, nonapprovals, suspensions of regulatory approvals, civil penalties and criminal fines, product seizures and recalls, operating restrictions, injunctions, and criminal
prosecution.
Periodically, legislative or regulatory proposals are introduced that could alter the review and approval process relating to medical products. It is possible that
the FDA will issue additional regulations further restricting the sale of our present or proposed products. Any change in legislation or regulations that govern
the review and approval process relating to our current and future products could make it more difficult and costlier to obtain approval for new products, or to
produce, market, and distribute existing products.
37

If our STREAMWAY System product is not accepted by our potential customers, it is unlikely we will ever become profitable.
The medical industry has historically used a variety of technologies for fluid waste management. Compared to these conventional technologies, our
technology is relatively new, and the number of companies using our technology is limited. The commercial success of our product will depend upon the
widespread adoption of our technology as a preferred method by hospitals and surgical centers. In order to be successful, our products must meet the technical
and cost requirements for these facilities. Market acceptance will depend on many factors, including:
• the willingness and ability of customers to adopt new technologies;
• our ability to convince prospective strategic partners and customers that our technology is an attractive alternative to conventional methods used by the
medical industry;
• our ability to select and execute agreements with effective distributors to market and sell our product; and
• our ability to assure customer use of the Skyline proprietary cleaning solution and in-line filter.
Because of these and other factors, our products may not gain market acceptance or become the industry standard for the health care industry. The failure of
such companies to purchase our products would have a material adverse effect on our business, results of operations and financial condition.
If demand for our product is unexpectedly high, there is no assurance that there will not be supply interruptions or delays.
We are currently manufacturing the STREAMWAY System, following GMP compliance regulations of the FDA, at our own facility and anticipate the
capability of producing the STREAMWAY System in sufficient quantities for future near-term sales. We have contracted with a manufacturing company that
can manufacture products at higher volumes. However, if demand for our product is unexpectedly high, there is no assurance that we or our manufacturing
partners will be able to produce the product in sufficiently high quantity to satisfy demands. Any supply interruptions or inadequate supply would have a
material adverse effect on our results of operations.
We are dependent on a few key executive officers for our success. Our inability to retain those officers would impede our business plan and growth
strategies, which would have a negative impact on our business and the value of an investment.
Predictive’s success depends on the skills, experience and performance of key members of its management team. Predictive heavily depends on its
management team: Carl Schwartz, Predictive’s Chief Executive Officer (“CEO”), and Bob Myers, Predictive’s Chief Financial Officer (“CFO”). Predictive
has entered into employment agreements with the CEO and the CFO of the senior management team and may expand the relatively small number of
executives in its company. Were Predictive to lose one or more of these key individuals, it would be forced to expend significant time and money in the
pursuit of a replacement, which could result in both a delay in the implementation of Predictive’s business plan and the diversion of its limited working
capital. Predictive can give no assurance that it can find satisfactory replacements for these key individuals at all, or on terms that are not unduly expensive or
burdensome to Predictive.
38

Our success is dependent on our ability to attract and retain technical personnel, sales and marketing personnel, and other skilled management.
Our success depends to a significant degree on our ability to attract, retain and motivate highly skilled and qualified personnel. Failure to attract and retain
necessary technical, sales and marketing personnel and skilled management could adversely affect our business. If we fail to attract, train and retain sufficient
numbers of these highly-qualified people, our prospects, business, financial condition and results of operations will be materially and adversely affected.
Security breaches, loss of data and other disruptions to Predictive or its third-party service providers could compromise sensitive information related to
Predictive’s business or prevent Predictive from accessing critical information and expose it to liability, which could adversely affect Predictive’s business
and reputation.
Predictive’s business requires that Predictive collect and store sensitive data including credit card information, and Predictive’s proprietary business and
financial information. Predictive faces a number of risks relative to Predictive’s protection of, and Predictive’s service providers’ protection of, this critical
information, including loss of access, inappropriate disclosure and inappropriate access, as well as risks associated with Predictive’s ability to identify and
audit such events. The secure processing, storage, maintenance and transmission of this critical information are vital to Predictive’s operations and business
strategy, and Predictive devotes significant resources to protecting such information. Although Predictive takes measures to protect sensitive information from
unauthorized access or disclosure, Predictive’s information technology and infrastructure may be vulnerable to attacks by hackers or viruses or otherwise
breached due to employee error, malfeasance or other activities. While Predictive has not experienced any such attack or breach, if such event would occur
and cause interruptions in Predictive’s operations, Predictive’s networks would be compromised and the information Predictive stores on those networks
could be accessed by unauthorized parties, publicly disclosed, lost or stolen. Unauthorized access, loss or dissemination could disrupt Predictive’s operations,
including collecting, processing and preparing company financial information, manage the administrative aspects of Predictive’s business and damage
Predictive’s reputation, any of which could adversely affect Predictive’s business. In addition, the interpretation and application of consumer, health-related
and data protection laws in the United States are often uncertain, contradictory and in flux. It is possible that these laws may be interpreted and applied in a
manner that is inconsistent with Predictive’s practices. Complying with these various laws could cause Predictive to incur substantial costs or require
Predictive to change its business practices, systems and compliance procedures in a manner adverse to Predictive’s business.
Costs incurred because Predictive is a public company may affect its profitability.
As a public company, Predictive incurs significant legal, accounting, and other expenses and it is subject to the SEC’s rules and regulations relating to public
disclosure that generally involve a substantial expenditure of financial resources. In addition, the Sarbanes-Oxley Act of 2002, as well as rules subsequently
implemented by the SEC, requires changes in corporate governance practices of public companies. Full compliance with such rules and regulations requires
significant legal and financial compliance costs and makes some activities more time-consuming and costlier, which may negatively impact its financial
results. To the extent Predictive’s earnings suffer as a result of the financial impact of its SEC reporting or compliance costs, its ability to develop an active
trading market for its securities could be harmed.
Limitations on director and officer liability and indemnification of our officers and directors by us may discourage stockholders from bringing suit
against a director.
Our Certificate of Incorporation and Bylaws provide, with certain exceptions as permitted by governing state law, that a director or officer shall not be
personally liable to us or our stockholders for breach of fiduciary duty as a Director, except for acts or omissions which involve intentional misconduct, fraud
or knowing violation of law, or unlawful payments of dividends. These provisions may discourage stockholders from bringing suit against a director for
breach of fiduciary duty and may reduce the likelihood of derivative litigation brought by stockholders on our behalf against a director. In addition, our
certificate of incorporation and bylaws may provide for mandatory indemnification of directors and officers to the fullest extent permitted by governing state
law.
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We do not expect to pay dividends for the foreseeable future, and we may never pay dividends; investors must rely on stock appreciation for any return on
investment in the Company’s common stock.
We currently intend to retain any future earnings to support the development and expansion of our business and do not anticipate paying cash dividends in the
foreseeable future. Our payment of any future dividends will be at the discretion of our Board of Directors after taking into account various factors, including
but not limited to, our financial condition, operating results, cash needs, growth plans and the terms of any credit agreements that we may be a party to at the
time. In addition, our ability to pay dividends on our common stock may be limited by state law. Accordingly, investors must rely on sales of their common
stock after price appreciation, which may never occur, as the only way to realize certain returns on their investment. As a result, investors must rely on stock
appreciation and a liquid trading market for any return on investment in the Company’s common stock.
Shares eligible for future sale may adversely affect the market.
From time to time, certain stockholders may be eligible to sell some or all of their shares of common stock pursuant to Rule 144, promulgated under the
Securities Act subject to certain limitations. In general, pursuant to Rule 144 as in effect as of the date of this registration statement, a stockholder (or
stockholders whose shares are aggregated) who has satisfied the applicable holding period and is not deemed to have been one of our affiliates at the time of
sale, or at any time during the three months preceding a sale, may sell their shares of common stock. Any substantial sale, or cumulative sales, of our common
stock pursuant to Rule 144 or pursuant to any resale prospectus may have a material adverse effect on the market price of our securities.
We expect volatility in the price of our common stock, which may subject us to securities litigation.
When established, the market for our common stock may be characterized by significant price volatility when compared to seasoned issuers, and we expect
that our share price will be more volatile than a seasoned issuer for the indefinite future. In addition, there is no assurance that the price of our common stock
will not be volatile. In the past, plaintiffs have often initiated securities class action litigation against a company following periods of volatility in the market
price of its securities. We may in the future be the target of similar litigation. Securities litigation could result in substantial costs and liabilities and could
divert management’s attention and resources.
Our Board of Directors’ ability to issue undesignated preferred stock and the existence of anti-takeover provisions may depress the value of our common
stock.
Our authorized capital includes 20 million shares of preferred stock. Of this amount, 18,950 shares have been designated as Series B Convertible Preferred
Stock, 1,213,819 shares have been designated as Series C Preferred Stock, 3,500,000 shares have been designated as Series D Convertible Preferred Stock,
350 shares have been designated as Series E convertible stock and the remaining authorized shares are undesignated preferred stock. Our Board of Directors
have the power to issue any or all of the shares of undesignated preferred stock, including the authority to establish one or more series and to fix the powers,
preferences, rights and limitations of such class or series, without seeking stockholder approval. Further, as a Delaware corporation, we are subject to
provisions of the Delaware General Corporation Law regarding “business combinations.” We may, in the future, consider adopting additional anti-takeover
measures. The authority of our Board of Directors to issue undesignated stock and the anti-takeover provisions of Delaware law, as well as any future antitakeover measures adopted by us, may, in certain circumstances, delay, deter or prevent takeover attempts and other changes in control of the company not
approved by our Board of Directors. As a result, our stockholders may lose opportunities to dispose of their shares at favorable prices generally available in
takeover attempts or that may be available under a merger proposal and the market price, voting and other rights of the holders of common stock may also be
affected.
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Future sales and issuances of our common stock or rights to purchase common stock could result in additional dilution of the percentage ownership of
our stockholders and could cause our share price to fall.
We also expect that significant additional capital will be needed in the future to continue our planned operations. To the extent that we raise additional capital
by issuing equity securities, our stockholders may experience substantial dilution. We may sell common stock, convertible securities, or other equity
securities in one or more transactions at prices and in a manner, we determine from time to time. If we sell common stock, convertible securities or other
equity securities in more than one transaction, investors may be materially diluted by subsequent sales. Such sales may also result in material dilution to our
existing stockholders, and new investors could gain rights superior to our existing stockholders. In addition, in the past, we have issued warrants to acquire
shares of common stock. To the extent these warrants are ultimately exercised, you will sustain further dilution.
Acquisitions involve risks that could result in adverse changes to operating results, cash flows and liquidity.
Predictive intends to make strategic acquisitions in addition to the Merger. However, Predictive may not be able to identify suitable acquisition opportunities
or may be unable to obtain the consent of Predictive’s stockholders and therefore, may not be able to complete such acquisitions. Predictive may pay for
acquisitions with its common stock or with convertible securities, which may dilute shareholders’ investment in its common stock or it may decide to pursue
acquisitions that investors may not agree with. In connection with potential Predictive’s acquisitions, Predictive may agree to substantial earn-out
arrangements. To the extent it defers the payment of the purchase price for any acquisition through a cash earn-out arrangement, it will reduce cash flows in
subsequent periods. In addition, acquisitions may expose Predictive to operational challenges and risks, including:
•
•
•
•
•
•

the ability to profitably manage acquired businesses or successfully integrate the operations of acquired businesses, as well as the acquired
business’s financial reporting and accounting control systems into its existing platforms;
increased indebtedness and contingent purchase price obligations associated with an acquisition;
the ability to fund cash flow shortages that may occur if anticipated revenue is not realized or is delayed, whether by general economic or market
conditions, or unforeseen internal difficulties;
the availability of funding sufficient to meet increased capital needs;
diversion of management’s time and attention from existing operations; and
the ability to retain or hire qualified personnel required for expanded operations.

Completing acquisitions may require significant management time and financial resources because Predictive may need to assimilate widely dispersed
operations with different corporate cultures. In addition, acquired companies may have liabilities that it failed to or were unable to discover in the course of
performing due diligence investigations. Predictive cannot assure the shareholders’ that the indemnification granted by sellers of acquired companies will be
sufficient in amount, scope or duration to fully offset the possible liabilities associated with businesses or properties it assumes upon consummation of an
acquisition. Predictive may learn additional information about its acquired businesses that could have a material adverse effect on Predictive, such as
unknown or contingent liabilities and liabilities related to compliance with applicable laws. Any such liabilities, individually or in the aggregate, could have a
material adverse effect on its business. Failure to successfully manage the operational challenges and risks associated with, or resulting from, acquisitions
could adversely affect Predictive’s results of operations, cash flows and liquidity. Borrowings or issuances of convertible securities associated with these
acquisitions may also result in higher levels of indebtedness, which could adversely impact Predictive’s ability to service its debt within the scheduled
repayment terms.
Our common stock could be delisted from The NASDAQ Capital Market, which delisting could hinder your ability to obtain accurate quotations on the
price of our common stock or dispose of our common stock in the secondary market.
On November 16, 2018, we received a letter from the Listing Qualifications Department (the “Staff”) of The Nasdaq Stock Market LLC (“Nasdaq”)
informing us that because the closing bid price for our common stock listed on Nasdaq was below $1.00 for 30 consecutive trading days, we do not comply
with the minimum closing bid price requirement for continued listing on The Nasdaq Capital Market under Nasdaq Marketplace Rule 5550(a)(2), requiring a
minimum bid price of $1.00 per share (the “Minimum Bid Price Requirement”). The notification has no immediate effect on the listing of our common stock.
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In accordance with Nasdaq’s Marketplace Rule 5810(c)(3)(A), we had a period of 180 calendar days, or until May 15, 2019, to regain compliance with the
Minimum Bid Price Requirement. However, the bid price of the Company’s common stock did not close at or above $1.00 per share for a minimum of 10
consecutive business days, and therefore we did not regain compliance with the Minimum Bid Price Requirement by May 15, 2019. On May 16, 2019,
Nasdaq notified the Company that while the Company had not regained compliance with the Minimum Bid Price Requirement, it was eligible for an
additional 180-day grace period, or until November 11, 2019, to regain compliance. Nasdaq’s determination was based on the Company having met the
continued listing requirement for market value of publicly held shares and all other applicable requirements for initial listing on The Nasdaq Capital Market,
with the exception of the Minimum Bid Price Requirement, and on the Company’s written notice to Nasdaq of its intention to cure the deficiency during the
second compliance period, by effecting a reverse stock split, if necessary.
In the event our common stock is delisted from The NASDAQ Capital Market and we are also unable to maintain listing on another alternate exchange,
trading in our common stock could thereafter be conducted in FINRA’s OTC Bulletin Board or in the over-the-counter markets in the so-called pink sheets. In
such event, the liquidity of our common stock would likely be impaired, not only in the number of shares which could be bought and sold, but also through
delays in the timing of the transactions, and there would likely be a reduction in our coverage by security analysts and the news media, thereby resulting in
lower prices for our common stock than might otherwise prevail.
Predictive’s ability to obtain and/or utilize financing to fund our ongoing operations may be limited by the terms of our certain outstanding Amended and
Restated Senior Secured Promissory Notes.
Effective September 28, 2018, Predictive issued one-year convertible promissory notes to each of two institutional investors (the “Investors”) (together, the
“Notes”) in the original principal amount of an aggregate $2,297,728. The Notes accrue interest at a rate of 8% per annum (with twelve months of interest
guaranteed). The Notes may be prepaid in any amount, provided that any amounts that are repaid from and after January 26, 2019 (including repayment at
maturity and mandatory prepayments discussed below) will be subject to a 25% repayment penalty.
Effective February 7, 2019, Predictive entered into a Forbearance Agreement with each of the Investors pursuant to which, among other things, the Investors
agreed to forbear on their rights to accelerate the Notes based on an event of default and a claimed event of default. In connection with such forbearance,
Predictive issued Amended and Restated Senior Secured Promissory Notes that replaced the Notes and, among other things, increased the aggregate principal
amount of our indebtedness to the Investors to $2,642,387.
As long as the Amended and Restated Notes remain outstanding, if Predictive receives cash proceeds from any source other than (i) sales of our products or
(ii) the first $2,000,000 of proceeds from securities offering transactions, Predictive is required to inform the Investors of such receipt. Investor will have the
right to require that Predictive apply up to 50% of such proceeds to repay outstanding amounts owed under their Note. As a result, proceeds from future
securities offering transactions will likely be subject to the Investors’ repayment rights. The aforementioned criteria may negatively impact Predictive’s
ability to obtain financing from securities offering transactions until repayment or conversion of the Notes. To the extent we are able to obtain such financing,
this arrangement may limit Predictive’s ability to use the proceeds thereof to fund its operations. If we are unable to obtain financing or use the proceeds to
fund its operations, Predictive will be forced to limit its business activities, which will have a material adverse effect on Predictive’s results of operations and
financial condition.
Predictive may fail to prevent further defaults under the Amended and Restated Notes, which could result in material penalties and acceleration of the
Amended and Restated Notes, and the Investors could assert their rights as secured creditors.
Effective February 7, 2019, Predictive entered into a Forbearance Agreement with each of the Investors in connection with (1) the Investors’ claim that
Predictive failed to timely comply with the requirements of a registration rights agreement with the Investors and (2) a default resulting from Predictive’s
failure to obtain stockholder approval on or before December 31, 2018 for Predictive’s pending Merger with Helomics. Under the Forbearance Agreements
and the Amended and Restated Notes, Predictive issued an aggregate of 166,667 shares to the Investors, and a total of $344,659 was added to the principal
amount of Predictive’s indebtedness to the Investors, resulting in aggregate principal of $2,642,387. Interest on the Amended and Restated Notes accrued at a
default rate of 18% beginning as of November 15, 2018 and continuing through the date of the Default Cure (as defined below).
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Under the Forbearance Agreements, if (a) Predictive obtains shareholder approval of the pending merger transaction with Helomics by March 31, 2019, (b)
Predictive maintains the effectiveness of its currently effective registration statement on Form S-3 that registers the resale of certain shares that we issued to
the Investors as an inducement for their investment, and (c) there are no other defaults under the Amended and Restated Notes and related documents, then
the above defaults will be considered cured (the “Default Cure”), the Amended and Restated Notes will not be accelerated and no additional default penalties
will be paid. If Predictive fails to satisfy these conditions, the forbearance will terminate, the Amended and Restated Notes will accelerate, and the Investors
may assert all of their rights. The Company believes that, as a result of the effectiveness of such registration statement on February 13, 2019 and the
stockholder approval of the Merger on March 22, 2019, the Default Cure has been achieved. However, there can be no assurance that there will not be
additional defaults under terms of the Amended and Restated Notes. Upon a default, among other things, the Amended and Restated Notes become
immediately due and payable, Predictive is required to pay to the holder 135% (plus an additional 5% per each additional event of default) multiplied by the
then outstanding balance of the Amended and Restated Notes plus default interest at 18%. Further, the Investors have a security interest in substantially all of
Predictive’s assets and those of Helomics. In the event of a default, we may attempt to refinance the payment of the balance of the Amended and Restated
Notes and applicable penalties; however, there is no assurance that such refinancing will be available. Therefore, defaults on the Amended and Restated Notes
would have a material adverse effect on our financial condition, including the Investors’ rights to seize our assets or those of Helomics in the event we cannot
satisfy our obligations under the Amended and Restated Notes.
Risks Related to the Recent Merger with Helomics Holding Corporation (the “Merger”)
On April 4, 2019 (the “Effective Date”), the Company completed the Merger and the Exchange Offer, as described in Note 2 to the Condensed Consolidated
Financial Statements included herein, “Subsequent Events”.
Completion of the Merger and the Exchange Offer resulted in the issuance of a large number of our shares and warrants, which significantly diluted and
will significantly further dilute the percentage of stock held by existing holders of our common stock.
On the effective date of the pending Merger, we issued 4.0 million shares of our Common Stock and 3.5 million shares of Series D Preferred Stock to holders
of Helomics capital stock. This issuance is in addition to the 1.1 million shares of Predictive Common Stock previously issued to Helomics as consideration
for Predictive’s prior acquisition of a twenty percent ownership interest in Helomics; these 1.1 million shares remained outstanding and were distributed to
holders of Helomics capital stock. Each share of Predictive Series D Preferred Stock is convertible into one share of Predictive Common Stock starting one
year after issuance, subject to adjustment. In the Exchange Offer, we issued: (1) approximately 8.6 million additional shares of our Common Stock, (2)
approximately 14.2 warrants to purchase our Common Stock at an exercise price of $1.00 per share and (3) 0.6 million warrants to purchase Common Stock
at an exercise price of $0.01 per share. Conversion of the Series D Preferred Stock and exercise of such warrants will significantly further dilute the
percentage of stock held by existing holders of our common stock.
Costs associated with the Merger are difficult to estimate, may be higher than expected, and may harm the financial results of the combined company.
Both Predictive and Helomics incurred substantial direct transaction costs associated with the Merger, and Predictive will incur additional costs associated
with consolidation and integration of operations. If the total costs of the Merger exceed estimates, or the benefits of the Merger do not exceed the total costs
of the Merger, Predictive’s consolidated financial results could be adversely affected.
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The Merger may result in disruption of Predictive’s existing business, distraction of management and diversion of other resources.
The integration of Predictive’s and Helomics’ operations may divert management time and resources from the main historical businesses of both companies.
After the Merger, management will likely be required to spend significant time integrating Predictive’s and Helomics’ operations. This diversion of time and
resources could cause the combined business to suffer.
Each of Predictive, Helomics and the combined company incurred substantial transaction-related costs relating to the Merger.
Predictive and Helomics have incurred, and expect to continue to incur, significant non-recurring transaction-related costs associated with completing the
Merger and combining the two companies. These fees and costs have been, and will continue to be, substantial. Non-recurring transaction costs include, but
are not limited to, fees paid to legal, financial and accounting advisors, severance and benefit costs, filing fees and printing costs. Additional unanticipated
costs may be incurred in the integration of the operations of Predictive and Helomics, which may be higher than expected and could have a material adverse
effect on the combined company’s financial condition and operating results.
Predictive’s ability to use net operating loss and tax credit carryforwards and certain built-in losses to reduce future tax payments is limited by provisions
of the Internal Revenue Code and may be subject to further limitation because of prior or future offerings of Predictive’s stock or other transactions.
Sections 382 and 383 of the United States Internal Revenue Code of 1986, as amended (the “Code”) contain rules that limit the ability of a company that
undergoes an ownership change, which is generally an increase in the ownership percentage of certain stockholders in the stock of a company by more than
50% over a three-year period, to utilize its net operating loss and tax credit carryforwards and certain built-in losses recognized in years after the ownership
change. These rules generally operate by focusing on ownership changes involving stockholders owning directly or indirectly 5% or more of the stock of a
company and any change in ownership arising from a new issuance of stock by the company. Generally, if an ownership change, as defined by Section 382 of
the Code, occurs, the yearly taxable income limitation on the use of net operating loss and tax credit carryforwards and certain built-in losses is equal to the
product of the applicable long-term tax-exempt rate and the value of the company’s stock immediately before the ownership change. The Merger will result in
such an ownership change. As a result, Predictive will not be able to use its pre-Merger losses or credit carryovers or certain built-in losses to offset future
taxable income in excess of the annual limitations imposed by Sections 382 and 383 of the Code, which may result in the expiration of a portion of
Predictive’s tax attributes before utilization.
If Predictive is required to write down goodwill and other intangible assets, Predictive’s financial condition and operating results would be negatively
affected.
When Predictive acquires a business, a substantial portion of the purchase price of the acquisition is allocated to goodwill and other identifiable intangible
assets. The amount of the purchase price which is allocated to goodwill and other intangible assets is determined by the excess of the purchase price over the
net identifiable assets acquired. For example, when Predictive acquired Helomics, it acquired intangible assets with an estimated value of $3,725,000, and
$23,790,290 in goodwill represented the excess of the consideration transferred over the fair values of assets acquired and liabilities assumed and represents
the future economic benefits arising from other assets acquired that could not be individually identified and separately recognized. Predictive tests intangible
assets and goodwill for impairment at least annually. Under current accounting standards, if Predictive determines that intangible assets or goodwill are
impaired, Predictive will be required to write down these assets. Any write-downs Predictive may be required to record would adversely affect Predictive’s
financial condition and operating results.
Predictive will incur significantly increased costs as a result of the completion of the Merger.
In the periods following the completion of the Merger, Predictive’s operating expenses are likely to increase significantly as Helomics continues to develop
and grow its business. These increases are most likely to be in the areas of sales and marketing, compensation and research and product development. There
also may be increases in legal, accounting, insurance and compliance costs. As a result, the combined company is expected to report operating losses until
Helomics can significantly increase its revenues. This may have a material adverse impact on the market price of Predictive common stock following the
Merger. Additionally, the integration of the operations of Predictive and Helomics may result in unanticipated costs, which may be higher than expected and
could have a material adverse effect on the combined company’s financial condition and operating results.
The combined company will not be able to continue operating without additional financing.
Both Predictive and Helomics have been operating at a loss. In order to continue operating and remain a going concern, the combined company will need to
obtain additional financing, either through borrowings, public offerings, private offerings, or some type of business combination (e.g., merger, buyout, etc.),
and there can be no assurance that it will be successful in such pursuits with terms satisfactory to management and Predictive’s board of directors. In the past,
both companies have actively pursued a variety of funding sources including private offerings and have consummated certain transactions in order to address
their respective capital requirements. Predictive recently completed a private offering of securities and loaned a portion of the proceeds to Helomics.
However, the combined company anticipates the need for additional capital beyond the recent offering and may not be able to acquire such additional
funding. Accordingly, if the combined company is unable to generate adequate cash from operations, and if it is unable to find sources of funding, it may be
necessary for it to sell one or more lines of business or all or a portion of its assets, enter into a business combination, reduce or eliminate operations, liquidate
assets, or seek relief through a filing under the U.S. Bankruptcy Code. These possibilities, to the extent available, may be on terms that result in significant
dilution to the combined company’s existing shareholders or that result in its existing shareholders losing all of their investment in the combined company.
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Predictive may fail to realize the anticipated benefits of the Merger.
The success of the Merger will depend, in part, on Predictive’s ability to realize the anticipated growth opportunities and synergies from combining Predictive
and Helomics. The integration of Predictive and Helomics will be a time consuming and expensive process and may disrupt their operations if it is not
completed in a timely and efficient manner. In addition, Predictive may not achieve anticipated synergies or other benefits of the Merger. Following the
Merger, Predictive and Helomics must operate as a combined organization utilizing common information and communication systems, operating procedures,
financial controls and human resources practices. The combined company may encounter the following integration difficulties, resulting in costs and delays:
•
•
•
•
•
•
•
•
•
•

failure to successfully manage relationships with customers and other important relationships;
failure of customers to continue using the services of the combined company;
difficulties in successfully integrating the management teams and employees of Predictive and Helomics;
challenges encountered in manager larger operations;
losses of key employees;
failure to manage the growth and growth strategies of Predictive and Helomics;
diversion of the attention of management from other ongoing business concerns;
incompatibility of technologies and systems;
impairment charges incurred to write down the carrying amount of intangible assets generated as a result of the Merger; and
incompatibility of business cultures.

If the combined company’s operations after the Merger do not meet the expectations of existing or prospective customers of Predictive and Helomics, then
these customers and prospective customers may cease doing business with the combined company altogether, which would harm its results of operations,
financial condition and business prospects. If the management team is not able to develop strategies and implement a business plan that successfully addresses
these difficulties, Predictive may not realize the anticipated benefits of the Merger.
Risk Relating to the Acquisition of Helomics
Helomics molecular diagnostics business has limited revenue, and Helomics expects to incur net losses for the foreseeable future and Helomics may
never achieve or sustain profitability.
The revenue generated from Helomics’ molecular diagnostics business was $297,465, for the year ended December 31, 2018 and for the same fiscal period,
Helomics’ molecular diagnostics business had operating losses of approximately $5.2 million. Although Helomics expects the revenue generated from
Helomics’ molecular diagnostics business to grow in the future, there can be no assurance that Helomics will achieve revenue sufficient to offset expenses.
Additionally, Helomics is engaged in activities to expand and diversify its revenue base. Helomics expects that a significant portion of Helomics revenue will
come from certain service efforts being offered to pharmaceutical, diagnostic and biotech companies as well as academic institutions. Helomics’ business may
never achieve or sustain profitability, and Helomics’ failure to achieve and sustain profitability in the future could have a material adverse effect on Helomics’
business, financial condition and results of operations.
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Helomics has a limited operating history as a molecular diagnostics company, which may make it difficult to evaluate the success of Helomics’ business
to date and to assess Helomics’ future viability.
Helomics has operated as a molecular diagnostics company since the beginning of 2017. Helomics is building a new business foundation which may make it
difficult to evaluate the success of Helomics’ business to date and to assess its future viability.
If one or more significant payors stops providing reimbursement or decreases the amount of reimbursement for Helomics’ molecular diagnostic tests,
Helomics’ revenue could decline.
Although Helomics has entered into contracts with certain third-party payors which establish in-network allowable rates of reimbursement for its molecular
diagnostic tests, payors may suspend or discontinue reimbursement at any time, may require or increase co-payments from patients, or may reduce the
reimbursement rates paid to Helomics. Any such actions could have a negative effect on Helomics’ revenue.
If payors do not provide reimbursement, rescind or modify their reimbursement policies or delay payments for Helomics’ tests, or if Helomics is unable to
successfully negotiate additional reimbursement contracts, Helomics’ commercial success could be compromised.
Physicians may not order Helomics’ tests unless payors reimburse a substantial portion of the test price. There is uncertainty concerning third-party
reimbursement of any test incorporating new molecular diagnostic technology. Reimbursement by a payor may depend on a number of factors, including a
payor’s determination that tests such as Helomics’ molecular diagnostic tests are: (a) not experimental or investigational; (b) pre-authorized and appropriate
for the patient; (c) cost-effective; (d) supported by peer-reviewed publications; and (e) included in clinical practice guidelines. Since each payor makes its
own decision as to whether to establish a policy or enter into a contract to reimburse Helomics’ tests, seeking these approvals is a time-consuming and costly
process. Also, payor consolidation is underway and creates uncertainty as to whether coverage and contracts with existing payors will remain in effect.
Finally, commercial payors may tie their allowable rates to Medicare rates, and should Medicare reduce their rates, Helomics may be negatively impacted. If
Helomics fails to establish broad adoption of and reimbursement for its molecular diagnostic tests, or if Helomics is unable to maintain existing
reimbursement from payors, its ability to generate revenue could be harmed and this could have a material adverse effect on Helomics’ business, financial
condition and results of operations.
Helomics may experience limits on its revenue if physicians decide not to order its molecular diagnostic tests.
If Helomics is unable to create or maintain demand for its molecular diagnostic tests in sufficient volume, it may not become profitable. To generate demand,
Helomics will need to continue to educate physicians and the medical community on the value and benefits of its molecular diagnostic tests in order to change
clinical practices through published papers, presentations at scientific conferences and one-on-one education by Helomics’ internal sales force. In addition,
Helomics’ ability to obtain and maintain adequate reimbursement from third-party payors will be critical to generating revenue. In many cases, practice
guidelines in the United States have recommended therapies or surgery to determine if a patient’s condition is malignant or benign. Accordingly, physicians
may be reluctant to order a diagnostic test that may suggest surgery is unnecessary. In addition, Helomics’ molecular diagnostic tests are performed at
Helomics’ laboratories rather than by a pathologist in a local laboratory, so pathologists may be reluctant to support Helomics’ molecular diagnostic tests. In
addition, guidelines for the diagnosis and treatment of thyroid nodules may change to recommend another type of treatment protocol, and these changes may
result in medical practitioners deciding not to use Helomics’ molecular diagnostic tests. These facts may make physicians reluctant to convert to using
Helomics’ molecular diagnostic tests, which could limit Helomics’ ability to generate revenue and achieve profitability which could have a material adverse
effect on its business, financial condition and results of operations.
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Helomics may experience limits on its revenue if patients decide not to use its molecular diagnostic tests.
Some patients may decide not to use Helomics’ molecular diagnostic tests due to price, all or part of which may be payable directly by the patient if the
patient’s insurer denies reimbursement in full or in part. Many insurers seek to shift more of the cost of healthcare to patients in the form of higher copayments or premiums. In addition, the current economic environment in the United States has and may continue to result in the loss of healthcare coverage.
Implementation of provisions of the Patient Protection and Affordable Care Act, or PPACA (also known as the Affordable Care Act) also resulted in the loss
of health insurance, and increases in premiums and reductions in coverage, for some patients. These events may result in patients delaying or forgoing
medical checkups or treatment due to their inability to pay for Helomics’ test, which could have an adverse effect on Helomics’ revenue.
If Helomics’ sales efforts are less successful than anticipated, its business expansion plans, including its service offerings, could suffer and its ability to
generate revenues could be diminished. In addition, Helomics has limited history selling its molecular diagnostics tests on a direct basis and Helomics’
limited history makes forecasting difficult.
If Helomics’ sales efforts are not successful, or new additions to its sales initiatives fail to gain traction among customers, Helomics may not be able to
increase market awareness and sales of its molecular diagnostic tests or its service offerings. If Helomics fails to establish its molecular diagnostic tests in the
marketplace, it could have a negative effect on its ability to sell subsequent molecular diagnostic tests and hinder the desired expansion of its business.
Helomics has limited historical experience forecasting the direct sales of its molecular diagnostics products and service offerings. Helomics’ ability to
produce product quantities that meet customer demand is dependent upon its ability to forecast accurately and plan production and processing accordingly.
Helomics relies on sole suppliers for some of the materials used in its molecular diagnostic tests, and it may not be able to find replacements or transition
to alternative suppliers in a timely manner.
Helomics relies on sole suppliers for certain materials that it uses to perform its molecular diagnostic tests. Helomics also purchases reagents used in its
molecular diagnostic tests from sole-source suppliers. While Helomics has developed alternate sourcing strategies for these materials and vendors, Helomics
cannot be certain whether these strategies will be effective or the alternative sources will be available in a timely manner. If these suppliers can no longer
provide Helomics with the materials it needs to perform its molecular diagnostic tests, if the materials do not meet its quality specifications, or if it cannot
obtain acceptable substitute materials, an interruption in molecular diagnostic test processing could occur. Any such interruption may directly impact
Helomics’ revenue and cause it to incur higher costs.
Helomics may experience problems in scaling its operations, or in delays or reagent and supply shortages that could limit the growth of its revenue.
If Helomics encounters difficulties in scaling its operations as a result of, among other things, quality control and quality assurance issues and availability of
reagents and raw material supplies, it will likely experience reduced sales of its molecular diagnostic tests, increased repair or re-engineering costs, and
defects and increased expenses due to switching to alternate suppliers, any of which would reduce Helomics’ revenues and gross margins. Although Helomics
attempts to match its capabilities to estimates of marketplace demand, to the extent demand materially varies from Helomics’ estimates, Helomics may
experience constraints in its operations and delivery capacity, which could adversely impact revenue in a given fiscal period. Should Helomics’ need for raw
materials and reagents used in its molecular diagnostic tests fluctuate, Helomics could incur additional costs associated with either expediting or postponing
delivery of those materials or reagents.
If Helomics is unable to support demand for its molecular diagnostic tests or any of its future tests or solutions, Helomics’ business could suffer.
As demand for Helomics’ molecular diagnostic tests grow, Helomics will need to continue to scale its testing capacity and processing technology, to expand
its customer service, billing and systems processes and to enhance its internal quality assurance program. Helomics will also need additional certified
laboratory scientists and other scientific and technical personnel to process higher volumes of its molecular diagnostic tests. Helomics cannot guarantee that
increases in scale, related improvements and quality assurance will be implemented successfully or that appropriate personnel will be available. Failure to
implement necessary procedures, transition to new processes or hire the necessary personnel could result in higher costs of processing tests or inability to
meet demand. There can be no assurance that Helomics will be able to perform its testing on a timely basis at a level consistent with demand, or that
Helomics’ efforts to scale its operations will not negatively affect the quality of test results. If Helomics encounters difficulty meeting market demand or
quality standards its reputation could be harmed, and its future prospects and business could suffer, causing a material adverse effect on Helomics’ business,
financial condition and results of operations.
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If Helomics is unable to compete successfully, Helomics may be unable to increase or sustain its revenue or achieve profitability.
Helomics competes with physicians and the medical community who use traditional diagnostic methods. In many cases, practice guidelines in the United
States have recommended therapies or surgery to determine if a patient’s condition is malignant or benign. As a result, Helomics believes it will need to
continue to educate physicians and the medical community on the value and benefits of its molecular diagnostic tests in order to change clinical practices. In
addition, Helomics faces competition from other companies that offer diagnostic tests. It is also possible that Helomics faces future competition from
laboratory-developed tests, or LDTs, developed by commercial laboratories such as Quest and/or other diagnostic companies developing new molecular
diagnostic tests or technologies. Furthermore, Helomics may be subject to competition as a result of the new, unforeseen technologies that can be developed
by Helomics’ competitors in its diagnostic tests space.
To compete successfully Helomics must be able to demonstrate, among other things, that its molecular diagnostic test results are accurate and cost effective,
and Helomics must secure a meaningful level of reimbursement for its tests. Many of Helomics’ potential competitors have stronger brand recognition and
greater financial capabilities than Helomics does. Others may develop tests with a lower price than Helomics that could be viewed by physicians and payors
as functionally equivalent to Helomics’ molecular diagnostic tests or offer a test at prices designed to promote market penetration, which could force
Helomics to lower the price of its molecular diagnostic tests and affect its ability to achieve and maintain profitability. If Helomics is unable to compete
successfully against current and future competitors, it may be unable to increase market acceptance of its molecular diagnostic tests and overall sales, which
could prevent Helomics from increasing its revenue or achieving profitability and cause the market price of its common stock to decline. As Helomics adds
new molecular diagnostic tests and services, it will face many of these same competitive risks for these new molecular diagnostic tests and services.
Developing new molecular diagnostic tests involves a lengthy and complex process, and Helomics may not be able to commercialize on a timely basis, or at
all, other molecular diagnostic tests Helomics is developing. Developing new molecular diagnostic tests and solutions will require Helomics to devote
considerable resources to research and development. Helomics may face challenges obtaining sufficient numbers of samples to validate a newly acquired or
developed molecular diagnostic test. In order to develop and commercialize new molecular diagnostic tests, Helomics needs to:
•
•
•
•

expend significant funds to conduct substantial research and development;
conduct successful analytical and clinical studies;
scale Helomics’ laboratory processes to accommodate new molecular diagnostic tests; and
build the commercial infrastructure to market and sell new molecular diagnostic tests.

Typically, few research and development projects result in commercial products, and success in early clinical studies often is not replicated in later studies. At
any point, Helomics may abandon development of a molecular diagnostic test or Helomics may be required to expend considerable resources repeating
clinical studies, which would adversely affect the timing for generating revenue from such test. If a clinical validation study fails to demonstrate the
prospectively defined endpoints of the study or if Helomics fails to sufficiently demonstrate analytical validity, Helomics might choose to abandon the
development of the molecular diagnostic test, which could harm its business. In addition, competitors may develop and commercialize new competing
molecular diagnostic tests faster than Helomics or at a lower cost, which could have a material adverse effect on Helomics’ business, financial condition and
results of operations.
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If Helomics is unable to develop or acquire molecular diagnostic tests to keep pace with rapid technological, medical and scientific change, its operating
results and competitive position could be affected.
Recently, there have been numerous advances in technologies relating to diagnostics, particularly diagnostics that are based on genomic information. These
advances require Helomics to continuously develop its technology and to work to develop new solutions to keep pace with evolving standards of care.
Helomics’ solutions could become obsolete unless it continually innovates and expands its product offerings to include new clinical applications. If Helomics
is unable to develop or acquire new molecular diagnostic tests or to demonstrate the applicability of its molecular diagnostic tests for other diseases,
Helomics’ sales could decline and its competitive position could be harmed.
If the United States Food and Drug Administration (“FDA”) begins to enforce regulation of Helomics’ molecular diagnostic tests, Helomics could incur
substantial costs and delays associated with trying to obtain pre-market clearance or approval and costs associated with complying with post-market
requirements.
Clinical laboratory tests like Helomics’ molecular diagnostic tests are regulated under CLIA as well as by applicable state laws. Most Laboratory Developed
Tests (“LDTs”) are currently not subject to the FDA’s, regulation (although reagents, instruments, software or components provided by third parties and used
to perform LDTs may be subject to regulation). In October 2014, the FDA issued two draft guidance documents: “Framework for Regulatory Oversight of
Laboratory Developed Tests”, which provides an overview of how the FDA would regulate LDTs through a risk-based approach, and “FDA Notification and
Medical Device Reporting for Laboratory Developed Tests”, which provides guidance on how the FDA intends to collect information on existing LDTs,
including adverse event reports. On January 13, 2017, the FDA also issued a discussion paper on LDTs. Pursuant to the Framework for Regulatory Oversight
draft guidance, LDT manufacturers would be subject to medical device registration, listing, and adverse event reporting requirements. The risk-based
classification considers the LDT’s intended use, technological characteristics, and the risk to patients if the LDT were to fail. The FDA has indicated in its
guidance that screening devices for malignant cancers are LDTs of higher concern to the FDA and for which enforcement of pre-market and post-market
review requirements would likely commence before other LDT types.
Pursuant to the Framework for Regulatory Oversight draft guidance, LDT manufacturers would be required to either submit a pre-market application and
receive the FDA’s approval before an LDT may be marketed or submit a pre-market notification in advance of marketing. These requirements would be
phased in, starting with higher risk LDTs, following the issuance of the FDA’s final guidance on this topic, which the FDA has identified as a priority. The
draft guidance provides that LDTs that are already marketed at the time the final guidance is issued would not be withdrawn from the market during the
FDA’s review process. There is no timeframe within which the FDA must issue its final guidance, but issuance of this final guidance has been identified
among a list of the FDA’s priorities for 2016. As of the date of the filing of this proxy statement/prospectus/information statement, the FDA has not issued its
final guidance. How the final guidance would affect Helomics’ business is not yet known. Helomics cannot provide any assurance that the FDA regulation
will not be required in the future for its tests, 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 Helomics to continue to offer its molecular diagnostic tests or to develop and
introduce new tests. Helomics cannot predict the timing or content of future legislation enacted, regulations promulgated, or guidance issued regarding LDTs,
or how it will affect Helomics’ business.
If pre-market review is required by the FDA or if Helomics decides to voluntarily pursue the FDA’s pre-market review of Helomics’ tests, there can be no
assurance that Helomics’ molecular diagnostic tests or any tests Helomics may develop or acquire 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 Helomics’ current claims or adequate to support continued adoption of and
reimbursement for its tests. If pre-market review is required, Helomics’ business could be negatively impacted as a result of commercial delay that may be
caused by the new requirements. The cost of conducting clinical trials and otherwise developing data and information to support pre-market applications may
be significant. If Helomics is required to submit applications for its currently-marketed tests, Helomics may be required to conduct additional studies, which
may be time-consuming and costly and could result in Helomics’ currently-marketed tests being withdrawn from the market. If Helomics’ tests are allowed to
remain on the market but there is uncertainty in the marketplace about its tests, if Helomics is required by the FDA to label them investigational, or if labeling
claims the FDA allows Helomics to make are limited, orders may decline, and reimbursement may be adversely affected. Continued compliance with the
FDA’s regulations would increase the cost of conducting Helomics’ business, and subject Helomics to heightened regulation by the FDA and penalties for
failure to comply with these requirements. Helomics cannot predict the timing or form of any such guidance or regulation, or the potential effect on
Helomics’ existing molecular diagnostic tests or Helomics’ tests in development, or the potential impact of such guidance or regulation on Helomics’
business, financial condition and results of operations.
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If Helomics fails to comply with Federal, State and foreign laboratory licensing requirements, Helomics could lose the ability to perform its tests or
experience disruptions to Helomics’ business.
Helomics is subject to Clinical Laboratory Improvement Amendments (“CLIA”), a Federal law that regulates clinical laboratories that perform testing on
specimens derived from humans for the purpose of providing information for the diagnosis, prevention or treatment of disease. CLIA regulations mandate
specific standards in the areas of personnel qualifications, administration, and participation in proficiency testing, patient test management and quality
assurance. CLIA certification is also required in order for Helomics to be eligible to bill Federal and State healthcare programs, as well as many private thirdparty payors, for its molecular diagnostic tests. To renew these certifications, Helomics is subject to survey and inspection every two years. Moreover, CLIA
inspectors may make random inspections of Helomics’ clinical reference laboratories. Helomics is also required to maintain State licenses to conduct testing
in its Pittsburgh, Pennsylvania laboratories. Pennsylvania laws require that Helomics maintain a license and establish standards for the day-to-day operation
of Helomics’ clinical reference laboratory in Pittsburgh, Pennsylvania. In addition, Helomics’ Pittsburgh and New Haven laboratories are required to be
licensed on a test-specific basis by certain other states. If Helomics were unable to obtain or lose its CLIA certificate or State licenses for its laboratories,
whether as a result of revocation, suspension or limitation, Helomics would no longer be able to perform its molecular diagnostic tests, which could have a
material adverse effect on Helomics’ business, financial condition and results of operations. If Helomics were to lose its licenses issued by the States in which
Helomics is required to hold licenses, Helomics would not be able to test specimens from those States. New molecular diagnostic tests Helomics may develop
may be subject to new approvals by governmental bodies, and Helomics may not be able to offer its new molecular diagnostic tests to patients in such
jurisdictions until such approvals are received.
Complying with numerous statutes and regulations pertaining to Helomics’ molecular diagnostics business is an expensive and time-consuming process,
and any failure to comply could result in substantial penalties.
Helomics is subject to regulation by both the Federal government and the States in which Helomics conducts its molecular diagnostics business, including:
•
•
•
•
•
•
•

The Food, Drug and Cosmetic Act, as supplemented by various other statutes;
The Prescription Drug Marketing Act of 1987, the amendments thereto, and the regulations promulgated thereunder and contained in
21 C.F.R. Parts 203 and 205, or the PDMA;
CLIA and State licensing requirements;
Manufacturing and promotion laws;
Medicare billing and payment regulations applicable to clinical laboratories;
The Federal Anti-Kickback Statute, which prohibits knowingly and willfully offering, paying, soliciting, or receiving remuneration,
directly or indirectly, in exchange for or to induce either the referral of an individual, or the furnishing, arranging for, or recommending
of an item or service that is reimbursable, in whole or in part, by a Federal healthcare program;
The Federal Stark physician self-referral law (and state equivalents), which prohibits a physician from making a referral for certain
designated health services covered by the Medicare program, including laboratory and pathology services, if the physician or an
immediate family member has a financial relationship with the entity providing the designated health services, unless the financial
relationship falls within an applicable exception to the prohibition;
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•

•

•
•
•
•
•

The Federal Health Insurance Portability and Accountability Act of 1996, or HIPAA, which established comprehensive federal
standards with respect to the privacy and security of protected health information and requirements for the use of certain standardized
electronic transactions, and amendments made in 2013 to HIPAA under the Health Information Technology for Economic and Clinical
Health Act, which strengthen and expand HIPAA privacy and security compliance requirements, increase penalties for violators, extend
enforcement authority to state attorneys general, and impose requirements for breach notification;
The Federal Civil Monetary Penalties Law, which prohibits, among other things, the offering or transfer of remuneration to a Medicare
or state healthcare program beneficiary if the person knows or should know it is likely to influence the beneficiary’s selection of a
particular provider, practitioner, or supplier of services reimbursable by Medicare or a state healthcare program, unless an exception
applies;
The Federal False Claims Act, which imposes liability on any person or entity that, among other things, knowingly presents, or causes
to be presented, a false or fraudulent claim for payment to the federal government;
Other Federal and State fraud and abuse laws, prohibitions on self-referral, fee-splitting restrictions, prohibitions on the provision of
products at no or discounted cost to induce physician or patient adoption, and false claims acts, which may extend to services
reimbursable by any third-party payor, including private insurers;
The prohibition on reassignment of Medicare claims, which, subject to certain exceptions, precludes the reassignment of Medicare
claims to any other party;
The rules regarding billing for diagnostic tests reimbursable by the Medicare program, which prohibit a physician or other supplier
from marking up the price of the technical component or professional component of a diagnostic test ordered by the physician or other
supplier and supervised or performed by a physician who does not “share a practice” with the billing physician or supplier; and
State laws that prohibit other specified practices related to billing such as billing physicians for testing that they order, waiving
coinsurance, co-payments, deductibles, and other amounts owed by patients, and billing a State Medicaid program at a price that is
higher than what is charged to other payors.

Helomics has implemented policies and procedures designed to comply with these laws and regulations. Helomics periodically conducts internal reviews of
its compliance with these laws. Helomics’ compliance is also subject to governmental review. The growth of Helomics’ business may increase the potential of
violating these laws, regulations or Helomics’ internal policies and procedures. The risk of Helomics being found in violation of these or other laws and
regulations is further increased by the fact that many have not been fully interpreted by the regulatory authorities or the courts, and their provisions are open
to a variety of interpretations. Violations of Federal or State regulations may incur investigation or enforcement action by the FDA, Department of Justice,
State agencies, or other legal authorities, and may result in substantial civil, criminal, or other sanctions. Any action brought against Helomics for violation of
these or other laws or regulations, even if Helomics successfully defend against it, could cause Helomics to incur significant legal expenses and divert
Helomics’ managements’ attention from the operation of its business. If Helomics’ operations are found to be in violation of any of these laws and
regulations, Helomics may be subject to civil and criminal penalties, damages and fines, Helomics could be required to refund payments received by it,
Helomics could face possible exclusion from Medicare, Medicaid and other Federal or State healthcare programs and Helomics could even be required to
cease its operations. Any of the foregoing consequences could have a material adverse effect on Helomics’ business, financial condition and results of
operations.
If Helomics uses hazardous materials in a manner that causes contamination or injury, Helomics could be liable for resulting damages.
Helomics is subject to Federal, State and local laws, rules and regulations governing the use, discharge, storage, handling and disposal of biological material,
chemicals and waste. Helomics cannot eliminate the risk of accidental contamination or injury to employees or third parties from the use, storage, handling or
disposal of these materials. In the event of contamination or injury, Helomics could be held liable for any resulting damages, remediation costs and any
related penalties or fines, and any liability could exceed Helomics’ resources or any applicable insurance coverage Helomics may have. The cost of
compliance with these laws and regulations may become significant, and Helomics’ failure to comply may result in substantial fines or other consequences,
and either could have a significant impact on Helomics’ operating results.
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Security breaches, loss of data and other disruptions to Helomics or its third-party service providers could compromise sensitive information related to
Helomics’ business or prevent Helomics from accessing critical information and expose it to liability, which could adversely affect Helomics’ business
and reputation.
Helomics’ business requires that Helomics and its third-party service providers collect and store sensitive data, including legally protected health information,
personally identifiable information about patients, credit card information, and Helomics’ proprietary business and financial information. Helomics faces a
number of risks relative to Helomics’ protection of, and Helomics’ service providers’ protection of, this critical information, including loss of access,
inappropriate disclosure and inappropriate access, as well as risks associated with Helomics’ ability to identify and audit such events. The secure processing,
storage, maintenance and transmission of this critical information are vital to Helomics’ operations and business strategy, and Helomics devotes significant
resources to protecting such information. Although Helomics takes measures to protect sensitive information from unauthorized access or disclosure,
Helomics’ information technology and infrastructure may be vulnerable to attacks by hackers or viruses or otherwise breached due to employee error,
malfeasance or other activities. While Helomics has not experienced any such attack or breach, if such event would occur and cause interruptions in
Helomics’ operations, Helomics’ networks would be compromised and the information Helomics stores on those networks could be accessed by unauthorized
parties, publicly disclosed, lost or stolen. Unauthorized access, loss or dissemination could disrupt Helomics’ operations, including Helomics’ ability to
process tests, provide test results, bill payors or patients, process claims, provide customer assistance services, conduct research and development activities,
collect, process and prepare company financial information, provide information about Helomics’ solution and other patient and physician education and
outreach efforts, manage the administrative aspects of Helomics’ business and damage Helomics’ reputation, any of which could adversely affect Helomics’
business. In addition, the interpretation and application of consumer, health-related and data protection laws in the United States are often uncertain,
contradictory and in flux. It is possible that these laws may be interpreted and applied in a manner that is inconsistent with Helomics’ practices. Complying
with these various laws could cause Helomics to incur substantial costs or require Helomics to change its business practices, systems and compliance
procedures in a manner adverse to Helomics’ business.
If Helomics is sued for product liability or errors and omissions liability, Helomics could face substantial liabilities that exceed its resources.
The marketing, sale and use of Helomics’ molecular diagnostic tests could lead to product liability claims if someone were to allege that the molecular
diagnostic test failed to perform as it was designed. Helomics may also be subject to liability for errors in the results Helomics provides to physicians or for a
misunderstanding of, or inappropriate reliance upon, the information Helomics provides. A product liability or errors and omissions liability claim could
result in substantial damages and be costly and time consuming for Helomics to defend. Although Helomics maintains product liability and errors and
omissions insurance, Helomics cannot be certain that its insurance would fully protect it from the financial impact of defending against these types of claims
or any judgments, fines or settlement costs arising out of such claims. Any product liability or errors and omissions liability claim brought against Helomics,
with or without merit, could increase its insurance rates or prevent it from securing insurance coverage in the future. Additionally, any product liability
lawsuit could cause injury to Helomics’ reputation or cause Helomics to suspend sales of its products and solutions. The occurrence of any of these events
could have a material adverse effect on Helomics’ business, financial condition and results of operations.
Billing for Helomics’ diagnostic solutions is complex, and Helomics must dedicate substantial time and resources to the billing process to be paid for its
molecular diagnostic tests.
Billing for clinical laboratory testing services is complex, time consuming and expensive. Depending on the billing arrangement and applicable law, Helomics
bills various payors, including Medicare, insurance companies and patients, all of which have different billing requirements. To the extent laws or contracts
require Helomics to bill patient co-payments or co-insurance, Helomics must also comply with these requirements. Helomics may also face increased risk in
its collection efforts, including write-offs of doubtful accounts and long collection cycles, which could have a material adverse effect on Helomics’ business,
results of operations and financial condition. Among others, the following factors make the billing process complex:
52

•
•
•
•
•
•
•

differences between the list price for Helomics’ molecular diagnostic tests and the reimbursement rates of payors;
compliance with complex Federal and State regulations related to billing Medicare;
disputes among payors as to which party is responsible for payment;
differences in coverage among payors and the effect of patient co-payments or co-insurance;
differences in information and billing requirements among payors;
incorrect or missing billing information; and
the resources required to manage the billing and claims appeals process.

As Helomics introduces new molecular diagnostic tests, it will need to add new codes to the billing process as well as to Helomics’ financial reporting
systems. Failure or delays in effecting these changes in external billing and internal systems and processes could negatively affect Helomics’ revenue and
cash flow. Additionally, Helomics’ billing activities require it to implement compliance procedures and oversight, train and monitor its employees, challenge
coverage and payment denials, assist patients in appealing claims, and undertake internal audits to evaluate compliance with applicable laws and regulations
as well as internal compliance policies and procedures. Payors also conduct external audits to evaluate payments, which add further complexity to the billing
process. These billing complexities, and the related uncertainty in obtaining payment for Helomics’ diagnostic solution, could negatively affect Helomics’
revenue and cash flow, Helomics’ ability to achieve profitability, and the consistency and comparability of Helomics’ results of operations.
Helomics relies on a third-party to process and transmit claims to payors, and any delay in either could have an adverse effect on Helomics’ revenue.
Helomics relies on a third-party provider to provide overall processing of claims and to transmit the actual claims to payors based on the specific payor billing
format. If claims for Helomics’ molecular diagnostic tests are not submitted to payors on a timely basis, or if Helomics is required to switch to a different
provider to handle claim submissions, Helomics may experience delays in its ability to process these claims and receipt of payments from payors, which
could have a material adverse effect on Helomics’ business, financial condition and results of operations.
Enacted healthcare reform legislation may increase Helomics’ costs, impair Helomics’ ability to adjust its pricing to match any such increased costs, and
therefore could materially and adversely affect its business, financial condition and results of operations.
PPACA entails sweeping healthcare reforms with staggered effective dates from 2010 through 2018, although certain of these effective dates have been
delayed by action of the current administration. While some guidance has been issued under PPACA over the past several years, many provisions in PPACA
require the issuance of additional guidance from the U.S. Department of Labor, the Internal Revenue Service, the U.S. Department of Health & Human
Services, and State governments. This reform includes, but is not limited to: the implementation of a small business tax credit; required changes in the design
of Helomics’ healthcare policy including providing insurance coverage to part-time workers working on average thirty (30) or more hours per week;
“grandfathering” provisions for existing policies; “pay or play” requirements; a “Cadillac plan” excise tax; and specifically required “essential benefits,” that
must be included in “qualified plans,” which benefits include coverage for laboratory tests.
Effective January 1, 2014, each State was required to participate in the PPACA marketplace and make health insurance coverage available for purchase by
eligible individuals through a website. While these websites were subject to significant administrative issues leading up to their inception dates (and, in some
cases, thereafter), it is currently estimated that in excess of 11 million individuals nationwide had enrolled in health insurance coverage through these
exchanges as of the end of 2015. It is unclear, however, how many of these individuals are becoming insured after previously not having health insurance
coverage, versus maintaining their plans purchased on the exchanges in 2014 or switching from other health insurance plans.
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PPACA also requires “Applicable Manufacturers” to disclose to the Secretary of the Department of Health & Human Services drug sample distributions and
certain payments or transfers of value to covered recipients (physicians and teaching hospitals) on an annual basis. “Applicable Manufacturers” and
“Applicable Group Purchasing Organizations” must also disclose certain physician ownership or investment interests. The data submitted will ultimately be
made available on a public website. Based upon the structure of Helomics’ relationship with its clients, Helomics may be included in the definition of
“Applicable Manufacturer” for purposes of the disclosure requirements or may provide services that include the transfer of drug samples and/or other items of
value to covered recipients. As such, Helomics may be required to disclose or provide information that is subject to disclosure. There may be certain risks and
penalties associated with the failure to properly make such disclosures, including but not limited to the specific civil liabilities set forth in PPACA, which
allows for a maximum civil monetary penalty per “Applicable Manufacturer” of $1,150,000 per year. There may be additional risks and claims made by third
parties derived from an improper disclosure that are difficult to ascertain at this time.
While PPACA may increase the number of patients who have insurance coverage, its cost containment measures could also adversely affect reimbursement
for any of Helomics’ molecular diagnostic tests. Cost control initiatives also could decrease the price that Helomics’ receives for any molecular diagnostic
tests Helomics may develop in the future. If Helomics’ molecular diagnostic tests are not considered cost-effective or if Helomics is unable to generate
adequate third-party reimbursement for the users of its molecular diagnostic tests, then Helomics may be unable to maintain revenue streams sufficient to
realize its targeted return on investment for its molecular diagnostic tests.
Helomics is currently unable to determine the long-term, direct or indirect impact of such legislation on its business. Since the effect of many of the
provisions of PPACA may not be determinable for a number of years, Helomics does not expect PPACA to have a material adverse impact on its near-term
results of operations. However, healthcare reform as mandated and implemented under PPACA and any future Federal or State mandated healthcare reform
could materially and adversely affect its business, financial condition and operations by increasing Helomics’ operating costs, including its costs of providing
health insurance to Helomics’ employees, decreasing Helomics’ revenue, impeding Helomics’ ability to attract and retain customers, requiring changes to
Helomics’ business model, or causing Helomics to lose certain current competitive advantages.
Changes in governmental regulation could negatively impact Helomics’ business operations and increase its costs.
The pharmaceutical, biotechnology and healthcare industries are subject to a high degree of governmental regulation. Significant changes in these regulations
affecting Helomics’ business could result in the imposition of additional restrictions on Helomics’ business, additional costs to Helomics in providing
Helomics’ molecular diagnostic tests to its customers or otherwise negatively impact Helomics’ business operations. Changes in governmental regulations
mandating price controls and limitations on patient access to Helomics’ products could also reduce, eliminate or otherwise negatively impact Helomics’ sales.
If Helomics does not increase its revenues and successfully manage the size of its operations, Helomics’ business, financial condition and results of
operations could be materially and adversely affected.
The majority of Helomics’ operating expenses are personnel-related costs such as employee compensation and benefits, reagents and disposable supplies as
well as the cost of infrastructure to support Helomics’ operations, including facility space and equipment. Helomics continuously reviews its personnel to
determine whether they are fully utilizing their services. If Helomics is unable to achieve revenue growth in the future or fail to adjust its cost infrastructure
to the appropriate level to support its revenues, Helomics’ business, financial condition and results of operations could be materially and adversely affected.
If Helomics research and development (R&D) efforts for its TruTumor and D-CHIP artificial intelligence platform take longer than expected the
commercial revenues from the service offerings that use these platforms could also be delayed.
Helomics CRO business offers various services to pharma, diagnostics and biotech companies. These services use its TruTumor Patient derived tumor
platform and its D-CHIP AI platform. These platforms are the subject of active R&D to further improve and validate them for commercial use in order to help
Helomics’ clients in their drug discovery, biomarker and clinical trial activities. Helomics could face delays in this R&D, for example; Helomics may not be
able to secure access to and approval to use clinical data from academic hospital partners required to validate the D-CHIP platform in a timely manner;
clinical testing volume (number of specimens coming to Helomics for testing) may not grow sufficiently to drive data generation for D-CHIP as well as
further development of the TruTumor platform; patient consent to use the patient’s data and tumor material for R&D may not be sufficient to support
Helomics R&D; Helomics may not be able to attract and retain the appropriately qualified staff to perform the necessary R&D. Helomics has a limited
operating history with the CRO and Informatics business which makes it difficult to forecast the revenue of these business units. While Helomics is
committed to the buildout of both the CRO and D-CHIP services for the long term, the company cannot predict at this time, with any certainty, the future
viability of either business unit.
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If Helomics’ information technology and communications systems fail or Helomics experiences a significant interruption in its operation, its reputation,
business and results of operations could be materially and adversely affected.
The efficient operation of Helomics’ business is dependent on Helomics’ information technology and communications systems. The failure of these systems
to operate as anticipated could disrupt its business and result in decreased revenue and increased overhead costs. In addition, Helomics does not have
complete redundancy for all of its systems and its disaster recovery planning cannot account for all eventualities. Helomics’ information technology and
communications systems, including the information technology systems and services that are maintained by third party vendors, are vulnerable to damage or
interruption from natural disasters, fire, terrorist attacks, malicious attacks by computer viruses or hackers, power loss or failure of computer systems,
Internet, telecommunications or data networks. If these systems or services become unavailable or suffer a security breach, Helomics may expend significant
resources to address these problems, and Helomics’ reputation, business and results of operations could be materially and adversely affected.
If Helomics is unable to protect its intellectual property effectively, Helomics’ business would be harmed.
Helomics relies on patent protection as well as trademark, trade secret and other intellectual property rights protection and contractual restrictions to protect
Helomics’ proprietary technology. If Helomics’ fails to protect its intellectual property, third parties may be able to compete more effectively against it and
Helomics may incur substantial litigation costs in its attempts to recover or restrict use of its intellectual property. While Helomics applies for patents
covering its products and technologies and uses thereof, Helomics may fail to apply for patents on important products and technologies in a timely fashion or
at all, or Helomics may fail to apply for patents in relevant jurisdictions. Others could seek to design around Helomics’ current or future patented
technologies. Helomics may not be successful in defending any challenges made against Helomics’ patents or patent applications. Any successful third-party
challenge to Helomics’ patents could result in the unenforceability or invalidity of such patents and increased competition to Helomics’ business. The
outcome of patent litigation can be uncertain and any attempt by Helomics to enforce its patent rights against others may not be successful, or, if successful,
may take substantial time and result in substantial cost, and may divert Helomics’ efforts and attention from other aspects of its business.
Monitoring unauthorized disclosure is difficult, and Helomics does not know whether the steps Helomics has taken to prevent such disclosure are, or will be,
adequate. If Helomics were to enforce a claim that a third-party had illegally obtained and was using its trade secrets, it would be expensive and time
consuming, and the outcome would be unpredictable. Further, competitors could willfully infringe Helomics’ intellectual property rights, design around its
protected technology or develop their own competitive technologies that arguably fall outside of Helomics’ intellectual property rights. Others may
independently develop similar or alternative products and technologies or replicate any of Helomics’ products and technologies. If Helomics’ intellectual
property does not adequately protect it against competitors’ products and methods, Helomics’ competitive position could be adversely affected, as could
Helomics’ business and the results of its operations. To the extent Helomics’ intellectual property offers inadequate protection, or is found to be invalid or
unenforceable, Helomics would be exposed to a greater risk of competition. If Helomics’ intellectual property does not provide adequate coverage of its
competitors’ products, Helomics’ competitive position could be adversely affected, as could its overall business. Both the patent application process and the
process of managing patent disputes can be time consuming and expensive.
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Helomics may be involved in litigation related to intellectual property, which could be time-intensive and costly and may adversely affect its business,
operating results or financial condition.
Helomics may receive notices of claims of direct or indirect infringement or misappropriation or misuse of other parties’ proprietary rights from time to time
and some of these claims may lead to litigation. Helomics cannot assume that it will prevail in such actions, or that other actions alleging misappropriation or
misuse by Helomics of third-party trade secrets, infringement by Helomics of third-party patents and trademarks or other rights, or the validity of Helomics’
patents, trademarks or other rights, will not be asserted or prosecuted against it. Helomics might not have been the first to make the inventions covered by
each of Helomics’ pending patent applications and Helomics might not have been the first to file patent applications for these inventions. No assurance can be
given that other patent applications will not have priority over Helomics’ patent applications. If third parties bring these proceedings against Helomics’
patents, Helomics could incur significant costs and experience management distraction. Litigation may be necessary for Helomics to enforce its patents and
proprietary rights or to determine the scope, coverage and validity of the proprietary rights of others. The outcome of any litigation or other proceeding is
inherently uncertain and might not be favorable to Helomics, and Helomics might not be able to obtain licenses to technology that it requires on acceptable
terms or at all. In addition, if Helomics resorts to legal proceedings to enforce its intellectual property rights or to determine the validity, scope and coverage
of the intellectual property or other proprietary rights of others, the proceedings could be burdensome and expensive, even if Helomics were to prevail. Any
litigation that may be necessary in the future could result in substantial costs and diversion of resources and could have a material adverse effect on Helomics’
business, financial condition and operating results.
In the event of a successful claim of infringement against Helomics, Helomics may be required to pay damages and ongoing royalties, and obtain one or more
licenses from third parties, or be prohibited from selling its products. Helomics may not be able to obtain these licenses on acceptable terms, if at all.
Helomics could incur substantial costs related to royalty payments for licenses obtained from third parties, which could negatively affect Helomics’ financial
results. In addition, Helomics’ agreements with some of its customers, suppliers or other entities with whom Helomics’ does business require it to defend or
indemnify these parties to the extent they become involved in infringement claims, including the types of claims described above. If Helomics is required or
agrees to defend or indemnify third parties in connection with any infringement claims, Helomics could incur significant costs and expenses that could have a
material adverse effect on Helomics’ business, financial condition, and results of operations.
ITEM 2. Unregistered Sales of Equity Securities and Use of Proceeds
None.
ITEM 3. Defaults Upon Senior Securities
None.
ITEM 4. Mine Safety Disclosures
Not applicable.
ITEM 5. Other Information
Loan from CEO
On May 30, 2019 and July 15, 2019 Dr. Schwartz advanced $200,000 and $25,000, respectively, to the Company. The loans earns 8% interest and are due 60
days from July 15, 2019.
ITEM 6. Exhibits
See the attached exhibit index.
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SIGNATURES:
Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the undersigned
thereunto duly authorized.
PREDICTIVE ONCOLOGY INC.
Date: August 19, 2019

By:

/s/ Carl Schwartz
Carl Schwartz
Chief Executive Officer

Date: August 19, 2019

By:

/s/ Bob Myers
Bob Myers
Chief Financial Officer
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EXHIBIT INDEX
PREDICTIVE ONCOLOGY INC.
Form 10-Q
The quarterly period ended June 30, 2019
Exhibit
No.

Description

3.1

Certificate of Amendment of the Certificate of Incorporation (incorporated by reference to Exhibit 3.1 to Form 8-K filed on June 13, 2019)

3.2

Second Amended and Restated Bylaws (incorporated by reference to Exhibit 3.2 to Form 8-K filed on June 13, 2019)

3.3

Certificate of Designation of Preferences, Rights and Limitations of Series E Convertible Preferred Stock (incorporated by reference to
Exhibit 3.1 to Form 8-K filed on June 19, 2019)

4.1

Third Amended and Restated Common Stock Purchase Warrant issued to Carl Schwartz (incorporated by reference to Exhibit 4.1 to Form 8K filed on May 23, 2019)

10.1

Consulting Agreement by and between the Company and Richard Gabriel (incorporated by reference to Exhibit 10.1 to Form 8-K filed on
May 8, 2019)

10.2*

Form of Amended and Restated Promissory Note payable to Carl Schwartz

10.3*

Form of Amended and Restated Employment Agreement with Carl Schwartz

10.4

Securities Purchase Agreement between the Company and certain purchasers of Series E Convertible Preferred Stock (incorporated by
reference to Exhibit 10.1 to Form 8-K filed on July 11, 2019)

31.1*

Certification of Principal Executive Officer pursuant to Section 302 of the Sarbanes-Oxley Act of 2002.

31.2*

Certification of Principal Financial Officer pursuant to Section 302 of the Sarbanes-Oxley Act of 2002.

32.1*

Certification of Principal Executive Officer and Principal Financial Officer pursuant to Section 906 of the Sarbanes-Oxley Act of 2002.

101.INS*
101.SCH*
101.CAL*
101.DEF*
101.LAB*
101.PRE*

XBRL Instance Document**
XBRL Extension Schema Document**
XBRL Extension Calculation Linkbase Document**
XBRL Extension Definition Linkbase Document**
XBRL Extension Labels Linkbase Document**
XBRL Extension Presentation Linkbase Document**

* Filed herewith.
** In accordance with Rule 406T of Regulation S-T, this information is deemed not “filed” for purposes of Section 18 of the Securities Exchange Act of
1934, as amended.
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Exhibit 31.1
CERTIFICATION
PURSUANT TO SECTION 302 OF
THE SARBANES-OXLEY ACT OF 2002
I, Carl Schwartz, certify that:
1.

I have reviewed this quarterly report on Form 10-Q of Predictive Oncology Inc.;

2.

Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a material fact necessary to make the
statements made, in light of the circumstances under which such statements were made, not misleading with respect to the period covered by this
report;

3.

Based on my knowledge, the financial statements, and other financial information included in this report, fairly present in all material respects the
financial condition, results of operations and cash flows of the registrant as of, and for, the periods presented in this report;

4.

The registrant’s other certifying officer(s) and I are responsible for establishing and maintaining disclosure controls and procedures (as defined in
Exchange Act Rules 13a-15(e) and 15d-15(e)) and internal control over financial reporting (as defined in Exchange Act Rules 13a-15(f) and 15d15(f)) for the registrant and have:

5.

a.

Designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be designed under our supervision, to
ensure that material information relating to the registrant, including its consolidated subsidiaries, is made known to us by others within those
entities, particularly during the period in which this report is being prepared;

b.

Designed such internal control over financial reporting, or caused such internal control over financial reporting to be designed under our
supervision, to provide reasonable assurance regarding the reliability of financial reporting and the preparation of financial statements for
external purposes in accordance with generally accepted accounting principals;

c.

Evaluated the effectiveness of the registrant’s disclosure controls and procedures and presented in this report our conclusions about the
effectiveness of the disclosure controls and procedures, as of the end of the period covered by this report based on such evaluation; and

d.

Disclosed in this report any change in the registrant’s internal control over financial reporting that occurred during the registrant’s most recent
fiscal quarter (the registrant’s fourth fiscal quarter in the case of an annual report) that has materially affected, or is reasonably likely to
materially affect, the registrant’s internal control over financial reporting; and

The registrant’s other certifying officer(s) and I have disclosed, based on our most recent evaluation of internal control over financial reporting, to the
registrant’s auditors and the audit committee of the registrant’s board of directors (or persons performing the equivalent functions):
a.

All significant deficiencies and material weaknesses in the design or operation of internal control over financial reporting which are
reasonably likely to adversely affect the registrant’s ability to record, process, summarize and report financial information; and

b.

Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant’s internal
control over financial reporting.

Date: August 19, 2019

/s/ Carl Schwartz
Carl Schwartz
Chief Executive Officer

Exhibit 31.2
CERTIFICATION
PURSUANT TO SECTION 302 OF
THE SARBANES-OXLEY ACT OF 2002
I, Bob Myers, certify that:
1. I have reviewed the quarterly report on Form 10-Q of Predictive Oncology Inc.;
2. Based on my knowledge, this report does not contain any untrue statements of a material fact or omit to state a material fact necessary to make the
statements in light of the circumstances under which some statements were made, not misleading with respect to the period covered by this report;
3. Based on my knowledge, the financial statements, and other financial information included in this report, fairly present in all material respects the
financial condition, results of operations and cash flows of the registrant as of, and for, the periods presented in this report;
4. The registrant’s other certifying officer(s) and I are responsible for establishing and maintaining disclosure controls and procedures (as defined in
Exchange Act Rules 13a-15(e) and 15d-15(e)) and internal control over financial reporting (as defined in Exchange Act Rules 13a-15(f) and 15d-15(f))
for the registrant and have:
a) Designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be designed under our supervision, to
ensure that material information relating to the registrant, including its consolidated subsidiaries, is made known to us by others within those
entities, particularly during the period in which this report is being prepared;
b) Designed such internal control over financial reporting, or caused such internal control over financial reporting to be designed under our
supervision, to provide reasonable assurance regarding the reliability of financial reporting and the preparation of financial statements for external
purposes in accordance with generally accepted accounting principals;
c) Evaluated the effectiveness of the registrant’s disclosure controls and procedures and presented in this report our conclusions about the
effectiveness of the disclosure controls and procedures, as of the end of the period covered by this report based on such evaluation; and
d) Disclosed in this report any change in the registrant’s internal control over financial reporting that occurred during the registrant’s most recent
fiscal quarter (the registrant’s fourth fiscal quarter in the case of an annual report (that has materially affected, or is reasonably likely to materially
affect, the registrant’s internal control over financial reporting; and
5. The registrant’s other certifying officer(s) and I have disclosed, based on our most recent evaluation of internal control over financial reporting, to the
registrant’s auditors and the audit committee of the registrant’s board of directors (or persons performing the equivalent functions):
a) All significant deficiencies and material weaknesses in the design or operation of internal control over financial reporting which are reasonably
likely to adversely affect the registrant’s ability to record, process, summarize and report financial information; and
b) Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant’s internal control
over financial reporting.
Date August 19, 2019

/s/ Bob Myers
Bob Myers
Chief Financial Officer

Exhibit 32.1
CERTIFICATION
PURSUANT TO 18 U.S.C. SECTION 1350,
AS ADOPTED PURSUANT TO SECTION 906
OF THE SARBANES-OXLEY ACT OF 2002
In connection with the Quarterly Report on Form 10-Q of Predictive Oncology Inc. (the “Company”) for the quarter ended June 30, 2019 as filed
with the Securities and Exchange Commission (the “Report”), I, Carl Schwartz, Chief Executive Officer (Principal Executive Officer) and, I, Bob Myers,
Chief Financial Officer (Principal Financial Officer) of the Company, hereby certify as of the date hereof, solely for purposes of § 906 of the Sarbanes-Oxley
Act of 2002, 18 U.S.C. § 1350, that to the best of my knowledge:
(1)

The Report fully complies with the requirements of Section 13(a) or 15(d), as applicable, of the Securities Exchange Act of 1934, and

(2)
The information contained in the Report fairly presents, in all material respects, the financial condition and results of operations of the
Company at the dates and for the periods indicated.
Date: August 19, 2019

/s/ Carl Schwartz
Carl Schwartz
Chief Executive Officer

Date: August 19, 2019

/s/ Bob Myers
Bob Myers
Chief Financial Officer

