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FORWARD-LOOKING STATEMENTS
This Quarterly Report on Form 10-Q contains forward-looking statements that involve substantial risks and uncertainties. All statements,
other than statements of historical facts, contained in this Quarterly Report on Form 10-Q, including statements regarding our strategy, future
operations, future financial position, future revenues, projected costs, prospects, plans and objectives of management, are forward looking
statements. The words "anticipate," "believe," "estimate," "expect," "intend," "may," "plan," "predict," "project," "target," "potential," "will,"
"would," "could," "should," "continue" and similar expressions are intended to identify forward-looking statements, although not all forwardlooking statements contain these identifying words.
Forward-looking statements are not guarantees of future performance and our actual results could differ materially from the results discussed
in the forward-looking statements. Factors that could cause actual results to differ materially from those in the forward-looking statements
include, but are not limited to, our ability to raise additional capital to support our clinical development program and other operations, our
ability to develop products of commercial value and to identify, discover and obtain rights to additional potential product candidates, our ability
to protect and maintain our intellectual property and the ability of our licensors to obtain and maintain patent protection for the technology or
products that we license from them, the outcome of research and development activities, our reliance on third-parties, competitive
developments, the effect of current and future legislation and regulation and regulatory actions, as well as other risks described more fully in
this Quarterly Report on Form 10-Q.
As a result of these and other factors, we may not actually achieve the plans, intentions or expectations disclosed in our forward-looking
statements, and you should not place undue reliance on our forward-looking statements. Our forward-looking statements do not reflect the
potential impact of any future acquisitions, mergers, dispositions, joint ventures or investments we may make. We do not assume any
obligation to update any forward-looking statements, whether as a result of new information, future events or otherwise, except as required by
law.
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PART I—FINANCIAL INFORMATION
ITEM 1.

FINANCIAL STATEMENTS
HEAT BIOLOGICS, INC.
(A development stage company)
Condensed Consolidated Balance Sheets
(unaudited)
September 30,
2013

December 31,
2012

Assets
Current Assets
Cash and cash equivalents
Related party receivable
Prepaid expenses and other current assets
Total Current Assets

$

23,578,445
20,384
800,465
24,399,294

$

5,030
9,571
58,436
73,037

Property and Equipment, net

13,099

10,782

Other Assets
Restricted cash
Debt issuance costs, net
Deposits
Total Other Assets

1,542
—
9,320
10,862

26,214
28,229
9,320
63,763

Total Assets

$

24,423,255

$

147,582

$

392,528
157,279
22,150
—
571,957

$

505,471
129,208
13,763
66,806
715,248

Liabilities and Stockholders' Equity (Deficit)
Current Liabilities
Accounts payable
Accrued expenses and other payables
Accrued interest
Notes payable - current portion
Total Current Liabilities
Long Term Liabilities
Notes payable - less current portion
Convertible notes payable
Stock warrants liability
Total Liabilities
Stockholders' Equity (Deficit)
Series 1 preferred stock, $.0001 par value; 112,500 shares authorized, 112,500 shares issued and
outstanding at December 31, 2012 and 0 shares issued and outstanding at September 30, 2013
Series A preferred stock, $.0001 par value; 2,000,000 shares authorized, 1,863,128 shares issued and
outstanding at December 31, 2012 and 0 shares issued and outstanding at September 30, 2013
Series B-1 preferred stock $.0001 par value; 4,100,000 shares authorized, 0 shares issued and
outstanding at December 31, 2012 and 0 shares issued and outstanding at September 30, 2013
Common stock, $.0002 par value; 50,000,000 shares authorized, 6,365,916 and 2,144,542 shares
issued and 6,365,916 and 1,858,971 shares outstanding at September 30, 2013 and December 31,
2012, respectively
Additional paid in capital
Deficit accumulated during the development stage
Total Stockholders' Equity (Deficit) – Less Non-Controlling Interest
Non-Controlling Interest
Total Stockholders' Equity (Deficit)

See Notes to Condensed Consolidated Financial Statements
1

658,194
197,099
92,150
1,662,691

—

11

—

186

—

—

959
34,139,398
(10,287,354)
23,853,003
(216,057)
23,636,946
$

Total Liabilities and Stockholders' Equity (Deficit)

—
—
214,352
786,309

24,423,255

405
4,495,832
(5,935,282)
(1,438,848)
(76,261)
(1,515,109)
$

147,582

HEAT BIOLOGICS, INC.
(A development stage company)
Condensed Consolidated Statements of Operations
(unaudited)

Three Months Ended,
September 30,
2013
2012

Grant awards

$

Operating expenses:
Research and development
Clinical and regulatory
General and administrative
Total operating expenses

—

$

Period from
June 10, 2008
(inception) to
September 30,
2013

Nine Months Ended
September 30,
2013
2012

3,110

$

—

$

3,110

$

585,589

992,360
230,924
737,540
1,960,824

242,220
52,861
227,209
522,290

2,121,628
747,915
1,443,856
4,313,399

591,395
199,980
813,660
1,605,035

5,479,110
1,175,758
3,739,382
10,394,250

(1,960,824)

(519,180)

(4,313,399)

(1,601,925)

(9,808,661)

Interest income
Other income (expense)
Interest expense
Total non-operating expenses

500
(28,229)
(40,639)
(68,368)

—
246
(61,755)
(61,509)

502
(78,191)
(100,780)
(178,469)

—
774
(77,369)
(76,595)

1,189
(86,974)
(320,241)
(406,026)

Loss from continuing operations

(2,029,192)

(580,689)

(4,491,868)

(1,678,520)

(10,214,687)

Loss from discontinued operations
Net loss
Net loss - non-controlling interest
Beneficial conversion charge
Preferred Stock Dividend
Net loss attributable to common stockholders

$

—
(2,029,192)
(61,750)
—
(361,668)
(2,329,110) $

1,750
(578,939)
(11,130)
—
—
(567,809) $

—
(4,491,868)
(139,796)
(2,300,000)
(361,668)
(7,013,740) $

(18,379)
(288,724)
(1,696,899)
(10,503,411)
(25,508)
(216,057)
—
(2,300,000)
—
(361,668)
(1,671,391) $ (12,949,022)

Net loss per share attributable to common
stockholders—basic and diluted

$

(0.48) $

(0.31) $

(2.45) $

Loss from operations

Weighted-average number of common shares used in
net loss per share attributable to common
stockholders—basic and diluted

4,835,582

1,832,766

2,863,310

See Notes to Condensed Consolidated Financial Statements
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(0.91)

1,830,593

HEAT BIOLOGICS INC.
(A development stage company)
Condensed Consolidated Statement of Stockholders Equity (Deficit)
(unaudited)
Preferred Stock
Series A

Series 1

Common Stock
Issued:
Issuance of
Common Stock $
Non-cash
consideration
for rent
Net Loss
Balance
December 31,
2008
Common Stock
Issued:
Issuance of
Common Stock
Cancellation of
Stock
Preferred Stock
Issued:
Issuance of
Series A
Preferred Stock
Non-cash
consideration
for rent
Stock based
compensation
Net Loss
Balance
December 31,
2009
Non-cash
consideration
for rent
Stock based
compensation
Stock issuance
costs
Net Loss
Balance
December 31,
2010
Notes Payable
Converted to
Preferred
Stock:
Conversion of
notes payable
to Series A
Preferred Stock
Preferred Stock
Issued:
Issuance of
Series A
Preferred Stock
Reclassification
of Series A
Preferred Stock
to Series 1
Preferred Stock
Stock based
compensation

—

$

—

Common
Stock

Series B

$

—

$

423

Accumulated
Deficit

APIC

$

—

$

—

Non-Controlling
Interest

$

—

Total
Stockholders

$

423

—
—

—
—

—
—

—
—

4,104
—

—
(281,971)

—
—

4,104
(281,971)

—

—

—

423

4,104

(281,971)

—

(277,444)

—

—

—

42

—

—

—

42

—

—

—

(65)

65

—

—

—

—

—

—

—

—

—

—

—

—

11

—

—

249,989

—

—

250,000

—

—

—

—

5,760

—

—

5,760

—
—

—
—

—
—

—
—

13,364
—

—
(416,789)

—
(6,650)

13,364
(423,439)

—

11

—

400

273,282

(698,760)

(6,650)

(431,717)

—

—

—

—

5,760

—

—

5,760

—

—

—

—

30,791

—

—

30,791

—
—

—
—

—
—

—
—

(7,584)
—

—

11

—

400

302,249

—

127

—

—

2,674,853

—

—

2,674,980

—

7

—

—

154,248

—

—

154,255

11

(11)

—

—

—

—

—

—

—

—

—

—

91,984

—

—

91,984

—
(711,438)

—
(10,406)

(7,584)
(721,844)

(1,410,198)

(17,056)

(1,124,594)

compensation
Stock issuance
costs
Net Loss
Balance
December 31,
2011
$

—

—

—

—

91,984

—
—

—
—

—
—

—
—

(17,581)
—

11

$

134

$

—

$

400

$ 3,205,753

—
—
(2,104,884)

$ (3,515,082) $

See Notes to Condensed Consolidated Financial Statements
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—
—
(8,258)

(25,314) $

91,984
(17,581)
(2,113,142)

(334,098)

HEAT BIOLOGICS INC.
(A development stage company)
Condensed Consolidated Statement of Stockholders Equity (Deficit) (Continued)
(unaudited)
Preferred Stock
Series A

Series 1

Balance
December
31, 2011
$
Preferred
Stock
Issued:
Issuance of
Series A
Preferred
Stock
Common
Stock
Issued:
Issuance of
Common
Stock
Stock based
compensation
Stock issuance
costs
Net Loss
Balance at
December
31, 2012
Issuance of
Series B-1
Preferred
Stock March 25,
2013
Conversion of
Preferred
Stock into
common
stock
Issuance of
Common
Stock from
initial public
offering, net
of
underwriting
discounts
Exercise of
stock options
Stock based
compensation
Stock issuance
costs
Net loss
Balance
September
30, 2013
$

11

$

134

Common
Stock

Series B

$

—

$

Accumulated
Deficit

APIC

400

$ 3,205,753

Non-Controlling
Interest

$ (3,515,082) $

Total
Stockholders

(25,314) $

(334,098)

—

52

—

—

1,083,282

—

—

1,083,334

—

—

—

5

11,320

—

—

11,325

—

—

—

—

217,896

—

—

217,896

—
—

—
—

—
—

—
—

(22,419)
—

11

186

—

405

4,495,832

—

—

189

—

5,049,901

—

—

5,050,090

(11)

(186)

(189)

—

386

—

—

—

—

—

—

540

25,110,000

—

—

25,110,540

—

—

—

14

47,943

—

—

47,957

—

—

—

—

377,388

—

—

377,388

—
—

—
—

—
—

—
—

(942,052)
—

—

$

—

$

—

$

959

$ 34,139,398

—
(2,420,200)

—
(50,947)

(22,419)
(2,471,147)

(5,935,282)

(76,261)

(1,515,109)

—
(4,352,072)

$ (10,287,354) $

See Notes to Condensed Consolidated Financial Statements
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—
(139,796)

(942,052)
(4,491,868)

(216,057) $ 23,636,946

HEAT BIOLOGICS, INC.
(A development stage company)
Condensed Consolidated Statements of Cash Flows
(unaudited)
June 10, 2008
(Inception) to
September 30,
2013

Nine Months Ended
September 30,
2012
2013

Cash Flows from Operating Activities
Net loss
Adjustments to reconcile net loss to net cash used in operating activities:
Depreciation
Amortization of debt issuance costs
Re-measurement of fair value of stock warrants liability
Non-cash consideration for rent
Stock based compensation
Increase (decrease) in cash arising from changes in assets and liabilities:
Related party receivable
Prepaid expenses and other current assets
Restricted cash
Deposits
Accounts payable
Accrued expenses and other payables
Accrued interest
Net Cash Used by Operating Activities

$

(4,491,868) $

(1,696,899) $

2,877
28,229
122,202
—
377,388

2,332
56,327
(4,240)
—
80,980

(10,503,411)
6,088
126,742
126,782
15,624
731,423

(10,813)
(742,029)
24,672
—
(112,943)
28,071
8,387
(4,765,827)

(6,241)
(53,608)
(24,485)
200
24,982
63,481
3,790
(1,553,381)

(20,384)
(800,465)
(1,542)
(9,320)
392,528
157,279
73,421
(9,705,235)

(5,194)
(5,194)

(1,780)
(1,780)

(19,187)
(19,187)

Cash Flows from Financing Activities
Proceeds from initial public offering, net of underwriting discounts
Borrowings on notes payable
Borrowings on line of credit
Payments on notes payable
Payments on line of credit
Issuance of convertible notes payable, net of issuance costs
Issuance of common stock
Exercise of stock options
Issuance of series A preferred stock
Issuance of series B-1 preferred stock
Stock issuance costs
Net Cash Provided by Financing Activities

25,110,000
—
—
(725,000)
—
(197,099)
540
47,957
—
5,050,090
(942,052)
28,344,436

—
650,000
80,204
(225,000)
—
—
—
—
1,083,334
—
(700)
1,587,838

25,110,000
950,000
273,427
(950,000)
(273,427)
2,584,537
12,330
47,957
1,487,589
5,050,090
(989,636)
33,302,867

Net Increase in Cash and Cash Equivalents

23,573,415

32,677

23,578,445

5,030

98,646

—

Cash Flows from Investing Activities
Purchase of property and equipment
Net Cash Used in Investing Activities

Cash and Cash Equivalents – Beginning of Period
Cash and Cash Equivalents – End of Period

$

23,578,445

See Notes to Condensed Consolidated Financial Statements
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$

131,323

$

23,578,445

HEAT BIOLOGICS, INC.
(A development stage company)
Condensed Consolidated Statements of Cash Flows (Continued)
(unaudited)
June 10, 2008
(Inception) to
September 30,
2013

Nine Months Ended
September 30,
2012
2013

Supplemental Disclosure for Cash Flow Information
$

51,575

$

16,773

$

126,259

Beneficial conversion charge

$

2,300,000

$

—

$

2,300,000

Issuance of preferred stock warrants and debt issuance costs

$

—

$

—

$

87,570

Notes payable converted to Series A preferred stock

$

—

$

—

$

2,674,980

Conversion of convertible notes payable into accounts payable

$

197,099

$

—

$

197,099

Cancellation of common stock

$

—

$

—

$

65

Non-cash consideration for rent

$

—

$

—

$

15,624

Non-cash conversion of preferred stock into common stock

$

386

$

—

$

386

Preferred stock dividend

$

361,668

$

—

$

361,668

Interest paid

Supplemental Schedule of Noncash Investing and Financing Activities

See Notes to Condensed Consolidated Financial Statements
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HEAT BIOLOGICS, INC.
(A development stage company)
NOTES TO CONDENSED CONSOLIDATED FINANCIAL STATEMENTS
1. Summary of Significant Accounting Policies
Basis of presentation
The accompanying unaudited condensed consolidated balance sheet as of September 30, 2013, condensed consolidated statements of
operations for the three and nine month periods ended September 30, 2013 and 2012, the condensed consolidated statement of stockholders
equity as of September 30, 2013, the condensed consolidated statements of cash flows for the nine month periods ended September 30, 2013
and 2012, and the cumulative period from inception (June 10, 2008) to September 30, 2013 of the Company have been prepared in accordance
with accounting principles generally accepted in the United States ("GAAP") for interim financial reporting and as required by Regulation SX, Rule 10-01. Accordingly, they do not include all of the information and footnotes required by GAAP for complete financial statements. In
the opinion of management, all adjustments, consisting only of normal and recurring adjustments, considered necessary for a fair presentation
of the interim financial information have been included. When preparing financial statements in conformity with GAAP, the Company must
make estimates and assumptions that affect the reported amounts of assets, liabilities, revenues, expenses and related disclosures at the date of
the financial statements. Actual results could differ from those estimated. Additionally, operating results for the three and nine months ended
September 30, 2013 are not necessarily indicative of the results that may be expected for any other interim period or for the fiscal year ending
December 31, 2013. For further information, refer to the financial statements and footnotes included in the Company's Prospectus as filed with
the Securities and Exchange Commission ("SEC") under Rule 424(b) of the Securities Act of 1933 on July 24, 2013.
Principles of Consolidation
The condensed consolidated financial statements include the accounts of Heat Biologics, Inc. and its subsidiaries, Heat Biologics I, Inc. (“Heat
I”) and Heat Biologics II, Inc (“Heat II”), Heat Biologics III, Inc (“Heat III”), Heat Biologics IV, Inc. (“Heat IV”) and Heat Biologics GmbH.
All significant intercompany accounts and transactions have been eliminated in consolidation. At December 31, 2012 and September 30, 2013,
Heat held a 92.5% controlling interest in Heat I and accounts for its less than 100% interest in the condensed consolidated financial statements
in accordance with U.S. GAAP. Accordingly, the Company presents non-controlling interests as a component of stockholders’ equity (deficit)
on its condensed consolidated balance sheets, condensed statement of stockholders equity (deficit), and reports non-controlling interest net
loss under the heading “net loss – non-controlling interest” in the condensed consolidated statements of operations. In June 2012, the
Company sold its entire 92.5% interest in Heat II. The operations of Heat II through June 25, 2012, including fiscal year 2012 and inception to
date, are presented in the accompanying condensed consolidated statements of operations as a loss from discontinued operations.
2. Fair Value of Financial Instruments
The carrying amount of certain of the Company’s financial instruments, including prepaid expenses and other current assets, deposits,
accounts payable and accrued expenses and other payables approximate fair value due to their short maturities. The carrying value of the
Company’s notes payable and convertible notes payable at December 31, 2012 approximated fair value because the interest rates under those
obligations approximate market rates of interest available to the Company for similar instruments.
As a basis for determining the fair value of certain of the Company’s financial instruments, the Company utilizes a three-tier value hierarchy,
which prioritizes the inputs used in measuring fair value as follows:
Level I – Observable inputs such as quoted prices in active markets for identical assets or liabilities.
Level II – Observable inputs, other than Level I prices, such as quoted prices for similar assets or liabilities, quoted prices in markets
that are not active or other inputs that are observable or can be corroborated by observable market data for substantially the full term of
the assets or liabilities.
Level III – Unobservable inputs that are supported by little or no market activity and that are significant to the fair value of the assets or
liabilities.
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HEAT BIOLOGICS, INC.
(A development stage company)
NOTES TO CONDENSED CONSOLIDATED FINANCIAL STATEMENTS
2. Fair Value of Financial Instruments (Continued)
This hierarchy requires the Company to use observable market data, when available, and to minimize the use of unobservable inputs when
determining fair value. The Company’s financial instruments that are measured at fair value on a recurring basis consist only of the preferred
stock warrant liability at December 31, 2012 and the common stock liability at September 30, 2013. The preferred stock warrants were
amended to common stock warrants at the time of the Company’s initial public offering. They continue to be treated as a financial instrument
based on ASC 480-10 and ASC 815-40-15 and accordingly the Company continues to remeasure the liability quarterly and record the change
in fair value as other income (expense). The Company’s preferred stock warrants liability as of December 31, 2012 was classified within
Level III of the fair value hierarchy and as of September 30, 2013 the common stock warrants liability is classified within Level II of the fair
value hierarchy.
The change in the fair value of the Level II common stock warrant liability is summarized below:
Fair value of preferred stock warrants liability at December 31, 2012
Issuances
Change in fair value during the period

$

92,150
—
122,202

Fair value of common stock warrants liability at September 30, 2013

$

214,352

3. Income Tax
Income taxes are accounted for using the asset and liability method. Deferred tax assets and liabilities are recognized for the future tax
consequences attributable to temporary differences between the financial statements carrying amounts of assets and liabilities and their
respective tax bases, operating loss carryforwards, and tax credit carryforwards. Deferred tax assets and liabilities are measured using enacted
tax rates expected to apply to taxable income in the years in which those temporary differences are expected to be recovered or settled. The
effect on deferred tax assets and liabilities of a change in tax rates is recognized in income in the period that includes the enactment date.
In accordance with FASB ASC 740, Accounting for Income Taxes, the Company reflects in the financial statements the benefit of positions
taken in a previously filed tax return or expected to be taken in a future tax return only when it is considered ‘more-likely-than-not’ that the
position taken will be sustained by a taxing authority. As of September 30, 2013 and December 31, 2012, the Company had no unrecognized
income tax benefits and correspondingly there is no impact on the Company’s effective income tax rate associated with these items. The
Company’s policy for recording interest and penalties relating to uncertain income tax positions is to record them as a component of income
tax expense in the accompanying statements of income. As of September 30, 2013 and December 31, 2012, the Company had no such
accruals.
4. Accrued Expenses
Accrued expenses consist of the following:
September 30,
2013

Compensation and related benefits
Accrued patent fees
Professional fees

$
$

8

122,279
35,000
—
157,279

December 31,
2012

$
$

105,927
20,000
3,281
129,208

HEAT BIOLOGICS, INC.
(A development stage company)
NOTES TO CONDENSED CONSOLIDATED FINANCIAL STATEMENTS
5. Net Loss Per Share
Basic and diluted net loss per common share is calculated by dividing net loss applicable to common stockholders by the weighted-average
number of common shares outstanding during the period, without consideration for common stock equivalents. The Company's potentially
dilutive shares, which include convertible preferred stock, outstanding stock options and unvested restricted stock are considered to be
common stock equivalents and are only included in the calculation of diluted net loss per share when their effect is dilutive. The following
table reconciles net loss to net loss applicable to common shareholders:

Three Months Ended
September 30,
2013
2012

Net loss
Net loss: Non-controlling interest
Beneficial conversion charge
Preferred Stock Dividend
Net loss applicable to common stockholders

$

$

Weighted-average number of common shares used in net loss per share
applicable to common stockholders—basic and diluted
Net loss per share applicable to common stockholders—basic and
diluted

(2,029,192) $
(61,750)
—
(361,668)
(2,329,110) $
4,835,582

$

Nine Months Ended
September 30,
2013
2012

(578,939) $
(11,130)
—
—
(567,809) $
1,832,766

(0.48) $

(0.31) $

(4,491,868) $
(139,796)
(2,300,000)
(361,668)
(7,013,740) $
2,863,310
(2.45) $

(1,696,899)
(25,508)
—
—
(1,671,391)
1,830,593
(0.91)

The following potentially dilutive securities were excluded from the calculation of diluted net loss per share due to their anti-dilutive effect:
Three Months Ended
September 30,
2013
2012

Preferred stock (on an as converted basis)
Preferred stock warrants
Outstanding stock options
Unvested restricted stock
Common stock warrants

—
—
575,762
—
53,159

860,017
20,549
537,854
5,073
32,610

Nine Months Ended
September 30,
2013
2012

—
—
575,762
—
53,159

860,017
20,549
537,854
5,073
32,610

Reverse Stock Split
In May 2013, the Company's board of directors and stockholders approved a 1-for-2.3 reverse stock split of the Company's common stock.
The reverse stock split became effective on May 29, 2013. All share and per share amounts in the financial statements have been retroactively
adjusted for all periods presented to give effect to the reverse stock split, including reclassifying an amount equal to the increase in par value to
additional paid-in capital.
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HEAT BIOLOGICS, INC.
(A development stage company)
NOTES TO CONDENSED CONSOLIDATED FINANCIAL STATEMENTS
6. Stock-Based Compensation
Restricted Stock
A summary of the Company's unvested restricted stock as of September 30, 2013 and changes during the nine months ended September 30,
2013 is as follows:
WeightedAverage
Grant Date
Fair Value

Shares

Unvested at December 31, 2012
Vested
Unvested at September 30, 2013

2,899 $
(2,899) $
— $

2.23
2.09
—

As of September 30, 2013, all restricted stock has vested and accordingly all stock-based compensation expense related to vested restricted
stock has been recognized.
In connection with our public offering we issued common stock warrants to the underwriters for 125,000 shares of common stock issuable at
$12.50 per share upon exercise. The warrants have a ten year life and expire on July 29th 2023.
Stock Options
The following is a summary of the stock option activity for the nine months ended September 30, 2013:
Weighted
Average
Exercise
Price

Shares

Outstanding, December 31, 2012
Granted
Exercised
Expired
Forfeited
Outstanding, September 30, 2013

590,047
96,736
(71,197)
(15,409)
(24,415)
575,762

$
$
$
$
$
$

0.72
9.81
0.68
0.60
3.29
2.14

The weighted average grant-date fair value of stock options granted during the nine months ended September 30, 2013 was $7.84. The total
fair value of stock options that vested during the nine months ended September 30, 2013 was approximately $419,000. The fair value of each
stock option is estimated on the date of grant using the Black-Scholes-Merton option pricing model with the following assumptions for stock
options granted during the nine months ended September 30, 2013:
Dividend yield
Expected volatility
Risk-free interest rate
Expected lives (years)

0.0%
90%
1.39-1.5%
5-6.5

The risk-free interest rate is based on U.S. Treasury interest rates at the time of the grant whose term is consistent with the expected life of the
stock options. The Company used an average historical stock price volatility based on an analysis of reported data for a peer group of
comparable companies that have issued stock options with substantially similar terms, as the Company did not have any trading history for its
common stock. Expected term represents the period that the Company’s stock option grants are expected to be outstanding. The Company
elected to utilize the “simplified” method to value stock option grants. Under this approach, the weighted-average expected life is presumed to
be the average of the vesting term and the contractual term of the option.
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HEAT BIOLOGICS, INC.
(A development stage company)
NOTES TO CONDENSED CONSOLIDATED FINANCIAL STATEMENTS
6. Stock-Based Compensation (Continued)
Expected dividend yield was considered to be 0% in the option pricing formula since the Company had not paid any dividends and had no
plans to do so in the future. The forfeiture rate was considered to be none insofar as the historical experience of the Company is very limited.
As required by ASC 718, the Company will adjust the estimated forfeiture rate based upon actual experience.
The Company recognized $377,388 and $80,980 in stock-based compensation expense for the nine months ended September 30, 2013 and
2012, respectively for the Company’s stock option awards.
The following table summarizes information about stock options outstanding at September 30, 2013:
Options Outstanding
Weighted
Average
Remaining
Weighted
Balance
Contractual
Average
as of
Life
Exercise
9/30/2013
(Years)
Price

Options Exercisable
Weighted
Average
Remaining
Weighted
Balance
Contractual
Average
as of
Life
Exercise
9/30/2013
(Years)
Price

Options Vested or Expected to Vest
Weighted
Average
Remaining
Weighted
Balance
Contractual
Average
as of
Life
Exercise
9/30/2013
(Years)
Price

575,762

442,242

442,242

7.194

$2.14

6.391

$0.85

6.391

$0.85

As of September 30, 2013, the unrecognized stock-based compensation expense related to unvested stock options was approximately
$958,972 which is expected to be recognized over a weighted average period of approximately 21.75 months.
7. Financing
Series B Financing
In March 2013, the Company sold an aggregate of 1,891,419 shares of the Company’s Series B-1 Preferred Stock for gross proceeds of
approximately $5.0 million in our Series B Preferred Stock private placement. All shares of the Series B Preferred Stock, together with
accrued dividends, automatically converted into shares of the Company’s common stock upon the consummation of the Company’s initial
public offering on July 29th. In addition, the investors in our Series B-1 Preferred Stock were issued shares of the Company’s common stock
having a value based upon the initial public offering price of $361,668 and the Company’s obligation to issue, and the investors, obligation to
purchase, Series B-2 Preferred Stock and warrants upon fulfillment of certain conditions specified in the Company’s stock purchase
agreement dated as of March 25, 2013 entered into in connection with such private placement (the “Stock Purchase Agreement”) terminated.
The issuance of common stock to the Series B-1 Preferred stockholders totaling $361,668 has been accounted for as a preferred stock
dividend, and as a result, has been included as an expense attributable to common stockholders in the Company’s condensed consolidated
statements of operations.
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HEAT BIOLOGICS, INC.
(A development stage company)
NOTES TO CONDENSED CONSOLIDATED FINANCIAL STATEMENTS
7. Financing (Continued)
Initial Public Offering
On July 29, 2013, the Company sold 2,500,000 shares of common stock at a public offering price of $10.00 per share upon the closing of the
Company’s initial public offering (“IPO”) with gross proceeds of $25 million and net proceeds of $22.4 million. On August 15, 2013, the
Company sold an additional 100,000 shares of common stock at a public offering price of $10.00 per share pursuant to the partial exercise of
the over-allotment option granted to the underwriters resulting in additional gross proceeds to the Company of $1,000,000 and additional net
proceeds of $930,000. On September 6, 2013, the Company sold an additional 100,000 shares of common stock at a public offering price of
$10.00 per share pursuant to the partial exercise of the over-allotment option granted to the underwriters resulting in additional gross proceeds
to the Company of $1,000,000 and additional net proceeds of $930,000.The total gross proceeds raised from the offering and over-allotment
option were $27,000,000, before underwriting discounts, commissions and other offering expenses payable by the Company. The total net
proceeds from the offering were approximately $24.3 million. Upon the closing of the IPO, all shares of the Company’s then-outstanding
preferred stock automatically converted into an aggregate of 1,696,683 shares of common stock. In addition, upon the closing of the IPO, the
Company issued an additional 36,167 shares of common stock to the Series B Preferred Stockholders as a Preferred Stock dividend. This
transaction is discussed above under “Series B Financing”. At that time, the Company’s obligation to issue, and the Series B Preferred
Stockholders, obligation to purchase Series B-2 Preferred Stock under the Stock Purchase Agreement terminated.
Repayment of Debt
On August 27, 2013 we repaid the entire outstanding balance on our note payable and term loan with Square 1 Bank in the total amount of
$725,000 and the loan agreements with Square 1 Bank was terminated. As a result, the outstanding balance at September 30, 2013 was $0.
The Company reclassified the entire balance of the convertible note payable of $197,000 outstanding at December 31, 2012 to accounts
payable during the 2013 Period and subsequently made payment on July 30, 2013. The balance of the convertible note payable was $0 at
September 30, 2013.
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ITEM 2.

MANAGEMENT'S DISCUSSION AND ANALYSIS OF FINANCIAL CONDITION AND RESULTS OF
OPERATIONS.

You should read the following discussion and analysis of our financial condition and results of operations together with our financial
statements and related notes appearing elsewhere in this quarterly report. The following discussion contains forward-looking statements that
involve risks and uncertainties. Our actual results and the timing of certain events could differ materially from those anticipated in these
forward-looking statements as a result of certain factors, including those discussed below and elsewhere in this quarterly report. This
discussion should be read in conjunction with the accompanying unaudited condensed consolidated financial statements and the audited
condensed consolidated financial statements and notes thereto included in our Prospectus filed with the SEC pursuant to Rule 424 (b) of the
Securities Act of 1933 (the “Securities Act”)on July 24, 2013 (the “Prospectus”). This discussion may contain forward-looking statements
that involve risks and uncertainties. See “Forward-Looking Statements.”
OVERVIEW
We are a development stage biopharmaceutical company engaged in the development of novel allogeneic, “off-the-shelf” cellular therapeutic
vaccines to combat a wide range of cancers and infectious diseases. Our proprietary ImPACT™ Immune Pan Antigen Cytotoxic Therapy is
being designed to deliver live, genetically-modified, irradiated human cells which are reprogrammed to “pump out” a broad spectrum of
cancer-associated antigens together with a potent immune adjuvant called “gp96” to educate and activate a cancer patient’s immune system to
recognize and kill cancerous cells. We intend for our ImPACT cells to secrete an antigen-adjuvant complex that generates anti-cancer immune
responses in patients by mobilizing and activating cytotoxic “killer” T cells that target multiple cancer antigens, thus harnessing a patient’s own
immune system to fight cancer.
Unlike autologous or “personalized” therapeutic vaccine approaches which require extraction and processing of cancer or blood from each
individual patient, our ImPACT therapeutic vaccine uses a master cell line containing a host of known and unknown tumor associated antigens
to mass-produce a single vaccine product applicable to all patients with a particular cancer type. We believe our off-the-shelf, allogeneic
immunotherapy offers logistical, manufacturing and cost benefits compared to autologous patient-specific approaches.
We commenced active operations in the second half of 2008. Our operations to date have been limited to organizing and staffing our company,
business planning, raising capital, acquiring and developing our technology, identifying potential product candidates and undertaking
preclinical studies of our most advanced product candidates. To date, we have not generated any revenues and have financed our operations
with net proceeds from the private placement of our preferred stock and our initial public offering in which we received gross proceeds of
$27 million. As of September 30, 2013, we had a deficit accumulated during the development stage of $10,287,354. We had net losses of
$4,491,868 and $1,696,899 for the nine months ended September 30, 2013 and 2012, respectively. We expect to incur significant expenses
and increasing operating losses for the foreseeable future. We expect our expenses to increase in connection with our ongoing activities,
particularly as we continue the research and development and initiate clinical trials of, and seek marketing approval for, our product candidates.
In addition, if we obtain marketing approval for any of our product candidates, we expect to incur significant commercialization expenses
related to product sales, marketing, manufacturing and distribution. Furthermore, we expect to incur additional costs associated with operating
as a public company. Accordingly, we will need to obtain substantial additional funding in connection with our continuing operations.
Adequate additional financing may not be available to us on acceptable terms, or at all. If we are unable to raise capital when needed or on
attractive terms, we would be forced to delay, reduce or eliminate our research and development programs or any future commercialization
efforts. We expect our existing cash will enable us to fund our current operating plan and capital expenditure requirements for at least 18
months. This is based on our current estimates, and we could use our available capital resources sooner than we currently expect. We will need
to generate significant revenues to achieve profitability, and we may never do so.
CRITICAL ACCOUNTING POLICIES AND SIGNIFICANT JUDGMENTS AND ESTIMATES
We believe that several accounting policies are important to understanding our historical and future performance. We refer to these policies as
"critical" because these specific areas generally require us to make judgments and estimates about matters that are uncertain at the time we
make the estimate, and different estimates—which also would have been reasonable—could have been used, which would have resulted in
different financial results.
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Our management’s discussion and analysis of financial condition and results of operations is based on our unaudited condensed consolidated
financial statements, which have been prepared in accordance with U.S. GAAP. The preparation of our unaudited condensed consolidated
financial statements requires us to make estimates and judgments that affect the reported amounts of assets, liabilities, revenue and expenses
and related disclosure of contingent assets and liabilities. On an ongoing basis, we evaluate our estimates based on historical experience and
make various assumptions, which management believes to be reasonable under the circumstances, which form the basis for judgments about
the carrying values of assets and liabilities that are not readily apparent from other sources. Actual results may differ from these estimates
under different assumptions or conditions.
The notes to our audited condensed consolidated financial statements, which are included in the Prospectus, contain a summary of our
significant accounting policies. We consider the following accounting policies critical to the understanding of the results of our operations:
·
·
·
·

Revenue recognition;
Stock-based compensation;
Preferred stock warrants liability; and
Beneficial Conversion Feature.

The Company has elected to follow the extended transition period guidance provided for in Securities Act Section 7(a)(2)(B) for complying
with new or revised accounting standards. The Company will disclose the date on which adoption of such standards is required for nonemerging growth companies and the date on which the Company will adopt the recently issued accounting standards.
RESULTS OF OPERATIONS
Comparison of the Three Months ended September 30, 2013 and 2012
Research and development expense. Research and development expense for the three months ended September 30, 2013 (2013 Quarter) was
approximately $992,000 compared to $242,000 for the three months ended September 30, 2012 (2012 Quarter). The $750,000 increase from
the 2012 Quarter to the 2013 Quarter is primarily related to an increase of $615,000 in pre-manufacturing costs associated with preparing to
produce vaccines for use in our clinical trials. Patent and license costs also increased by $108,000 as we continued our efforts to maintain and
expand our patent portfolio. Other consulting and personnel costs increased $96,000 cumulatively due to an increase of $43,000 in consulting
fees as we approach the initiation of our clinical trials and an increase in non cash stock compensation expense of $53,000. These increases
were offset by a decrease in research supplies of $69,000 with the conclusion of a research project with the University of Miami.
Clinical and regulatory expense. Clinical and regulatory for the 2013 Quarter was approximately $231,000 compared to $53,000 for the 2012
Quarter. The $178,000 increase from the 2012 Quarter to the 2013 Quarter principally resulted from an increase in manufacturing costs of
$190,000 related to production of vaccines for our clinical trials. This increase was offset by a decrease of $12,000 in personnel due primarily
to the termination of an employee in the final month of the quarter.
General and administrative expense. General and administrative expense for the 2013 Quarter was approximately $738,000 compared to
$227,000 for the 2012 Quarter. The $511,000 increase from the 2012 Quarter to the 2013 Quarter resulted from an increase of $215,000 in
personnel costs, of which $156,000 was non-cash stock based compensation. The remainder of the increase in personnel costs is primarily
attributable to increases in cash compensation. Marketing and conference fees, primarily associated with fund raising activities increased by
$59,000. Consulting fees increased by $44,000 due principally to additional costs associated with both guidance and advice in business
development and a one-time fee associated with an executive position search. Insurance costs increased by $77,000 due the increased risk
management requirements of a public company, particularly directors and officers insurance. Travel expense increased by $92,000 from the
2012 Quarter to the 2013 Quarter due to fund raising in connection with our initial public offering. Also attributable to the increase were
general and administrative costs such as office expenses, fees, and other miscellaneous administrative costs of $24,000 associated with growth
of the Company.
Interest expense. Interest expense decreased to $41,000 for the 2013 Quarter from $62,000 for the 2012 Quarter due to the repayment in full
to Square 1 Bank of our notes payable in August of 2013.
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Comparison of the Nine Months ended September 30, 2013 and September 30, 2012
Research and development expense. Research and development expense for the nine months ended September 30, 2013 (2013 Period) was
approximately $2,122,000 compared to $591,000 for the nine months ended September 30, 2012 (2012 Period). The $1,531,000 increase
from the 2012 Period to the 2013 Period is primarily related to an increase of $1,249,000 in pre-manufacturing costs associated with preparing
to produce vaccines for use in our clinical trials. Additional consulting fees of $48,000 were incurred primarily to monitor the additional
manufacturing activity. There was also an increase in general research supplies of $25,000 due in part to actual costs exceeding the research
budgeted costs provided by the university. Patent costs increased by $126,000 as we continued our efforts to expand our patent portfolio.
Personnel costs also increased by $81,000 due to an increase in compensation of an employee, an increase in accrued vacation and increased
stock compensation expense.
Clinical and regulatory expense. Clinical and regulatory expense for the 2013 Period was approximately $748,000 compared to $200,000 for
the 2012 Period. The $548,000 increase from the 2012 Period to the 2013 Period principally resulted from an increase of approximately
$548,000 in manufacturing and other clinical trial expenditures incurred in preparation for the initiation of the clinical trials..
General and administrative expense. General and administrative expense for the 2013 Period was approximately $1,444,000 compared to
$814,000 for the 2012 Period. The $630,000 increase from the 2012 Period to the 2013 Period principally resulted from an increase of
$390,000 in personnel costs of which $236,000 was non-cash stock based compensation. The remainder of the $154,000 increase in
personnel costs was primarily attributable to increases in cash compensation and increases in employee benefits such as health insurance.
Travel expense increased by $57,000 primarily related to fund raising. Marketing expense increased by $106,000 due to an increase in
expenses such as the website enhancement and the initial public offering road show. Insurance expense also increased by $77,000 related
primarily to directors and officers insurance.
Interest expense. Interest expense increased to $101,000 for the 2013 Period from $77,000 for the 2012 Period due to increased borrowings
in the first part of the year under our convertible note payable and our note and loan agreements with Square 1 Bank.
Balance Sheet at September 30, 2013 and December 31, 2012
Cash and cash equivalents. Cash and cash equivalents increased by approximately $24,000,000 as a result of net proceeds of$24,300,000
million received from the Company’s initial public offering completed on July 29, 2013 and sale of the Company’s Series B-1 Preferred Stock
for gross proceeds of approximately $5.1 million, net of cash used by operations of approximately $4.7 million and payments of notes payable
of $725,000.
Prepaid expenses. Prepaid expenses were approximately $800,000 as of September 30, 2013 compared to $58,000 as of December 31, 2012.
The increase of $742,000 was due to the prepayment of our directors and officers insurance in the amount of approximately $307,000. The
residual increases in prepayments were primarily attributable to an additional prepayment of approximately $104,000 for pre-manufacturing
costs, $313,000 for contract research and $18,000 for other miscellaneous expenses such as prepaid rent and other insurances.
Accounts Payable. Accounts payable was $393,000 as of September 30, 2013 compared to $506,000 as of December 31, 2012. This decrease
of $113,000 was primarily related to more timely payment of vendors upon additional funding from the IPO.
Note payable and term loan: On August 27, 2013 we repaid the entire outstanding balance on our note payable and term loan with Square 1
Bank in the total amount of $725,000 and the loan agreement with Square 1 Bank was terminated. As a result, the outstanding balance at
September 30, 2013 was $0.
Convertible note payable. Convertible note payable was $0 as of September 30, 2013 compared to $197,000 as of December 31, 2012. This
decrease was due to the reclassification of the entire balance of $197,000 to accounts payable during the 2013 Period and the subsequent
payment of the accounts payable in July of 2013.
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LIQUIDITY AND CAPITAL RESOURCES
Sources of liquidity
To date, we have not generated any revenues. Since our inception in June 2008, we have financed our operations principally through grant
awards, private placements and our initial public offering, which we closed in July 2013. The total gross proceeds from the offering and two
subsequent over-allotment options was $27,000,000, before underwriting discounts, commissions and other offering expenses payable by the
Company. The net proceeds to the Company were approximately $24.3 million. We believe that the proceeds we received from our initial
public offering will provide us with sufficient working capital to fund our Phase 2 clinical trial for non-small cell lung cancer and our Phase 1
and 2 clinical trial for bladder cancer. Thereafter, we expect to require additional funds in the future to conduct additional clinical trials. As of
September 30, 2013, we had $23,578,445 in cash and cash equivalents.
Our cash and cash equivalents are currently held in an interest bearing checking and money market account and short term investment grade
securities.
Cash flows
Operating activities. The use of cash in all periods resulted primarily from our net losses adjusted for non-cash charges and changes in the
components of working capital. The significant increase in cash used in operating activities for the 2013 Period compared to the 2012 Period is
due to an increase in research and development expenses as we increased manufacturing costs for both research and development and clinical
and regulatory as we prepare for clinical trials. Additionally, there was an increase in general and administrative costs primarily associated with
our initial public offering and costs associated with being a public company.
Financing activities. Cash provided by financing activities during the 2013 Period of approximately $28.3 million resulted primarily from our
initial public offering in July 2013. The total gross proceeds from the offering and two subsequent over-allotment options was $27,000,000,
before underwriting discounts, commissions and other offering expenses payable by the Company. The net proceeds to the Company were
approximately $24.3 million. Additionally, we issued $5.0 million of Series B-1 preferred stock during the 2013 Period, less $145,510 of
stock issuance costs. .
Funding requirements
We expect our existing cash will enable us to fund our current operating plan and capital expenditure requirements for at least the next 18
months.
OFF-BALANCE SHEET ARRANGEMENTS
We did not have during the periods presented, and we do not currently have, any off-balance sheet arrangements, as defined under Securities
and Exchange Commission rules.
SUBSEQUENT EVENTS
On October 1, 2013 we announced that we had hired Melissa Price to serve as our full-time Vice President of Clinical and Regulatory Affairs.
ITEM 3.

QUANTITATIVE AND QUALITATIVE DISCLOSURES ABOUT MARKET RISK.

Not applicable to smaller reporting companies.
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ITEM 4.

CONTROLS AND PROCEDURES.

Evaluation of Disclosure Controls and Procedures
Our management, with the participation of our Chief Executive Officer and Chief Financial Officer, evaluated the effectiveness of our
disclosure controls and procedures as of September 30, 2013. The term "disclosure controls and procedures," as defined in Rules 13a-15(e)
and 15d-15(e) under the Exchange Act, means controls and other procedures of a company that are 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. Disclosure controls and procedures include, without limitation,
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 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. Management
recognizes that any controls and procedures, no matter how well designed and operated, can provide only reasonable assurance of achieving
their objectives and management necessarily applies its judgment in evaluating the cost-benefit relationship of possible controls and
procedures. Based on the evaluation of our disclosure controls and procedures as of September 30, 2013, our Chief Executive Officer and
Chief Financial Officer concluded that, as of such date, our disclosure controls and procedures were not effective at the reasonable assurance
level due to the material weaknesses discussed in ITEM 1A. Risk Factors.
Changes in Internal Control over Financial Reporting
No change in our internal control over financial reporting occurred during the fiscal quarter ended September 30, 2013 that has materially
affected, or is reasonably likely to materially affect, the Company's internal control over financial reporting.
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PART II—OTHER INFORMATION
ITEM 1.

LEGAL PROCEEDINGS.

None
ITEM 1A. RISK FACTORS.
Investors should carefully consider the risks described below before deciding whether to invest in our securities. If any of the following risks
actually occur, our business, financial condition or results of operations could be adversely affected. In such case, the trading price of our
common stock could decline and you could lose all or part of your investment. Our actual results could differ materially from those
anticipated in the forward-looking statements made throughout this Quarterly Report on Form 10-Q as a result of different factors, including
the risks we face described below.
Risks Relating to our Company
We have had limited operations to date.
We are a start-up entity and have had limited operations to date. As a start-up entity, we are subject to many of the risks common to such
enterprises, including our ability to implement our business plan, market acceptance of our proposed business and products, undercapitalization, cash shortages, limitations with respect to personnel, financing and other resources, competition from better funded and
experienced companies, and uncertainty of our ability to generate revenues. There is no assurance that our activities will be successful or will
result in any revenues or profit, and the likelihood of our success must be considered in light of the stage of our development. Even if we
generate revenue, there can be no assurance that we will be profitable. In addition, no assurance can be given that we will be able to
consummate our business strategy and plans, or that financial, technological, market, or other limitations may force us to modify, alter,
significantly delay, or significantly impede the implementation of such plans. We have insufficient results for investors to use to identify
historical trends. Investors should consider our prospects in light of the risk, expenses and difficulties we will encounter as an early stage
company. Our revenue and income potential is unproven and our business model is continually evolving. We are subject to the risks inherent
to the operation of a new business enterprise, and cannot assure you that we will be able to successfully address these risks.
We have a limited operating history upon which to evaluate our ability to commercialize our products.
We are a development-stage company and our success is dependent upon our ability to obtain regulatory approval for and commercialize our
products and we have not demonstrated an ability to perform the functions necessary for the approval or successful commercialization of any
product candidates. The successful commercialization of any product candidates will require us to perform a variety of functions, including:
·
·
·
·

continuing to undertake pre-clinical development and initiate clinical trials;
participating in regulatory approval processes;
formulating and manufacturing products; and
conducting sales and marketing activities.

While various members of our management and staff have significant experience in conducting cancer trials, the Company, to date, has not
successfully initiated any clinical trials and has no experience conducting or enrolling patients in clinical trials. Our operations have been
limited to organizing and staffing the Company, acquiring, developing and securing our proprietary technology and undertaking pre-clinical
trials of our product candidates. These operations provide a limited basis for you to assess our ability to commercialize our product candidates
and the advisability of investing in our securities.
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We currently have no product revenues and may not generate revenue at any time in the near future, if at all.
We currently have no products for sale and we cannot guarantee that we will ever have any drug products approved for sale. We and our
product candidates are subject to extensive regulation by the U.S. Food and Drug Administration, or FDA, and comparable regulatory
authorities in other countries governing, among other things, research, testing, clinical trials, manufacturing, labeling, promotion, marketing,
adverse event reporting and recordkeeping of our product candidates. Until, and unless, we receive approval from the FDA and other
regulatory authorities for our product candidates, we cannot commercialize our product candidates and will not have product revenues. For the
foreseeable future, we will have to fund all of our operations and capital expenditures from cash on hand, grants, and, potentially, future
offerings. We believe we have sufficient cash on hand to fund our Phase 2 clinical trial for NSCLC, and our Phase 1/2 clinical trial for bladder
cancer. However, changes may occur that would consume our available capital before that time, including changes in and progress of our
development activities, acquisitions of additional candidates and changes in regulation. Moreover, pre-clinical studies and clinical trials may
not start or be completed as we forecast and may not achieve the desired results.
We may continue to generate operating losses and experience negative cash flows and it is uncertain whether we will achieve profitability.
For the nine months ended September 30, 2013 and September 30, 2012, we incurred a net loss attributable to common stockholders of
($7,013,734) and ($1,671,391), respectively. For the years ended December 31, 2012 and December 31, 2011, we incurred a net loss
attributable to common stockholders of ($2,420,200) and ($2,104,884), respectively. We have also incurred a deficit accumulated during the
development stage of ($10,287,354). We may continue to incur operating losses until such time, if ever, as we are able to achieve sufficient
levels of revenue from operations. Our ability to achieve profitability will depend on the market acceptance of our product offerings and our
capacity to develop, introduce and sell our products to our targeted markets. There can be no assurance that we will ever generate significant
sales or achieve profitability. Accordingly, the extent of future losses and the time required to achieve profitability, if ever, cannot be predicted
at this point.
Even if we succeed in developing and commercializing one or more product candidates, we expect to incur substantial losses for the
foreseeable future and may never become profitable. We also expect to continue to incur significant operating and capital expenditures and
anticipate that our expenses will increase substantially in the foreseeable future as we:
·
·
·
·

continue to undertake pre-clinical development and initiate clinical trials for product candidates;
seek regulatory approvals for product candidates;
implement additional internal systems and infrastructure; and
hire additional personnel.

We also expect to experience negative cash flows for the foreseeable future as we fund our operating losses and capital expenditures. As a
result, we will need to generate significant revenues in order to achieve and maintain profitability. We may not be able to generate these
revenues or achieve profitability in the future. Our failure to achieve or maintain profitability would likely negatively impact the value of our
securities and could prevent us from continuing as a going concern.
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Risks Relating to our Business
If we do not obtain the necessary regulatory approvals in the U.S. and/or other countries we will not be able to sell our product
candidates.
We cannot assure you that we will receive the approvals necessary to commercialize any of our product candidates or any product candidates
we acquire or develop in the future. We will need FDA approval to commercialize our product candidates in the U.S. and approvals from the
FDA-equivalent regulatory authorities in foreign jurisdictions to commercialize our product candidates in those jurisdictions. In order to obtain
FDA approval of any product candidate, we must submit to the FDA a Biologics License Application, or BLA, demonstrating that the product
candidate is safe, pure and potent, or effective for its intended use. This demonstration requires significant research including pre-clinical
studies, as well as clinical trials. Satisfaction of the FDA’s regulatory requirements typically takes many years, depends upon the type,
complexity and novelty of the product candidate and requires substantial resources for research, development and testing. We cannot predict
whether our clinical trials will demonstrate the safety and efficacy of our product candidates or if the results of any clinical trials will be
sufficient to advance to the next phase of development or for approval from the FDA. We also cannot predict whether our research and clinical
approaches will result in drugs or therapeutics that the FDA considers safe and effective for the proposed indications. The FDA has
substantial discretion in the drug approval process. The approval process may be delayed by changes in government regulation, future
legislation or administrative action or changes in FDA policy that occur prior to or during our regulatory review. Delays in obtaining
regulatory approvals may:
·
· prevent or delay commercialization of, and our ability to derive product revenues from, our product candidates; and
· diminish any competitive advantages that we may otherwise believe that we hold.
Even if we comply with all FDA requests, the FDA may ultimately reject one or more of our BLAs. We may never obtain regulatory clearance
for any of our product candidates. Failure to obtain FDA approval of any of our product candidates will severely undermine our business by
leaving us without a saleable product, and therefore without any source of revenues, until another product candidate can be developed. There is
no guarantee that we will ever be able to develop or acquire another product candidate.
In addition, the FDA may require us to conduct additional pre-clinical and clinical testing or to perform post-marketing studies, as a condition
to granting marketing approval of a product. Regulatory approval of oncology products often requires that patients in clinical trials be followed
for long periods to assess their overall survival. The results generated after approval could result in loss of marketing approval, changes in
product labeling, and/or new or increased concerns about the side effects or efficacy of a product. The FDA has significant post-market
authority, including the explicit authority to require post-market studies and clinical trials, labeling changes based on new safety information,
and compliance with FDA-approved risk evaluation and mitigation strategies. The FDA’s exercise of its authority has in some cases resulted,
and in the future could result, in delays or increased costs during product development, clinical trials and regulatory review, increased costs to
comply with additional post-approval regulatory requirements and potential restrictions on sales of approved products.
In foreign jurisdictions, we must also receive approval from the appropriate regulatory authorities before we can commercialize any vaccines.
Foreign regulatory approval processes generally include all of the risks associated with the FDA approval procedures described above. There
can be no assurance that we will receive the approvals necessary to commercialize our product candidate for sale outside the United States.
Our product candidates are in early stages of development.
Because our product candidates are in early stages of development they will require extensive pre-clinical and clinical testing. Only one
product candidate is currently ready for Phase 2 clinical trials. We cannot predict with any certainty if or when we might submit a BLA for
regulatory approval for any of our product candidates or whether any such BLA will be accepted for review by the FDA, or whether any BLA
will be approved upon review.
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Even if our clinical trials are completed as planned, we cannot be certain that their results will support our proposed indications. Success in
pre-clinical testing and early clinical trials does not ensure that later clinical trials will be successful, and we cannot be sure that the results of
later clinical trials will replicate the results of prior clinical trials and pre-clinical testing. For example, the only clinical study conducted to date
with one of our product candidates by the inventor of the technology that we license showed evidence of an immune response in late-stage
NSCLC patients exposed to HS-110. However, our future HS-110 trials will use doses and dosing regimens which have previously been
tested in only 0 to 3 subjects, and will be conducted in patients with less advanced disease who may have different responses. In addition,
immune response is not an acceptable regulatory endpoint for approval, and no actual clinical or tumor responses were observed in that study.
Moreover, the HS-110 Phase 1 trial involved a small sample size, was not blinded and was sponsored by an individual who has a significant
financial interest in the success of the product candidate. The clinical trial process may fail to demonstrate that our product candidates are safe
and effective for their proposed uses. This failure could cause us to abandon a product candidate and may delay development of other product
candidates. Any delay in, or termination of, our clinical trials will delay and possibly preclude the filing of any BLAs with the FDA and,
ultimately, our ability to commercialize our product candidates and generate product revenues.
Clinical trials are very expensive, time-consuming and difficult to design and implement.
As part of the regulatory process, we must conduct clinical trials for each product candidate to demonstrate safety and efficacy to the
satisfaction of the FDA and other regulatory authorities. The number and design of the clinical trials that will be required varies depending
upon product candidate, the condition being evaluated and the trial results themselves. Therefore, it is difficult to accurately estimate the cost of
the clinical trials. Clinical trials are very expensive and difficult to design and implement, in part because they are subject to rigorous regulatory
requirements. The clinical trial process is also time consuming. We estimate that clinical trials of our product candidates will take at least
several years to complete. Furthermore, failure can occur at any stage of the trials, and we could encounter problems that cause us to abandon
or repeat clinical trials. The commencement and completion of clinical trials may be delayed or prevented by several factors, including:
·
·
·
·
·
·
·
·
·
·
·
·
·

unforeseen safety issues;
failure to determine appropriate dosing;
greater than anticipated cost of our clinical trials;
failure to demonstrate effectiveness during clinical trials;
slower than expected rates of patient recruitment or difficulty obtaining investigators;
patient drop-out or discontinuation;
inability to monitor patients adequately during or after treatment;
third party contractors failing to comply with regulatory requirements or meet their contractual obligations to us in a timely manner;
insufficient or inadequate supply or quality of product candidates or other necessary materials to conduct our trials;
potential additional safety monitoring, or other conditions required by FDA or comparable foreign regulatory authorities regarding
the scope or design of our clinical trials, or other studies requested by regulatory agencies;
problems engaging IRBs to oversee trials or in obtaining and maintaining IRB approval of studies;
imposition of clinical hold or suspension of our clinical trials by regulatory authorities; and
inability or unwillingness of medical investigators to follow our clinical protocols.

In addition, we or the FDA may suspend or terminate our clinical trials at any time if it appears that we are exposing participants to
unacceptable health risks or if the FDA finds deficiencies in our Investigational New Drug, or IND, submissions or the conduct of these trials.
Therefore, we cannot predict with any certainty when, if ever, future clinical trials will commence or be completed. We intend to submit the
protocol for our planned Phase 2 trial of HS-110 to the FDA in 2H-2013.
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There is uncertainty as to market acceptance of our technology and product candidates.
Even if the FDA approves one or more of our product candidates, the products may not gain broad market acceptance among physicians,
healthcare payers, patients, and the medical community. We have conducted our own research into the markets for our product candidates;
however we cannot guarantee market acceptance of our product candidates, if approved, and have somewhat limited information on which to
estimate our anticipated level of sales. Our product candidates, if approved, will require patients, healthcare providers and doctors to adopt our
technology. Our industry is susceptible to rapid technological developments and there can be no assurance that we will be able to match any
new technological advances. If we are unable to match the technological changes in the needs of our customers the demand for our products
will be reduced. Acceptance and use of any products we market will depend upon a number of factors including:
·
·
·
·
·
·
·

perceptions by members of the health care community, including physicians, about the safety and effectiveness of our products;
limitation on use or warnings required by FDA in our product labeling;
cost-effectiveness of our products relative to competing products;
convenience and ease of administration;
potential advantages of alternative treatment methods;
availability of reimbursement for our products from government or other healthcare payers; and
effectiveness of marketing and distribution efforts by us and our licensees and distributors, if any.

Because we expect virtually all of our product revenues for the foreseeable future to be generated from sales of our current product candidates,
if approved, the failure of these therapeutics to find market acceptance would substantially harm our business and would adversely affect our
revenue.
Our development program depends upon third-party researchers who are outside our control.
We are dependent upon independent investigators and collaborators, such as universities and medical institutions, to conduct our pre-clinical
and clinical trials under agreements with us. These collaborators are not our employees and we cannot control the amount or timing of
resources that they devote to our programs. These investigators may not assign as great a priority to our programs or pursue them as diligently
as we would if we were undertaking such programs ourselves. If outside collaborators fail to devote sufficient time and resources to our
development programs, or if their performance is substandard, the approval of our FDA applications, if any, and our introduction of new
product candidates, if any, will be delayed if obtained at all. These collaborators may also have relationships with other commercial entities,
some of whom may compete with us. If our collaborators assist our competitors at our expense, our competitive position would be harmed.
To date, in excess of $14,000,000 of funding has been awarded by the NIH to the primary inventor of the technology we license. We have
little control over the direction of the NIH grant funds that have been received by the primary inventor of the technology we license and since
payment is made to the inventor as opposed to us, we do not recognize any revenue from such grant funds nor do they fund any expenses that
we incur.
Although earmarked for further development of the technology that we license, any funds awarded to the primary inventor are used in his
discretion and we have little control over his use of the funds.
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We will rely exclusively on third parties to formulate and manufacture our product candidates.
We have no experience in the formulation, development or manufacturing of biologics and do not intend to establish our own manufacturing
facilities. We lack the resources and expertise to formulate or manufacture our own product candidates. The investigational product for our
planned Phase 1 and Phase 2 clinical trials are manufactured by our contractors under current good manufacturing practices, or cGMPs and
we have entered into an agreement with another manufacturer for the manufacture and supply of investigational product for additional Phase 2
and any Phase 3 clinical trials and commercialization efforts We must also develop and validate a potency assay prior to submission of a
license application. Such assays have proven difficult to develop for cell-based products and must be established prior to initiating any Phase 3
clinical trials. While we are currently utilizing gp96 ELISA as our potency assay, this is unlikely to be adequate for licensure, and as
necessary, we will rely on contract manufacturers for further development and validation of a potency assay which will support our license
application. If any of our current product candidates or any product candidates we may develop or acquire in the future receive FDA approval,
we will rely on one or more third-party contractors for manufacturing. Our anticipated future reliance on a limited number of third-party
manufacturers exposes us to the following risks:
We may be unable to identify manufacturers on acceptable terms or at all because the number of potential manufacturers with appropriate
expertise and facilities is limited.
If we change manufacturers at any point during the development process or after approval, if any, we will need to demonstrate comparability
between the products made by the old and new manufacturers. If we are unable to do so, we may need to conduct additional clinical trials with
product manufactured by the new manufacturer. For example, the manufacturer of the clinical trial material we intend to use for any future
Phase 3 trials of HS-110 and of our commercial product, if approved, is a different manufacturer from the manufacturer of the inventor’s
completed Phase 1 trial of HS-110 and portions of our planned initial Phase 2 trial of HS-110. Accordingly, the third stage of our planned
Phase 2 trial of HS-110 will evaluate the comparability of HS-110 produced by the two different manufacturers.
If we change the manufacturer of a product subsequent to the approval of the product, we will need to obtain approval from the FDA of the
change in manufacturer. Any such approval would require significant testing and expense, and the new manufacturer may be subject to a
cGMP inspection prior to approval.
Our third-party manufacturers might be unable to formulate and manufacture our product candidates in the volume and with the quality
required to meet our clinical needs and commercial needs, if any.
Our contract manufacturers may not perform as agreed or may not remain in the contract manufacturing business for the time required to
supply our clinical trials or to successfully produce, store and distribute our product candidates.
Drug manufacturers are subject to ongoing periodic unannounced inspection by the FDA, and corresponding state agencies to ensure
compliance with cGMPs and other government regulations and corresponding foreign standards. We do not have control over third-party
manufacturers’ compliance with these regulations and standards.
If any third-party manufacturer makes improvements in the manufacturing process for our products, we may not own, or may have to share,
the intellectual property rights to the innovation.
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Our contract manufacturers may encounter difficulties in achieving quality control and quality assurance and may experience shortages in
qualified personnel. Our contract manufacturers are subject to inspections by the FDA and comparable agencies in other jurisdictions to assess
compliance with applicable regulatory requirements. Any failure to follow cGMP or other regulatory requirements or delay, interruption or
other issues that arise in the manufacture, packaging, or storage of our products as a result of a failure of the facilities or operations of third
parties to comply with regulatory requirements or pass any regulatory authority inspection could significantly impair our ability to develop and
commercialize our products, including leading to significant delays in the availability of products for our clinical studies or the termination or
hold on a clinical study, or the delay or prevention of a filing or approval of marketing applications for our product candidates. Significant
noncompliance could also result in the imposition of sanctions, including fines, injunctions, civil penalties, failure of regulatory authorities to
grant marketing approvals for our product candidates, delays, suspension or withdrawal of approvals, license revocation, seizures or recalls of
products, operating restrictions and criminal prosecutions, any of which could damage our reputation. If we or our contract manufacturers are
not able to maintain regulatory compliance, we may not be permitted to market our products and/or may be subject to product recalls, seizures,
injunctions, or criminal prosecution.
Each of these risks could delay our clinical trials, the approval, if any, of our product candidates by the FDA or the commercialization of our
product candidates or result in higher costs or deprive us of potential product revenues.
Even if we are able to obtain regulatory approval for our product candidates, we will continue to be subject to ongoing and extensive
regulatory requirements, and our failure, or the failure of our contract manufacturers, to comply with these requirements could
substantially harm our business.
If the FDA approves any of our product candidates, the labeling, manufacturing, packaging, adverse event reporting, storage, advertising,
promotion and record-keeping for our products will be subject to ongoing FDA requirements and continued regulatory oversight and review.
We may also be subject to additional FDA post-marketing obligations. If we are not able to maintain regulatory compliance, we may not be
permitted to market our product candidates and/or may be subject to product recalls or seizures. The subsequent discovery of previously
unknown problems with any marketed product, including adverse events of unanticipated severity or frequency, may result in restrictions on
the marketing of the product, and could include withdrawal of the product from the market.
We have no experience selling, marketing or distributing products and have no internal capability to do so.
We currently have no sales, marketing or distribution capabilities. We do not anticipate having the resources in the foreseeable future to
allocate to the sales and marketing of our proposed products, if approved. Our future success depends, in part, on our ability to enter into and
maintain collaborative relationships for such capabilities, the collaborator’s strategic interest in the products under development and such
collaborator’s ability to successfully market and sell any such products. We intend to pursue collaborative arrangements regarding the sales
and marketing of our products, however, there can be no assurance that we will be able to establish or maintain such collaborative
arrangements, or if able to do so, that our collaborators will have effective sales forces. To the extent that we decide not to, or are unable to,
enter into collaborative arrangements with respect to the sales and marketing of our proposed products, significant capital expenditures,
management resources and time will be required to establish and develop an in-house marketing and sales force with technical expertise. There
can also be no assurance that we will be able to establish or maintain relationships with third party collaborators or develop in-house sales and
distribution capabilities. To the extent that we depend on third parties for marketing and distribution, any revenues we receive will depend
upon the efforts of such third parties, and there can be no assurance that such efforts will be successful. In addition, there can also be no
assurance that we will be able to successfully market and sell our products in the United States or overseas on our own.
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We may not be successful in establishing and maintaining strategic partnerships, which could adversely affect our ability to develop and
commercialize products.
We may seek to enter into strategic partnerships in the future, including alliances with other biotechnology or pharmaceutical companies, to
enhance and accelerate the development and commercialization of our products. We face significant competition in seeking appropriate
strategic partners and the negotiation process is time-consuming and complex. Moreover, we may not be successful in our efforts to establish
a strategic partnership or other alternative arrangements for any future product candidates and programs because our research and development
pipeline may be insufficient, our product candidates and programs may be deemed to be at too early of a stage of development for collaborative
effort and/or third parties may not view our product candidates and programs as having the requisite potential to demonstrate safety and
efficacy or return on investment. Even if we are successful in our efforts to establish strategic partnerships, the terms that we agree upon may
not be favorable to us and we may not be able to maintain such strategic partnerships if, for example, development or approval of a product
candidate is delayed or sales of an approved product are disappointing.
If we ultimately determine that entering into strategic partnerships is in our best interest but either fail to enter into, are delayed in entering into
or fail to maintain such strategic partnerships:
·
·
·
·
·

the development of certain of our current or future product candidates may be terminated or delayed;
our cash expenditures related to development of certain of our current or future product candidates may increase significantly and
we may need to seek additional financing;
we may be required to hire additional employees or otherwise develop expertise, such as sales and marketing expertise, for which
we have not budgeted;
we will bear all of the risk related to the development of any such product candidates;
the competitiveness of any product candidate that is commercialized could be reduced.

To the extent we elect to enter into licensing or collaboration agreements to partner our product candidates, our dependence on such
relationships may adversely affect our business.
Our commercialization strategy for certain of our product candidates may depend on our ability to enter into agreements with collaborators to
obtain assistance and funding for the development and potential commercialization of these product candidates. Supporting diligence activities
conducted by potential collaborators and negotiating the financial and other terms of a collaboration agreement are long and complex processes
with uncertain results. Even if we are successful in entering into one or more collaboration agreements, collaborations may involve greater
uncertainty for us, as we have less control over certain aspects of our collaborative programs than we do over our proprietary development and
commercialization programs. We may determine that continuing a collaboration under the terms provided is not in our best interest, and we
may terminate the collaboration. Our collaborators could delay or terminate their agreements, and our product candidates subject to
collaborative arrangements may never be successfully developed or commercialized.
Further, our future collaborators may develop alternative products or pursue alternative technologies either on their own or in collaboration
with others, including our competitors, and the priorities or focus of our collaborators may shift such that our programs receive less attention
or fewer resources than we would like, or they may be terminated altogether. Any such actions by our collaborators may adversely affect our
business prospects and ability to earn revenues. In addition, we could have disputes with our future collaborators, such as the interpretation of
terms in our agreements. Any such disagreements could lead to delays in the development or commercialization of any potential products or
could result in time-consuming and expensive litigation or arbitration, which may not be resolved in our favor.
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If we cannot compete successfully for market share against other drug companies, we may not achieve sufficient product revenues and
our business will suffer.
The market for our product candidates is characterized by intense competition and rapid technological advances. If any of our product
candidates receives FDA approval, it will compete with a number of existing and future drugs and therapies developed, manufactured and
marketed by others. Existing or future competing products may provide greater therapeutic convenience or clinical or other benefits for a
specific indication than our products, or may offer comparable performance at a lower cost. If our products fail to capture and maintain market
share, we may not achieve sufficient product revenues and our business will suffer.
We will compete against fully integrated pharmaceutical companies and smaller companies that are collaborating with larger pharmaceutical
companies, academic institutions, government agencies and other public and private research organizations. Many of these competitors have
oncology compounds already approved or in development. In addition, many of these competitors, either alone or together with their
collaborative partners, operate larger research and development programs or have substantially greater financial resources than we do, as well
as significantly greater experience in:
·
·
·
·
·

developing drugs, biologics and other therapies;
undertaking pre-clinical testing and clinical trials;
obtaining FDA and other regulatory approvals of drugs, biologics and other therapies;
formulating and manufacturing drugs, biologics and other therapies; and
launching, marketing and selling drugs, biologics and other therapies.

We have limited protection of our intellectual property.
We intend to rely on a combination of common law copyright, patent, trademark, and trade secret laws and measures to protect our proprietary
information. We have obtained exclusive rights to license the technology for which patent protection has been obtained; however such
protection does not prevent unauthorized use of such technology. Trademark and copyright protections may be limited, and enforcement could
be too costly to be effective. It may also be possible for unauthorized third parties to copy aspects of, or otherwise obtain and use, our
proprietary information without authorization, including, but not limited to, product design, software, customer and prospective customer lists,
trade secrets, copyrights, patents and other proprietary rights and materials. Other parties can use and register confusingly similar business,
product and service names, as well as domain names, which could divert customers, resulting in a material adverse effect on our business,
operating results and financial condition.
If we fail to successfully enforce our intellectual property rights, our competitive position could suffer, which could harm our operating
results. Competitors may challenge the validity or scope of our patents or future patents we may obtain. In addition, our licensed patents may
not provide us a meaningful competitive advantage. We may be required to spend significant resources to monitor and police our licensed
intellectual property rights. We may not be able to detect infringement and our competitive position may be harmed. In addition, competitors
may design around our technology or develop competing technologies. Intellectual property rights may also be unavailable or limited in some
foreign countries, which could make it easier for competitors to capture market share.
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The technology we license, our products or our development efforts may be found to infringe third-party intellectual property rights.
Third parties may in the future assert claims or initiate litigation related to their patent, copyright, trademark and other intellectual property
rights in technology that is important to us. The asserted claims and/or litigation could include claims against us, our licensors or our suppliers
alleging infringement of intellectual property rights with respect to our products or components of those products. Regardless of the merit of
the claims, they could be time consuming, result in costly litigation and diversion of technical and management personnel, or require us to
develop a non-infringing technology or enter into license agreements. We have not undertaken an exhaustive search to discover any third party
intellectual patent rights which might be infringed by commercialization of the product candidates described herein. Although we are not
currently aware of any such third party intellectual patent rights, it is possible that such rights currently exist or might be obtained in the future.
In the event that a third party controls such rights and we are unable to obtain a license to such rights on commercially reasonable terms, we
may not be able to sell or continue to develop our products, and may be liable for damages for such infringement. We cannot assure you that
licenses will be available on acceptable terms, if at all. Furthermore, because of the potential for significant damage awards, which are not
necessarily predictable, it is not unusual to find even arguably unmeritorious claims resulting in large settlements. If any infringement or other
intellectual property claim made against us by any third party is successful, or if we fail to develop non-infringing technology or license the
proprietary rights on commercially reasonable terms and conditions, our business, operating results and financial condition could be materially
adversely affected.
If our products, methods, processes and other technologies infringe the proprietary rights of other parties, we could incur substantial costs and
we may have to:
·
·
·
·
·
·

obtain licenses, which may not be available on commercially reasonable terms, if at all;
abandon an infringing drug or therapy candidate;
redesign our products or processes to avoid infringement;
stop using the subject matter claimed in the patents held by others;
pay damages; or
defend litigation or administrative proceedings which may be costly whether we win or lose, and which could result in a
substantial diversion of our financial and management resources.

We rely on licenses to use various technologies that are material to our business and if the agreements were to be terminated or if other
rights which may be necessary or we deem advisable for commercializing our intended products cannot be obtained, it would halt our
ability to market our products and technology, as well as have an immediate material adverse effect on our business, operating results
and financial condition.
We have licensing agreements with certain universities granting us the right to use certain critical intellectual property. The terms of the
licensing agreements continues until the end of the life of the last patent to expire. If we breach the terms of these licensing agreements,
including any failure to make minimum royalty payments required thereunder or failure to reach certain developmental milestones, using best
efforts to introduce a licensed product in certain territories by 2020, the licensor has the right to terminate the license. If we were to lose or
otherwise be unable to maintain these licenses on acceptable terms, or find that it is necessary or appropriate to secure new licenses from other
third parties, it would halt our ability to market our products and technology, which would have an immediate material adverse effect on our
business, operating results and financial condition.
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We may be unable to generate sufficient revenues to meet the minimum royalties or developmental milestones required under our license
agreements.
For the years ended December 31, 2013, 2014, 2015, 2016, 2017 and thereafter through December 31, 2022 our minimum royalty obligations
under our licensing agreements, required to be paid with the passage of time, are $30,000, $30,000, $30,000, $30,000, $280,000 and
$150,000, respectively. No assurance can be given that we will generate sufficient revenue or raise additional financing to make these
minimum royalty payments. The license agreements also provide for certain developmental milestones. No assurance can be given that we will
meet all of the required developmental milestones. Any failure to make the payments or reach the milestones required by the license
agreements would permit the licensor to terminate the license. If we were to lose or otherwise be unable to maintain these licenses, it would
halt our ability to market our products and technology, which would have an immediate material adverse effect on our business, operating
results and financial condition.
Our ability to generate product revenues will be diminished if our therapies sell for inadequate prices or patients are unable to obtain
adequate levels of reimbursement.
Our ability to commercialize our vaccines, alone or with collaborators, will depend in part on the extent to which reimbursement will be
available from:
·
·
·

government and health administration authorities;
private health maintenance organizations and health insurers; and
other healthcare payers.

Significant uncertainty exists as to the reimbursement status of newly approved healthcare products. Healthcare payers, including Medicare,
are challenging the prices charged for medical products and services. Cost control initiatives could decrease the price that we would receive for
any products in the future, which would limit our revenue and profitability. Government and other healthcare payers increasingly attempt to
contain healthcare costs by limiting both coverage and the level of reimbursement for drugs and therapeutics. We might need to conduct postmarketing studies in order to demonstrate the cost-effectiveness of any future products to such payers’ satisfaction. Such studies might require
us to commit a significant amount of management time and financial and other resources. Our future products might not ultimately be
considered cost-effective. Even if one of our product candidates is approved by the FDA, insurance coverage may not be available, and
reimbursement levels may be inadequate, to cover such vaccines. If government and other healthcare payers do not provide adequate coverage
and reimbursement levels for one of our products, once approved, market acceptance of such product could be reduced.
Legislative and regulatory changes affecting the health care industry could adversely affect our business.
Political, economic and regulatory influences are subjecting the health care industry to potential fundamental changes that could substantially
affect our results of operations. U.S. and foreign governments, for example, continue to propose and pass legislation designed to reduce the
cost of healthcare. In some foreign markets, the government controls the pricing and profitability of prescription pharmaceuticals. In the U.S.,
we expect that there will continue to be federal and state proposals to implement similar governmental controls. In addition, recent changes in
the Medicare program and increasing emphasis on managed care in the United States will continue to put pressure on pharmaceutical product
pricing. It is uncertain whether or when any legislative proposals will be adopted or what actions federal, state, or private payers for health care
treatment and services may take in response to any health care reform proposal or legislation. We cannot predict the effect health care reforms
may have on our business and we can offer no assurances that any of these reforms will not have a material adverse effect on our business.
These actual and potential changes are causing the marketplace to put increased emphasis on the delivery of more cost-effective treatments. In
addition, uncertainly remains regarding proposed significant reforms to the U.S. health care system.
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We may not successfully effect our intended expansion.
Our success will depend upon the expansion of our operations and the effective management of our growth, which will place a significant
strain on our management and on our administrative, operational and financial resources. To manage this growth, we must expand our
facilities, augment our operational, financial and management systems and hire and train additional qualified personnel. If we are unable to
manage our growth effectively, our business would be harmed.
We may be exposed to liability claims associated with the use of biological and hazardous materials and chemicals.
Our research and development activities may involve the controlled use of biological and hazardous materials and chemicals. Although we
believe that our safety procedures for using, storing, handling and disposing of these materials comply with federal, state and local laws and
regulations, we cannot completely eliminate the risk of accidental injury or contamination from these materials. In the event of such an
accident, we could be held liable for any resulting damages and any liability could materially adversely affect our business, financial condition
and results of operations. In addition, the federal, state and local laws and regulations governing the use, manufacture, storage, handling and
disposal of hazardous or radioactive materials and waste products may require us to incur substantial compliance costs that could materially
adversely affect our business, financial condition and results of operations.
We rely on key executive officers and scientific and medical advisors, and their knowledge of our business and technical expertise would
be difficult to replace.
We are highly dependent on our principal scientific, regulatory and medical advisors and our chief executive officer. Other than a $2,000,000
insurance policy on the life of Jeffrey Wolf, we do not have “key person” life insurance policies for any of our officers or advisors. The loss
of the technical knowledge and management and industry expertise of any of our key personnel could result in delays in product development,
loss of customers and sales and diversion of management resources, which could adversely affect our operating results.
If we are unable to hire additional qualified personnel, our ability to grow our business may be harmed.
We will need to hire additional qualified personnel with expertise in pre-clinical and clinical research, government regulation, formulation and
manufacturing, sales and marketing and accounting and financing. In particular, over the next 12 months, we expect to hire additional new
employees. We compete for qualified individuals with numerous biopharmaceutical companies, universities and other research institutions.
Competition for such individuals is intense, and we cannot be certain that our search for such personnel will be successful. Attracting and
retaining qualified personnel will be critical to our success.
Certain of our officers may have a conflict of interest.
Two of our officers are currently working for the Company on a part-time basis. These part-time employees also work at other jobs and have
discretion to decide what time they devote to our activities, which may result in a lack of availability when needed due to responsibilities at
other jobs. We expect that some of these officers may join the Company on a full-time basis, but there can be no assurance given that any or all
of our officers will be so employed.
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We may incur substantial liabilities and may be required to limit commercialization of our products in response to product liability
lawsuits.
The testing and marketing of drug and biological product candidates entail an inherent risk of product liability. Product liability claims might be
brought against us by consumers, health care providers or others selling or otherwise coming into contact with our products. Clinical trial
liability claims may be filed against us for damages suffered by clinical trial subjects or their families. If we cannot successfully defend
ourselves against product liability claims, we may incur substantial liabilities or be required to limit commercialization of our products which
could impact our ability to continue as a going concern. Our inability to obtain sufficient product liability insurance at an acceptable cost to
protect against potential product liability claims could prevent or inhibit the commercialization of pharmaceutical products we develop, alone or
with collaborators. In addition, regardless of merit or eventual outcome, product liability claims may result in:
·
·
·
·
·
·
·
·

decreased demand for any approved product candidates;
impairment of our business reputation;
withdrawal of clinical trial participants;
costs of related litigation;
distraction of management’s attention;
substantial monetary awards to patients or other claimants;
loss of revenues; and
the inability to successfully commercialize any approved drug candidates.

International expansion of our business exposes us to business, regulatory, political, operational, financial and economic risks
associated with doing business outside of the United States.
Our business strategy incorporates international expansion, including establishing and maintaining clinician marketing and education
capabilities outside of the United States and expanding our relationships with distributors and manufacturers. Doing business internationally
involves a number of risks, including:
·
·
·
·
·
·
·
·
·

multiple, conflicting and changing laws and regulations such as tax laws, export and import restrictions, employment laws,
regulatory requirements and other governmental approvals, permits and licenses;
failure by us or our distributors to obtain regulatory approvals for the sale or use of our product candidates in various countries;
difficulties in managing foreign operations;
complexities associated with managing multiple payor-reimbursement regimes or self-pay systems;·
limits on our ability to penetrate international markets if our product candidates cannot be processed by a manufacturer
appropriately qualified in such markets;
financial risks, such as longer payment cycles, difficulty enforcing contracts and collecting accounts receivable and exposure to
foreign currency exchange rate fluctuations;·
reduced protection for intellectual property rights;
natural disasters, political and economic instability, including wars, terrorism and political unrest, outbreak of disease, boycotts,
curtailment of trade and other business restrictions; and
failure to comply with the Foreign Corrupt Practices Act, including its books and records provisions and its anti-bribery
provisions, by maintaining accurate information and control over sales and distributors’ activities.

Any of these risks, if encountered, could significantly harm our future international expansion and operations and, consequently, have a
material adverse effect on our financial condition, results of operations and cash flows.
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We may acquire other businesses or form joint ventures or make investments in other companies or technologies that could harm our
operating results, dilute our stockholders’ ownership, increase our debt or cause us to incur significant expense.
As part of our business strategy, we may pursue acquisitions of businesses and assets. We also may pursue strategic alliances and joint
ventures that leverage our core technology and industry experience to expand our offerings or distribution. We have no experience with
acquiring other companies and limited experience with forming strategic alliances and joint ventures. We may not be able to find suitable
partners or acquisition candidates, and we may not be able to complete such transactions on favorable terms, if at all. If we make any
acquisitions, we may not be able to integrate these acquisitions successfully into our existing business, and we could assume unknown or
contingent liabilities. Any future acquisitions also could result in significant write-offs or the incurrence of debt and contingent liabilities, any
of which could have a material adverse effect on our financial condition, results of operations and cash flows. Integration of an acquired
company also may disrupt ongoing operations and require management resources that would otherwise focus on developing our existing
business. We may experience losses related to investments in other companies, which could have a material negative effect on our results of
operations. We may not identify or complete these transactions in a timely manner, on a cost-effective basis, or at all, and we may not realize
the anticipated benefits of any acquisition, technology license, strategic alliance or joint venture.
To finance any acquisitions or joint ventures, we may choose to issue shares of our common stock as consideration, which would dilute the
ownership of our stockholders. If the price of our common stock is low or volatile, we may not be able to acquire other companies or fund a
joint venture project using our stock as consideration. Alternatively, it may be necessary for us to raise additional funds for acquisitions
through public or private financings. Additional funds may not be available on terms that are favorable to us, or at all.
Declining general economic or business conditions may have a negative impact on our business.
Continuing concerns over United States health care reform legislation and energy costs, geopolitical issues, the availability and cost of credit
and government stimulus programs in the United States and other countries have contributed to increased volatility and diminished
expectations for the global economy. These factors, combined with low business and consumer confidence and high unemployment,
precipitated an economic slowdown and recession. If the economic climate does not improve or continues to deteriorate, our business, as well
as the financial condition of our suppliers and our third-party payors, could be adversely affected, resulting in a negative impact on our
business, financial condition and results of operations.
The U.S. government may have “march-in rights” to certain of our intellectual property.
Because federal grant monies were used in support of the research and development activities that resulted in certain of our issued pending
U.S. patent applications, the federal government retains what are referred to as “march-in rights” to patents that are granted on these
applications.
In particular, the National Institutes of Health, which administered grant monies to the primary inventor of the technology we license,
technically retain the right to require us, under certain specific circumstances, to grant the U.S. government either a nonexclusive, partially
exclusive or exclusive license to the patented invention in any field of use, upon terms that are reasonable for a particular situation.
Circumstances that trigger march-in rights include, for example, failure to take, within a reasonable time, effective steps to achieve practical
application of the invention in a field of use, failure to satisfy the health and safety needs of the public and failure to meet requirements of
public use specified by federal regulations. The National Institutes of Health can elect to exercise these march-in rights on their own initiative
or at the request of a third-party.
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Risks Related to Our Common Stock
Certain of our officers and directors have sufficient voting power to make corporate governance decisions that could have a significant
effect on us and the other stockholders.
As of October 31, 2013 our officers and directors together beneficially own approximately 35.6% of our outstanding common stock on a fully
diluted basis. Mr. Wolf alone through his direct and indirect holdings beneficially owns approximately 21.3% of our outstanding common
stock on a fully diluted basis. As a result, Mr. Wolf, alone will be able to exert a significant degree of influence over our management and
affairs and over matters requiring stockholder approval, including the election of directors and approval of significant corporate transactions.
In addition, this concentration of ownership may delay or prevent a change in our control and might affect the market price of our common
stock, even when a change in control may be in the best interest of all stockholders. Furthermore, the interests of this concentration of
ownership may not always coincide with our interests or the interests of other stockholders. Accordingly, these stockholders could cause us to
enter into transactions or agreements that we would not otherwise consider.
The possible issuance of common stock subject to options and warrants may dilute the interest of stockholders.
In 2009, we adopted a 2009 Stock Option and Restricted Stock Plan under which we may grant awards to purchase 869,565 shares of our
common stock, of which, 575,762 options were outstanding as of September 30, 2013. In addition, as of September 30, 2013, we have
53,159 shares issuable upon exercise of warrants granted to third parties in connection with prior private placements of our equity securities
and debt which excludes 125,000 shares of common stock issuable at $12.50 per share upon exercise of warrants issued to the underwriters in
connection with our initial public offering. To the extent that outstanding stock options and warrants are exercised, or additional securities are
issued, dilution to the interests of our stockholders may occur. Moreover, the terms upon which we will be able to obtain additional equity
capital may be adversely affected since the holders of the outstanding options can be expected to exercise them at a time when we would, in all
likelihood, be able to obtain any needed capital on terms more favorable to us than those provided in such outstanding options.
We have additional securities available for issuance, which, if issued, could adversely affect the rights of the holders of our common
stock.
Our Third Amended and Restated Certificate of Incorporation authorizes the issuance of 50,000,000 shares of our common stock and
8,212,500 shares of Preferred Stock. In certain circumstances, the common stock and preferred stock, as well as the awards available for
issuance under the 2009 Stock Option and Restricted Stock Plan, can be issued by our board of directors, without stockholder approval. Any
future issuances of such stock would further dilute the percentage ownership of us held by holders of Preferred Stock and common stock. In
addition, the issuance of Preferred Stock may be used as an “anti-takeover” device without further action on the part of our stockholders, and
may adversely affect the holders of the common stock.
We have never paid dividends and have no plans to pay dividends in the future.
Holders of shares of our common stock are entitled to receive such dividends as may be declared by our board of directors. To date, we have
paid no cash dividends on our shares of our preferred or common stock and we do not expect to pay cash dividends in the foreseeable future.
We intend to retain future earnings, if any, to provide funds for operations of our business. Therefore, any return investors in our preferred or
common stock may have will be in the form of appreciation, if any, in the market value of their shares of common stock.
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We are an “emerging growth company,” and any decision on our part to comply with certain reduced disclosure requirements applicable
to emerging growth companies could make our common stock less attractive to investors.
We are an “emerging growth company,” as defined in the Jumpstart Our Business Startups Act enacted in April 2012, and, for as long as we
continue to be an emerging growth company, we may choose to take advantage of exemptions from various reporting requirements applicable
to other public companies including, but not limited to, not being required to comply with the auditor attestation requirements of Section 404 of
the Sarbanes-Oxley Act of 2002, not being required to comply with any new requirements adopted by the Public Company Accounting
Oversight Board, or the PCAOB, requiring mandatory audit firm rotation or a supplement to the auditor's report in which the auditor would be
required to provide additional information about the audit and the financial statements of the issuer, not being required to comply with any new
audit rules adopted by the PCAOB after April 5, 2012 unless the SEC determines otherwise, reduced disclosure obligations regarding
executive compensation in our periodic reports and proxy statements, and exemptions from the requirements of holding a nonbinding advisory
vote on executive compensation and stockholder approval of any golden parachute payments not previously approved. We could remain an
emerging growth company until the earliest of: (i) the last day of the fiscal year in which we have total annual gross revenues of $1 billion or
more; (ii) the last day of our fiscal year following the fifth anniversary of the date of our first sale of common equity securities pursuant to an
effective registration statement; (iii) the date on which we have issued more than $1 billion in nonconvertible debt during the previous three
years; or (iv) the date on which we are deemed to be a large accelerated filer. We cannot predict if investors will find our common stock less
attractive if we choose to rely on these exemptions. If some investors find our common stock less attractive as a result of any choices to reduce
future disclosure, there may be a less active trading market for our common stock and our stock price may be more volatile. Further, as a result
of these scaled regulatory requirements, our disclosure may be more limited than that of other public companies and you may not have the
same protections afforded to shareholders of such companies.
Under Section 107(b) of the Jumpstart Our Business Startups Act, emerging growth companies can delay adopting new or revised accounting
standards until such time as those standards apply to private companies. We have irrevocably elected not to avail ourselves of this exemption
from new or revised accounting standards and, therefore, we will be subject to the same new or revised accounting standards as other public
companies that are not emerging growth companies.
As a result of being a public company, we are subject to additional reporting and corporate governance requirements that will require
additional management time, resources and expense.
As a public company we are obligated to file with the U.S. Securities and Exchange Commission annual and quarterly information and other
reports that are specified in the U.S. Securities Exchange Act of 1934, as amended, or the Exchange Act. We are also subject to other reporting
and corporate governance requirements under the Sarbanes-Oxley Act of 2002, as amended, and the rules and regulations promulgated
thereunder, all of which impose significant compliance and reporting obligations upon us and require us to incur additional expense in order to
fulfill such obligations.
We have identified material weaknesses in our internal controls, and we cannot provide assurances that these weaknesses will be
effectively remediated or that additional material weaknesses will not occur in the future. If our internal control over financial reporting
or our disclosure controls and procedures are not effective, we may not be able to accurately report our financial results, prevent fraud,
or file our periodic reports in a timely manner, which may cause investors to lose confidence in our reported financial information and
may lead to a decline in our stock price.
Our management is responsible for establishing and maintaining adequate internal control over our financial reporting, as defined in Rule 13a15(f) under the Exchange Act. Prior to the closing of our initial public offering in July 2013, we operated as a private company and the
number and qualifications of our finance and accounting staff have not been consistent with those of a public company. We have identified
material weaknesses in our internal controls with respect to our financial statement closing process of our condensed consolidated financial
statements for the years ended December 31, 2012 and 2011. Our management discovered certain conditions that we deemed to be material
weaknesses and significant deficiencies in our internal controls, as follows:
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A lack of accounting and finance resources as well as effective oversight by those in charge of governance resulted in insufficient controls
over timely financial statement preparation and review as well as the preparation and review around accounting for certain complex
transactions.
The design of monitoring controls used to assess the design and operating effectiveness of our internal controls is inadequate. We also do not
have an adequate internal process to report deficiencies in internal control to management on a timely basis.
We have begun to take actions that we believe will substantially remediate the material weaknesses identified. In response to the identification
of our material weaknesses, we: (i) have retained a part-time Chief Financial Officer to segregate the duties of Chief Executive Officer and
Chief Financial Officer; (ii) are in the process of establishing a review process for key aspects of our financial reporting process, including the
accounting for complex transactions; and (iii) will seek to establish better operating controls and involve our board of directors in our internal
controls process, which will involve establishing formal procedures to communicate deficiencies in internal controls on a timely basis, and
encourage our board of directors to more actively participate in guiding management as it relates to internal controls matters. However, we
cannot assure you that our internal control over financial reporting, as modified, will enable us to identify or avoid material weaknesses in the
future. We will be required to expend time and resources to further improve our internal controls over financial reporting, including by
expanding our finance and accounting staff.
Future sales of our common stock by our existing shareholders could cause our stock price to decline.
We have a significant number of restricted shares that will become eligible for sale at the end of January 2014. We currently have 6,365,916
shares of our common stock outstanding, of which 2,700,000 shares sold in our initial public offering (including the 200,000 shares issued
upon partial exercise of the underwriter’s over-allotment option) are currently eligible for sale in the public market. All of the remaining shares
will be eligible for sale in the public market upon expiration of lock-up agreements 180 days after the effective date of our registration
statement on Form S-1, subject, in certain circumstances to the volume, manner of sale and other limitations under Rule 144 or 701
promulgated under the Securities Act. It is conceivable that following the holding period, many shareholders may wish to sell some or all of
their shares. If our shareholders sell substantial amounts of our common stock in the public market at the same time, the market price of our
common stock could decrease significantly due to an imbalance in the supply and demand of our common stock. Even if they do not actually
sell the stock, the perception in the public market that our shareholders might sell significant shares of our common stock could also depress
the market price of our common stock.
A decline in the price of shares of our common stock might impede our ability to raise capital through the issuance of additional shares of our
common stock or other equity securities, and may cause shareholders to lose part or all of their investment in our shares of common stock.
Our shares of common stock are from time to time thinly traded, so stockholders may be unable to sell at or near ask prices or at all if
they need to sell shares to raise money or otherwise desire to liquidate their shares.
Our common stock has from time to time been “thinly-traded,” meaning that the number of persons interested in purchasing our common
stock at or near ask prices at any given time may be relatively small or non-existent. This situation is attributable to a number of factors,
including the fact that we are a small company that is relatively unknown to stock analysts, stock brokers, institutional investors and others in
the investment community that generate or influence sales volume, and that even if we came to the attention of such persons, they tend to be
risk-averse and would be reluctant to follow an unproven company such as ours or purchase or recommend the purchase of our shares until
such time as we became more seasoned and viable. As a consequence, there may be periods of several days or more when trading activity in
our shares is minimal or non-existent, as compared to a seasoned issuer which has a large and steady volume of trading activity that will
generally support continuous sales without an adverse effect on share price. We cannot give stockholders any assurance that a broader or more
active public trading market for our common shares will develop or be sustained, or that current trading levels will be sustained.
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Our need for future financing may result in the issuance of additional securities which will cause investors to experience dilution.
Our cash requirements may vary from those now planned depending upon numerous factors, including the result of future research and
development activities. We believe that the proceeds we received from the sale of the shares in our initial public offering will provide us with
sufficient working capital to fund our Phase 2 clinical trial for Non-Small Cell Lung Cancer and our Phase 1/2 clinical trial for bladder cancer.
Thereafter, we expect to require additional funds in the future to conduct additional clinical trials. There are no other commitments by any
person for future financing. Our securities may be offered to other investors at a price lower than the price per share offered to current
shareholders, or upon terms which may be deemed more favorable than those offered to current shareholders. In addition, the issuance of
securities in any future financing may dilute an investor's equity ownership. Moreover, we may issue derivative securities, including options
and/or warrants, from time to time, to procure qualified personnel or for other business reasons. The issuance of any such derivative securities,
which is at the discretion of our board of directors, may further dilute the equity ownership of our stockholders. No assurance can be given as
to our ability to procure additional financing, if required, and on terms deemed favorable to us. To the extent additional capital is required and
cannot be raised successfully, we may then have to limit our then current operations and/or may have to curtail certain, if not all, of our
business objectives and plans.
Certain provisions of the General Corporation Law of the State of Delaware may have anti-takeover effects which may make an
acquisition of our company by another company more difficult.
We are subject to the provisions of Section 203 of the General Corporation Law of the State of Delaware, which prohibits a Delaware
corporation from engaging in any business combination, including mergers and asset sales, with an interested stockholder (generally, a 15% or
greater stockholder) for a period of three years after the date of the transaction in which the person became an interested stockholder, unless
the business combination is approved in a prescribed manner. The operation of Section 203 may have anti-takeover effects, which could delay,
defer or prevent a takeover attempt that a holder of our common stock might consider in its best interest.
ITEM 2.

UNREGISTERED SALES OF EQUITY SECURITIES AND USE OF PROCEEDS.

RECENT SALES OF UNREGISTERED SECURITIES
Set forth below is information regarding securities sold by us during the nine months ended September 30, 2013, that were not registered
under the Securities Act of 1933, as amended, or the Securities Act. Also included is the consideration, if any, received by us for the securities
and information relating to the section of the Securities Act, or rule of the Securities and Exchange Commission, under which exemption from
registration was claimed.
Issuances of securities
Upon the closing of the IPO in July 2013, all shares of our then-outstanding preferred stock automatically converted into an aggregate of
1,696,683 shares of common stock. The issuance qualified for exemption under Section 3(a)(9) of the Securities Act. In July 2013 in
connection with the IPO we issued an additional 36,167 shares of our common stock to the Series B Preferred Stockholders and our
obligation to issue and their obligation to purchase, Series B-2 Preferred Stock, under the Stock Purchase Agreement we entered into with
them was terminated.
On September 20, 2013 we issued 71,197 common shares as a result of an option exercise. The issuance qualified for exemption under
Section 3(a)(9) of the Securities Act of 1933.
In September 2013 we issued options exercisable for an aggregate of 24,240 at an exercise price of $12.79 to 2 individuals for services
rendered.
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Unless otherwise stated, the sales of the above securities were deemed to be exempt from registration under the Securities Act in reliance upon
Section 4(a)(2) of the Securities Act (or Regulation D promulgated thereunder), or Rule 701 promulgated under Section 3(b) of the Securities
Act as transactions by an issuer not involving any public offering or pursuant to benefit plans and contracts relating to compensation as
provided under Rule 701. The recipients of the securities in each of these transactions represented their intentions to acquire the securities for
investment only and not with a view to or for sale in connection with any distribution thereof, and appropriate legends were placed upon the
stock certificates issued in these transactions.
Use of Proceeds
In connection with our IPO, in July and August of, 2013, we offered and sold an aggregate of 2,700,000 shares of common stock (including
the 200,000 shares issued pursuant to the over- allotment option) at a price of $10.00 per share. The offer and sale of the shares in the initial
public offering were registered under the Securities Act of 1933, as amended, pursuant to a registration statement on Form S-1 effective on
July 23, 2013 ( file number 333-188365). Aegis Capital Corp was the sole book-running manager in the offering and Cantor Fitzgerald & Co.
was the co-manager. The offering commenced on July 23, 2013 and was completed on September 6, 2013, when the underwriter’s purchased
an additional 100,000 shares of common stock pursuant to the partial exercise of the over-allotment option. Aggregate gross proceeds from the
IPO, including the partial exercises of the over-allotment option with respect to 200,000 shares of common stock (of the 375,000 overallotment shares ), were $27,000,000 and net proceeds received after underwriting commissions and offering expenses of $2.7 million were
approximately $24.3 million. None of the underwriting discounts and commissions or other offering expenses were incurred or paid to
directors or officers of ours or their associates or to persons owning ten percent or more of our common stock or to any affiliates of ours.
As of September 30, 2013, we have used approximately $4.1 million of the net proceeds, $2.0 million of which was for payment of our note
and term loan, convertible debt and payables outstanding at the time of our initial public offering. In addition we used approximately $730
thousand for pre-payment of Directors and Officers Insurance and to service providers in anticipation of the start of our clinical trials. Of the
remaining approximately $1.4 million, the bulk consisted of $600 thousand for pre-manufacturing and manufacturing, $200 thousand for
consultants, $125 thousand related to preparation for our clinical trials and the remainder of approximately $515 thousand for intellectual
property, regulatory, research and general and administrative. There has been no material change in our planned use of the balance of the net
proceeds from the offering as described in the prospectus filed with the SEC pursuant to Rule 424(b) under the Securities Act other than the
repayment in full of the amount outstanding to Square 1 Bank.
PURCHASE OF EQUITY SECURITIES
None.
ITEM 3.

DEFAULTS UPON SENIOR SECURITIES

Not Applicable
ITEM 4.

MINE SAFETY DISCLOSURES

Not Applicable
ITEM 5.

OTHER INFORMATION.

None.
ITEM 6.

EXHIBITS.

The exhibits filed as part of this Quarterly Report on Form 10-Q are set forth on the Exhibit Index, which Exhibit Index is incorporated herein
by reference.
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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.
HEAT BIOLOGICS, INC.
Date: November 14, 2013

By: /s/ JEFFREY A. WOLF
Jeffrey A. Wolf
Chairman and Chief Executive Officer
(Principal executive officer)

Date: November 14, 2013

By: /s/ MATTHEW E. CZAJKOWSKI
Matthew E. Czajkowski
Chief Financial Officer
(Principal financial and accounting officer)
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EXHIBIT INDEX
Exhibit No.

Description

31.1*

Certification of Chief Executive Officer pursuant to Rules 13a-14(a) or 15d-14(a) of the Securities Exchange Act of 1934, as
adopted pursuant to Section 302 of the Sarbanes-Oxley Act of 2002.
31.2*
Certification of Chief Financial Officer pursuant to Rules 13a-14(a) or 15d-14(a) of the Securities Exchange Act of 1934, as
adopted pursuant to Section 302 of the Sarbanes-Oxley Act of 2002.
32.1*
Certification of Chief Executive Officer pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the
Sarbanes-Oxley Act of 2002.
32.2*
Certification of Chief Financial Officer pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the
Sarbanes-Oxley Act of 2002.
101.INS*
XBRL Instance Document†
101.SCH*
XBRL Taxonomy Extension Schema Document†
101.CAL*
XBRL Taxonomy Extension Calculation Linkbase Document†
101.DEF*
XBRL Taxonomy Extension Definition Linkbase Document†
101.LAB*
XBRL Taxonomy Extension Label Linkbase Document†
101.PRE*
XBRL Taxonomy Extension Presentation Linkbase Document†
———————
*
Filed herewith.
†
In accordance with Rule 406T of Regulation S-T, the XBRL related information in Exhibit 101 to this Quarterly Report on Form 10-Q is
deemed not filed or part of a registration statement or prospectus for purposes of Sections 11 or 12 of the Securities Act, is deemed not
filed for purposes of Section 18 of the Exchange Act, and otherwise is not subject to liability under these sections.
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EXHIBIT 31.1
CERTIFICATION OF PRINCIPAL EXECUTIVE OFFICER
PURSUANT TO RULE 13a-14 OR RULE 15d-14 OF THE SECURITIES EXCHANGE ACT OF 1934,
AS ADOPTED PURSUANT TO SECTION 302 OF THE SARBANES-OXLEY ACT OF 2002
I, Jeffrey Wolf, certify that:
1.

I have reviewed this quarterly report on Form 10-Q of Heat Biologics, 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 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 principles;
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: November 14, 2013

By: /s/ Jeffrey Wolf
Name: Jeffrey Wolf
Title: Chairman, President and Chief
Executive Officer
(Principal Executive Officer)

EXHIBIT 31.2
CERTIFICATION OF PRINCIPAL FINANCIAL OFFICER
PURSUANT TO RULE 13a-14 OR RULE 15d-14 OF THE SECURITIES EXCHANGE ACT OF 1934,
AS ADOPTED PURSUANT TO SECTION 302 OF THE SARBANES-OXLEY ACT OF 2002
I, Matthew Czajkowski, certify that:
1.

I have reviewed this quarterly report on Form 10-Q of Heat Biologics, 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 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 principles;
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: November 14, 2013

By: /s/ Matthew Czajkowski
Name: Matthew Czajkowski
Title: Chief Financial Officer
(Principal Financial and Accounting
Officer)

EXHIBIT 32.1
CERTIFICATION PRINCIPAL EXECUTIVE OFFICER
PURSUANT TO 18 U.S.C. SECTION 1350, AS ADOPTED PURSUANT TO
SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002
Pursuant to 18 U.S.C. § 1350, as created by Section 906 of the Sarbanes-Oxley Act of 2002, the undersigned officer of Heat Biologics,
Inc. (the “Registrant”) hereby certifies, to such officer’s knowledge, that:
(1) the accompanying Quarterly Report on Form 10-Q of the Registrant for the quarter ended September 30, 2013 (the “Report”) fully
complies with the requirements of Section 13(a) or Section 15(d), as applicable, of the Securities Exchange Act of 1934, as amended; and
(2) the information contained in the Report fairly presents, in all material respects, the financial condition and results of operations of the
Registrant.
Date: November 14, 2013
By: /s/ Jeffrey Wolf
Name: Jeffrey Wolf
Title: Chairman, President and Chief
Executive Officer
(Principal Executive Officer)

EXHIBIT 32.2
CERTIFICATION PRINCIPAL FINANCIAL OFFICER
PURSUANT TO 18 U.S.C. SECTION 1350, AS ADOPTED PURSUANT TO
SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002
Pursuant to 18 U.S.C. § 1350, as created by Section 906 of the Sarbanes-Oxley Act of 2002, the undersigned officer of Heat Biologics,
Inc. (the “Registrant”) hereby certifies, to such officer’s knowledge, that:
(1) the accompanying Quarterly Report on Form 10-Q of the Registrant for the quarter ended September 30, 2013 (the “Report”) fully
complies with the requirements of Section 13(a) or Section 15(d), as applicable, of the Securities Exchange Act of 1934, as amended; and
(2) the information contained in the Report fairly presents, in all material respects, the financial condition and results of operations of the
Registrant.
Date: November 14, 2013
By: /s/ Matthew Czajkowski
Name: Matthew Czajkowski
Title: Chief Financial Officer
(Principal Financial and Accounting
Officer)

