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PART I — FINANCIAL INFORMATION
 

Item 1. Financial Statements.
 

AVI BIOPHARMA, INC.
(A Development Stage Company)

BALANCE SHEETS
(unaudited)

(in thousands, except per share data)
 
  

March 31,
 

December 31,
 

  
2010

 
2009

 

Assets
     

Current Assets:
     

Cash and cash equivalents
 

$ 41,438
 

$ 48,275
 

Short-term securities —available-for-sale
 

172
 

171
 

Accounts receivable
 

1,648
 

2,085
 

Other current assets
 

891
 

779
 

Total Current Assets
 

44,149
 

51,310
 

      
Property held for sale

 

2,372
 

2,372
 

Property and Equipment, net of accumulated depreciation and amortization of $14,138 and $14,026
 

2,361
 

2,466
 

Patent Costs, net of accumulated amortization of $1,787 and $1,762
 

3,832
 

3,759
 

Other assets
 

111
 

120
 

   



Total Assets $ 52,825 $ 60,027
      
      
Liabilities and Shareholders' Equity

     

Current Liabilities:
     

Accounts payable
 

$ 1,761
 

$ 1,381
 

Accrued employee compensation
 

495
 

922
 

Long-term debt, current portion
 

78
 

77
 

Warrant valuation
 

20,500
 

27,609
 

Deferred revenue
 

3,409
 

3,428
 

Other liabilities
 

98
 

90
 

Total Current Liabilities
 

26,341
 

33,507
 

      
Commitments and Contingencies

 

—
 

—
 

      
Long-term debt, non-current portion

 

1,903
 

1,924
 

Other long-term liabilities
 

1,108
 

966
 

      
Shareholders' Equity:

     

Preferred stock, $.0001 par value, 20,000,000 shares authorized; none issued and outstanding
 

—
 

—
 

Common stock, $.0001 par value, 200,000,000 shares authorized; 110,374,160 and 110,495,587 issued and
outstanding

 

11
 

11
 

Additional paid-in capital
 

299,515
 

299,088
 

Deficit accumulated during the development stage
 

(276,053) (275,469)
Total Shareholders' Equity

 

23,473
 

23,630
 

Total Liabilities and Shareholders' Equity
 

$ 52,825
 

$ 60,027
 

 
See accompanying notes to financial statements.
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AVI BIOPHARMA, INC.
(A Development Stage Company)

STATEMENTS OF OPERATIONS
(unaudited)

(in thousands, except per share amounts)
 

      
July 22, 1980

 

  
Three months ended March 31,

 
(Inception) through

 

  
2010

 
2009

 
March 31, 2010

 

        
Revenues from license fees, grants and research contracts

 

$ 1,205
 

$ 3,150
 

$ 61,014
 

        
Operating expenses:

       

Research and development
 

6,096
 

4,495
 

236,528
 

General and administrative
 

2,844
 

2,220
 

76,864
 

Acquired in-process research and development
 

—
 

—
 

29,461
 

Operating loss
 

(7,735) (3,565) (281,839)
        
Other income (loss):

       

Interest income and other, net
 

42
 

16
 

8,365
 

(Increase) decrease on warrant valuation
 

7,109
 

2,622
 

10,559
 

Realized gain on sale of short-term securities — available-for-sale
 

—
 

—
 

3,863
 

Write-down of short-term securities — available-for-sale
 

—
 

—
 

(17,001)
  

7,151
 

2,638
 

5,786
 

        
Net loss

 

$ (584) $ (927) $ (276,053)
        
Net loss per share - basic and diluted

 

$ (0.01) $ (0.01)
  

        
Weighted average number of common shares outstanding for computing basic and

diluted loss per share (in thousands)
 

110,429
 

80,759
   

 
See accompanying notes to financial statements.
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AVI BIOPHARMA, INC.
(A Development Stage Company)



STATEMENTS OF CASH FLOWS
(unaudited)

(in thousands)
 

      
For the Period

 

      
July 22, 1980

 

  
Three months ended March 31,

 
(Inception) through

 

  
2010

 
2009

 
March 31, 2010

 

Cash flows from operating activities:
       

Net loss
 

$ (584) $ (927) $ (276,053)
Adjustments to reconcile net loss to net cash flows used in operating activities:

       

Depreciation and amortization
 

347
 

367
 

18,029
 

Loss on disposal of assets
 

189
 

183
 

1,494
 

Realized gain on sale of short-term securities — available-for-sale
 

—
 

—
 

(3,863)
Write-down of short-term securities —available-for-sale

 

—
 

—
 

17,001
 

Impairment charge on real estate owned
 

—
 

—
 

928
 

Stock-based compensation
 

426
 

565
 

23,123
 

Conversion of interest accrued to common stock
 

—
 

—
 

8
 

Acquired in-process research and development
 

—
 

—
 

29,461
 

(Gain) loss on warrant liability
 

(7,109) (2,622) (10,559)
(Increase) decrease in:

       

Accounts receivable, other current assets, and other assets
 

334
 

1,799
 

(2,566)
Net increase in accounts payable, accrued employee compensation, deferred

revenue, and other liabilities
 

85
 

(980) 5,359
 

Net cash used in operating activities
 

(6,312) (1,615) (197,638)
        
Cash flows from investing activities:

       

Purchase of property and equipment
 

(207) (37) (18,076)
Patent costs

 

(297) (259) (7,540)
Purchase of marketable securities

 

(1) (3) (112,987)
Sale of marketable securities

 

—
 

—
 

117,724
 

Acquisition costs
 

—
 

—
 

(2,389)
Net cash used in investing activities

 

(505) (299) (23,268)
        
Cash flows from financing activities:

       

Proceeds from sale of common stock, warrants, and partnership units, net of
offering costs, and exercise of options and warrants

 

—
 

15,464
 

262,937
 

Repayments of long-term debt
 

(20) (19) (207)
Buyback of common stock pursuant to rescission offering

 

—
 

—
 

(289)
Withdrawal of partnership net assets

 

—
 

—
 

(177)
Issuance of convertible debt

 

—
 

—
 

80
 

Net cash provided by (used in) financing activities
 

(20) 15,445
 

262,344
 

        
Increase (decrease) in cash and cash equivalents

 

(6,837) 13,531
 

41,438
 

        
Cash and cash equivalents:

       

Beginning of period
 

48,275
 

11,192
 

—
 

End of period
 

$ 41,438
 

$ 24,723
 

$ 41,438
 

        
SUPPLEMENTAL DISCLOSURE OF CASH FLOW INFORMATION:

       

Cash paid during the year for interest
 

$ 19
 

$ 24
 

$ 324
 

SUPPLEMENTAL SCHEDULE OF NONCASH INVESTING ACTIVITIES AND
FINANCING ACTIVITIES:

       

Short-term securities —available-for-sale received in connection with the
private offering

 

$ —
 

$ —
 

$ 17,897
 

Issuance of common stock and warrants in satisfaction of liabilities
 

$ —
 

$ —
 

$ 545
 

Issuance of common stock for building purchase
 

$ —
 

$ —
 

$ 750
 

Assumption of long-term debt for building purchase
 

$ —
 

$ —
 

$ 2,200
 

Issuance of common stock for Ercole assets
 

$ —
 

$ —
 

$ 8,075
 

Assumption of liabilities for Ercole assets
 

$ —
 

$ —
 

$ 2,124
 

 
See accompanying notes to financial statements.
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AVI BIOPHARMA, INC.
NOTES TO FINANCIAL STATEMENTS

(Unaudited)
 

Note 1. Basis of Presentation
 
The financial information included herein for the three-month period ended March 31, 2010 and 2009 and the financial information as of March 31, 2010 is
unaudited; however, such information reflects all adjustments consisting only of normal recurring adjustments, which, in the opinion of management, are
necessary for a fair presentation of the financial position, results of operations and cash flows for the interim periods. The financial information as of



December 31, 2009 is derived from AVI BioPharma, Inc.’s (the “Company’s”) Form 10-K. The interim financial statements should be read in conjunction
with the financial statements and the notes thereto included in the Company’s Form 10-K. The results of operations for the interim periods presented are not
necessarily indicative of the results to be expected for the full year.
 
Estimates and Uncertainties. The preparation of financial statements in conformity with accounting principles generally accepted in the United States of
America requires management to make estimates and assumptions that affect the reported amounts of assets and liabilities and the disclosure of contingent
assets and liabilities at the date of the financial statements and the reported amounts of revenue and expenses during the reporting period. Actual results could
differ from those estimates.
 
Commitments and Contingencies. In the normal course of business, the Company may be named as a party to various legal claims, actions and complaints,
including matters involving employment, intellectual property, effects from the use of drugs utilizing our technology, or others. It is impossible to predict with
certainty whether any resulting liability would have a material adverse effect on the Company’s financial position, results of operations or cash flows.
 
Note 2.  Fair Value Measurements
 
The Company measures at fair value certain financial assets and liabilities. Accounting principles generally accepted in the United States require a hierarchy
of valuation techniques based on whether the inputs to those valuation techniques are observable or unobservable. Observable inputs reflect market data
obtained from independent sources, while unobservable inputs reflect the Company’s market assumptions. These two types of inputs have created the
following fair-value hierarchy:
 
Level 1—Quoted prices for identical instruments in active markets;
 
Level 2—Quoted prices for similar instruments in active markets, quoted prices for identical or similar instruments in markets that are not active, and model-
derived valuations in which all significant inputs and significant value drivers are observable in active markets; and
 
Level 3—Valuations derived from valuation techniques in which one or more significant value drivers are unobservable.
 
The Company’s assets and liabilities measured at fair value on a recurring basis consisted of the following as of the date indicated:
 
  

Fair Value Measurement as of March 31, 2010
 

(in thousands)
 

Total
 

Level 1
 

Level 2
 

Level 3
 

Cash equivalents
 

$ 41,438
 

$ 41,438
 

—
 

—
 

Short-term securities—available-for-sale & other
current assets

 

$ 457
 

$ —
 

$ 457
 

—
 

Total Assets
 

$ 41,895
 

$ 41,438
 

$ 457
 

$ —
 

 
  

Fair Value Measurement as of March 31, 2010
 

(in thousands)
 

Total
 

Level 1
 

Level 2
 

Level 3
 

          
Warrants

 

$ 20,500
 

—
 

—
 

$ 20,500
 

Total Liabilities
 

$ 20,500
 

$ —
 

$ —
 

$ 20,500
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Fair Value Measurement as of December 31, 2009

 

(in thousands)
 

Total
 

Level 1
 

Level 2
 

Level 3
 

Cash equivalents
 

$ 48,275
 

$ 48,275
 

—
 

—
 

Short-term securities—available-for-sale & other
current assets

 

$ 455
 

$ —
 

$ 455
 

—
 

Total Assets
 

$ 48,730
 

$ 48,275
 

$ 455
 

$ —
 

 
  

Fair Value Measurement as of December 31, 2009
 

(in thousands)
 

Total
 

Level 1
 

Level 2
 

Level 3
 

Warrants
 

$ 27,609
 

$ —
 

$ —
 

$ 27,609
 

Total Liabilities
 

$ 27,609
 

$ —
 

$ —
 

$ 27,609
 

 
A reconciliation of the change in value of the Company’s warrants for the three months ended March 31, 2010 is as follows:
 
  

Fair Value Measurements Using
 

  
Significant Unobservable Inputs

 

(in thousands)
 

(Level 3)
 

    
Balance at January 1, 2010

 

$ 27,609
 

Change in value of warrants
 

(7,109)
Balance at March 31, 2010

 

$ 20,500
 

 
A reconciliation of the change in value of the Company’s warrants for the three months ended March 31, 2009 is as follows:
 

  

Fair Value Measurements
Using Significant

Unobservable Inputs
 

(in thousands)
 

(Level 3)
 

    
Balance at January 1, 2009

 

$ 1,254
 

Change in value of warrants
 

(2,622)
Issuances

 

8,183
 

  



Balance at March 31, 2009 $ 6,815
 
The carrying amounts reported in the balance sheets for cash, accounts receivable, accounts payable, and other current monetary assets and liabilities
approximate fair value because of the immediate or short-term maturity of these financial instruments.
 
Note 3.  Revenue Recognition
 
Revenue is recorded from research contracts and grants as the services are performed and payment is reasonably assured. Upfront, nonrefundable fees and
other fees associated with license and development arrangements are recognized as revenue ratably over the performance period. Revenue associated with
research and development arrangements is recognized under the proportional performance method, using the payment received method.  To date, revenue
from non-government research and development arrangements has not been material.
 
Note 4.  Property Held for Sale
 
The Company has listed for sale an industrial property located in Corvallis Oregon for a sales price of $2.5 million. Selling and closing expenses are
estimated to be $0.1 million.  The Company has decided to outsource its large scale manufacturing activities originally planned to be located at this property
and, thus, has listed this property for sale with a commercial real estate agent.
 
Note 5.  Liquidity
 
Since its inception in 1980 through March 31, 2010 the Company has incurred losses of approximately $276.0 million, substantially all of which resulted
from expenditures related to research and development, general and administrative charges and acquired in-process research and development resulting from
two acquisitions. The Company has not generated any material revenue from product sales to date, and there can be no assurance that revenue from product
sales will be achieved. Moreover, even if the Company does achieve revenue from product sales, the Company expects to incur operating losses over the next
several years.
 
The Company believes it has sufficient cash to fund operations at least through the following twelve months, exclusive of future receipts from billings on
existing government contracts. For 2010, the Company expects expenditures for operations, net of government funding, including collaborative efforts and
research and development activities, to be approximately $23 to $27 million. The Company believes it will continue to receive funding from government and
other sources to pursue the development of its product candidates and has assumed certain revenue from these awards in providing this guidance.  Should the
Company not continue to
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receive funding from its current contracts or not receive additional funding, or should the timing be delayed, the Company’s expectations may be negatively
impacted to a significant extent.
 
The Company’s cash, cash equivalents and short-term securities were $41.6 million at March 31, 2010, compared with $48.4 million at December 31, 2009.
The decrease of $6.8 million was due primarily to cash used in operations of $6.3 million and $0.5 million of costs related to acquisitions of patents and fixed
assets.
 
In January 2009, the Company raised net proceeds of $15.5 million in financing through the sale of 14,224,202 shares of common stock pursuant to a
registered direct offering to a select group of institutional investors. The investors also received warrants to purchase 14,224,202 shares of the Company’s
common stock at an exercise price of $1.16 per share. These warrants are exercisable starting July 30, 2009 and expire on July 30, 2014. In addition, the
placement agent used for the equity financing received a warrant for the purchase of an additional 426,726 common shares at $1.45 per share. This warrant is
exercisable starting January 30, 2009 and expires on January 30, 2014.  All of these warrants have been classified as liabilities as discussed in Note 7, as they
require the issuance of registered shares.  These warrants are non-cash liabilities; the Company is not required to expend any cash to settle these liabilities.
 
On August 25, 2009, the Company closed a registered equity financing for net proceeds of $32.3 million with several institutional investors. The Company
sold 24,295,775 shares of common stock at $1.42 per share, and also issued warrants for the purchase of 9,718,310 common shares at an exercise price of
$1.78 per share. These warrants are exercisable starting February 25, 2010 and expire on August 25, 2014.  All of these warrants have been classified as
liabilities as discussed in Note 7, as they require the issuance of registered shares. These warrants are non-cash liabilities; the Company is not required to
expend any cash to settle these liabilities.
 
The Company currently has a total of $65.7 million of contracted development studies.  As of March 31, 2010, $49.6 million has been billed to the
government.   The Company has $16.1 million in development contracts remaining that have not yet been completed and have not been billed.
 
Note 6. Stock Compensation
 

Valuation Assumptions
 
Stock-based compensation costs are generally based on the fair value calculated from the Black-Scholes option-pricing model on the date of grant for stock
options. The fair value of stock grants is amortized as compensation expense on a straight-line basis over the vesting period of the grants. Stock options
granted to employees are service-based and typically vest over three years.
 
The fair market values of stock options granted during the periods presented were measured on the date of grant using the Black-Scholes option-pricing
model, with the following assumptions:
 
Three Months Ended March 31,

 
2010

 
2009

 

Risk-free interest rate
 

2.83% 1.2%-1.4%
Expected dividend yield

 

0% 0%
Expected lives

 

5.76 years
 

9.0 years
 

Expected volatility
 

87.87% 92.0%-92.8%



 
The risk-free interest rate is estimated using an average of treasury bill interest rates. The expected dividend yield is zero as the Company has not paid any
dividends to date and does not expect to pay dividends in the future. The expected lives are estimated using expected and historical exercise behavior. The
expected volatility is estimated using historical calculated volatility.
 
The Company is required to estimate potential forfeiture of stock grants and adjust compensation cost recorded accordingly. The estimate of forfeitures is
adjusted over the requisite service period to the extent that actual forfeitures differ, or are expected to differ, from such estimates. Changes in estimated
forfeitures are recognized through a cumulative catch-up in the period of change and impact the amount of stock compensation expense to be recognized in
future periods.
 

Stock Options
 
A summary of the Company’s stock option compensation activity with respect to the fiscal quarter ended March 31, 2010 follows:

 

Stock Options
 

Shares
 

Weighted
Average
Exercise

Price
 

Weighted
Average

Remaining
Contractual

Term
 

Aggregate
Intrinsic

Value
 

Outstanding at January 1, 2010
 

8,932,811
 

$ 2.79
     

Granted
 

2,235,365
 

$ 1.45
     

Exercised
 

—
 

$ —
     

Canceled or expired
 

(1,996,786) $ 4.84
     

Outstanding at March 31, 2010
 

9,171,390
 

$ 2.01
 

7.87
 

$ 483,911
 

          
Vested at March 31, 2010 and expected to vest

 

9,060,380
 

$ 2.02
 

7.85
 

$ 478,418
 

          
Exercisable at March 31, 2010

 

4,070,875
 

$ 2.90
 

6.25
 

$ 158,761
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The weighted-average fair value per share of stock-based payments granted to employees during the three months ended March 31, 2010 and March 31, 2009
was $1.06 and $0.86, respectively. During the same periods, there were no stock options exercised, and the total fair value of stock options that vested was
$838,000 and $442,000, respectively.
 

Stock-based Compensation Expense
 
The following are the stock-based compensation costs recognized in the Company’s statements of operations:
 

(in thousands)
 

Three Months Ended
March 31, 2010

 

Three Months Ended
March 31, 2009

 

Research and development
 

$ 199
 

$ 356
 

General and administrative
 

227
 

209
 

Total
 

$ 426
 

$ 565
 

 
As of March 31, 2010, there was $4,339,000 of total unrecognized compensation cost related to nonvested share-based compensation arrangements granted
under the Plan. These costs are expected to be recognized over a weighted-average period of 2.2 years.
 

Non-Employee Stock Options
 
The Company records the fair value of stock options granted to non-employees in exchange for services in accordance with accounting principles generally
accepted in the United States. The total expense of the options granted to non-employees during the three months ended March 31, 2010 and 2009 was
$18,000 and $78,000, respectively, which was expensed to research and development.
 

Restricted Stock Awards
 
  

Restricted Stock
 

Weighted-Average
 

  

Awards
(in Thousands)

 

Grant Date Fair
Value

 

Balance as of December 31, 2009
 

300
 

$ 1.09
 

Granted
 

—
 

—
 

Vested
 

(58) 1.09
 

Forfeited or canceled
 

(100) 1.10
 

Balance as of March 31, 2010
 

142
 

$ 1.09
 

 
The weighted-average grant-date fair value of restricted stock rights is based on the quoted market price of our common stock on the date of grant. There
were no restricted stock awards granted during the three months ended March 31, 2010. The weighted-average grant-date fair values of restricted stock rights
granted during the three months ended March 31, 2009 were $1.00. The total grant-date fair values of restricted stock awards that vested during the three
months ended March 31, 2010 and March 31, 2009 was approximately $63,000 and $303,000, respectively.
 
In the second quarter of 2009, the Company granted 100,000 shares of restricted stock to its Senior Vice President of Business Development. These shares
vest upon the achievement of certain performance milestones. During the quarter ended March 31, 2010, the Company did not recognize any compensation
expense related to these shares since the performance milestones were not achieved. The Company believes that is it unlikely that these milestones will be
achieved.
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Note 7.  Warrants
 
Certain of the Company’s warrants issued in connection with financing arrangements are classified as liabilities in accordance with accounting principles
generally accepted in the United States, whereby, the fair market value of these warrants is recorded on the balance sheet at issuance and marked to market at
each financial reporting period. The change in the fair value of the warrants is recorded in the Statement of Operations as a gain (loss) and is estimated using
the Black-Scholes option-pricing model with the following weighted-average assumptions:
 
Three Months Ended March 31,

 
2010

 
2009

 

Risk-free interest rate
 

0.1%-2.6% 0.2%-1.9%
Expected dividend yield

 

0% 0%
Expected lives

 

0.1-4.41 years
 

0.3-5.5 years
 

Expected volatility
 

62.3%-93.0% 83.2%-140.6%
Warrants classified as liabilities

 

30,203,466
 

22,645,157
 

Warrants classified as equity
 

2,129,530
 

2,129,530
 

Market value of stock at beginning of year
 

$ 1.58
 

$ 0.66
 

Market value of stock at end of period
 

$ 1.18
 

$ 0.66
 

 
The risk-free interest rate is estimated using an average of treasury bill interest rates. The expected dividend yield is zero as the Company has not paid any
dividends to date and does not expect to pay dividends in the future. The expected lives are based on the remaining contractual lives of the related warrants.
The expected volatility is estimated using historical calculated volatility and considers factors such as future events or circumstances that could impact
volatility.
 
For warrants classified as permanent equity in accordance with accounting principles generally accepted in the United States, the fair value of the warrants is
recorded as additional paid-in capital and no further adjustments are made.
 
A summary of the Company’s warrant activity with respect to the three months ended March 31, 2010 is as follows:
 

Warrants
 

Shares
 

Weighted
Average

Exercisable
Price

 

Weighted
Average

Remaining
Contractual

Term
 

Outstanding at January 1, 2010
 

32,332,996
 

$ 3.40
   

Granted
 

—
 

$ —
   

Canceled or expired
 

—
 

$ —
   

Outstanding at March 31, 2010
 

32,332,996
 

$ 3.40
 

3.76
 

 
Note 8. Earnings Per Share
 
Basic EPS is calculated using the weighted-average number of common shares outstanding for the period and diluted EPS is computed using the weighted-
average number of common shares and dilutive common equivalent shares outstanding.  Given that the Company is in a loss position, there is no difference
between basic EPS and diluted EPS since the common stock equivalents would be antidilutive.
 

Three Months Ended March 31,
(amounts in thousands, except per-share data)

 
2010

 
2009

 

Net loss
 

$ (584) $ (927)
Weighted-average number of shares of common stock and common stock equivalents outstanding:

     

Weighted-average number of common shares outstanding for computing basic earnings per share
 

110,429
 

80,759
 

Dilutive effect of warrants and stock options after application of the treasury stock method
  

*
 

*
Weighted-average number of common shares outstanding for computing diluted earnings per share

 

110,429
 

80,759
 

Net loss per share - basic and diluted
 

$ (0.01) $ (0.01)
 

*  Warrants and stock options to purchase 41,504,386 and 33,355,341 shares of common stock as of March 31, 2010 and 2009, respectively, were excluded
from the earnings per share calculation as their effect would have been anti-dilutive.
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Note 9.  Equity Financing
 
On January 30, 2009, the Company closed a registered equity financing for net proceeds of $15.5 million with several institutional investors. The Company
sold 14,224,202 shares of common stock at $1.16 per share, and also issued warrants for the purchase of 14,224,202 common shares at $1.16 per share. The
warrants had fair value at the date of issue of $8.2 million. These warrants are exercisable starting July 30, 2009 and expire on July 30, 2014. In connection
with the equity financing, the placement agent received a warrant for the purchase of an additional 426,726 common shares at $1.45 per share. This warrant is
exercisable starting January 30, 2009 and expires on January 30, 2014.  All of these warrants have been classified as liabilities as they require the issuance of
registered shares. These warrants are non-cash liabilities; the Company does not expect to expend any cash to settle these liabilities.
 
On August 25, 2009, the Company closed a registered equity financing for net proceeds of $32.3 million with several institutional investors. The Company
sold 24,295,775 shares of common stock at $1.42 per share, and also issued warrants for the purchase of 9,718,310 common shares at $1.78 per share. The



warrants had fair value at the date of issue of $9.0 million. These warrants are exercisable starting February 25, 2010 and expire on August 25, 2014.  All of
these warrants have been classified as liabilities as they require the issuance of registered shares. These warrants are non-cash liabilities; the Company does
not expect to expend any cash to settle these liabilities.
 
The Company plans to use the net proceeds from the offering to fund clinical trials for its lead product candidates, to fund the advancement of its pre-clinical
programs, and for other research and development and general corporate purposes.
 
Note 10.  Income Taxes
 
The Company accounts for its income taxes as provided by accounting principles generally accepted in the United States. The Company has not recognized
any liability for unrecognized tax benefits. There are no unrecognized tax benefits included in the balance sheet that would, if recognized, affect the effective
tax rate.
 
The Company’s policy is to recognize interest and/or penalties related to income tax matters in income tax expense. The Company had no accrual for interest
or penalties on its balance sheet at March 31, 2010 and at December 31, 2009, and has not recognized interest and/or penalties in the statement of operations
for the three months ended March 31, 2010.
 
At March 31, 2010, the Company had net deferred tax assets of approximately $111 million. The deferred tax assets are primarily composed of federal and
state tax net operating loss carryforwards, federal and state R&D credit carryforwards, share-based compensation expense and intangibles. Due to
uncertainties surrounding its ability to generate future taxable income to realize these assets, a full valuation allowance has been established to offset its net
deferred tax asset. Additionally, the Internal Revenue Code rules could limit the future use of its net operating loss and R&D credit carryforwards to offset
future taxable income based on ownership changes and the value of the Company’s stock.
 
Note 11. Comprehensive Loss and Securities Available for Sale
 
Comprehensive loss includes charges or credits to equity that did not result from transactions with shareholders. The Company’s only component of “other
comprehensive loss” is unrealized gain (loss) on cash equivalents and short-term securities—available-for-sale. Accordingly, such investment securities are
stated on the balance sheet at their fair market value. The Company classifies its investment securities with an original maturity of three months or less from
the date of purchase as cash equivalents. The Company classifies its investment securities with an original maturity of more than three months from the date
of purchase as short-term securities—available-for-sale. Any unrealized difference between the adjusted cost and the fair market value of these securities is
reflected as a separate component of shareholders’ equity. At March 31, 2010 and March 31, 2009, the Company’s investments in marketable securities had
gross unrealized gains (losses) of $0 and $0, respectively. The following table sets forth the calculation of comprehensive income for the period indicated:
 

  

Three Months Ended
March 31,

 

(in thousands)
 

2010
 

2009
 

      
Net loss

 

$ (584) $ (927)
Unrealized loss on marketable securities

 

—
 

—
 

      
Comprehensive loss

 

$ (584) $ (927)
 
Note 12.  Recent Accounting Pronouncements
 
In January 2010, the FASB issued guidance to amend the disclosure requirements related to recurring and nonrecurring fair value measurements. The
guidance requires new disclosures on the transfers of assets and liabilities between Level 1 (quoted prices in active market for identical assets or liabilities)
and Level 2 (significant other observable inputs) of the fair value measurement hierarchy, including the reasons and the timing of the transfers. The guidance
became effective for the Company with the reporting period beginning January 1, 2010, except for the disclosure on the roll forward activities for Level 3 fair
value measurements, which will become effective for the Company with the reporting period beginning July 1, 2011. Other than requiring additional
disclosures, adoption of this new guidance did not have a material impact on the Company’s financial statements.
 
In April 2010, the FASB issued guidance on applying the milestone method of revenue recognition for milestone payments for achieving specific
performance measures when those payments are related to uncertain future events.  The scope of this issue is limited to transactions involving research or
development. Under the consensus, the milestone method is a valid application of the proportional performance model for revenue recognition if the
milestones are substantive and there is substantive uncertainty about whether the milestone will be achieved.  The consensus is effective on a prospective
basis to milestones achieved in fiscal years, and interim periods within those years, beginning after June 15, 2010, with early adoption permitted. The
Company is still evaluating the impact of this guidance to determine the impact on the Company’s financial statements.
 
Note 13. Subsequent Events
 
On April 20, 2010, the Company’s Chief Executive Officer and President, Leslie Hudson, Ph.D., tendered his resignation at the request of the Board of
Directors.  Dr. Hudson’s Employment Agreement dated February 8, 2008, included a Separation Agreement and pursuant to the terms of the Separation
Agreement, Dr.  Hudson will receive total cash severance payments of $1,412,170 (the “Cash Severance Payments”), calculated by reference to two (2) times
the sum of: (i) his annual base salary in effect as of the Separation Date ($494,400), (ii) the average of his last two annual bonuses ($188,669), and (iii) the
annual cost of Pfizer retiree healthcare coverage for him and his spouse ($23,016).  The Cash Severance Payments will be made to Dr. Hudson in twenty-four
(24) equal monthly installments, less required deductions and withholdings, over the twenty-four (24) month period following the effective date of the
Separation Agreement.  In addition, as of the effective date of the Separation Agreement, previously granted options to Dr. Hudson will become fully vested
and exercisable. The Company intends to recognize a charge for the cash compensation and stock compensation in the second quarter of 2010.
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Item 2. Management’s Discussion and Analysis of Financial Condition and Results of Operations
 



This section should be read in conjunction with the same titled section contained in our Annual Report on Form 10-K as filed with the SEC for the year ended
December 31, 2009 and the “Risk Factors” contained in the 10-K and this report.
 
Forward-Looking Information
 
The Financial Statements and Notes thereto should be read in conjunction with the following discussion. The discussion in this Form 10-Q contains certain
forward-looking statements within the meaning of Section 27A of the Securities Act of 1933 and Section 21E of the Exchange Act. Forward-looking
statements are identified by such words as “believe,” “expect,” “anticipate” and words of similar import. All statements other than historical or current facts,
including, without limitation, statements about our business strategy, plans and objectives of management and our future prospects, are forward-looking
statements. Such forward-looking statements involve risks and uncertainties, including, but not limited to, the results of research and development efforts, the
success of raising funds in future offerings under our current shelf registration, the results of pre-clinical and clinical testing, the effect of regulation by FDA
and other agencies, the impact of competitive products, product development, commercialization and technological difficulties, and other risks detailed in the
Company’s Securities and Exchange Commission filings, that could cause actual results to differ materially from the expected results reflected in such
forward looking statements.
 
Overview
 
From our inception in 1980, we have devoted our resources primarily to fund our research and development efforts. We have been unprofitable since
inception and, other than limited interest, license fees, grants and research contracts, we have had no material revenue from the sale of products or other
sources, other than from government grants and research contracts, and we do not expect material revenue for the foreseeable future. We expect to continue to
incur losses for the foreseeable future as we continue our research and development efforts and enter additional collaborative efforts. As of March 31, 2010,
our accumulated deficit was $276 million.
 
Results of Operations
 
Revenue from license fees, grants and research contracts decreased to $1.2 million in the first quarter of 2010 from $3.2 million in the comparable period in
2009. The decrease in research contracts revenue was the result of the decline in revenue from government research contracts.
 
Operating loss increased to $7.7 million in the first quarter of 2010 compared to $3.6 million in the first quarter of 2009. The increase in the operating loss is
the result of lower revenue, higher research and development expenses and higher general and administration expenses.
 
Research and development expenses increased to $6.1 million in the first quarter of 2010 from $4.5 million in the first quarter of 2009. This research and
development increase was due primarily to increases in research and development costs related to the Duchenne Muscular Dystrophy project.
 
General and administrative expenses increased to $2.8 million in the first quarter of 2010, from $2.2 million in the first quarter of 2009.  The increase in
general and administrative expenses was due primarily to higher legal costs, rent for the new Bothell, Washington location and relocation expenses.
 
The decrease on warrant liability of $7.1 million in the first quarter of 2010 was the result of the decline in the Company’s stock price. In the first quarter of
2009, the warrant liability also decreased $2.6 million also as the result of the decline in the Company’s stock price subsequent to the issuance of warrants as
a part of the equity financing that closed in January 2009.  The decrease or (increase) on warrant liability fluctuates as the market price of the Company’s
stock fluctuates.
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The net loss decreased to $0.6 million in the first quarter of 2010 from $0.9 million in the first quarter of 2009.  The net loss decreased slightly primarily due
to the increase in the operating loss offset by the decrease on the warrant liability.
 
Liquidity and Capital Resources
 
Since its inception in 1980 through March 31, 2010, the Company has incurred losses of approximately $276.0 million, substantially all of which resulted
from expenditures related to research and development, general and administrative charges and acquired in-process research and development resulting from
two acquisitions. The Company has not generated any material revenue from product sales to date, and there can be no assurance that revenue from product
sales will be achieved. Moreover, even if the Company does achieve revenue from product sales, the Company expects to incur operating losses over the next
several years.
 
The Company believes it has sufficient cash to fund operations at least through the following twelve months, exclusive of future receipts from billings on
existing government contracts. For 2010, the Company expects expenditures for operations, net of government funding, including collaborative efforts and
research and development activities to be approximately $23 to $27 million. The Company believes it will continue to receive funding from government and
other sources to pursue the development of its product candidates and has assumed certain revenue from these awards in providing this guidance.  Should the
Company not continue to receive funding from its current contracts or receive additional funding, or should the timing be delayed, it may have a significant
negative impact on the Company’s operating results.
 
Our cash, cash equivalents and short-term securities were $41.6 million at March 31, 2010, compared with $48.4 million at December 31, 2009, respectively.
The decrease of $6.8 million was due primarily to cash used in operations of $6.3 million and costs of $0.5 million related to acquisitions of patents and fixed
assets.
 
The Company currently has a total of $65.7 million of contracted development studies.  As of March 31, 2010, $49.6 million has been billed to the
government.   The Company has $16.1 million in development contracts remaining that have not yet been completed and have not been billed.
 
In December 2006, the Company announced the execution of a two-year $28 million research contract with the Defense Threat Reduction Agency (DTRA),
an agency of the United States Department of Defense (DoD). The contract is directed toward funding the Company’s development of antisense therapeutics
to treat the effects of Ebola, Marburg and Junín hemorrhagic viruses, which are seen by DoD as potential biological warfare and bioterrorism agents. In
May 2009, the Company received an amendment from DTRA to extend the contract performance period to November 29, 2009 and a cost modification of an



additional $5.9 million, increasing the total contract amount to $33.9 million. In September 2009, the Company received a second amendment from DTRA to
extend the contract performance period to February 28, 2011 and a cost modification of an additional $11.5 million, increasing the total contract amount to
$45.4 million. During the three months ended March 31, 2010 and 2009, the Company recognized $0.5 million and $1.7 million, respectively, in research
contract revenue from this contract. To date, the Company has recognized revenue of $35.8 million from this contract.  Funding of the remainder of the
contract is anticipated in 2010 and 2011.
 
In January 2006, the Company announced that the final version of the 2006 defense appropriations act had been approved, which included an allocation of
$11.0 million to fund the Company’s ongoing defense-related programs. Net of government administrative costs, it is anticipated that the Company will
receive up to $9.8 million under this allocation. The Company’s technology is expected to be used to continue developing RNA based drugs against Ebola
and Marburg viruses. The Company has received signed contracts for all of these projects. During the three months ended March 31, 2010 and 2009, the
Company recognized $0.3 million and $1.4 million, respectively, in research contract revenue from these contracts. To date, the Company has recognized
revenue of $9.5 million on these contracts. Funding of the remainder of these contracts is anticipated in 2010.
 
Starting in 2009, the Company entered into a contract with DTRA to develop H1N1 drugs. Under this contract, DTRA will pay up to $8.1 million for the
work to be performed by the Company. The work will involve the application of analogs based on the Company’s proprietary PMO and PMOplus™ antisense
chemistry and the Company plans to conduct preclinical development of at least one drug candidate and demonstrate its effectiveness by testing it in virus
infected animals. During the three months ended March 31, 2010, the Company recognized $0.3 million in revenue under this contract. To date, the Company
has recognized revenue of $2.0 million under this contract. Funding of the remainder of these contracts is anticipated in 2010.
 
We do not expect any material revenue in 2010 from our business activities except for revenue from U.S. government contracts. We expect that our cash
requirements for the next twelve months to be satisfied by existing cash resources and this revenue. To fund our operations beyond the next twelve months,
we may need to raise additional capital. We will continue to look for opportunities to finance our ongoing activities and operations through accessing
corporate partners or the public equity markets, as we currently have no credit facility, and do not intend to seek one.
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Critical Accounting Policies and Estimates
 
The discussion and analysis of the Company’s financial condition and results of operations are based upon our financial statements, which have been prepared
in accordance with accounting principles generally accepted in the United States. The preparation of these financial statements requires the Company to make
estimates and judgments that affect the reported amounts of assets, liabilities, revenue and expenses and related disclosure of contingent assets and liabilities.
The Company’s critical accounting policies and estimates are consistent with the disclosure in the Company’s Form 10-K.
 
Item 3.  Quantitative and Qualitative Disclosures about Market Risk
 
There has been no material change in the Company’s market risk exposure since the filing of our 2009 Annual Report on Form 10-K, as amended by the
filing of Amendment No. 1 on Form 10-K/A filed with the SEC on April 28, 2010.
 
Item 4.  Controls and Procedures
 
Disclosure Controls and Procedures
 
We carried out an evaluation as of the end of period covered by this report, under the supervision and with the participation of our management, including our
Chief Executive Officer and Chief Financial Officer, of the effectiveness of our disclosure controls and procedures pursuant to paragraph (b) of Rule 13a-15
and 15d-15 under the Exchange Act.  Based on that review, the Chief Executive Officer and Chief Financial Officer has concluded that our disclosure controls
and procedures are effective to ensure that information required to be disclosed by the Company in the reports it files or submits under the Exchange Act
(1) is recorded, processed, summarized, and reported within the time periods specified in the Securities and Exchange Commission’s rules and forms, and
(2) is accumulated and communicated to our management, including our principal executive officer and principal financial officer, as appropriate to allow
timely decisions regarding required disclosure.
 
Internal Controls and Procedures
 
There were no significant changes in internal controls or in other factors that could significantly affect these controls subsequent to the date of their
evaluation, including any corrective actions with regard to significant deficiencies and material weaknesses.
 

PART II - OTHER INFORMATION
 
Item 1.  Legal Proceedings.
 
None
 
Item 1A.  Risk Factors.
 
Risks Affecting Future Operating Results
 
The following factors should be considered in evaluating our business and prospects for the future. If risks described below actually occur, our operating
results and financial condition would likely suffer and the trading price of our common stock may fall, causing a loss of some or all of an investment in our
common stock. In addition, there may be additional risks not known to us or understood by us which may adversely affect our financial condition, results of
operations, and the price of our stock.
 
We may get unexpected positive or negative results or outcomes during any stage of product development.
 



Clinical studies at all phases of clinical investigation, must be granted permission to proceed by the regulatory authorities and Institutional Review Boards
(IRBs) or Ethics Committees (ECs) before they may start and these agencies review progress and safety information during the course of any study.  Clinical
studies are experiments designed to test a theory or hypothesis, and by their very nature, the result is unknown at the time the study is started, therefore,
unexpected results or outcomes may occur that may provide positive or negative new information.  Examples of unexpected results or outcomes that may
occur include results that are either better than or not as good as predicted during hypothesis generation, including for example a result where the product
performs better than expected and as a result of the clinical benefit a longer time is taken to reach a predefined clinical endpoint that is based on worsening
disease factors, or the product may not demonstrate the predicted level of effectiveness in a specific study, or an unexpected serious adverse event may occur.
These kinds of results or outcomes may result in the company voluntarily discussing the clinical study design, results and outcomes, and future development
plans with the regulatory agencies, IRBs or ECs; any such discussions, changes in study designs or changes to the overall development plans may either
accelerate or delay development of the product.  Similarly, unexpected results or outcomes may occur in nonclinical animal studies or in manufacturing and
quality control.  This might also lead to changes in the developmental plan which could shorten or extend the time to a final study result.
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We will need additional funds to conduct our planned research and development efforts. If we fail to continue to attract significant capital, we may be unable
to continue to successfully develop our products.
 
Since we began operations, we have obtained operating funds primarily by selling shares of our common stock. Based on our current plans, we believe that
current cash balances will be sufficient to meet our operating needs for the next twelve months. Furthermore, the actual amount of funds that we will need
will be determined by many factors, some of which are beyond our control. These factors include the success of our research and development efforts, the
status of our pre-clinical and clinical testing, costs relating to securing regulatory approvals and the costs and timing of obtaining new patent rights, regulatory
changes, competitive and technological developments in the market. An unforeseen change in these factors might increase our need for additional capital. We
may need funds sooner than currently anticipated.
 
If necessary, potential sources of additional funding could include strategic relationships, public or private sales of shares of our stock, debt, or other
arrangements. We may not be able to obtain additional funding when we need it on terms that will be acceptable to us or at all. If we raise funds by selling
additional shares of our common stock or securities convertible into our common stock, the ownership interest of our existing shareholders will be diluted. If
we were unable to obtain financing when needed, our business and future prospects would be materially adversely affected.
 
Our products are in an early stage of research and development and may not be determined to be safe or effective.
 
We are in the early stages of clinical development with respect to our RNA-based pharmaceutical products. We have devoted almost all of our resources to
research and development of our product candidates, protecting our proprietary rights and establishing strategic alliances. Our potential products are in the
pre-clinical or clinical stages of research and development and will require significant further research, development, clinical testing and regulatory approvals.
We have no products available for sale and we do not expect to have any products available for sale for several years. Our products could be found to be
ineffective or toxic, or could fail to receive necessary regulatory approvals. We have not received any significant revenue from the sale of products and we
may not successfully develop marketable products that will produce sales and, given adequate margins, make us profitable. Third parties may develop
superior or equivalent, but less expensive, products.
 
We rely on U.S. government contracts to support several important R&D programs.
 
We rely on U.S. government contracts and awards to fund several of our development programs, including those for the Ebola, Marburg, Junín and H1N1
viruses.  The termination of one or more of these contracts, whether due to lack of funding, for convenience, or otherwise, or the occurrence of delays or
product failures in connection with one or more of these contracts, could negatively impact our financial condition. Furthermore, we can give no assurance
that we would be able to procure new U.S. government contracts to offset the revenue lost as a result of any termination of our contracts.
 
The funding of U.S. government programs is subject to Congressional appropriations. Congress generally appropriates funds on a fiscal year basis even
though a program may extend over several fiscal years. Consequently, programs are often only partially funded initially and additional funds are committed
only as Congress makes further appropriations. In the event that appropriations for one of our programs become unavailable, or are reduced or delayed our
contracts may be terminated or adjusted by the government, which could have a negative impact on our future sales under such a contract or subcontract.
From time to time, when a formal appropriation bill has not been signed into law before the end of the U.S. government’s fiscal year, Congress may pass a
continuing resolution that authorizes agencies of the U.S. government to continue to operate, generally at the same funding levels from the prior year, but
does not authorize new spending initiatives, during a certain period. During such a period (or until the regular appropriation bills are passed), delays can occur
in government procurement due to lack of funding and such delays can affect our operations during the period of delay.
 
In addition, U.S. government contracts generally also permit the government to terminate the contract, in whole or in part, without prior notice, at the
government’s convenience or for default based on performance. If one of our contracts is terminated for convenience, we would generally be entitled to
payments for our allowable costs and would receive some allowance for profit on the work performed. If one of our contracts is terminated for default, we
would generally be entitled to payments for our work that has been accepted by the government. A termination arising out of our default could expose us to
liability and have a negative impact on our ability to obtain future contracts.
 
If we fail to receive or experience delays in receiving necessary regulatory approvals, we will be unable to develop and commercialize our product in a timely
manner.
 
All of our products are subject to extensive regulation by the United States FDA, and by comparable agencies in other countries. The FDA and these agencies
require new pharmaceutical products to undergo lengthy and detailed preclinical and clinical testing
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procedures and other costly and time-consuming compliance procedures. We do not know when, or if, we will be able to submit our products for regulatory
review. Even if we submit a new drug application, there may be delays in obtaining regulatory approvals, if we are able to obtain them at all. Sales of our
products outside the United States will also be subject to regulatory requirements governing clinical trials and product approval. These requirements vary
from country to country and could delay introduction of our products in those countries. We cannot guarantee that any of our products will receive marketing
approval from the FDA or comparable foreign agencies. We expect to develop the therapeutic product candidates to treat Ebola Virus and Marburg Virus
under defined regulatory pathways using the Animal Rule mechanism.  This mechanism has become available only relatively recently and has been
infrequently used. This process has yet to be well tested and may present challenges for gaining final regulatory approval for these product candidates.
 
If we lose key personnel or are unable to attract and retain additional, highly skilled personnel required for our activities, our business will suffer.
 
The loss of key employees could significantly delay the achievement of our goals. Competition for qualified personnel in our industry is intense, and our
success will depend on our ability to attract and retain highly skilled personnel. To date, we have been successful in attracting and retaining certain key
personnel. We now have added emphasis on product development in our business plan. In addition, we are building a new chemistry-led research capability in
Bothell, Washington and have outsourced our large scale manufacturing capability in Corvallis, Oregon. This short- term transformation of our skill base has
placed additional emphasis on our ability to attract and retain skilled personnel.
 
Effective April 20, 2010, our Chief Executive Officer and President, Dr. Hudson, resigned and our current Chief Financial Officer, David Boyle, was
appointed Interim Chief Executive Officer and President while retaining his title and responsibilities as Chief Financial Officer.   The Company expects to
initiate a search for a permanent Chief Executive Officer.  In the interim, the Company expects to hire a temporary Chief Financial Officer so that Mr. Boyle
may devote his time to his responsibilities as Chief Executive Officer.  In addition, effective April 20, 2010, Dr. Hudson and K. Michael Forrest resigned from
the Board of Directors. The Company added one replacement director to fill the unexpired term of Dr. Hudson.  Also, as a result of the decisions by two of
our existing directors not to stand for reelection, the Company has nominated two individuals as replacement for such directors.   All of the foregoing
personnel changes pose risks to the Company operations as a result of the reallocation of responsibilities, changes in experience and perspectives and the
general disruption that often accompany changes in strategic personnel.
 
Asserting, defending and maintaining our intellectual property rights could be challenging and costly, and our failure to do so could harm our ability to
compete and impair the outcome of our operations.  The pharmaceutical, biotechnology and academic environments are highly competitive and competing
intellectual property could limit our ability to protect our products.
 
Our success will depend in significant part on our existing patents and licenses (195 patents (domestic and foreign) issued or licensed to us and 178 (domestic
and foreign) pending patent applications) and our ability to obtain additional patents in the future. We license patents from other parties for certain
complementary technologies.
 
We cannot be certain that pending patent applications will result in patents being issued in the United States or foreign countries. In addition, the patents that
have been or will be issued may not afford meaningful protection for our technology and products. Competitors may develop products similar to ours that do
not conflict with our patents. Pharmaceutical research and development is highly competitive; others may file patents first.  We are aware of a patent that was
issued that may provide the basis for the patent holder to assert that our drug AVI-4658 infringes on such patent.  We intend to vigorously defend against any
such claim if one should be asserted and believe that we may be able to invalidate some or all of the claims covered by this patent.  In any case, we believe
that we have freedom to operate and are moving forward with our ongoing clinical trials and drug development efforts for this drug candidate.
 
Others may challenge our patents and, as a result, our patents could be narrowed or invalidated. The patent position of pharmaceutical and biotechnology
firms, as well as academia, is generally highly uncertain, involves complex legal and factual questions, and has recently been the subject of much litigation.
No consistent policy has emerged from the United States Patent and Trademark Office (USPTO) or the courts regarding the breadth of claims allowed or the
degree of protection afforded under biotechnology patents. In addition, there is a substantial backlog of pharmaceutical and biotechnology patent applications
at the USPTO and the approval or rejection of patents may take several years.
 
Our success will also depend partly on our ability to operate without infringing upon the proprietary rights of others as well as our ability to prevent others
from infringing on our proprietary rights. We may be required at times to take legal action to protect our proprietary rights and, despite our best efforts, we
may be sued for infringing on the patent rights of others. We have not received any communications or other indications from owners of related patents or
others that such persons believe our products or technology may infringe on their patents. Patent litigation is costly and, even if we prevail, the cost of such
litigation could adversely affect our
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financial condition. If we do not prevail, in addition to any damages we might have to pay, we could be required to stop the infringing activity or obtain a
license. Any required license may not be available to us on acceptable terms, or at all. If we fail to obtain a license, our business might be materially adversely
affected.
 
To help protect our proprietary rights in unpatented trade secrets, we require our employees, consultants and advisors to execute confidentiality agreements.
However, such agreements may not provide us with adequate protection if confidential information is used or disclosed improperly. In addition, in some
situations these agreements may conflict with, or be subject to, the rights of third parties with whom our employees, consultants or advisors have prior
employment or consulting relationships. Further, others may independently develop substantially equivalent proprietary information and techniques, or
otherwise gain access to our trade secrets.
 
We depend on our partners and contractors for critical functions. Therefore, if our collaborations or strategic relationships are unsuccessful, our business
could be harmed.
 
Our strategic relationships are important to our success. The discovery, development and marketing of many of our key therapeutic products are or will be
dependent in large part on the efforts of our strategic partners.  Our strategic partners may be unsuccessful in their attempt to develop our potential products
due to circumstances that are beyond our control. The transactions contemplated by our agreements with strategic partners, including the equity purchases and
cash payments, are subject to numerous risks and conditions. The occurrence of any of these events could severely harm our business.
 



We plan to enter into relationships with pharmaceutical or biotechnology companies to conduct clinical trials and to market our products. We also plan to use
contract manufacturing for clinical and commercial quantities of our products. We may be unable to enter into partnerships or other relationships at all or on
favorable terms, which could impede our ability to bring our products to market. Any such partnerships, if entered into at all, may be on less than favorable
terms and may not result in the successful development or marketing of our products. If we are unsuccessful in establishing advantageous clinical testing,
manufacturing and marketing relationships, we are not likely to generate significant revenue and become profitable.
 
We may increase our external contract resources to expand our ability to execute additional projects. Additional outsourced resources may include clinical
resource organizations, scientific research and animal studies, manufacturing, contracted administrative and other services.  If we are unable to identify and
enter into constructive relationships with these organizations, it could negatively impact our ability to execute additional projects.
 
To fully realize the potential of our products, including development, production and marketing, we may need to establish other strategic relationships.
 
We have incurred net losses since our inception and we may not achieve or sustain profitability.
 
We incurred a net loss of $0.6 million for the first quarter of 2010 and $25.2 million for the year ended December 31, 2009.  As of March 31, 2010, our
accumulated deficit was $276.0 million. Our losses have resulted principally from expenses incurred in research and development of our technology and
products and from general and administrative expenses that we have incurred while building our business infrastructure. We expect to continue to incur
significant operating losses in the future as we continue our research and development efforts and seek to obtain regulatory approval of our products. Our
ability to achieve profitability depends on our ability to raise additional capital, complete development of our products, obtain regulatory approvals and
market our products. It is uncertain when, if ever, we will become profitable.
 
Our ability to be successful against our competitors cannot be assured.
 
The biopharmaceutical industry is highly competitive, with a number of well-established firms performing leading-edge research for the development of new
products to treat a wide range of diseases. These companies generate patents for their intellectual property rights that could preclude other companies from
using similar technologies in their product development. Moreover, companies that are focused on the treatment of similar diseases are in effect competing for
the same finite number of potential patients.  Even if we are able to develop new products for market, there can be no assurance that we will be able to
compete effectively or profitably against our competitors.
 
We may be subject to clinical trial claims and our insurance may not be adequate to cover damages.
 
We believe we carry adequate insurance for our current product development activities. In the future, commercial sale and use of our products might expose
us to the risk of clinical trial claims. Although we intend to obtain product liability insurance coverage, product liability insurance may not continue to be
available to us on acceptable terms and our coverage may not be sufficient to cover all claims against us. A product liability claim, even one without merit or
for which we have substantial coverage, could result in
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significant legal defense costs, thereby increasing our expenses, lowering our earnings and, depending on revenue, potentially resulting in additional losses.
 
We use hazardous substances in our research activities.
 
We use organic and inorganic solvents and reagents in our research and development efforts that are customarily used in pharmaceutical research and
development. Some of these chemicals may be classified as hazardous substances, are flammable and, if exposed to human skin, can cause anything from
irritation to severe burns. We receive, store, use and dispose of such chemicals in compliance with all applicable laws with containment storage facilities and
contained handling and disposal safeguards and procedures. We are routinely inspected by federal, state and local governmental and public safety agencies
regarding our storage, use and disposal of such chemicals, including the federal Occupational, Safety and Health Agency (“OSHA”), the Oregon Department
of Environmental Quality (“DEQ”) and the Washington Department of Ecology (“DOE”) and local fire departments, without any material noncompliance
issues in such inspections to date. Based on our limited use of such chemicals, the nature of such chemicals and the safeguards undertaken by the Company
for storage, use and disposal, we believe we do not have any material exposure for toxic tort liability. Further, the cost of such compliance is not a material
cost in our operating budget. While we do not have toxic tort liability insurance at this time, we believe our other insurance coverage is adequate to cover
most liabilities that may arise from our use of such substances. If we are wrong in any of our beliefs, we could incur a liability in certain circumstances that
would be material to our finances and the value of an investment in our securities.
 
Risks Related to Share Ownership
 
Our right to issue preferred stock, and our classified Board of Directors and Oregon Anti-Takeover laws may delay a takeover attempt and prevent or
frustrate any attempt to replace or remove the then current management and Board of Director’s.
 
Our authorized capital consists of 200 million shares of common stock and 20 million shares of preferred stock. Our Board of Directors, without any further
vote by the shareholders, has the authority to issue preferred shares and to determine the price, preferences, rights and restrictions, including voting and
dividend rights, of these shares. The rights of holders of any preferred shares that our Board of Directors may issue in the future may affect the rights of the
holders of shares of common stock. For example, our Board of Directors may allow the issuance of preferred shares with more voting rights, preferential
dividend payments or more favorable rights upon dissolution than the shares of common stock or special rights to elect directors.
 
In addition, we have a “classified” Board of Directors, which means that approximately one-half of our directors are eligible for election each year. Therefore,
if shareholders wish to change the composition of our Board of Directors, it could take at least two years to remove a majority of the existing directors or to
change all directors. Having a classified Board of Directors may, in some cases, delay mergers, tender offers or other possible transactions that may be
favored by some or a majority of our shareholders and may delay or frustrate action by shareholders to change the then current Board of Directors and
management. The Oregon Control Share Act and Business Combination Act may limit parties that acquire a significant amount of voting shares from
exercising control over us for specific periods of time. These acts may lengthen the period for a proxy contest or for a person to vote their shares to elect the
majority of our Board and change management.
 



Our stock price is volatile and may fluctuate due to factors beyond our control.
 
Historically, the market price of our stock has been highly volatile. The following types of announcements could have a significant impact on the price of our
common stock: positive or negative results of testing and clinical trials by ourselves, strategic partners, or competitors; delays in entering into corporate
partnerships; technological innovations or commercial product introductions by ourselves or competitors; changes in government regulations; developments
concerning proprietary rights, including patents and litigation matters; public concern relating to the commercial value or safety of any of our products;
financing or other corporate transactions; or general stock market conditions.
 
The significant number of our shares of common stock eligible for future sale may cause the price of our common stock to fall.
 
We have outstanding 110,374,160 shares of common stock as of March 31, 2010 and all are eligible for sale under Rule 144 or are otherwise freely tradable.
In addition:

 
·                  Our employees and others hold options to buy a total of 9,171,390 shares of common stock, of which 4,070,875 options were exercisable at March 31,

2010. The options outstanding have exercise prices between $0.60 and $7.35 per share. The shares of common stock to be issued upon exercise of
these options have been registered, and, therefore, may be freely sold when issued.
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·                  There are outstanding warrants to buy 32,332,996 shares of common stock as of March 31, 2010 with exercise prices ranging from $.0003 to $35.63
per share. Outstanding warrants to buy 30,203,466 shares of common stock are issuable upon exercise of outstanding warrants for common stock
registered for resale and may be freely sold when issued, subject to the limitations imposed by applicable securities laws.

 
Warrants to purchase an aggregate of 2,129,530 shares of common stock are not registered for resale. These warrants include warrants to purchase
common stock that were issued to Isis Pharmaceuticals, Inc. (“ISIS”) in exchange for warrants to purchase shares of Ercole capital stock previously
issued by Ercole to ISIS prior to the Company’s acquisition of Ercole. Warrants to purchase an aggregate of 1,683,545 shares of common stock issued
in 2000 and prior were issued as a part of a technology licensing agreement and to a former employee.
 

·                  We may issue options to purchase up to an additional 2,653,288 shares of common stock as of March 31, 2010 under our stock option plans, which also
will be fully saleable when issued except to the extent limited under Rule 144 for resales by our officers and directors.

 
Sales of substantial amounts of shares into the public market could lower the market price of our common stock.
 
Our common stock is listed on The NASDAQ Global Market and we may not be able to maintain that listing, which may make it more difficult for investors to
sell shares of our common stock.
 
Our common stock is listed on The NASDAQ Global Market. The NASDAQ Global Market has several quantitative and qualitative requirements with which
companies must comply in order to maintain this listing, including a $1.00 minimum bid price per share and $50 million minimum value of listed securities.
If a listed company fails to meet the $1.00 minimum bid price per share requirement for 30 consecutive days, it will receive a notice from NASDAQ
mandating that the company achieve compliance with the minimum bid price per share listing requirement within 180 calendar days.  Our stock price is
currently above $1.00; however, our stock price was priced at $0.99 as recently as May 11, 2009.  There can be no assurance that we will be able to maintain
compliance with the minimum bid price per share requirement in the future.
 
In addition to the foregoing, if we are not listed on The NASDAQ Stock Market and/or if our public float remains below $75 million, we may be limited in
our ability to file new shelf registration statements on SEC Form S-3 and/or to fully use one or more registration statements on SEC Form S-3. We have relied
significantly on shelf registration statements on SEC Form S-3 for most of our financings in recent years, so any such limitations might have a material
adverse effect on our ability to raise any future capital we might need.
 
We do not expect to pay dividends in the foreseeable future.
 
We have never paid dividends on our shares of common stock and do not intend to pay dividends in the foreseeable future. Therefore, you should only invest
in our common stock with the expectation of realizing a return through capital appreciation on your investment. You should not invest in our common stock if
you are seeking dividend income.
 
Item 1B. Unresolved Staff Comments.
 
None.
 
Item 2.  Unregistered Sales of Equity Securities and Use of Proceeds.
 
None.
 
Item 3.   Defaults Upon Senior Securities.
 
None
 
Item 4.  Removed and Reserved.
 
Item 5.    Other Information.
 
None
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Item 6.   Exhibits
 
    

Incorporated by Reference to Filings Indicated

Exhibit No
 

Exhibit Description
 

Form
 

File No.
 

Exhibit
 

Filing
Date

 

Filed
Herewith

3.1
 

Third Restated Articles of Incorporation of AntiVirals Inc.
 

SB-2
 

333-20513
 

3.1
 

5/29/97
 

 

3.2
 

First Restated Bylaws of AVI BioPharma, Inc.
 

8-K
 

1-14895
 

3.5
 

2/7/08
 

 

3.3
 

First Amendment to Third Restated Articles of Incorporation
 

8-K
 

0-22613
 

3.3
 

9/30/98
 

 

3.4
 

Amendment to Article 2 of the Company’s Third Restated
Articles of Incorporation

 

DEF 14A
 

1-14895
 

N/A
 

4/11/02
 

 

10.81+

 

Amendment of Contract between AVI BioPharma, Inc. and
the U.S. Defense Threat Reduction Agency (contract no
HDTRA 1-09-C-0046), effective March 25, 2010

 

 

 

 

 

 

 

 

 

X

31.1

 

Certification of the Company’s Interim President and Chief
Executive Officer and Chief Financial Officer, J. David Boyle
II, pursuant to Section 302 of the Sarbanes-Oxley Act of
2002

 

 

 

 

 

 

 

 

 

X

32.1

 

Certification of the Company’s Interim President and Chief
Executive Officer, and Senior Vice President and Chief
Financial Officer, J. David Boyle II, pursuant to Section 906
of the Sarbanes-Oxley Act of 2002

 

 

 

 

 

 

 

 

 

X

 
Portions of the materials in the exhibits marked with a “+” have been omitted pursuant to a request for confidential treatment filed with the Securities and
Exchange Commission. Omitted portions have been filed separately with the Securities and Exchange Commission.
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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.
 
 
Date: May 10, 2010 AVI BIOPHARMA, INC.
    
    
  

By: /s/ J. DAVID BOYLE II
  

J. David Boyle II
  

Interim President and Chief Executive Officer, and Senior Vice President and
Chief Financial Officer

  

(Principal Executive Officer and Principal Financial and Accounting Officer)
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Exhibit 10.81
 
Portions of this document have been redacted pursuant to a confidential treatment request and filed separately with the Securities and Exchange Commission.
Redacted portions have been replaced with “*****”.
 

AMENDMENT OF SOLICITATION/MODIFICATION OF CONTRACT
1. CONTRACT
ID CODE

PAGE OF
PAGES

U 1 6
2. AMENDMENT/MODIFICATION NO. 3. EFFECTIVE DATE 4. REQUISITION/PURCHASE REQ. NO. 5. PROJECT

NO.(If
applicable)

P00003
 

25-Mar-2010 SEE SCHEDULE
 

6. ISSUED BY CODE  HDTRA1 7. ADMINISTERED BY (If other than item 6) CODE  S2401A
 

 

     DCMA TWIN CITIES
 

 

     DEFENSE THREAT REDUCTION AGENCY/BE-BC      B.H. WHIPPLE FEDERAL BLDG., RM 1150
 

     8725 JOHN J. KINGMAN ROAD, MSC 6201      FT. SNELLING MN 55111
 

     FORT BELVOIR VA 22060-6201
  

    
    
8. NAME AND ADDRESS OF CONTRACTOR (No., Street, County, State and Zip Code)

 

9A. AMENDMENT OF
SOLICITATION NO.

     AVI BIOPHARMA, INC.
  

     J. DAVID BOYLE II
 

9B. DATED (SEE ITEM
11)

     4575 SWRESEARCH WAY STE 200
  

     CORVALLIS OR 97333-1299

x
10A. MOD. OF
CONTRACT/ORDER
NO.
HDTRA1-09-C-0046

 
 

10B. DATED (SEE
ITEM 13)

CODE    49WU1 FACILITY CODE x 05-May-2009
 

11. THIS ITEM ONLY APPLIES TO AMENDMENTS OF SOLICITATIONS
 

o The above numbered solicitation is amended as set forth in Item 14. The hour and date specified for receipt of Offer o is
extended,

o is not
extended.

 

 
Offer must acknowledge receipt of this amendment prior to the hour and date specified in the solicitation or as amended by one of the following methods:
(a) By completing Items 8 and 15, and returning               copies of the amendment; (b) By acknowledging receipt of this amendment on each copy of the offer submitted; or (c) By separate letter or telegram which
includes a reference to the solicitation and amendment numbers. FAILURE OF YOUR ACKNOWLEDGMENT TO BE RECEIVED AT THE PLACE DESIGNATED FOR THE RECEIPT OF OFFERS PRIOR TO THE
HOUR AND DATE SPECIFIED MAY RESULT IN REJECTION OF YOUR OFFER. If by virtue of this amendment you desire to change an offer already submitted, such change may be made by telegram or letter,
provided each telegram or letter makes reference to the solicitation and this amendment, and is received prior to the opening hour and date specified.

 

12. ACCOUNTING AND APPROPRIATION DATA (If required)
      See Schedule

 

13. THIS ITEM APPLIES ONLY TO MODIFICATIONS OF CONTRACTS/ORDERS.
IT MODIFIES THE CONTRACT/ORDER NO. AS DESCRIBED IN ITEM 14.

 

o A.  THIS CHANGE ORDER IS ISSUED PURSUANT TO: (Specify authority) THE CHANGES SET FORTH IN ITEM 14 ARE MADE IN THE CONTRACT ORDER NO. IN ITEM 10A.
o B.  THE ABOVE NUMBERED CONTRACT/ORDER IS MODIFIED TO REFLECT THE ADMINISTRATIVE CHANGES (such as changes in paying office, appropriation date, etc.) SET FORTH IN ITEM 14,

PURSUANT TO THE AUTHORITY OF FAR 43.103(B).
x C.  THIS SUPPLEMENTAL AGREEMENT IS ENTERED INTO PURSUANT TO AUTHORITY OF:

FAR 52.243-2 Alt V. Changes
o D.  OTHER (Specify type of modification and authority)

 
E.   IMPORTANT:    Contractor    o     is not,   x     is required to sign this document and return        1        copies to the issuing office.
14. DESCRIPTION OF AMENDMENT/MODIFICATION (Organized by UCF section headings, including solicitation/contract subject matter where feasible.)

 

Modification Control Number:      hyattc10960
The purpose of this contract modification is to add tasks per SOW (Attach 1b), add funds in the amount of $3,970,094.20 and extend the POP on subject contract.

 
AIC# CBM100017478
 
 
Except as provided herein, all terms and conditions of the document referenced in Item 9A or 10A, as heretofore changed, remains unchanged and in full force and effect.
15A. NAME AND TITLE OF SIGNER (Type or print) 16A. NAME AND TITLE OF CONTRACTING OFFICER (Type or print)

/s/ J. David Boyle II
Sr. VP & CFO

Terese M. Herston 
Contracting Officer 
Defense Threat Reduction Agency

 

TEL:  EMAIL:  
15B. CONTRACTOR/OFFEROR 15C. DATE SIGNED 16B. UNITED STATES OF AMERICA 16C. DATE

SIGNED
    
 

/s/ J. David Boyle II
   

BY  /s/ Terese M. Herston
  

 

(Signature of person authorized to sign)
 

3/24/2010
 

(Signature of Contracting Officer)
 

3/25/10
EXCEPTION TO SF 30 30-105-04 STANDARD

FORM 30 (Rev.
10-83)

APPROVED BY OIRM 11-84
 

Prescribed by
GSA

  

FAR (48 CFR)
53.243
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SECTION SF 30 BLOCK 14 CONTINUATION PAGE
 
SUMMARY OF CHANGES
 
SECTION A - SOLICITATION/CONTRACT FORM
 

The total cost of this contract was increased by $3,970,094.20 from $4,103,402.95 to $8,073,497.15.
 

SECTION B - SUPPLIES OR SERVICES AND PRICES
 

CLIN 0002
This CLIN has been renumbered to CLIN 0003.



 
CLIN 0002 is added as follows:
 

ITEM NO
 

SUPPLIES/SERVICES
 

QUANTITY
 

UNIT
 

UNIT PRICE
 

AMOUNT
 

0002
     

Lot
   

$ 3,970,094.20
 

  

Non-Personal Services
   

  

CPFF
   

  

The contractor shall perform the tasks listed in the Statement of Work entitled “H1N1 Countermeasure
Development Extended Influenza Therapeutic Studies,” dated December 17, 2009.

   

  

FOB: Destination
   

            
      

ESTIMATED COST
 

$ 3,694,954.61
 

           
      

FIXED FEE
 

$ 275,139.59
 

      

TOTAL EST COST + FEE
 

$ 3,970,094.20
 

  

ACRN AC
   

$ 3,970,094.20
 

  

CIN: CBM1000174780002
     

 
SECTION C - DESCRIPTIONS AND SPECIFICATIONS
 
The following have been modified:
 
252.211-9000 Description/Specifications/Work Statement
 
The Contractor shall provide the supplies and/or services set forth in Section B, in accordance with the following:
 
a. Statement of Work entitled “AVI BioPharma PMO Platform – HIN1 Countermeasure Development’, Dated 1 May 2009, Attachment 1 to the
Contract and 5 May 2009, Attachment la to the contract.
AND:
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Statement of Work entitled “H1N1 Countermeasure Development Extended Influenza Therapeutic Studies,” dated December 17, 2009.
 

b. Contract Data Requirements List (DD Form 1423), Exhibit A to the Contract
 
SECTION E - INSPECTION AND ACCEPTANCE
 
The following Acceptance/Inspection Schedule was added for CLIN 0002:
 

INSPECT AT
 

INSPECT BY
 

ACCEPT AT
 

ACCEPT BY
 

Destination
 

Government
 

Destination
 

Government
 

 
SECTION F - DELIVERIES OR PERFORMANCE
 

The following Delivery Schedule Item has been deleted from CLIN 0002:
 

DELIVERY DATE
 

QUANTITY
 

SHIP TO ADDRESS
 

UIC
       
POP 05-MAY-2009 TO
04-APR-2010

 

N/A

 

DEFENSE THREAT REDUCTION
AGENCY/RD-CBM
HEATHER MANLEY
8725 JOHN J KINGMAN ROAD, MAIL
STOP 6201,
FORT BELVOIR VA 22060
703-767-6281
FOB: Destination

 

HDTRA1

 
The following Delivery Schedule item has been added to CLIN 0002:
 

DELIVERY DATE
 

QUANTITY
 

SHIP TO ADDRESS
 

UIC
       
POP 05-MAY-2009 TO
30-SEP-2010

 

N/A

 

DEFENSE THREAT REDUCTION
AGENCY/RD-CBM
HEATHER MANLEY
8725 JOHN J KINGMAN ROAD, MAIL
STOP 6201,
FORT BELVOIR VA 22060
703-767-6281
FOB: Destination

 

HDTRA1

 



SECTION G - CONTRACT ADMINISTRATION DATA
 
Accounting and Appropriation
 
Summary for the Payment Office

 
As a result of this modification, the total funded amount for this document was increased by $3,970,094.20 from $4,103,402.95 to $8,073,497.15.
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CLIN 0002:
Funding on CLIN 0002 is initiated as follows:
 

ACRN: AC
 
CIN: CBM1000174780002
 
Acctng Data: 9700400.2620 1000 B63D 255999 BD32742000 S49012 DODAAC: HD1115
 
Increase: $3,970,094.20
 
Total: $3,970,094.20
 

SECTION I - CONTRACT CLAUSES
 
The following have been modified:
 
52.244-2     SUBCONTRACTS (JUN 2007)
 
(a) Definitions. As used in this clause—
 
Approved purchasing system means a Contractor’s purchasing system that has been reviewed and approved in accordance with Part 44 of the Federal
Acquisition Regulation (FAR).
 
Consent to subcontract means the Contracting Officer’s written consent for the Contractor to enter into a particular subcontract.
 
Subcontract means any contract, as defined in FAR Subpart 2.1, entered into by a subcontractor to furnish supplies or services for performance of the prime
contract or a subcontract. It includes, but is not limited to, purchase orders, and changes and modifications to purchase orders.
 
purchase orders.
 

(b) When this clause is included in a fixed-price type contract, consent to subcontract is required only on unpriced contract actions (including unpriced
modifications or unpriced delivery orders), and only if required in accordance with paragraph (c) or (d) of this clause.
 
(c) If the Contractor does not have an approved purchasing system, consent to subcontract is required for any subcontract that—
 

(1) Is of the cost-reimbursement, time-and-materials, or labor-hour type; or
(2) Is fixed-price and exceeds—
 
(i) For a contract awarded by the Department of Defense, the Coast Guard, or the National Aeronautics and Space Administration, the greater of the
simplified acquisition threshold or 5 percent of the total estimated cost of the contract; or
(ii) For a contract awarded by a civilian agency other than the Coast Guard and the National Aeronautics and Space Administration, either the simplified
acquisition threshold or 5 percent of the total estimated cost of the contract.
 

(d) If the Contractor has an approved purchasing system, the Contractor nevertheless shall obtain the Contracting Officer’s written consent before placing the
following subcontracts:

 
4

 
HDTRA1-09-C-0046

(hyattc10960)
Page 5 of 6

 
(e)(1) The Contractor shall notify the Contracting Officer reasonably in advance of placing any subcontract or modification thereof for which consent is
required under paragraph (b), (c), or (d) of this clause, including the following information:
 
(i) A description of the supplies or services to be subcontracted.
(ii) Identification of the type of subcontract to be used.



(iii) Identification of the proposed subcontractor.
(iv) The proposed subcontract price.
(v) The subcontractor’s current, complete, and accurate cost or pricing data and Certificate of Current Cost or Pricing Data, if required by other contract
provisions.
(vi) The subcontractor’s Disclosure Statement or Certificate relating to Cost Accounting Standards when such data are required by other provisions of this
contract.
(vii) A negotiation memorandum reflecting—
 
(A) The principal elements of the subcontract price negotiations;
(B) The most significant considerations controlling establishment of initial or revised prices;
(C) The reason cost or pricing data were or were not required;
(D) The extent, if any, to which the Contractor did not rely on the subcontractor’s cost or pricing data in determining the price objective and in negotiating the
final price;
(E) The extent to which it was recognized in the negotiation that the subcontractor’s cost or pricing data were not accurate, complete, or current; the action
taken by the Contractor and the subcontractor; and the effect of any such defective data on the total price negotiated;
(F) The reasons for any significant difference between the Contractor’s price objective and the price negotiated; and
(G) A complete explanation of the incentive fee or profit plan when incentives are used. The explanation shall identify each critical performance element,
management decisions used to quantify each incentive element, reasons for the incentives, and a summary of all trade-off possibilities considered.
 
(2) The Contractor is not required to notify the Contracting Officer in advance of entering into any subcontract for which consent is not required under
paragraph (c), (d), or (e) of this clause.
 
(f) Unless the consent or approval specifically provides otherwise, neither consent by the Contracting Officer to any subcontract nor approval of the
Contractor’s purchasing system shall constitute a determination—
 
(1) Of the acceptability of any subcontract terms or conditions;
(2) Of the allowability of any cost under this contract; or
(3) To relieve the Contractor of any responsibility for performing this contract.
 
(g) No subcontract or modification thereof placed under this contract shall provide for payment on a cost-plus-a-percentage-of-cost basis, and any fee payable
under cost-reimbursement type subcontracts shall not exceed the fee limitations in FAR 15.404-4(c)(4)(i).
 
(h) The Contractor shall give the Contracting Officer immediate written notice of any action or suit filed and prompt notice of any claim made against the
Contractor by any subcontractor or vendor that, in the opinion of the Contractor, may result in litigation related in any way to this contract, with respect to
which the Contractor may be entitled to reimbursement from the Government.
 
(i) The Government reserves the right to review the Contractor’s purchasing system as set forth in FAR Subpart 44.3.
(j) Paragraphs (c) and (e) of this clause do not apply to the following subcontracts, which were evaluated during negotiations:
 
Tulane University
Burleson Research Technologies
Battelle
OSU
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Helix
 
(End of clause)
 
SECTION J - LIST OF DOCUMENTS, EXHIBITS AND OTHER ATTACHMENTS
 
The following have been modified:

LIST OF DOCUMENTS & EXHIBITS
 
ATTACHMENT

 
DESCRIPTION

   
1

 

Statement of Work, entitled “AVI BioPharma PMO Platform - H1N1 Countermeasure Development”, dated 1 May 2009, 1 Page
   

la
 

Statement of Work, entitled “AVI BioPharma PMO Platform - H1N1 Countermeasure Development”, dated 5 May 2009, 2 Pages
   
1b

 

Statement of Work entitled “H1N1 Countermeasure Development Extended Influenza Therapeutic Studies,” dated
December 17, 2009.

   
2

 

Exhibit A — CDRLs, 2 Pages dated 30 April 2009
 

(End of Summary of Changes)
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Statement of Work
H1N1 Countermeasure Development Extended Influenza Therapeutic Studies

December 17, 2009
 

1.                                           OBJECTIVE:
 

The objective is perform a dose dependant study against H1N1, as well perform therapeutic studies against H5N1 (Avian Flu), Tamiflu resistant H1N1 and
H3N2. The rapid response to identify a lead RNA based therapeutic for H1N1 has been successful in both mouse and ferret models to date. An H3N2 viral
isolate was selected for mouse studies because no mouse adapted S-OIV virus was available and the studies were designed to mimic the emerging clinical
observations as the pandemic expands. While rapid response concerns were directed at H1N1 S-OIV initially, the threat for H5N1 has not been diminished.
Further, the need for a broadly applicable flu therapeutic is great given the emergence of multidrug resistance influenza strains. The urgency for such a
therapeutic is linked to the capacity for influenza reassortants to acquire viral segments that will confer drug resistance.
 
2.                                           SCOPE:
 

This proposal builds on AVI BioPharma’s novel RNA-based therapeutic platform in two critical areas. First, the work builds on the experience with H1N1
influenza in the evaluation of AVI BioPharma’s compounds for the purpose of inhibiting multiple serotypes of influenza viral growth and pathogenesis.
Second, the work expands the depth of understanding in the potential for relatively rapid response to emerging infectious disease or designed biological
threats in the biowarfare setting.
 
3.                                           BACKGROUND:
 

The Orthomyxoviridae are viruses with negative-sense, single stranded and segmented RNA genomes. The influenza A are members of the orthomyxoviridae
with 8 RNA segments. The influenza virus genome is dynamic resulting in new vaccine antigens because of shift, mutation and drift. Shift involves a
reassortant strains involving shuffling of the RNA segments between different viruses resulting in a quantum genome change. The current S-OIV (H1N1) is a
triple reassortant virus with segments from pigs (HA, NP, NA M and NS), humans (PB1), and birds (PB2 and PA). Mutations arise as a result of replication
errors due to a relatively low fidelity polymerase.
 

Influenza virus gains entry to cells through the binding of a hemagglutinin (HA) molecule to sialic acid residues on host cells. Humans express sialic
acids on the cell surface linked as a 2,6 N-glycans while birds express the sialic acid linked through a 2,3 N-glycans. An avian virus that acquires the ability
to bind a 2,6-linked sialic acids by mutation or reassortment may cross the species barrier. Swine tissues express both forms of sialic acid enabling cells to be
coinfected with avian and human viruses. Swine adapted viruses can further combine with human and avian viruses to produce triple reassortants such as the
current SOIV (H1N1) with segments from pigs (HA, NP, NA, M and NS), humans (PB1), and birds (PB2 and PA).

 
The current SOIV (H1N1) has led to 684 deaths from 126,168 cases reported worldwide from April 4 to July 16, 2009. This leads to a case fatality

ratio of 0.6 percent
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4.                                     TASKS:
 
The following nine tasks define the administrative, technical and operational activities to be performed.
 

4.1                               TASK 1 - Program Management: A team of individuals at AVI BioPharma will work together to facilitate the completion of the proposed
work.
 

4.2                               TASK 10 - Manufacture of lead compounds to support additional ferret studies: Additional manufacturing will be required to support
the additional ferret studies.
 

4.3                               TASKS - 11 and 12 Evaluation of lead compounds in Tamiflu resistant H1N1 S-OIV:
 

Proposed Study Design:
1. Route of viral challenge- intranasal
2. Route of drug delivery- subcutaneous or intravenous

a.               Anesthesia
b.              Time of dose with respect to viral challenge to be determined

3. Dose and design:
a.               Intended dose escalation study with lead compound
b.              Include scramble sequence control, saline control and Oseltamivir positive control

4. Propose repeat evaluation study
5. Animals: 8 groups of 6 ferrets of both genders randomized to each cohort (if single gender only then please provide rationale)
6. Viral challenge

a.               Study 5 and 6: H1N1 (Tamiflu resistant H1N1 strain from 2009 obtained from CDC)
7. Study design:
 

TABLE 1. Ferret Study 5 and Repeat (Study 6)
 

      



Group Dose Interval Dose
mg/kg

Treatment
Schedule

Agent Animals(1)

1
 

*****(2)
 

*****
 

*****
 

AVI Lead agent
 

6
 

2
 

*****
 

*****
 

*****
 

AVI Lead agent
 

6
 

3
 

*****
 

*****
 

*****
 

AVI Lead agent
 

6
 

4
 

*****
 

*****
 

*****
 

Scramble agent
 

6
 

5
 

*****
 

*****
 

*****
 

Scramble agent
 

6
 

6
 

*****
 

*****
 

*****
 

Scramble agent
 

6
 

7
 

*****
 

*****
 

*****
 

Oseltamivir
 

6
 

8
 

*****
 

*****
 

*****
 

Saline (vehicle)
 

6
 

 

(1) Availability of females may not be feasible. If the first study is all males then repeat studies must include females.
(2) *****
 

8.               Efficacy Endpoints
a.               A composite endpoint: Nasal washing viral load AUC reduced by >75% at 96 hours and at least a directionally consistent favorable effect is

seen on nasal washing inflammatory cell count AUC, fever and clinical signs.
b.              Efficacy measures Day 0 to 7:
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i.
 

Viral titer in nasal wash each day
ii.

 

Body temperature- monitored by telemetry
iii.

 

Weight loss- body weight measured daily
iv.

 

Signs of respiratory distress- clinical score
v.

 

Activity score
c.               Sacrifice 3 ferrets per group on day 3 and Day 7 to collect organs for histopathology evaluation and viral titers in lung and spleen (save

samples for sequence determination of persistent virus, possible insight into resistance mechanisms).
d.              Please indicate method for determining viral titer, Q-RT-PCR or plaque assay
 

9.               Safety Endpoints
a.               No test-article-related mortality, severe adverse events, or pulmonary findings of significant concern.

 
4.4                               TASKS 13 and 14: Evaluation of lead compounds in Emerging Avian Influenza A (H5N1)

Proposed Study Design: (Items 1-5 see above)
6.               Viral challenge Study 7 and 8: H5N1 (A/Vietnam/1203/04 obtained from CDC)
7.               Study design (see Table 1 above):
8.               Efficacy Endpoints (see above)
9.               Safety Endpoints (see above)
 

4.5                               TASKS 15 and 16: Evaluation of lead compounds in ferret model of seasonal H3N2
Proposed Study Design: (Items 1-5 see above)

6.          Viral challenge Study 9 and 10: H3N2 (A/HongKong/68 obtained from CDC)
7.          Study design(see Table 1 above):
8.          Efficacy Endpoints (see above)
9.          Safety Endpoints (see above)
 

4.6                               TASK 17 - Pharmacokinetic, Pilot Toxicology and Mechanism of Action Studies: The rapid response provides an agent that is active in
an animal model but confidence needs to be established for extending studies to humans. Greater flexibility is desired for the considerations of route of
administration, dose estimation and dose interval. These parameters are determined from pharmacokinetic evaluation of the lead therapeutic agent.

 
Initial studies to determine the binding affinity of the lead for the target RNA will be established using a BiaCore to measure association,

dissociation and equilibrium binding constants and establishment of an ID50 will be evaluated by in vitro translation. Together these will facilitate the
relationship between concentration and efficacy and provide supportive information for interpretation of tissue concentrations

 
Prior to conducting pharmacokinetic studies, an analytical method must be established. The contractor will establish initial feasibility studies with

their subcontractor to conduct analysis of blood, tissue and urine samples. The subcontractor has developed a 96 parallel assay technique, which is essential
for rapid response evaluation of pharmacokinetic information.

 
TASK 18 - Rapid Response II (Additional Sequence Synthesis): An additional rapid response exercise is planned for 2010. The exercise involves planning
monthly visits to Washington DC to meet with other groups under TMTI contracts. The purpose of the meetings is to integrate and plan for information
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transfer of sequence information regarding infectious agents of interest to TMTI. The remaining elements of the task are to design and synthesize oligomers
for this rapid response exercise. Time for program management under this task is included.
 
5.                                      DELIVERABLES
 

In accordance with Exhibit A.
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EXHIBIT 31.1
 

CERTIFICATION PURSUANT TO
SECTION 302 OF THE SARBANES-OXLEY ACT OF 2002

 
I, J. David Boyle II., certify that:
 
1.     I have reviewed this quarterly report on Form 10-Q of AVI BioPharma, Inc. (the “Registrant”).
 
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.     I am 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 I have:
 

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

 
(b)   Designed such internal control over financial reporting, or caused such internal control over financial reporting to be designed under my 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; and

 
(c)   Evaluated the effectiveness of the registrant’s disclosure controls and procedures and presented in this report my 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 that has materially affected, or is reasonably likely to materially affect, the registrant’s internal control over financial reporting.
 

5.     I have disclosed, based on my 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:   May 10, 2010

 

 

 

By: /s/   J. David Boyle II
 

 

J. David Boyle II
Interim President and Chief Executive Officer, and Senior Vice

President and Chief Financial Officer
(Principal Executive Officer and Principal Financial and Accounting

Officer)
 

 



EXHIBIT 32.1
 

CERTIFICATION OF CEO AND CFO PURSUANT TO
18 U.S.C. SECTION 1350,

AS ADOPTED PURSUANT TO
SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002

 
In connection with the Quarterly Report of AVI BioPharma, Inc. (the “Company”) on Form 10-Q for the period ended March 31, 2010 as filed with the
Securities and Exchange Commission on the date hereof (the “Report”), I, J. David Boyle II, as Interim President and Chief Executive Officer and Senior
Vice President and Chief Financial Officer of the Company, hereby certify, pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the
Sarbanes-Oxley Act of 2002, that, to the best of my knowledge,:
 

(1) The Report fully complies with the requirements of sec tion 13(a) or 15(d) of the Securities Exchange Act of 1934; and
 
(2) The information contained in the Report fairly presents, in all material respects, the financial condition and results of operations of the Company.

 
/s/ J. David Boyle II

 

J. David Boyle II
Interim President and Chief Executive Officer, and Senior Vice President and Chief Financial Officer
AVI BioPharma, Inc.
May 10, 2010
 
 
This certification accompanies the Report pursuant to § 906 of the Sarbanes-Oxley Act of 2002 and shall not, except to the extent required by the Sarbanes-
Oxley Act of 2002, be deemed filed by the Company for purposes of §18 of the Securities Exchange Act of 1934, as amended.
 
See also the certification pursuant to Sec. 302 of the Sarbanes-Oxley Act of 2002, which is also attached to this Report.
 
A signed original of this written statement required by Section 906 of the Sarbanes-Oxley Act of 2002 has been provided to AVI BioPharma, Inc. and will be
retained by AVI BioPharma, Inc. and furnished to the Securities and Exchange Commission or its staff upon request.
 

 


