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PART I. FINANCIAL INFORMATION
ITEM 1. CONDENSED CONSOLIDATED FINANCIAL STATEMENTS

AETHLON MEDICAL, INC. AND SUBSIDIARY
CONDENSED CONSOLIDATED BALANCE SHEETS

ASSETS
Current assets
Cash
Prepaid expenses and other current assets
Total current assets

Property and equipment, net
Right-of-use lease asset
Patents, net
Deposits

Total assets

LIABILITIES AND STOCKHOLDERS’ EQUITY

Current liabilities
Accounts payable
Due to related parties
Convertible notes payable, net
Deferred revenue
Lease liability, current portion
Other current liabilities

Total current liabilities

Lease liability, less current portion
Total liabilities

Commitments and Contingencies (Note 13)
Stockholders’ Equity
Common stock, par value $0.001 per share; 30,000,000 shares authorized; 1,337,259 and 1,266,979 shares issued
and outstanding as of September 30, 2019 and March 31, 2019, respectively
Additional paid-in capital
Accumulated deficit
Total Aethlon Medical, Inc. stockholders’ equity before noncontrolling interests

Noncontrolling interests
Total stockholders’ equity

Total liabilities and stockholders’ equity

See accompanying notes.

September 30, March 31,
2019 2019
(Unaudited)
785,658 3,828,074
114,036 210,042
899,694 4,038,116
124,833 6,021
183,018 -
62,086 66,668
12,159 12,159
1,281,790 4,122,964
586,960 131,931
101,462 83,654
- 962,301
100,000 =
94,885 -
285,211 646,000
1,168,518 1,823,886
92,600 —
1,261,118 1,823,886
1,338 1,267
109,571,708 108,076,275
(109,423,894) (105,652,433)
149,152 2,425,109
(128,480) (126,031)
20,672 2,299,078
1,281,790 4,122,964




AETHLON MEDICAL, INC. AND SUBSIDIARY
CONDENSED CONSOLIDATED STATEMENTS OF OPERATIONS
For the Three and Six Month Periods Ended September 30, 2019 and 2018

REVENUES
Government contract revenue
OPERATING EXPENSES

Professional fees
Payroll and related expenses
General and administrative
Total operating expenses
OPERATING LOSS

OTHER EXPENSE
Interest and other debt expenses
Loss on share for warrant exchanges
Loss on debt extinguishment
Total other expense
NET LOSS

LOSS ATTRIBUTABLE TO NONCONTROLLING INTERESTS
NET LOSS ATTRIBUTABLE TO AETHLON MEDICAL, INC.
BASIC AND DILUTED LOSS PER COMMON SHARE

WEIGHTED AVERAGE NUMBER OF COMMON SHARES
OUTSTANDING — BASIC AND DILUTED

(Unaudited)
Three Months Three Months Six Months Six Months
Ended Ended Ended Ended
September 30, September 30, September 30, September 30,
2019 2018 2019 2018

$ = $ = $ 30,000 149,625

762,337 403,044 1,369,915 852,479

597,526 672,279 1,203,521 1,274,844

342,339 271,631 724,955 466,528

1,702,202 1,346,954 3,298,391 2,593,851
(1,702,202) (1,346,954) (3,268,391) (2,444,226)

21 55,106 54,106 110,210

4,403 - 4,403 -

— — 447,011 —

4,424 55,106 505,520 110,210
(1,706,626) (1,402,060) (3,773.911) (2,554,436)
(1,589) (8,715) (2,450) (14,864)
$ (1,705,037 $ (1,393,345) $ (3,771,461) (2,539,572)
$ (129 § (1.17) 3 (2.91) (2.14)

1,317,418 1,185,949 1,294,206 1,184,795

See accompanying notes.




AETHLON MEDICAL, INC. AND SUBSIDIARY

CONDENSED CONSOLIDATED STATEMENTS OF STOCKHOLDERS” EQUITY
For the Three and Six Months Ended September 30, 2019 and 2018

BALANCE - MARCH 31, 2019

Issuances of common stock for cash under at the
market program

Loss on debt extinguishment

Issuance of common shares upon vesting of
restricted stock units

Stock-based compensation expense

Net loss

BALANCE - JUNE 30, 2019

Issuances of common stock for cash under the
market program

Issuance of common shares upon vesting of
restricted stock units

Issuances of common stock upon warrant exchanges
Stock-based compensation expense
Net loss

BALANCE - SEPTEMBER 30, 2019

BALANCE - MARCH 31, 2018

Issuance of common shares upon vesting of
restricted stock units

Stock-based compensation expense

Net loss

BALANCE - JUNE 30, 2018

Issuance of common shares upon vesting of
restricted stock units

Common stock issued for services
Stock-based compensation expense

Net loss

BALANCE - SEPTEMBER 30, 2018

(Unaudited)
ATTRIBUTABLE TO AETHLON MEDICAL, INC.
ADDITIONAL NON-
COMMON STOCK PAID IN ACCUMULATED CONTROLLING TOTAL
SHARES AMOUNT CAPITAL DEFICIT INTERESTS EQUITY

1,266,979 $ 1,267 $ 108,076,275 $ (105,652,433) $ (126,031) $ 2,299,078
3,087 3 36,619 - - 36,622

- 447,011 - - 447,011
3,539 4 (23,775) - - (23,771)

- 326,536 - - 326,536
— — — (2,066,424) (860) (2,067,284)
1273,605  §$ 1274 $ 108,862,666 $ (107,718,857 (126,891  $ 1,018,192
59,340 60 386,552 - - 386,612
3,236 3 (8,448) - = (8,445)
1,078 1 4,402 - - 4,403

- - 326,536 - - 326,536
_ _ (1,705,037) (1,589) (1,706,626)
1,337,259 $ 1,338 $ 109,571,708 $ (109,423,894) $ (128,480) $ 20,672
1,182,634  $ 1,183 $ 105,590,571  $ (99.457,714)  $ (101,246)  $ 6,032,794
1,446 1 (32,738) - - (32,737)

- 263,162 - - 263,162
- - - (1,146,228) (6,148) (1,152,376)
1,184,080  $ 1,184 S 105820995 $  (100,603,942) $ (107,394)  $ 5,110,843
3,897 4 (53,036) - - (53,032)
1,000 1 19,349 - - 19,350

- - 336,496 - - 336,496

_ _ (1,393,345) (8,715) (1,402,060)
1,188,977  $ 1,189  $ 106123804 $ (101,997,287 $ (116,109) S 4,011,597

See accompanying notes.




AETHLON MEDICAL, INC. AND SUBSIDIARY

CONDENSED CONSOLIDATED STATEMENTS OF CASH FLOWS

For the Six Months Ended September 30, 2019 and 2018

(Unaudited)

Cash flows used in operating activities:
Net loss
Adjustments to reconcile net loss to net cash used in operating activities:
Depreciation and amortization
Stock based compensation
Loss on debt extinguishment
Loss on share for warrant exchanges
Amortization of debt discount
Common stock issued for services
Noncash lease expense
Changes in operating assets and liabilities:
Accounts receivable
Prepaid expenses and other current assets
Accounts payable and other current liabilities
Change in lease liability
Deferred revenue
Due to related parties
Net cash used in operating activities

Cash flows used in investing activities:
Purchases of property and equipment

Net cash used in investing activities

Cash flows (used in) provided by financing activities:
Proceeds from the issuance of common stock, net

Principal payments on convertible notes

Tax withholding payments or tax equivalent payments for net share settlement of restricted stock units
Net cash used in financing activities
Net decrease in cash

Cash at beginning of period
Cash at end of period
Supplemental disclosures of cash flow information:

Cash paid during the period for:

Interest
Supplemental disclosures of non-cash investing and financing activities:

Initial recognition of right-of-use lease asset and lease liability
Par value of shares issued for vested restricted stock units

See accompanying notes.

Six Months
Ended
September 30, 2019

Six Months
Ended
September 30, 2018

$ (3,773911)  $ (2,554,436)
5,751 16,040

653,072 599,658

447,011 -

4,403 .

30,287 60,574

- 19,350

45,676 -

- 74,813

96,006 93,163
97,947 (127,358)

(44,916) -

100,000 -

17,808 8,500
(2,320,866) (1,809,696)

(119,981) -

(119,981) -

423,234 -

(992,591) -
(32,212) (85,769)
(601,569) (85,769)
(3,042,416) (1,895,465)

3,828,074 6,974,070

$ 785,658  $ 5,078,605
$ 83,332 $ 95,388
$ 228,694 $ =
$ 7 $ 4




AETHLON MEDICAL, INC. AND SUBSIDIARY
NOTES TO CONDENSED CONSOLIDATED FINANCIAL STATEMENTS (UNAUDITED)
September 30, 2019

1. NATURE OF BUSINESS AND BASIS OF PRESENTATION

ORGANIZATION

Aethlon Medical, Inc. and its subsidiary (collectively, “Aethlon”, the “Company”, “we” or “us”), is a medical device technology company focused on developing products to
diagnose and treat life and organ threatening diseases. The Aethlon Hemopurifier® is a clinical-stage immunotherapeutic device designed to combat cancer and life-threatening
viral infections. In cancer, the Hemopurifier depletes the presence of circulating tumor-derived exosomes that promote immune suppression, seed the spread of metastasis and
inhibit the benefit of leading cancer therapies. The U.S. Food and Drug Administration, or FDA, has designated the Hemopurifier as a “Breakthrough Device” for two
independent indications:

the treatment of individuals with advanced or metastatic cancer who are either unresponsive to or intolerant of standard of care therapy, and with cancer types in which
exosomes have been shown to participate in the development or severity of the disease; and
the treatment of life-threatening viruses that are not addressed with approved therapies.

We believe the Hemopurifier can be a substantial advance in the treatment of patients with advanced and metastatic cancer through the clearance of exosomes that promote the
growth and spread of tumors through multiple mechanisms. We are currently preparing for the initiation of clinical trials in patients with advanced and metastatic cancers. We
are initially focused on the treatment of solid tumors, including head and neck cancer, gastrointestinal cancers and other cancers.

On October 4, 2019, the FDA approved our Investigational Device Exemption, or IDE, application to initiate an Early Feasibility Study, or EFS, of the Hemopurifier in patients
with head and neck cancer in combination with standard of care pembrolizumab (Keytruda). The primary endpoint for the EFS, which will enroll 10-12 subjects at a single
center, will be safety, with secondary endpoints including measures of exosome clearance and characterization, as well as response and survival rates. The IDE approval is
subject to FDA approval of Informed Consent documents from the trial site.

We also believe the Hemopurifier can be a part of the broad-spectrum treatment of life-threatening highly glycosylated, or carbohydrate coated, viruses that are not addressed
with an already approved treatment. In small-scale or early feasibility human studies, the Hemopurifier has been used to treat individuals infected with HIV, hepatitis-C, and
Ebola. Additionally, in vitro, the Hemopurifier has been demonstrated to capture Zika virus, Lassa virus, MERS-CoV, cytomegalovirus, Epstein-Barr virus, Herpes simplex
virus, Chikungunya virus, Dengue virus, West Nile virus, smallpox-related viruses, HIN1 swine flu virus, HSN1 bird flu virus, and the reconstructed Spanish flu virus of 1918.
In several cases, these studies were conducted in collaboration with leading government or non-government research institutes.

We are also the majority owner of Exosome Sciences, Inc., or ESI, a company focused on the discovery of exosomal biomarkers to diagnose and monitor life-threatening
diseases. Included among ESI’s activities is the advancement of a TauSome™ biomarker candidate to diagnose chronic traumatic encephalopathy, or CTE, in the living. ESI
previously documented TauSome levels in former NFL players to be nine times higher than same age-group control subjects. Through ESI, we are also developing exosome
based biomarkers in patients with, or at risk for, a number of cancers. We consolidate ESI’s activities in our consolidated financial statements.




We also recently announced the execution of a cross-licensing and development agreement with SeaStar Medical, Inc., which will be focused on co-development of our
Hemopurifier cartridge with SeaStar’s proprietary cartridges and the development of a closed system for the Hemopurifier using the SeaStar pump and cassettes. This
collaboration may allow the deployment of the Hemopurifier into settings that lack dialysis infrastructure, such as chemotherapy infusion centers and field operations for life
threatening viral epidemics.

Successful outcomes of human trials will also be required by the regulatory agencies of certain foreign countries where we plan to sell the Hemopurifier. Some of our patents
may expire before FDA approval or approval in a foreign country, if any, is obtained. However, we believe that certain patent applications and/or other patents issued more
recently will help protect the proprietary nature of the Hemopurifier treatment technology.

Our executive offices are located at 9635 Granite Ridge Drive, Suite 100, San Diego, California 92123. Our telephone number is (858) 459-7800. Our website address is
www.aethlonmedical.com.

Our common stock is listed on the Nasdaq Capital Market under the symbol “AEMD.”
REVERSE STOCK SPLIT

On October 14, 2019, the Company completed a 1-for-15 reverse stock split. Accordingly, 15 shares of outstanding common stock held by stockholders were combined into
one share of common stock. Any fractional shares resulting from the reverse split were rounded up to the next whole share. Authorized common stock remained at 30,000,000
shares (see Note 14). The accompanying unaudited condensed consolidated financial statements and accompanying notes have been retroactively revised to reflect such reverse
stock split as if it had occurred on April 1, 2018. All shares and per share amounts have been revised accordingly.

SUMMARY OF SIGNIFICANT ACCOUNTING POLICIES

During the six months ended September 30, 2019, there have been no changes to our significant accounting policies as described in our Annual Report on Form 10-K for the
fiscal year ended March 31, 2019 except as described below.

Leases

At lease commencement, the Company records a lease liability based on the present value of lease payments over the expected lease term. The Company calculates the present
value of lease payments using the discount rate implicit in the lease, unless that rate cannot be readily determined. In that case, the Company uses its incremental borrowing
rate, which is the rate of interest that the Company would have to pay to borrow on a collateralized basis an amount equal to the lease payments over the expected lease term.
The Company records a corresponding right-of-use lease asset based on the lease liability, adjusted for any lease incentives received and any initial direct costs paid to the lessor
prior to the lease commencement date.

After lease commencement, the Company measures its leases as follows: (i) the lease liability based on the present value of the remaining lease payments using the discount rate
determined at lease commencement; and (ii) the right-of-use lease asset based on the remeasured lease liability, adjusted for any unamortized lease incentives received, any
unamortized initial direct costs and the cumulative difference between rent expense and amounts paid under the lease agreement. Rent expense is recorded on a straight-line
basis over the expected lease term (See Note 4).




Basis of Presentation and Use of Estimates

The accompanying unaudited condensed consolidated financial statements of the Company have been prepared in accordance with U.S. generally accepted accounting
principles (GAAP) for interim financial information and with the instructions to Form 10-Q and Article 8 of the Securities and Exchange Commission (SEC) Regulation S-X.
Accordingly, they should be read in conjunction with the audited financial statements and notes thereto for the fiscal year ended March 31, 2019, included in the Company's
Annual Report on Form 10-K filed with the SEC on July 1, 2019. The accompanying unaudited condensed consolidated financial statements include the accounts of Aethlon
Medical, Inc. and its majority-owned subsidiary. All significant inter-company transactions and balances have been eliminated in consolidation. The unaudited condensed
consolidated financial statements contain all normal recurring accruals and adjustments that, in the opinion of management, are necessary to present fairly the condensed
consolidated financial statements as of and for the three and six months ended September 30, 2019, and the condensed consolidated statement of cash flows for the six months
ended September 30, 2019. Estimates were made relating to useful lives of fixed assets, impairment of assets, share-based compensation expense and accruals for clinical trial
and research and development expenses. Actual results could differ materially from those estimates. The accompanying condensed consolidated balance sheet at March 31,
2019 has been derived from the audited consolidated balance sheet at March 31, 2019, contained in the above referenced 10-K. The results of operations for the three and six
months ended September 30, 2019 are not necessarily indicative of the results to be expected for the full year or any future interim periods.

Reclassifications
Certain prior year balances within the unaudited condensed consolidated financial statements have been reclassified to conform to the current year presentation.
LIQUIDITY AND GOING CONCERN

The accompanying condensed consolidated financial statements have been prepared assuming that we will continue as a going concern, which contemplates, among other
things, the realization of assets and satisfaction of liabilities in the ordinary course of business. We have incurred continuing losses from operations and at September 30, 2019
had an accumulated deficit of approximately $109,424,000. These factors, among other matters, raise substantial doubt about our ability to continue as a going concern for the
twelve months from the issuance of these financial statements. A significant amount of additional capital will be necessary to advance the development of our products to the
point at which they may become commercially viable. We intend to fund operations, working capital and other cash requirements through at least twelve months from the
issuance date of these condensed consolidated financial statements through equity and/or debt financing arrangements as well as through revenues and related cash receipts
under our government contracts (see Note 11).

Significant additional financing must be obtained in order to provide a sufficient source of operating capital and to allow us to continue to operate as a going concern and to
meet our liquidity needs for a twelve month period from the date of this filing. In addition, we will need to raise capital to complete anticipated future human clinical trials in the
U.S. We anticipate the primary sources of this additional financing will be from proceeds of our at-the-market offering program, pursuant to our Form S-3 Registration
Statement, debt financing and other forms of equity placements. However, no assurance can be given that we will receive any funds in addition to the funds we have received to
date.

The successful outcome of future activities cannot be determined at this time and there is no assurance that, if achieved, we will have sufficient funds to execute our intended
business plan or generate positive operating results.

The unaudited condensed consolidated financial statements do not include any adjustments related to this uncertainty and as to the recoverability and classification of asset
carrying amounts or the amount and classification of liabilities that might result should the Company be unable to continue as a going concern.




2. LOSS PER COMMON SHARE

Basic loss per share is computed by dividing net loss by the weighted average number of common shares outstanding during the period of computation. The weighted average
number of common shares outstanding for the three and six months ended September 30, 2019 and 2018 included common shares underlying 2,857 and 3,075 vested restricted
stock units, respectively. Diluted loss per share is computed similar to basic loss per share except that the denominator is increased to include the number of additional dilutive
common shares that would have been outstanding if potential common shares had been issued, if such additional common shares were dilutive. Since we had net losses for all
periods presented, basic and diluted loss per share are the same, and additional potential common shares have been excluded as their effect would be antidilutive.

As of September 30, 2019 and 2018, an aggregate of 386,220 and 437,113 potential common shares, respectively, consisting of shares underlying outstanding stock options,
warrants, unvested restricted stock units and convertible notes payable, were excluded as their inclusion would be antidilutive.

3. RESEARCH AND DEVELOPMENT EXPENSES
Our research and development costs are expensed as incurred. We incurred research and development expenses during the three and six month periods ended September 30,

2019 and 2018, which are included in various operating expense line items in the accompanying condensed consolidated statements of operations. Our research and
development expenses in those periods were as follows:

September 30, September 30,
2019 2018
Three months ended $ 222,857 $ 178,800
Six months ended $ 470,882 $ 402,566

4. RECENT ACCOUNTING PRONOUNCEMENTS

The Company adopted ASU Topic 842 on April 1, 2019 utilizing the alternative transition method allowed for under this guidance. As a result, the Company recorded lease
liabilities and right-of-use lease assets of $228,694 on its balance sheet as of April 1, 2019. The lease liabilities represent the present value of the remaining lease payments of
the Company’s corporate headquarters lease (see Note 13), discounted using the Company’s incremental borrowing rate as of April 1, 2019. The corresponding right-of-use
lease assets are recorded based on the lease liabilities and the cumulative difference between rent expense and amounts paid under its corporate headquarters lease. The
Company also elected the short-term lease recognition exemption for its laboratory lease. For the laboratory lease that qualified as short-term, the Company did not recognize
ROU assets or lease liabilities at adoption. The adoption of ASU 2016-02 did not have a material impact on either the statement of operations or statement of cash flows for the
six months ended September 30, 2019.

Topic 842 also allows lessees and lessors to elect certain practical expedients. The Company elected the following practical expedients:
Transitional practical expedients, which must be elected as a package and applied consistently to all of the Company’s leases:
°  The Company need not reassess whether any expired or existing contracts are or contain leases.

The Company need not reassess the lease classification for any expired or existing leases (that is, all existing leases that were classified as operating leases in

accordance with the previous guidance will be classified as operating leases, and all existing leases that were classified as capital leases in accordance with the

previous guidance will be classified as finance leases).

The Company need not reassess initial direct costs for any existing leases.

Hindsight practical expedient. The Company elected the hindsight practical expedient in determining the lease term (that is, when considering lessee options to
extend or terminate the lease and to purchase the underlying asset) and in assessing impairment of the Company’s right-of-use assets.




5. CONVERTIBLE NOTES PAYABLE, NET

In July 2019, we paid off our Convertible Notes Payable. We paid the remaining principal balance of $892,591 and accrued interest of $11,352. As a result, we did not incur
any interest expense related to the Convertible Notes in the three months ended September 30, 2019.

For the six months ended September 30, 2019, we recorded interest expense of $23,759 related to the contractual interest rates of our convertible notes and interest expense of
$30,287 related to the amortization of the note discount for a total interest expense of $54,046 related to our convertible notes.

Convertible Notes Payable, Net consisted of the following at March 31, 2019:

Unamortized Net Accrued
Principal Discount Amount Interest
Convertible Notes Payable, Net:
November 2014 10% Convertible Notes (due July 1, 2019) $ 612,811 $ (18,701)  $ 594,110 $ 37,309
December 2016 10% Convertible Notes (due July 1, 2019) 379,780 (11,589) 368,191 22,264
Total Convertible Notes Payable, Net $ 992,591 $ (30,290) $ 962,301 $ 59,573

During the six months ended September 30, 2018, we recorded interest expense of $49,630 related to the contractual interest rates of our convertible notes and interest expense
of $60,574 related to the amortization of the note discount for a total interest expense of $110,204 related to our convertible notes in the six months ended September 30, 2018.
All of the unamortized discount at September 30, 2018 related to the note discount established upon the June 2017 amendment to the November 2014 10% Convertible Notes
and to the December 2016 10% Convertible Notes.

6. EQUITY TRANSACTIONS IN THE SIX MONTHS ENDED SEPTEMBER 30, 2019
Common Stock Sales Agreement with H.C. Wainwright

On June 28, 2016, we entered into a Common Stock Sales Agreement, or the Agreement, with H.C. Wainwright & Co., LLC, or H.C. Wainwright, which established an at-the-
market equity program pursuant to which we may offer and sell shares of our common stock from time to time as set forth in the Agreement. The Agreement provides for the
sale of shares of our common stock having an aggregate offering price of up to $12,500,000, or the Shares.

On August 6, 2019, we executed Amendment No. 1 to the Agreement with H.C. Wainwright, effective as of August 5, 2019. The amendment provides that references in the
Agreement to the registration statement shall refer to the registration statement on Form S-3 (File No. 333-231397), originally filed with the Securities and Exchange
Commission on May 10, 2019, declared effective by the Securities and Exchange Commission on August 1, 2019.

Subject to the terms and conditions set forth in the Agreement, H.C. Wainwright agreed to use its commercially reasonable efforts consistent with its normal trading and sales
practices to sell the Shares from time to time, based upon our instructions. We have provided H.C. Wainwright with customary indemnification rights, and H.C. Wainwright is
entitled to a commission at a fixed rate equal to three percent (3.0%) of the gross proceeds per Share sold. In addition, we agreed to pay certain expenses incurred by H.C.
Wainwright in connection with the Agreement, including up to $50,000 of the fees and disbursements of their counsel. The Agreement will terminate upon the sale of all of the
Shares under the Agreement, unless terminated earlier by either party as permitted under the Agreement.




Sales of the Shares, if any, under the Agreement will be made in transactions that are deemed to be “at the market offerings” as defined in Rule 415 under the Securities Act,
including sales made by means of ordinary brokers’ transactions, including on the Nasdaq Capital Market, at market prices or as otherwise agreed with H.C. Wainwright. We
have no obligation to sell any of the Shares, and, at any time, we may suspend offers under the Agreement or terminate the Agreement.

In the six months ended September 30, 2019, we raised aggregate net proceeds of $423,234 (net of $13,213 in commissions to H.C. Wainwright and $3,997 in other offering
expenses) under this Agreement through the sale of 62,427 shares at an average price of $6.78 per share of net proceeds.

Restricted Stock Unit Grants

Our Board of Directors established the 2012 Non-Employee Directors Compensation Program, as amended through August 2016, or the Non-Employee Directors Plan,
pursuant to which, in addition to cash compensation, directors of the Company who are not also employees may be granted stock-based compensation in the form of restricted
stock units, or RSU’s. The RSUs represent the right to be issued on a future date shares of our common stock for RSUs which have then vested.

In April 2019, pursuant to the Non-Employee Directors Plan, we issued RSUs with a value of $35,000 to each of our non-employee directors, as the stock-based compensation
element of their overall directors’ compensation, for the fiscal year ending March 31, 2020. Those grants were based on the closing price of our common stock on the one
business day prior to the grant date, $14.25 per share. Therefore, 2,456 RSUs were issued to each of our five non-employee directors, for a total of 12,280 RSUs. All of the
RSUs are subject to vesting in equal quarterly installments on June 30, 2019, September 30, 2019, December 31, 2019 and March 31, 2020.

In April 2019, 2,859 vested RSUs held by our current and former executive officers were exchanged for the same number of shares of our common stock. As these executives
elected to net settle a portion of their vested RSUs in exchange for the Company paying the related withholding taxes of $18,318 on the share issuance, 1,512 of the vested
RSUs were cancelled and we issued a net 1,347 shares to the executives and former executive.

In June 2019, 3,075 vested RSUs held by our non-employee directors were exchanged into the same number of shares of our common stock. Four of our five non-employee
directors elected to return 40% of their vested RSUs in exchange for cash, in order to pay their withholding taxes on the share issuances, resulting in 984 of the vested RSUs
being cancelled in exchange for $5,453 in aggregate cash proceeds to those independent directors.

In July 2019, 2,861 vested RSUs held by our current and former executive officers were exchanged for the same number of shares of our common stock. As these executives
elected to net settle a portion of their vested RSUs in exchange for the Company paying the related withholding taxes of $4,979 on the share issuance, 1,510 of the vested RSUs
were cancelled and we issued a net 1,351 shares to the executives and former executive.

In September 2019, 3,075 vested RSUs held by our non-employee directors were exchanged into the same number of shares of our common stock. Four of our five non-
employee directors elected to return 40% of their vested RSUs in exchange for cash, in order to pay their withholding taxes on the share issuances, resulting in 984 of the vested
RSUs being cancelled in exchange for $3,463 in aggregate cash proceeds to those independent directors.




RSUs outstanding that have vested as of, and are expected to vest subsequent to, September 30, 2019 are as follows:

Number of RSUs
Vested 2,857
Expected to vest 8,997
Total 11,854

Common Stock for Warrant Cancellation

During the six months ended September 30, 2019, we agreed with five accredited investors to issue 1,078 shares of our common stock to these investors in exchange for the
cancellation of outstanding warrants then held by the investors to purchase 10,759 shares of our common stock. We measured the fair value of the shares issued and the fair
value of the warrants exchanged for those shares and recorded a loss of $4,403 on those exchanges based on the changes in fair value between the instruments exchanged.

7. RELATED PARTY TRANSACTIONS

During the three months ended September 30, 2019, we accrued unpaid fees of $69,750 owed to our non-employee directors as of September 30, 2019. For the six months
ended September 30, 2019, we recorded $139,500 in fees to our non-employee directors.

Amounts due to related parties were comprised of the following items:

September 30, 2019 March 31, 2019

Accrued Board fees $ 69,750 $ 69,750
Accrued vacation to all employees 31,712 13,904
Total due to related parties $ 101,462 $ 83,654
8. OTHER CURRENT LIABILITIES

Other current liabilities were comprised of the following items:

September 30, March 31,
2019 2019

Accrued interest $ - $ 59,573
Accrued separation expenses for former executives 109,930 355,189
Accrued professional fees 175,281 231,238
Total other current liabilities $ 285,211 $ 646,000




9. STOCK COMPENSATION

The following tables summarize share-based compensation expenses relating to RSUs and stock options and the effect on basic and diluted loss per common share during the

three and six month periods ended September 30, 2019 and 2018:

Three Months Three Months Six Months Six Months
Ended Ended Ended Ended
September 30, September 30, September 30, September 30,
2019 2018 2019 2018
Vesting of stock options and restricted stock units $ 326,536 336,496 $ 653,072 599,658
Total stock-based compensation expense $ 326,536 336,496 $ 653,072 599,658
Weighted average number of common shares outstanding — basic and
diluted 1,317,418 1,185,949 1,294,206 1,184,795
Basic and diluted loss per common share attributable to stock-based
compensation expense $ 0.25) 0.28) $ (0.50) (0.51)

All of the stock-based compensation expense recorded during the six months ended September 30, 2019 and 2018, which totaled $653,072 and $599,658, respectively, is
included in payroll and related expense in the accompanying condensed consolidated statements of operations. Stock-based compensation expense recorded during the six
months ended September 30, 2019 and 2018 represented an impact on basic and diluted loss per common share of $(0.50) and $(0.51), respectively.

We review share-based compensation on a quarterly basis for changes to the estimate of expected award forfeitures based on actual forfeiture experience. The cumulative effect
of adjusting the forfeiture rate for all expense amortization is recognized in the period the forfeiture estimate is changed. The effect of forfeiture adjustments for the six months

ended September 30, 2019 was insignificant.

Stock Option Activity

We did not issue any stock options during the six months ended September 30, 2019 and September 30, 2018.

Options outstanding that have vested and are expected to vest as of September 30, 2019 are as follows:

Vested
Expected to vest
Total

Weighted
Average
Weighted Remaining
Average Contractual
Number of Exercise Term in
Shares Price Years
13,684 $ 113.27 3.21
37,440 $ 18.85 8.24

51,124




A summary of stock option activity during the six months ended September 30, 2019 is presented below:

Stock options outstanding at March 31, 2019
Adjustment for reverse split

Exercised

Granted

Cancelled/Expired

Stock options outstanding at September 30, 2019
Stock options exercisable at September 30, 2019

Weighted

Average

Range of Exercise

Amount Exercise Price Price

59,111 $ 18.75 - 187.50 $ 56.85
14 n/a n/a
_ $ _ $ _
_ $ _ $ _
(8,001) $ 75.00 - 142.50 $ 138.75
51,124 $ 18.75 - 187.50 $ 44.12
13,684 $ 25.20 - 187.50 $ 113.27

On September 30, 2019, our stock options had no intrinsic value since the closing price on that date of $3.45 per share was below the weighted average exercise price of our

outstanding stock options.

At September 30, 2019, there was approximately $1,520,729 of unrecognized compensation cost related to share-based payments, which is expected to be recognized over a

weighted average period of 1.2 years.

10. WARRANTS

During the six months ended September 30, 2019 and 2018, we did not issue any warrants. During the six months ended September 30, 2019, we agreed with five accredited
investors to issue 1,078 shares of our common stock to these investors in exchange for the cancellation of outstanding warrants then held by the investors to purchase 10,759
shares of our common stock. We measured the fair value of the shares issued and the fair value of the warrants exchanged for those shares and recorded a loss of $4,403 on

those exchanges based on the changes in fair value between the instruments exchanged.

A summary of warrant activity during the six months ended September 30, 2019 is presented below:

Warrants outstanding at March 31, 2019
Adjustment for reverse split
Cancelled/Expired

Warrants outstanding at September 30, 2019

Warrants exercisable at September 30, 2019

‘Weighted

Range of Average

Exercise Exercise

Amount Price Price

342,992 $ 16.50 - 180.75 $ 38.10
73 n/a n/a
(19,823) $ 64.50 - 180.75 $ 99.85
323,242 $ 16.50 - 135.00 $ 38.26
323,242 $ 16.50 - 135.00 $ 38.26




11. GOVERNMENT CONTRACTS AND RELATED REVENUE RECOGNITION
We have entered into the following three contracts/grants with the National Cancer Institute, or NCI, part of the National Institutes of Health, or NIH, over the past two years:
Phase 2 Melanoma Cancer Contract

On September 12, 2019, the NCI awarded to us an SBIR Phase I Award Contract, for NIH/NCI Topic 359, entitled “A Device Prototype for Isolation of Melanoma Exosomes
for Diagnostics and Treatment Monitoring”, or the Award Contract. The Award Contract amount is $1,860,561 and runs for the period from September 16, 2019 through
September 15, 2021.

The work to be performed pursuant to this Award Contract will focus on melanoma exosomes. This work follows from our completion of a Phase I contract for the Topic 359
solicitation that ran from September 2017 through June 2018 (see Phase 1 Melanoma Cancer Contract below). Following on the Phase I work, the deliverables in the Phase II
program will involve the design and testing of a pre-commercial prototype of a more advanced version of the exosome isolation platform.

No revenue was recognized under this contract in the three and six month periods ended September 30, 2019.
Phase 1 Melanoma Cancer Contract

We entered into a contract with the NIH on September 15, 2017. This award was under the NIH’s SBIR program which is designed to fund early stage small businesses that are
seeking to commercialize innovative biomedical technologies. The title of the award is SBIR Topic 359 Phase 1 Device Strategy for Selective Isolation of Oncosomes and Non-
Malignant Exosomes. The award from NIH was a firm, fixed-price contract with potential total payments to us of $299,250 over the course of nine months.

Fixed price contracts require the achievement of multiple, incremental milestones to receive the full award during each period of the contract. The NIH also had the unilateral
right to require us to perform additional work under an option period for an additional fixed amount of $49,800. Under the terms of the contract, we were required to perform
certain incremental work toward the achievement of specific milestones against which we invoiced the government for fixed payment amounts.

In the six months ended September 30, 2018, we performed work under the contract covering the remainder of the technical objectives of the contract Aim 1: To validate the
Hemopurifier as a device for capture and recovery of melanoma exosomes from plasma, and Aim 2: To validate a method of melanoma exosome isolation consisting of the
Hemopurifier followed by mab-based immunocapture to select out the tumor-derived exosomes from non-malignant exosomes and Aim 3: To evaluate the functional integrity
of melanoma exosomes purified by the Hemopurifier and immunocapture isolation steps. As a result, we invoiced NIH for $149,625 during the six months ended September 30,
2018. The Phase 1 Melanoma Cancer Contract is now completed.




Breast Cancer Grant

In September 2018, the NCI awarded us a government grant (number 1R43CA232977-01). The title of this SBIR Phase I grant is “The Hemopurifier Device for Targeted
Removal of Breast Cancer Exosomes from the Blood Circulation.”

This NCI Phase I grant period originally ran from September 14, 2018 through August 31, 2019. In August 2019, we applied for and received a no cost, twelve month
extension on this grant, so the expiration date was extended to August 31, 2020. The total amount of the firm grant is $298,444. The grant calls for two subcontractors to work
with us. Those subcontractors are University of Pittsburgh and Massachusetts General Hospital. During the six months ended September 30, 2019, we recognized $30,000 in
government contract revenue under this grant as a result of the work involved in one of the three technical objectives of the contract (Aim 2. “Elution of a population of breast
cancer exosomes from Hemopurifier cartridges that bear the signatures of malignancy based on expression of CSPG4 and HER?2, for triple-negative or HER2-overexpressing
cancers, respectively”). We also invoiced the NCI an additional $100,000 in the six month period ended September 30, 2019 in order to pay our subcontractors under the
contract. As we did not complete any of the technical objectives beyond Aim 2 noted above during the September period, we recorded this $100,000 as deferred revenue as of
September 30, 2019.

12. SEGMENTS

We operate our businesses principally through two reportable segments: Aethlon, which represents our therapeutic business activities, and Exosome Sciences, Inc., or ESI,
which represents our diagnostic business activities. Our reportable segments have been determined based on the nature of the potential products being developed. We record
discrete financial information for ESI and our chief operating decision maker reviews ESI’s operating results in order to make decisions about resources to be allocated to the
ESI segment and to assess its performance.

Aethlon’s revenue is generated primarily from government contracts to date and ESI does not yet have any revenues. We have not included any allocation of corporate overhead
to the ESI segment.




The following tables set forth certain information regarding our segments:

Revenues:
Aethlon
ESI
Total Revenues

Operating Losses:
Aethlon
ESI
Total Operating Loss

Net Losses:
Aethlon
ESI
Net Loss Before Non-Controlling Interests

Cash:
Aethlon
ESI
Total Cash

Total Assets:
Aethlon
ESI
Total Assets

Capital Expenditures:
Aethlon
ESI
Capital Expenditures

Depreciation and Amortization:
Aethlon
ESI
Total Depreciation and Amortization

Interest Expense:
Aethlon
ESI
Total Interest Expense

Six Months Ended September 30,

2019 2018
30,000 $ 149,625
30,000 $ 149,625

(3,256,142)  $ (2,369,907)
(12,249) (74,319)
(3,26839D)  $ (2,444,226)
(3,761,662)  $ (2,480,117)
(12,249) (74,319)
(3,773911)  $ (2,554,436)
785,461 $ 5,076,872
197 1,733
785,658  $ 5,078,605
1,281,593 $ 5,270,690
197 1,733
1,281,790  $ 572,423
119981  $ -
119981  $ -
5751 § 16,040
5751 § 16,040
(54,106) $ (110,210)
(54,1060 $ (110,210)




13. COMMITMENTS AND CONTINGENCIES

CONTRACTUAL OBLIGATIONS AND COMMITMENTS

There have been no material changes to our contractual obligations and commitments outside the ordinary course of business from those disclosed under the heading
“Management’s Discussion and Analysis of Financial Condition and Results of Operations-Contractual Obligations and Commitments” as contained in our Annual Report on
Form 10-K for the year ended March 31, 2019 filed by us with the SEC on July 1, 2019.

LEASE COMMITMENTS

We currently lease approximately 2,600 square feet of executive office space at 9635 Granite Ridge Drive, Suite 100, San Diego California 92123 under a 39-month gross plus
utilities lease that commenced on December 1, 2014 and expires on August 31, 2021 the “Granite Ridge Lease.” The current rental rate under the lease extension is $8,265 per
month. We believe this leased facility will be satisfactory for our office needs over the term of the lease.

We also rent approximately 1,700 square feet of laboratory space at 11585 Sorrento Valley Road, Suite 109, San Diego, California 92121 at the rate of $4,700 per month on a
one-year lease that expires on November 30, 2019. In October 2019, we entered into a lease extension for an additional twelve months running from December 1, 2019 through

November 30, 2020 at the rate of $5,961 per month (see Note 14).

Rent expense, which is included in general and administrative expenses, approximated $47,000 and $34,000 for the three month periods ended September 30, 2019 and 2018,
respectively. For the six month periods ended September 30, 2019 and 20138, rent expense approximated $87,000 and $84,000, respectively.

Future minimum lease payments under the Granite Ridge Lease as of September 30, 2019, are as follows:

October 1, 2019 through March 31, 2020 $ 49,591
April 1, 2020 through March 31, 2021 102,074
April 1, 2021 through August 31, 2021 43,670
Total future minimum lease payments 195,335
Less: discount (7,850)
Total lease liability $ 187,485

On April 1, 2019, we recorded a lease liability and ROU lease asset for the Granite Ridge Lease based on the present value of lease payments over the expected remaining lease
term of 2.2 years, discounted using our estimated incremental borrowing rate of 4%. For the six months ended September 30, 2019, reduction of the right-of-use lease asset was
$45,676 and reduction of the lease liability was $44,916, which resulted in a net increase in the right-of-use lease asset of $760 during the period (See Note 4).




LEGAL MATTERS

From time to time, claims are made against us in the ordinary course of business, which could result in litigation. Claims and associated litigation are subject to inherent
uncertainties and unfavorable outcomes could occur, such as monetary damages, fines, penalties or injunctions prohibiting us from selling one or more products or engaging in
other activities.

The occurrence of an unfavorable outcome in any specific period could have a material adverse effect on our results of operations for that period or future periods. We are not
presently a party to any pending or threatened legal proceedings.

14. SUBSEQUENT EVENTS

Management has evaluated events subsequent to September 30, 2019 through the date that the accompanying condensed consolidated financial statements were filed with the
SEC for transactions and other events which may require adjustment of and/or disclosure in such financial statements.

Reverse Split — Following the approval of a reverse stock split at our Annual Stockholders’ Meeting held on October 14, 2019, our Board of Directors approved a 1-for-15
reverse stock split. Accordingly, each 15 shares of outstanding common stock held by stockholders were combined into one share of common stock. Our authorized common
stock remained at 30,000,000 shares. As the result of the rounding up of fractional shares related to the reverse split, we have issued an additional 3,946 shares to our
shareholders in October 2019.

FDA Approval of IDE for Oncology Indications — On October 4, 2019, the FDA approved our Investigational Device Exemption (IDE) application to initiate an Early
Feasibility Study, or EFS of the Hemopurifier in patients with head and neck cancer in combination with standard of care pembrolizumab (Keytruda). The primary endpoint for
the EFS, which will enroll 10-12 subjects at a single center, will be safety, with secondary endpoints including measures of exosome clearance and characterization, as well as
response and survival rates. The IDE approval is subject to FDA approval of Informed Consent documents from the trial site.

Restricted Stock Unit (“RSU”) Issuances — In October 2019, 2,859 RSUs held by our current and former executives were exchanged into the same number of shares of our
common stock. As our executives elected to net settle a portion of their RSU’s in exchange for us paying the related withholding taxes on the share issuance, 1,511 of the RSUs
were cancelled and we issued a net 1,348 shares of common stock to our executives.

ATM Sales — In October 2019, we sold 98,722 shares of our common stock under our Common Stock Sales Agreement with H.C. Wainwright (see Note 6) and from those
sales raised net proceeds of $472,798 (after deducting $14,682 in commissions to H.C. Wainwright and $1,932 in other offering expenses), at an average price of $4.79 per
share of net proceeds.

Government Contract Funding — In October 2019, we billed the NCI for $206,729 after achieving the first milestone in our Phase 2 Melanoma Cancer Contract.
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ITEM 2. MANAGEMENT'S DISCUSSION AND ANALYSIS OF FINANCIAL CONDITION AND RESULTS OF OPERATIONS.

The following discussion of our financial condition and results of operations should be read in conjunction with, and is qualified in its entirety by, the condensed consolidated
financial statements and notes thereto included in Item 1 in this Quarterly Report on Form 10-Q. This item contains forward-looking statements that involve risks and
uncertainties. Actual results may differ materially from those indicated in such forward-looking statements.

FORWARD LOOKING STATEMENTS

All statements, other than statements of historical fact, included in this Form 10-Q are, or may be deemed to be, "forward-looking statements" within the meaning of Section
27A of the Securities Act of 1933, as amended, or the Securities Act, and Section 21E of the Exchange Act. Such forward-looking statements involve assumptions, known and
unknown risks, uncertainties and other factors which may cause our actual results, performance, or achievements to be materially different from any future results, performance,
or achievements expressed or implied by such forward-looking statements contained in this Form 10-Q. Such potential risks and uncertainties include, without limitation,
completion of our capital-raising activities, our ability to maintain our Nasdaq listing, U.S. Food and Drug Administration, approval of our products, other regulations, patent
protection of our proprietary technology, product liability exposure, uncertainty of market acceptance, competition, technological change, and other risk factors detailed herein
and in other of our filings with the Securities and Exchange Commission, or the Commission. The forward-looking statements are made as of the date of this Form 10-Q, and we
assume no obligation to update the forward-looking statements, or to update the reasons actual results could differ from those projected in such forward-looking statements.

Overview

Aethlon Medical, Inc. and its subsidiary (collectively, “Aethlon”, the “Company”, “we” or “us”) is a medical device technology company focused on developing products to
diagnose and treat life and organ threatening diseases. The Aethlon Hemopurifier® is a clinical-stage immunotherapeutic device designed to combat cancer and life-threatening
viral infections. In cancer, the Hemopurifier depletes the presence of circulating tumor-derived exosomes that promote immune suppression, seed the spread of metastasis and
inhibit the benefit of leading cancer therapies. The U.S. Food and Drug Administration, or the FDA, has designated the Hemopurifier as a "Breakthrough Device" for two
independent indications:

the treatment of individuals with advanced or metastatic cancer who are either unresponsive to or intolerant of standard of care therapy, and with cancer types in which
exosomes have been shown to participate in the development or severity of the disease; and
the treatment of life-threatening viruses that are not addressed with approved therapies.

We believe the Hemopurifier can be a substantial advance in the treatment of patients with advanced and metastatic cancer through the clearance of exosomes that promote the

growth and spread of tumors through multiple mechanisms. We are currently preparing for the initiation of clinical trials in patients with advanced and metastatic cancers. We
are initially focused on the treatment of solid tumors, including head and neck cancer, gastrointestinal cancers and other cancers.
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On October 4, 2019, the FDA approved our Investigational Device Exemption, or IDE, application to initiate an Early Feasibility Study, or EFS, of the Hemopurifier in patients
with head and neck cancer in combination with standard of care pembrolizumab (Keytruda). The primary endpoint for the EFS, which will enroll 10-12 subjects at a single
center, will be safety, with secondary endpoints including measures of exosome clearance and characterization, as well as response and survival rates. The IDE approval is
subject to FDA approval of Informed Consent documents from the trial site.

We also believe the Hemopurifier can be a part of the broad-spectrum treatment of life-threatening highly glycosylated viruses that are not addressed with an already approved
treatment. In small-scale or early feasibility human studies, the Hemopurifier has been used to treat individuals infected with HIV, hepatitis-C, and Ebola. Additionally, in vitro,
the Hemopurifier has been demonstrated to capture Zika virus, Lassa virus, MERS-CoV, cytomegalovirus, Epstein-Barr virus, Herpes simplex virus, Chikungunya virus,
Dengue virus, West Nile virus, smallpox-related viruses, HIN1 swine flu virus, HSN1 bird flu virus, and the reconstructed Spanish flu virus of 1918. In several cases, these
studies were conducted in collaboration with leading government or non-government research institutes.

We are also the majority owner of Exosome Sciences, Inc., or ESI, a company focused on the discovery of exosomal biomarkers to diagnose and monitor life-threatening
diseases. Included among ESI’s activities is the advancement of a TauSome™ biomarker candidate to diagnose chronic traumatic encephalopathy, or CTE, in the living. ESI
previously documented TauSome levels in former NFL players to be nine times higher than same age-group control subjects. Through ESI we are also developing exosome
based biomarkers in patients with, or at risk for, a number of cancers. We consolidate ESI’s activities in our consolidated financial statements.

We also recently announced the execution of a cross-licensing and development agreement with SeaStar Medical, Inc., which will be focused on co-development of our
Hemopurifier cartridge with SeaStar’s proprietary cartridges and the development of a closed system for the Hemopurifier using the SeaStar pump and cassettes. This
collaboration may allow the deployment of the Hemopurifier into settings that lack dialysis infrastructure, such as chemotherapy infusion centers and field operations for life
threatening viral epidemics.

Successful outcomes of human trials will also be required by the regulatory agencies of certain foreign countries where we plan to sell the Hemopurifier. Some of our patents
may expire before FDA approval or approval in a foreign country, if any, is obtained. However, we believe that certain patent applications and/or other patents issued more
recently will help protect the proprietary nature of the Hemopurifier treatment technology.

Our common stock is listed on the Nasdaq Capital Market under the symbol “AEMD.”

WHERE YOU CAN FIND MORE INFORMATION

We are subject to the informational requirements of the Securities Exchange Act of 1934, as amended, and must file reports, proxy statements and other information with the
Commission. The Commission maintains a web site (http://www.sec.gov) that contains reports, proxy and information statements and other information regarding registrants,

like us, which file electronically with the Commission. Our headquarters are located at 9635 Granite Ridge Drive, Suite 100, San Diego, CA 92123. Our phone number at that
address is (858) 459-7800. Our Web site is http://www.aethlonmedical.com.
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RESULTS OF OPERATIONS

THREE MONTHS ENDED SEPTEMBER 30, 2019 COMPARED TO THE THREE MONTHS ENDED SEPTEMBER 30, 2018

Government Contract Revenues

We did not record any government contract revenue in the three months ended September 30, 2019 and 2018.

We have entered into the following three contracts/grants with the National Cancer Institute, or NCI, part of the National Institutes of Health, or NIH, over the past two years:
Phase 2 Melanoma Cancer Contract

On September 12, 2019, the NCI awarded to us an SBIR Phase II Award Contract, for NIH/NCI Topic 359, entitled “A Device Prototype for Isolation of Melanoma Exosomes
for Diagnostics and Treatment Monitoring”, or the Award Contract. The Award Contract amount is $1,860,561 and runs for the period from September 16, 2019 through
September 15, 2021.

The work to be performed pursuant to this Award Contract will focus on melanoma exosomes. This work follows from our completion of a Phase I contract for the Topic 359
solicitation that ran from September 2017 through June 2018 (see Phase 1 Melanoma Cancer Contract below). Following on the Phase I work, the deliverables in the Phase II
program will involve the design and testing of a pre-commercial prototype of a more advanced version of the exosome isolation platform.

No revenue was recognized under this contract in the three months and six months ended September 30, 2019.

Phase 1 Melanoma Cancer Contract

We entered into a contract with the NCI in September 2017. This award was under the NIH’s SBIR program. The title of the award is “SBIR Topic 359 Phase 1 Device Strategy
for Selective Isolation of Oncosomes and Non-Malignant Exosomes.” The award from NIH was a firm, fixed-price contract with potential total payments to us of $299,250 over

the course of nine months.

Fixed price contracts require the achievement of multiple, incremental milestones to receive the full award during each period of the contract. The NIH also had the unilateral
right to require us to perform additional work under an option period for an additional fixed amount of $49,800.

Under the terms of the contract, we were required to perform certain incremental work towards the achievement of specific milestones against which we will invoice the
government for fixed payment amounts. The Phase 1 Melanoma Cancer Contract was completed in June 2018.
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Breast Cancer Grant

In September 2018, the NCI awarded us a government grant (number 1R43CA232977-01). The title of this SBIR Phase I grant is “The Hemopurifier Device for Targeted
Removal of Breast Cancer Exosomes from the Blood Circulation.”

This NCI Phase I grant period originally ran from September 14, 2018 through August 31, 2019. In August 2019, we applied for and received a no cost, twelve month
extension on this grant, so the expiration date was extended to August 31, 2020. The total amount of the firm grant is $298,444. The grant calls for two subcontractors to work
with us. Those subcontractors are University of Pittsburgh and Massachusetts General Hospital.

While we did not record any revenue from this grant during the three months ended September 30, 2019, we did invoice the NCI for $100,000 during the period in order to pay
our subcontractors under the contract. As we did not complete any of the technical objectives during the September period, we recorded this $100,000 as deferred revenue.

Operating Expenses

Consolidated operating expenses for the three months ended September 30, 2019 were $1,702,202, in comparison with $1,346,954 for the comparable period ended September
30, 2018. This increase of $355,248, or 26%, in 2019 was due to increases in professional fees of $359,293 and in general and administrative expenses of $70,708, which were
partially offset by a decrease in payroll and related expenses of $74,753.

The $359,293 increase in our professional fees in 2019 was primarily due to a $278,892 increase in our legal fees, a $68,715 increase in our accounting fees and a $65,000
payment to the University of Pittsburgh, a subcontractor on our Breast Cancer grant related to their work on that grant. The increase in legal and accounting fees related to
increased activity in our registration statement filings and in intellectual property actions, among other matters.

The $70,708 increase in general and administrative expenses in 2019 was primarily due to the combination of a $21,264 increase in our clinical trial expense, primarily costs
associated with the manufacturing of Hemopurifiers for an expected clinical trial in the cancer space and a $44,999 increase in our lab supplies expense, primarily related to our

breast cancer grant and lab work related to our IDE application.

The $74,753 decrease in payroll and related expenses was due to the combination of a $64,793 reduction in our cash-based compensation expense and a $9,960 decrease in
stock-based compensation.

Other Expense
Other expense during the three months ended September 30, 2019 consisted of interest expense and a loss on share for warrant exchanges and during the three months ended

September 30, 2018, consisted of interest expense only. Other expense for the three months ended September 30, 2019 was $4,424, in comparison with other expense of
$55,106 for the three months ended September 30, 2018.
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The following table breaks out the various components of our other expense for both periods:

Three Months Three Months

Ended Ended

9/30/19 9/30/18 Change
Loss on Share for Warrant Exchanges $ 4,403 $ = $ 4,403
Interest Expense 21 55,106 (55,085)
Total Other Expense $ 4,424 $ 55,106 $ (50,682)

Loss on Common Stock for Warrant Cancellation

During the three months ended September 30, 2019, we agreed with five accredited investors to issue 1,078 shares of our common stock to these investors in exchange for the
cancellation of outstanding warrants then held by the investors to purchase 10,759 shares of our common stock. We measured the fair value of the shares issued and the fair
value of the warrants exchanged for those shares and recorded a loss of $4,403 on those exchanges based on the changes in fair value between the instruments exchanged.

Interest Expense

Interest expense was $21 for the three months ended September 30, 2019, and $55,106 for the three months ended September 30, 2018, a decrease of $55,085 in 2019. The
various components of our interest expense are shown in the following table:

Three Months

Three Months

Ended Ended

9/30/19 9/30/18 Change
Interest Expense $ 21 $ 24,819 $ (24,798)
Amortization of Note Discounts - 30,287 (30,287)
Total Interest Expense $ 21 $ 55,106 $ (55,085)

The $55,085 decrease in our interest expense was due to the payoff of our convertible notes in July 2019.

Net Loss

As a result of the changes in revenues and expenses noted above, our net loss increased from approximately $1,402,000 in the three month period ended September 30, 2018 to

$1,707,000 in the three month period ended September 30, 2019.

Basic and diluted loss attributable to common stockholders were ($1.29) for the three month period ended September 30, 2019, compared to ($1.17) for the three month period

ended September 30, 2018.
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RESULTS OF OPERATIONS
SIX MONTHS ENDED SEPTEMBER 30, 2019 COMPARED TO THE SIX MONTHS ENDED SEPTEMBER 30, 2018
Government Contract Revenues

We recorded government contract revenue in the six months ended September 30, 2019 and 2018. This revenue resulted from work performed under our government contracts
with the NIH as follows:

Six Months Six Months Change in
Ended 9/30/19 Ended 9/30/18 Dollars
Melanoma Cancer Contract $ - $ 149,625 $ (149,625)
Breast Cancer Grant 30,000 — 30,000
Total Government Contract and Grant Revenue $ 30,000 $ 149,625 $ (1 19,625)

We have entered into the following three contracts/grants with the NCI, part of the NIH over the past two years:
Phase 2 Melanoma Cancer Contract

On September 12, 2019, the NCI awarded to us the Award Contract. The Award Contract amount is $1,860,561 and runs for the period from September 16, 2019 through
September 15, 2021.

The work to be performed pursuant to this Award Contract will focus on melanoma exosomes. This work follows from our completion of a Phase I contract for the Topic 359
solicitation that ran from September 2017 through June 2018 (see Phase 1 Melanoma Cancer Contract below). Following on the Phase I work, the deliverables in the Phase II
program will involve the design and testing of a pre-commercial prototype of a more advanced version of the exosome isolation platform.

No revenue was recognized under this contract in the six months ended September 30, 2019.

Phase 1 Melanoma Cancer Contract

We entered into a contract with the NIH on September 15, 2017. This award was under the NIH’s SBIR program which is designed to fund early stage small businesses that are

seeking to commercialize innovative biomedical technologies. The title of the award is SBIR Topic 359 Phase 1 Device Strategy for Selective Isolation of Oncosomes and Non-
Malignant Exosomes. The award from NIH was a firm, fixed-price contract with potential total payments to us of $299,250 over the course of nine months.
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Fixed price contracts require the achievement of multiple, incremental milestones to receive the full award during each period of the contract. The NIH also had the unilateral
right to require us to perform additional work under an option period for an additional fixed amount of $49,800. Under the terms of the contract, we were required to perform
certain incremental work toward the achievement of specific milestones against which we invoiced the government for fixed payment amounts.

In the six months ended September 30, 2018, we performed work under the contract covering the remainder of the technical objectives of the contract (Aim 1: To validate the
Hemopurifier as a device for capture and recovery of melanoma exosomes from plasma and Aim 2: To validate a method of melanoma exosome isolation consisting of the
Hemopurifier followed by mab-based immunocapture to select out the tumor-derived exosomes from non-malignant exosomes and Aim 3: To evaluate the functional integrity
of melanoma exosomes purified by the Hemopurifier and immunocapture isolation steps). As a result, we invoiced NIH for $149,625 during the six months ended September
30, 2018. The Phase 1 Melanoma Cancer Contract is now completed.

Breast Cancer Grant

In September 2018, the NCI awarded us a government grant (number 1R43CA232977-01). The title of this Small Business Innovation Research (SBIR) Phase I grant is “The
Hemopurifier Device for Targeted Removal of Breast Cancer Exosomes from the Blood Circulation.”

This NCI Phase I grant period originally ran from September 14, 2018 through August 31, 2019. In August 2019, we applied for and received a no cost, twelve month
extension on this grant, so the expiration date was extended to August 31, 2020. The total amount of the firm grant is $298,444. The grant calls for two subcontractors to work
with us. Those subcontractors are University of Pittsburgh and Massachusetts General Hospital.

During the six months ended September 30, 2019, we recognized $30,000 in government contract revenue under this grant as a result of the work involved in one of the three
technical objectives of the contract (Aim 2. “Elution of a population of breast cancer exosomes from Hemopurifier cartridges that bear the signatures of malignancy based on
expression of CSPG4 and HER?2, for triple-negative or HER2-overexpressing cancers, respectively”). We also invoiced the NCI for an additional $100,000 during the six month
period ended September 30, 2019 in order to pay our subcontractors under the contract. As we did not complete any additional technical objectives beyond Aim 2 noted above
during the period, we recorded this $100,000 as deferred revenue as of September 30, 2019.

Operating Expenses

Consolidated operating expenses for the six months ended September 30, 2019 were $3,298,391, in comparison with $2,593,851 for the comparable period ended September 30,
2018. This increase of $704,540, or 27%, in 2019 was due to increases professional fees of $517,436 and in general and administrative expenses of $258,427, which were
partially offset by a reduction in and payroll and related expenses of $71,323.

The $517,436 increase in our professional fees in 2019 was primarily due to a $421,145 increase in our legal fees, a $125,804 increase in our accounting fees and a $65,000

payment to the University of Pittsburgh, a subcontractor on our Breast Cancer grant related to their work on that grant. The increase in legal and accounting fees related to
increased activity in our registration statement filings and in intellectual property actions among other matters.
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The $258,427 increase in general and administrative expenses in 2019 was primarily due to the combination of a $140,792 increase in our clinical trial expense, primarily costs
associated with the manufacturing of Hemopurifiers for an expected clinical trial in the cancer space, a $83,520 increase in our lab supplies expense, primarily related to our
breast cancer grant and lab work related to our IDE application and a $58,520 increase in travel expense.

The $71,323 decrease in payroll and related expenses was due to the combination of a $124,737 reduction in our cash-based compensation expense and a $53,414 increase in
stock-based compensation.

Other Expense
Other expense during the six months ended September 30, 2019 consisted of interest expense, a loss on share for warrant exchanges and a loss on debt extinguishment and
during the six months ended September 30, 2018, consisted of interest expense only. Other expense for the six months ended September 30, 2019 was $505,520, in comparison

with other expense of $110,210 for the six months ended September 30, 2018.

The following table breaks out the various components of our other expense for both periods:

Six Months Six Months
Ended Ended
9/30/19 9/30/18 Change
Loss on Debt Extinguishment $ 447,011 $ — $ 447,011
Loss on Share for Warrant Exchanges 4,403 - 4,403
Interest Expense 54,106 110,210 (56,104)
Total Other Expense $ 505,520 $ 110210  $ 395,310

Loss on Debt Extinguishment

During the six months ended September 30, 2019, we reduced the conversion price on our outstanding convertible notes from $45.00 per share to $10.20 per share. The
modification of the convertible notes was evaluated under ASC 470-50-40 and the instruments were determined to be substantially different, and the transaction qualified for
extinguishment accounting. Under the extinguishment accounting we recorded a loss on debt extinguishment of $447,011.

Loss on Common Stock for Warrant Cancellation

During the three months ended September 30, 2019, we agreed with five accredited investors to issue 1,078 shares of our common stock to these investors in exchange for the

cancellation of outstanding warrants then held by the investors to purchase 10,759 shares of our common stock. We measured the fair value of the shares issued and the fair
value of the warrants exchanged for those shares and recorded a loss of $4,403 on those exchanges based on the changes in fair value between the instruments exchanged.
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Interest Expense

Interest expense was $54,106 for the six months ended September 30, 2019, and $110,210 for the six months ended September 30, 2018, a decrease of $56,104 in 2019. The

various components of our interest expense are shown in the following table:

Six Months Six Months
Ended Ended
9/30/19 9/30/18 Change
Interest Expense $ 23,819 49,636 $ (25,817)
Amortization of Note Discounts 30,287 60,574 (30,287)
Total Interest Expense $ 54,106 110,210 $ (56,104)

The $56,104 decrease in our interest expense was due to the payoff of our convertible notes in July 2019.

Net Loss

As a result of the changes in revenues and expenses noted above, our net loss increased from approximately $2,554,000 in the six month period ended September 30, 2018 to

$3,774,000 in the six month period ended September 30, 2019.

Basic and diluted loss attributable to common stockholders were ($2.91) for the six month period ended September 30, 2019, compared to ($2.14) for the six month period ended

September 30, 2018.

LIQUIDITY AND CAPITAL RESOURCES

As of September 30, 2019, we had a cash balance of $785,658 and negative working capital of $268,824. This compares to a cash balance of $3,828,074 and working capital of
$2,214,230 at March 31, 2019. Significant additional financing must be obtained in order to provide a sufficient source of operating capital and to allow us to continue to
operate as a going concern. In addition, we will need to raise capital to complete anticipated future human clinical trials in the U.S. We anticipate the primary sources of this
additional financing will be from proceeds of our at-the-market offering program, debt financing and other forms of equity placements.

Our primary source of capital during the six months ended September 30, 2019 was the Agreement with H.C. Wainwright & Co., LLC, or H.C. Wainwright. The cash raised

from that activity is noted below:
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Common Stock Sales Agreement with H.C. Wainwright

On June 28, 2016, we entered into a Common Stock Sales Agreement, or the Agreement, with H.C. Wainwright & Co., LLC, or H.C. Wainwright, which established an at-the-
market equity program pursuant to which we may offer and sell shares of our common stock from time to time as set forth in the Agreement. The Agreement provides for the
sale of shares of our common stock having an aggregate offering price of up to $12,500,000, or the Shares.

On August 6, 2019, we executed Amendment No. 1 to the Agreement with H.C. Wainwright, effective as of August 5, 2019. The amendment provides that references in the
Agreement to the registration statement shall refer to the registration statement on Form S-3 (File No. 333-231397), originally filed with the Securities and Exchange
Commission on May 10, 2019, declared effective by the Securities and Exchange Commission on August 1, 2019.

Subject to the terms and conditions set forth in the Agreement, H.C. Wainwright agreed to use its commercially reasonable efforts consistent with its normal trading and sales
practices to sell the Shares from time to time, based upon our instructions. We have provided H.C. Wainwright with customary indemnification rights, and H.C. Wainwright is
entitled to a commission at a fixed rate equal to three percent (3.0%) of the gross proceeds per Share sold. In addition, we agreed to pay certain expenses incurred by H.C.
Wainwright in connection with the Agreement, including up to $50,000 of the fees and disbursements of their counsel. The Agreement will terminate upon the sale of all of the
Shares under the Agreement, unless terminated earlier by either party as permitted under the Agreement.

Sales of the Shares, if any, under the Agreement will be made in transactions that are deemed to be “at the market offerings” as defined in Rule 415 under the Securities Act,
including sales made by means of ordinary brokers’ transactions, including on the Nasdaq Capital Market, at market prices or as otherwise agreed with H.C. Wainwright. We
have no obligation to sell any of the Shares, and, at any time, we may suspend offers under the Agreement or terminate the Agreement.

In the six months ended September 30, 2019, we raised aggregate net proceeds of $423,234 (net of $13,213 in commissions to H.C. Wainwright and $3,997 in other offering
expenses) under this Agreement through the sale of 62,427 shares at an average price of $6.78 per share of net proceeds.

Future capital requirements will depend upon many factors, including progress with pre-clinical testing and clinical trials, the number and breadth of our clinical programs, the
time and costs involved in preparing, filing, prosecuting, maintaining and enforcing patent claims and other proprietary rights, the time and costs involved in obtaining
regulatory approvals, competing technological and market developments, as well as our ability to establish collaborative arrangements, effective commercialization, marketing
activities and other arrangements. We expect to continue to incur increasing negative cash flows and net losses for the foreseeable future.

Cash Flows

Cash flows from operating, investing and financing activities, as reflected in the accompanying Condensed Consolidated Statements of Cash Flows, are summarized as follows:

(In thousands)
For the six months ended

September 30, September 30,
2019 2018
Cash used in:
Operating activities $ 2,321) $ (1,809)
Investing activities (120) -
Financing activities (601) (86)
Net decrease in cash $ (3,042) $ (1,895)
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NET CASH USED IN OPERATING ACTIVITIES. We used cash in our operating activities due to our losses from operations. Net cash used in operating activities was
approximately $2,321,000 in the six month period ended September 30, 2019 compared to approximately $1,895,000 in the six month period ended September 30, 2018. The
primary driver in this increase of approximately $512,000 in 2019 in cash used in operating activities was the $1,220,000 increase in our net loss which was partially offset by
the non-cash debt extinguishment expense of approximately $447,000, an increase in our non-cash stock-based compensation of approximately $53,000, and the receipt of
$100,000 under our Breast Cancer Grant that we recorded as deferred revenue.

NET CASH USED IN INVESTING ACTIVITIES. We used approximately $120,000 of cash to purchase laboratory and office equipment in the six months ended September
30, 2019. We had no investing activities in the three months ended September 30, 2018.

NET CASH USED IN FINANCING ACTIVITIES. During the six months ended September 30, 2019, we raised approximately $423,000 from the issuance of common stock.
That source of cash from our financing activities was more than offset by the use of approximately $993,000 to partially pay down our convertible notes and the use of
approximately $32,000 to pay for the tax withholding on restricted stock units for an aggregate use of cash in financing activities of approximately $602,000. During the six
months ended September 30, 2018, we used approximately $86,000 to pay for the tax withholding on restricted stock units.

As of the date of this filing, we plan to invest significantly into purchases of our raw materials and into our contract manufacturing arrangement, subject to successfully raising
additional capital.

CRITICAL ACCOUNTING POLICIES
Use of Estimates

The preparation of consolidated financial statements in conformity with accounting principles generally accepted in the United States of America, or GAAP, requires us to make
a number of estimates and assumptions that affect the reported amounts of assets and liabilities and disclosure of contingent assets and liabilities at the date of the financial
statements. These estimates and assumptions affect the reported amounts of expenses during the reporting period. On an ongoing basis, we evaluate estimates and assumptions
based upon historical experience and various other factors and circumstances. We believe our estimates and assumptions are reasonable in the circumstances; however, actual
results may differ from these estimates under different future conditions.

We believe that the estimates and assumptions that are most important to the portrayal of our financial condition and results of operations, in that they require the most difficult,
subjective or complex judgments, form the basis for the accounting policies deemed to be most critical to us. These critical accounting estimates relate to revenue recognition,
stock purchase warrants issued with notes payable, beneficial conversion feature of convertible notes payable, impairment of intangible assets and long lived assets, stock
compensation, deferred tax asset valuation allowance, and contingencies.

There have been no changes to our critical accounting policies as disclosed in our Form 10-K for the year ended March 31, 2019 , except for the leases policy disclosed in Note
4 to the accompanying unaudited condensed consolidated financial statements included in Item 1 of this Quarterly Report on Form 10-Q.
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OFF-BALANCE SHEET ARRANGEMENTS
We have no obligations required to be disclosed herein as off-balance sheet arrangements.
ITEM 3. QUANTITATIVE AND QUALITATIVE DISCLOSURES ABOUT MARKET RISK.

As a smaller reporting company as defined by Rule 12b-2 of the Exchange Act and in Item 10(f)(1) of Regulation S-K, we are electing scaled disclosure reporting obligations
and therefore are not required to provide the information requested by this item.

ITEM 4. CONTROLS AND PROCEDURES.
DISCLOSURE CONTROLS AND PROCEDURES

Under the supervision and with the participation of our management, including our Chief Executive Officer and our Chief Financial Officer, we evaluated the effectiveness of
the design and operation of our disclosure controls and procedures (as defined in Rules 13a-15(e) and 15d-15(e) of the Exchange Act) as of the end of the period covered by this
Quarterly Report.

Based on such evaluation, our Chief Executive Officer and Chief Financial Officer concluded that, as of the end of such period, our disclosure controls and procedures are
effective in recording, processing, summarizing and reporting, on a timely basis, information required to be disclosed by us in the reports that we file or submit under the
Securities Exchange Act of 1934, as amended, and are effective in ensuring that information required to be disclosed by us in the reports that we file or submit under the
Securities Exchange Act of 1934, as amended, is accumulated and communicated to our management, including our Chief Executive Officer and Chief Financial Officer, as
appropriate to allow timely decisions regarding required disclosure.

CHANGES IN INTERNAL CONTROL OVER FINANCIAL REPORTING

There have been no changes in our internal control over financial reporting during the last fiscal quarter that have materially affected, or are reasonably likely to materially
affect, our internal control over financial reporting.
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PART II. OTHER INFORMATION
ITEM 1. LEGAL PROCEEDINGS.

From time to time, claims are made against us in the ordinary course of business, which could result in litigation. Claims and associated litigation are subject to inherent
uncertainties and unfavorable outcomes could occur, such as monetary damages, fines, penalties or injunctions prohibiting us from selling one or more products or engaging in
other activities.

The occurrence of an unfavorable outcome in any specific period could have a material adverse effect on our results of operations for that period or future periods. We are not
presently a party to any pending or threatened legal proceedings.

ITEM 1A. RISK FACTORS.

As a smaller reporting company as defined by Rule 12b-2 of the Exchange Act and in Item 10(f)(1) of Regulation S-K, we are electing scaled disclosure reporting obligations
and therefore are not required to provide the information requested by this item. For a discussion of our potential risks and uncertainties, please see the information listed in the
item captioned “Risk Factors” in our Annual Report on Form 10-K for the year ended March 31, 2019. Except as provided below, there have been no material changes to the
risk factors as disclosed in the Form 10-K. You should carefully consider the risk factors discussed below and in our Annual Report on Form 10-K for the year ended March 31,
2019, which could materially affect our business, financial position and results of operations.

*Qur failure to meet the continued listing requirements of The Nasdaq Capital Market could result in a de-listing of our common stock.

If we fail to satisfy the continued listing requirements of The Nasdaq Capital Market, or Nasdaq, such as the minimum stockholders’ equity requirement or the minimum closing
bid price requirement, Nasdaq may take steps to de-list our common stock. In May 2019, we received a letter from Nasdaq indicating that Nasdaq has determined that we failed
to comply with the minimum bid price requirement of Nasdaq Listing Rule 5550(a)(2). Nasdaq Listing Rule 5550(a)(2) requires that companies listed on the Nasdaq Capital
Market maintain a minimum closing bid price of at least $1.00 per share. Although we currently are in compliance with the minimum bid price requirement, it is possible that
we may not be in the future. In July 2019, we received another letter from Nasdaq indicating that Nasdaq has determined that we failed to comply with the minimum
stockholder’s equity requirement of Nasdaq Listing Rule 5550(b)(1). Nasdaq Listing Rule 5550(b)(1) requires that companies listed on the Nasdaq Capital Market maintain a
minimum of $2,500,000 in stockholder’s equity. If we fail to regain and maintain compliance with these, or any other of the continued listing requirements of The Nasdaq
Capital Market, Nasdaq may take steps to de-list our common stock. A de-listing of our common stock would likely have a negative effect on the price of our common stock
and would impair your ability to sell or purchase our common stock when you wish to do so. In the event of a de-listing, we would take actions to restore our compliance with
Nasdaq’s listing requirements, but any such action taken by us may not be successful.
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ITEM 2. UNREGISTERED SALES OF EQUITY SECURITIES AND USE OF PROCEEDS.

In July, August and September 2019, an aggregate of 844 shares of our common stock were issued to five accredited investors in exchange for the cancellation of outstanding
warrants previously held by these investors to purchase an aggregate of 8,442 shares of our common stock.

The offers, sales and issuances of the securities described in paragraphs (1) and (2) were deemed to be exempt from registration under the Securities Act in reliance on

Section 4(a)(2) in that the issuance of securities to the accredited investors did not involve a public offering. The recipients of securities in each of these transactions acquired the
securities for investment only and not with a view to or for sale in connection with any distribution thereof and appropriate legends were affixed to the securities issued in these
transactions. No underwriters were involved in these transactions.

ITEM 3. DEFAULTS UPON SENIOR SECURITIES.

We have no disclosure applicable to this item.

ITEM 4. MINE SAFETY DISCLOSURES.

We have no disclosure applicable to this item.

ITEM 5. OTHER INFORMATION.

We have no disclosure applicable to this item.
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ITEM 6. EXHIBITS.

(a) Exhibits. The following documents are filed as part of this report:

Incorporated by Reference

Exhibit Exhibit Filed
Number Exhibit Description Form SEC File No. Number Date Herewith
3.1 Articles of Incorporation. S-3 333-211151 3.1 May 5, 2016
32 Amended and Restated Bylaws of the Company. 8-K 001-37487 3.1 September 12, 2019
4.1 Form of Common Stock Certificate. S-1 333-201334 4.1 December 31, 2014
Form of Common Stock Purchase Warrant dated
4.2 August 29, 2012. 8-K 000-21846 4.1 September 6, 2012
Form of Common Stock Purchase Warrant dated
43 October, November and December 2012. 10-Q 000-21846 4.1 February 13, 2013
Form of Common Stock Purchase Warrant dated June
44 14,2013. 10-Q 000-21846 4.1 August 13, 2013
Form of Common Stock Purchase Warrant dated June
4.5 24.2014. 8-K 000-21846 4.1 June 30, 2014
Form of Common Stock Purchase Warrant dated July
4.6 24, 2014. 8-K 000-21846 4.1 July 28,2014
Form of Common Stock Purchase Warrant dated
4.7 August and September 2014. 10-Q 000-21846 43 November 10, 2014
Form of Warrant to Purchase Common Stock dated
4.8 June 25. 2015. 8-K 000-21846 4.1 June 24, 2015

35



http://www.sec.gov/Archives/edgar/data/882291/000101968716006120/aethlon_s1-ex0301.htm
http://www.sec.gov/Archives/edgar/data/882291/000168316819002910/aethlon_8k-ex0301.htm
http://www.sec.gov/Archives/edgar/data/882291/000101968714004876/aethlon_s1-ex0401.htm
http://www.sec.gov/Archives/edgar/data/882291/000101968712003217/aethlon_8k-ex0401.htm
http://www.sec.gov/Archives/edgar/data/882291/000101968713000435/aemd_10q-ex401.htm
http://www.sec.gov/Archives/edgar/data/882291/000101968713003054/aethlon_10q-ex401.htm
http://www.sec.gov/Archives/edgar/data/882291/000101968714002585/aethlon_8k-ex0401.htm
http://www.sec.gov/Archives/edgar/data/882291/000101968714002828/aethlon_8k-ex401.htm
http://www.sec.gov/Archives/edgar/data/882291/000101968714004132/aemd_10q-ex0403.htm
http://www.sec.gov/Archives/edgar/data/882291/000101968715002499/aemd_8k-ex0401.htm
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10.1

10.2

31.1

31.2

32.1

322

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

Form of Purchase Agent Warrant dated June 25, 2015. 8-K 000-21846 4.1
Form of Warrant Agreement dated March 27, 2017. 8-K 001-37487 4.1
Form of Warrant dated 2017. S-1/A 333-219589 4.29

Form of Placement Agent Warrant dated .
2017. S-1/A 333-219589 430

Seventh Amendment to Standard Industrial Net Lease
dated September 9. 2019, between Aethlon Medical

Inc. and San Diego Inspire 1. LLC.

SBIR Phase IT Award Contract, effective as of
September 12, 2019, by and among Aethlon Medical
Inc.. the National Institutes of Health and the National
Cancer Institute.

Certification of Principal Executive Officer pursuant to

Securities Exchange Act rules 13a- 14(a) and 15d-

14(a) as adopted pursuant to section 302 of the
Sarbanes-Oxley Act of 2002.

Certification of Principal Financial Officer pursuant to
Securities Exchange Act rules 13a- 14(a) and 15d-

14(a) as adopted pursuant to section 302 of the
Sarbanes-Oxley Act of 2002.

Certification of Principal Executive Officer pursuant to
18 U.S.C. section 1350, as adopted pursuant to section

906 of the Sarbanes-Oxley Act of 2002.

Certification of Principal Financial Officer pursuant to
18 U.S.C. section 1350, as adopted pursuant to section

906 of the Sarbanes-Oxley Act of 2002.

Interactive Data Files

XBRL Instance Document

XBRL Schema Document

XBRL Calculation Linkbase Document
XBRL Definition Linkbase Document
XBRL Label Linkbase Document
XBRL Presentation Linkbase Document
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http://www.sec.gov/Archives/edgar/data/882291/000101968715002528/aemd_8k-ex0401.htm
http://www.sec.gov/Archives/edgar/data/882291/000168316817000627/aethlon_ex0401.htm
http://www.sec.gov/Archives/edgar/data/882291/000168316817002401/aethlon_s1a-ex0429.htm
http://www.sec.gov/Archives/edgar/data/882291/000168316817002459/aethlon_s1a2-ex0430.htm

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.

AETHLON MEDICAL, INC.

Date: November 1, 2019 By: /s/ JAMES B. FRAKES
JAMES B. FRAKES
CHIEF FINANCIAL OFFICER
CHIEF ACCOUNTING OFFICER
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EXHIBIT 10.1

SEVENTH AMENDMENT TO STANDARD INDUSTRIAL NET LEASE
BETWEEN
SAN DIEGO INSPIRE 1, LLC
AND
AETHLON MEDICAL, INC.

THIS SEVENTH AMENDMENT TO STANDARD INDUSTRIAL NET LEASE (this “Seventh Amendment”) is dated as of September 9, 2019, by and between
SAN DIEGO INSPIRE 1, LLC, a Delaware limited liability company (“Landlord”), and AETHLON MEDICAL, INC., a Nevada corporation (“Tenant”).

RECITALS

A. Landlord (as successor-in-interest to AGP Sorrento Business Complex, L.P., a Delaware limited partnership, who, in turn, is successor-in-interest to
Sorrento Business Complex, a California limited partnership) and Tenant are parties to that certain Standard Industrial Net Lease dated as of September 28, 2009 (the “Original
Lease”), as amended by that certain (i) First Amendment to Standard Industrial Net Lease dated as of October 4, 2011 (the First Amendment”), (ii) Second Amendment to
Standard Industrial Net Lease dated as of October 10, 2014 (the “Second Amendment”), (iii) Third Amendment to Standard Industrial Net Lease dated as of October 21, 2015
(the “Third Amendment”), (iv) Fourth Amendment to Standard Industrial Net Lease dated as of October 5, 2016 (the ‘Fourth Amendment”), (v) Fifth Amendment to
Standard Industrial Net Lease dated October 16, 2017 (the “Fifth Amendment”), and (vi) Sixth Amendment to Standard Industrial Net Lease dated September 18, 2018 (the
“Sixth Amendment”) (all such lease amendments together with the Original Lease, hereinafter simply the ‘Lease”), with respect to certain premises containing approximately
1,703 rentable square feet (the “Premises”) identified as Suite 109 in that certain building located at 11585 Sorrento Valley Road, San Diego, California 92121 (the
“Building”™), which is part of a larger complex known as Inspire 1 consisting of the Building and other buildings (the Project”).

B. Pursuant to the Sixth Amendment, the Expiration Date was previously extended from December 1, 2018 to November 30, 2019 (such extended term
referred to in the Sixth Amendment as the “Sixth Amendment Extended Term”).

C. Landlord and Tenant now desire to amend the Lease to extend the Lease Term for an additional twelve (12) months and modify other provisions of the
Lease, all as more particularly set forth herein.

NOW, THEREFORE, in consideration of the mutual covenants contained herein, and for other good and valuable consideration, the receipt and sufficiency of which
are hereby acknowledged, Landlord and Tenant agree that the Lease is amended as follows:

1. Defined Terms. Capitalized terms used and not otherwise defined herein shall have the same meanings ascribed to them in the Lease.

2. Term of the Lease. Effective as of the date hereof, the Lease Term is hereby extended for an additional twelve (12) months (which period may be
referred to as the “Seventh Amendment Extended Term ™) so that the Seventh Amendment Extended Term shall commence December 1, 2019 and expire unless terminated
sooner pursuant to the terms of the Lease, November 30, 2020 (the “Seventh Amendment Extended Expiration Date”). All references to “Lease Term” in the Lease and this
Seventh Amendment shall be deemed references to the Lease Term as extended by this Seventh Amendment and all references to “ Expiration Date” shall be deemed
references to the Seventh Amendment Extended Expiration Date. Tenant shall not have any right to extend the Lease Term beyond the Seventh Amendment Extended
Expiration Date.




3. Condition of the Premises. Landlord shall have no obligation whatsoever to construct leasehold improvements for Tenant or to repair or refurbish the
Premises. Tenant hereby agrees to continue to accept the Premises in its “AS IS” condition, and Tenant hereby acknowledges that the Premises is suited for the use intended by
Tenant and is in good and satisfactory condition as of the date of this Amendment. Tenant acknowledges that neither Landlord nor Landlord’s agents has made any
representation or warranty as to the condition of the Premises or the Building or its suitability for Tenant’s purposes. Tenant represents and warrants to Landlord that (a) its sole
intended use of the Premises is for uses set forth in Section 1.8 of the Original Lease, and (b) it does not intend to use the Premises for any other purpose.

4. Base Rent. In addition to Additional Rent and all other costs and expenses payable by Tenant pursuant to the Lease, Tenant shall pay the following
Minimum Monthly Rent (as defined in the Lease) for the Premises during the Seventh Amendment Extended Term in accordance with the terms of Atrticle 4 of the Original
Lease:

MINIMUM MONTHLY MINIMUM MONTHLY
SEVENTH AMENDMENT INSTALLMENT OF RENT PER RENTABLE
EXTENDED TERM RENT SQUARE FOOT
12/1/19 — 11/30/20 $5,960.50 $3.50
5. Additional Rent. During the Seventh Amendment Extended Term and in addition to the monthly Base Rent set forth inSection 4 of this Seventh

Amendment, Tenant shall continue to pay all Additional Rent for the Premises, including without limitation, Tenant’s Share of Operating Costs in accordance with the terms of
Article 6 of the Original Lease.

6. Security Deposit. Tenant has previously deposited with Landlord the sum of Three Thousand Two Hundred Fifty Dollars and Sixty-Five Cents
(83,250.65) as a Security Deposit under the Lease. Landlord shall continue to hold such Security Deposit during the Second Amendment Extended Term in accordance with the
terms and conditions of Article 5 of the Original Lease.

7. Address for Rent Payment. Section 4.5 of the Original Lease is hereby amended and restated as follows: Tenant shall make all payments of Minimum
Monthly Rent, Additional Rent and other amounts due under the Lease in immediately available funds or by wire transfer of funds. Such payments all be initiated by Tenant to
an account designated from time to time by Landlord no later than 12:00 noon, San Diego, California time on the date such sums or payments are respectively due. Any
payment received after such time shall be deemed to have been made after the due date. Tenant shall use the following address for rent payments:

San Diego Inspire 1, LLC

P.O. Box 894412

Los Angeles, CA 90189-4412

Or Tenant may wire rent payments to:

Citibank NA, New York

Account Name: San Diego Inspire Holdings, LLC
Account Number: 6794041847

Routing Number: 021000089

Origin is outside the U.S.: Swift code CITIUS33




8. Address. Section 1.1 and Section 24.19 of the Original Lease are hereby amended to provide that notices to Landlord shall be given at the following
addresses:

Address of Landlord: SAN DIEGO INSPIRE 1, LLC
c/o Longfellow Real Estate Partners
260 Franklin Street, Suite 1920
Boston, MA 02141
Attn: Asset Management

With copies to:

San Diego Inspire 1, LLC

c/o Longfellow Real Estate Partners
11772 Sorrento Valley Rd., Suite 125
San Diego, CA 92121

Attn: Property Management

9. Brokers. Tenant represents and warrants to Landlord that it has not engaged any broker, finder or other person who would be entitled to any commission
or fees in respect of the negotiation, execution or delivery of this Seventh Amendment, other than Newmark of Southern California, Inc., dba Newmark Knight Frank
(“Newmark Knight Frank”) serving as Landlord’s agent and Grant Schoneman of JLL Life Sciences Group (“JLL”) serving as Tenant’s agent and whose commissions shall
be paid by Landlord pursuant to a separate agreement. Tenant shall indemnify, defend and hold harmless Landlord against any loss, cost, liability or expense incurred by
Landlord as a result of any claim asserted by any broker (other than Newmark Knight Frank and JLL), finder or other person on the basis of any arrangements or agreements
made or alleged to have been made by or on behalf of Tenant.

10. Disclosures and Utility Usage Information. For purposes of Section 1938(a) of the California Civil Code, Landlord hereby discloses to Tenant, and
Tenant hereby acknowledges, that the Premises have not undergone inspection by a Certified Access Specialist (CASp). As required by Section 1938(e) of the California Civil
Code, Landlord hereby states as follows: “A Certified Access Specialist (CASp) can inspect the subject premises and determine whether the subject premises comply with all of
the applicable construction-related accessibility standards under state law. Although state law does not require a CASp inspection of the subject premises, the commercial
property owner or lessor may not prohibit the lessee or tenant from obtaining a CASp inspection of the subject premises for the occupancy or potential occupancy of the lessee
or tenant, if requested by the lessee or tenant. The parties shall mutually agree on the arrangements for the time and manner of the CASp inspection, the payment of the fee for
the CASp inspection, and the cost of making any repairs necessary to correct violations of construction-related accessibility standards within the premises.” In furtherance of the
foregoing, Landlord and Tenant hereby agree as follows: (a) any CASp inspection requested by Tenant shall be conducted, at Tenant’s sole cost and expense, by a CASp
designated by Landlord, subject to Landlord’s reasonable rules and requirements; (b) Tenant, at its sole cost and expense, shall be responsible for making any improvements or
repairs within the Premises to correct violations of construction-related accessibility standards; and (c) if anything done by or for Tenant in its use or occupancy of the Premises
shall require any improvements or repairs to the Building or the Center (outside the Premises) to correct violations of construction-related accessibility standards, then Tenant
shall reimburse Landlord upon demand, as Additional Rent, for the cost to Landlord of performing such improvements or repairs. If Tenant is billed directly by a public utility
with respect to Tenant’s electrical usage at the Premises, upon request, Tenant shall provide monthly electrical utility usage for the Premises to Landlord for the period of time
requested by Landlord (in electronic or paper format) or, at Landlord’s option, provide any written authorization or other documentation required for Landlord to request
information regarding Tenant’s electricity usage with respect to the Premises directly from the applicable utility company.




11. Continuing Effectiveness. The Lease, except as amended hereby, remains unamended, and, as amended hereby, remains in full force and effect.

12. Counterparts. This Seventh Amendment may be executed in counterparts, each of which shall constitute an original, and all of which, together, shall
constitute one document. This Seventh Amendment may be executed by a party’s signature transmitted by facsimile (“fax”) or email and copies of this Seventh Amendment
executed and delivered by means of faxed or emailed signatures shall have the same force and effect as copies hereof executed and delivered with original signatures. All parties
hereto may rely upon faxed or emailed signatures as if such signatures were originals. Any party executing and delivering this Seventh Amendment by fax or email shall
promptly thereafter deliver a counterpart signature page of this Seventh Amendment containing said party’s original signature. All parties hereto agree that a faxed or emailed
signature page may be introduced into evidence in any proceeding arising out of or related to this Seventh Amendment as if it were an original signature page.

13. Execution by Both Parties. Submission of this instrument for examination or signature by Tenant does not constitute a reservation of or option to lease,
and it is not effective as an amendment to lease or otherwise until execution by and delivery to both Landlord and Tenant, and execution and delivery hereof.

14. No Further Modification. Except as set forth in this Seventh Amendment, all of the terms and provisions of the Lease shall remain unmodified and in
full force and effect. This Seventh Amendment contains the entire understanding between the parties with respect to the matters contained herein. In the event of any conflict
between the terms and conditions of the Lease and the terms and conditions of this Seventh Amendment, the terms and conditions of this Seventh Amendment shall prevail. No
representations, warranties, covenants or agreements have been made concerning or affecting the subject matter of this Seventh Amendment, except as are contained herein and
in the Lease. This Seventh Amendment may not be changed orally, but only by an agreement in writing signed by the party against whom enforcement of any waiver, change or
modification or discharge is sought.

15. Authorization The parties signing on behalf of Tenant each hereby represents and warrants that such party has the capacity set forth on the signature
pages hereof and has full power and authority to bind Tenant to the terms hereof. Two (2) authorized officers must sign on behalf of the Tenant and this Amendment must be
executed by the president or vice-president and the secretary or assistant secretary of Tenant, unless the bylaws or a resolution of the board of directors shall otherwise provide.
In such case, the bylaws or a certified copy of the resolution of Tenant, as the case may be, must be furnished to Landlord.

(SIGNATURES ON NEXT PAGE)




IN WITNESS WHEREOF, the parties hereto have executed this Seventh Amendment as of the date first above written.

“LANDLORD” “TENANT”

SAN DIEGO INSPIRE 1, LLC, AETHLON MEDICAL, INC,,
a Delaware limited liability company a Nevada corporation

By: /s/ Jamison Peschel By: /s/ Timothy Rodell

Print Name: Jamison Peschel Print Name: Timothy Rodell
Title: Authorized Signatory Title: CEO

By: /s/ James B. Frakes

Print Name: James B. Frakes

Title:_Chief Financial Officer
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PART | - THE SCHEDULE

SECTION B - SUPPLIES OR SERVICES AND PRICES/COSTS

ARTICLE B.1. BRIEF DESCRIPTION OF SUPPLIES OR SERVICES

Topic 358: Technologies for Differential Isolation of Excsomes and Oncosomeas

Title of Project: A Device Prototype for Isclation of Melanoma Exosomeas for Diagnostics and Treatment Monitoring
The canfractor will develep a pre-commercial prototype of an exesome isclation devics to be used in clinical
diagnostic laboratories.

ARTICLE B.2. PRICES

1. The fotal fixed price of this contract is $1,860.581.

2. Upen delivery and acceptance of the services described in SECTION C of this contract and identified in the
schedule of charges below, the Government shall pay ta the Contractor the unit price(s) set farth below:

PAYMENT SCHEDULE
Description Amaount ()

Kick-0ff Presantation 5206729
Quarterly Report 1 T 206,729
Luarleily Report 2 3206,729
Lwarterly Reporl 3 T 206,729
CQuarterly Report 4, SBIR Program Life Cycle Certificatan, 3206729
Annual Updated Commercialization Plan
Quarterly Report 5 F206,729
Quarterly Report 6 T 206,729
Cuarterly Report 7 3206,729
Final Reporl. Contract Oulcomes Repest, Final presentation, 206,722
and all other contract deliverables

TOTAL FIXED PRICE] 31,860,561

ARTICLE B.3. ADVANCE UNDERSTANDINGS

a. Contract Number Designation
On all correspondence submitted under this contract, the Contractor agrees to clearly identify the contract
numbsar that appears on the face page of tha contract.

b, SBIR Funding Agreement Certification
The SBIR Funding Agreement Certification form, located in SECTION J, must be completed at the time of award
prior fo the performance of work under this confract, in accordance with the SEIR Palicy Directive issued by SBA
(May 2, 2019).
Far additional infarmation, se= NIH Palicy Motice MOT-0D-13-116, entitled, "New Program Cartifications
Required for SBIR and STTR Awards.” located at hipcfarants. niugesgrantsiguiced nobics-files/ MO T-
Q013118 himl,

_5-
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SECTION C - DESCRIPTION/SPECIFICATIONSWORK STATEMENT

ARTICLE C.1. STATEMENT OF WORK

a, Independently and not as an agent of the Government, the Contractor shall furnish all the necessary
services qualified personnel, material, equipment, and facilites, not othersise provided by the Government as
needad to parform the Statement of Work, dated Auvgust 28, 2019, 5=t forth in SECTION J-List of Attachments,
attached hareto and made a part of this confract.

ARTICLE C.2. REPORTING REQUIREMENTS

Al reports requingd herein shall be submilled in alactionic farmat via e-mail, as altachments, ko lh&followiﬁg
designated NC| Branch Distribwtion Mailbax: MClbranchainvolcesgmail nih gow

Each e-mail submission shall cantain only ane deliverable, |f the attached file for the deliverable exceeds S0 MEB, the
Contractor shall divide the deliverable into files of 50 MB each. Al deliverables shall be limited o five file attachments
of lass.

Tha subjact line of tha a-mail shall read as follows: Deliverabla_ Contract Nurmber_ Vendor's Narme_ Deliveratle
Descripfion_ Ouwe Dale.

All electronic repons submitted shall be complant with Section 505 of the Rehabiltaton Act of 1973, Additional
information about testing documents for Section 506 compliance, including guidance and specific checklists, by
application, can be found at; hitp:ffwwe. hihs gowweb/S080ndex hitml under "Making Files Accessible"

a. Technical Reports

In addition 1o thase reports reguired by the other lerms of this contract, the Contractar shall prepare and submil
the fellowing reparts in the manner stated below and in accordancs with the DELIVERIES Article in SECTION F
af this contract:

Note: The Confractor shall inclede, in any techinical progress repart submitfed, the applicatde Publded Central
[EWC) ar MM Manuwscnpd Subrission refersnce number when cifing publicalions hat arise from s NI funded
research,

1. Rick-Dff Presentation

The Contractor shall prepare and submit a kick-off presentation, Slides shall be prepared and
presentation of the slides shall occur either in-peraon ar through wehbinar or teleconference. The
presantation shall cover the fallowing:

a. Discussion of the Contractor’s organization and projact status, parficularly changes that
coourrad since the proposal submission,

k. Contractor's recent achievements (patents, publications, sales, regulatory aporovals
parinzrships, awarda, etc.);

. Status of the field;

o

d. Status of commercial and academic competitors,

e, Where the proposed project is positionad against the state of the art;

-

. Intellectual property landscape:;
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. Refresher on the proposed fechnology/RED,

Dietailed plan for the first bucget pericd of the contract;

Milestones (technical and cormmercial) to be achieved by the end of the first budget period of the
contract;

. Discussion of anticipated fechnical risks and allemnative approaches.

Questions to the NEL

2. Quarterly Reports

The Contractor shall submit Quarterly Reports, which shall includa:

a.

d.

B

Summary of technical objectives with status of each objective clearly marked [ &.g. previously
cempleted, completed during this reporting pariod, not started, ats);

Clear description of activities accomplished in the quarter;

. Anzlysis of experimental data and presentation of szlected dats;

Commeants regarding the timeliness of performancs,

Briefl explanation of objectivesfacinilies to be pursued in the next reporting periad.

This repert shall generally be no leager than five (5) pages. excluding tables, figures, images and
graphs used to present data.

3. Annual Updated Commercialization Plan

The Contractar shall submit an updated commercialization plan which shall include.

a.

Walua of the SBIR Project, Expactad Outcomes, and Impact

Describe, in layperson's lerms, the propesed praject and its key lechnalogy objectives. State the
product, process, of service to be developed in Phases || and |l Clarify the need addressed,
apecifying weaknesses in the current approaches to meet this need. In addition, deacribe the
commercial applications of the research and the innovation inharent in this application. Be sure
fo also specify the potential sociatal, educatonal, and scientific benefits of this work. Explain the
ran-commercial impacts to the overall significance of the praject. Explain how the SBIR contract
integrates with the averall business plan of the company.

. Droanization

Give a brief dascription of the Confractor's organization, including corporate objectives,

core competencies, present size (annual sales level and numbser and types of amployveas),
histary of previous Federal and nen-Federal funding, regulatory experignce and subseguent
commercialization, and any current preductisiservices that have signifizant sales. Include a short
description of the argins of the Contractar's arganization, Indicate the Contractor's vision for

the future, how the Contractor will grow/maintain & sustainable business entity, and how the
Contractor will mest critical managemeant functions as the Contracior's organization evolves from
a small tachnology R&D business to a seocessful commercial entity.

Mark r mpetition

Describe the market andior market segments being targeted and provids a brief profile of the
potential customer. Tell what significant advantages the Contracior's innovation will bring to the
markat - 5.5., better performanca, lowar cost, faster, more efficiant or effective, new capability.
Explain the hurdles the Contractor will have lo avercome in ordes 1o gain market'customer
acoeptance of the Contractor's innavation. Describe any strategic alliances, pannerships, or
licznsing agreements the Contractor has in place to get FDA approval (if required) and to market

o
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and sell the Contractor's product. Brisfly describe the Contraciors marketing and sales strategy.
Give an averview of the current competifive landscape and any potential competilors over the
next several years.

d. Intelleciuzl Pr: 1P} Pr an
Describe how the Contractor is going to pratect the |P that results from the Contractor's
innewvation. Also, note other actions the Contractor may consider aking that will constitute at
least a tamporal barrier to others aiming o provide a solufion similar to the Contracionrs,

e Fim lan
Describe the necessary financing the Contracior will require to commercialize the innovation
and when it will be required. Dascribe the Confractor's plans ta raise the requisite financing to
launch the Contractor's innovation into Phasa |1l and begin the revenua stream. Plans far this
financing stage may e demenstiated m ome or mare of the follewing ways:

.

Letter of commitment of funding.

Letter af intent or evidence of negofistions to pravide funding, shauld the Phase |l project
be successful and the market need still exist.

.

Letter af support for the project andlor seme in-kind cammitment, e.¢g., 1o test or evaluate
thi inncvation.

Specific steps the Cantractar is going o take to secure Phase Il funding,

f. Production and Markefing Plan
Describe how the praduction of the Contractar's produckiprocess/serice will socur { e.g., in-
hause manufacluring, contract manufacturing). Describe the steps the Contractor will take
e market and sell the Contracter’s productiprocessiservice, For example, explain plans for
licensing, Internet sales, ete

g. Revenue Stresm
Explain haow the Contractor plans to generate a revenue siream for the Contractors organization
shaukd this praject be a success. Examples of revenue stream generation include, but are not
limited to; manufacture and direct sales, sales thraugh value added resellers or other
distributars, joint venture, licensing, service. Describe how the Cantractar's staffing will changs
to maet the Contracior's revenus expectations.

4. Draft Final Report

The Contractor shall submit a Diaft Final Report The Government Contracting Officer's
Representative (COR) will review and provide comments on the Draft Final Repaort, which the
Canfractor shall incarporate into & revised Final Report ( - se2 Reporting Requirement Item 5),

The Draft Final Report shall include the following three sections:
Section 1: Summary of Salient Resulis

The Summary of Salient Results shall summarize in 200 words or less the salient results achisved
during perfarmance of the contract.

Section 2. Final Technical Repant
The Final Technical Report shall set farth the wark performed and results obtained for the entire

contract period of performance. This report shall be in sufficient detail to describe comprehensively
the results achisved.

Section 3: Commercialization Plan
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The Commearcialization Plan shall ba in the same format as described above for the Annual Updated
Commaercialization Plan | - see Reporting Reguirement ltem 3).

5. Final Report

The Contractor shall submit & Final Repart. Thiz document shall incorporats revisions in respanss
to the comments provided by the Govemnment COR after review of the Draft Final Report | - se=
Raparting Requiramants [tem 4).

6. Contract Outcomes Repart

The Contractor shall submit a Cantract Outcomes Report using a fillable PDF form to be provided by
the Government, The Centract Qutcames Report must be provided as a filed-in version of the PDF
form provided and not as a printed or scanned copy of this documeant.

7. Final Presentation

The Contractor shall prepare and submit a final presentation. Slides shall be prepared and
presentation of the slides shall cocur edher in-person or throwgh webinar or leleconference. The
presentation shall cover the following:

a. Discussion of the Contractor's organization and project status;

b. Contractor's achievements during the performance pariod (patents, publications, sales,
ragulatory approvals, partnerships, awards, ee);

¢, Detailed results of the performed research and development;

d. Discussion of proposed mikestones and whether they were achieved during the contract
parformance;

a. Summary of progress tawards commercialization;

f. Questions to the NCI
a. Other ReportsiDeliverables

1. Reporting of Financial Conflict of Intarest (FGOI)

All reparts and decumentation required by 45 CFR Part 84, Responsible Praspective Conlraciers
including, but not mited to, the New FCOI Repert, Annual FOOI Report, Revised FCOI Report, and
the Mitigation Repart, shall be submitted to the Contracting Officer in Electranic format, Thereafter,
reports shall be dug in accordance with the regulatary compliance requirements in 45 CFR Part 94

45 CFR Part 84 is available at: htp:iwww.acfr. gowcoi-bindtaxt-id<?

c=eefr&SI0=0afB4ca548a 748450 Daal554da162 38 rgn=dnebBview=1exli nede=45:1.0.1.1.51 Sidno=45.
See Part 94 5, Management and reporling of financial canfiizls of Inlerest for complete information on
reparting requirements,

{Reference subparagragh g. of the INSTITUTIONAL RESPONSIBILITY REGARDING
INVESTIGATOR FINAMCIAL CONFLICTS OF INTEREST Article in SECTION H of this contract.)

2. NIH Small Business Innovation Research (SBIR) Program Life Cycle Certification
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In accordance with the SBIR/STTR Reauthorization Act of 2011, the contractor shall complete and
submit the NIH Small Business Innovation Research (SBIR) Life Cycle Certification farm, |located
n SECTION J, of the contract fo the Canlracting Officer. This certification is required 1o ensure the
contractor is meeting the program's requirements during the life eycle of the contract

The Life Cycle Certification farm shall be submitted as follows:

= Phas= | 3BIR Contractors shall submit the Certification at the time of receiving final payment ar
disbursement.

« Phaze || SBIR Contractars shall submit the Certification priar bo receiving mane than 50% of the
total contract amount AND prior to final payment or disbursement

The Centracting Officer, may, at any time after ward request further clarifications and supperting
docurmentation in order to assist in the verification of any information provided by the contracior.

For additional information, see MIH Policy Motice NOT-0D0-13-118, entiled, "Mew Program
Carfifications Requirad for SEIR and STTR Awards, " located at: hifpcfgrants. nih.govigrants/guidal
notice-filesMOT-00-13- 116 him!,

ARTICLE C.3. INVENTION REPORTING REQUIREMENT

A 'subject invention' is defined as "any invention of the contractar made in the performance of wark under a
Government contract.” See FAR 27,301,

Al reports and documentation required for subject inventions by FAR Clause 52.227-11, Patant Rights-Cwnership
by the Cantractor including, but not limibed to, the invention disclosura report, the confirmatory license, and the
Governmant support certification, shall be diracted 1o the Division of Extramural Inventions and Tachnokgy
Resauices (DEITR), OPERA, OER, NIH, 6705 Rockledge Drive, Suile 310, MSC 7980, Bethesda, Manyland
20892-7%80 (Telephone; 301-435-1988)

To assist contractors in complying with invention reporting requirsmenis of the clause, the NIH has developed
"Interagency Edison,” an electronic invention reporting system. Use of Interagency Edison is required as it streamlines
the reporting process and greatly reduces paperwork. Accass to the gystem is through a secure interactive Web site
ta ensure that all infarmation submitted is protected. Interagency Edisen and infermation relating to the capabilities of
the system can be abtained from the Web { blipdfwww ledizan gay), of by contactng the Extramural Inventions and
Technalegy Resources Branch, OPERA, NIH

In addition, a final invention staternent, listing all subject inventians or stating that there were none, shall be submitted

to the Contracting Officer and the Contracting Officer's Representative {COR) on or before the complation date of the
contract.
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SECTION D - PACKAGING, MARKING AND SHIPPING

Al delivarablas required under this contract shall be packaged, marked and shipped in accordance with Governmant
specifications. At a minimum, all deliveraties shall be marked with the contract number and Contraclor name. The
Contractor shall guarantes that all required materials shall be delivered in immediate usable and acceptable condition.
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SECTION E - INSPECTICN AND ACCEPTANCE

a. The Confracting Officer or the duly authorized reprasentative will perform inspection and acceptance of materials
and services o be provided.

=2

. Far the purpese of this SECTION, the Contracting Officer's Representative (COR) designated in SECTION Gis
the autherized representative of the Cantracting Officer,

¢. Inspection and accepiance will be performed at;

Mafional Cancer Institute
9E0% Medical Center Drive
Rockyille, MD 20850

Acceptance may be presumed unless otherwizs indicated in writing by the Contracting Officer ar the duly
authorized raprasentative within 30 days of recaipt

d. Thes contract incorporates the fallowing clause by reference, with the same force and effect as if it were given in
full text, Upon reguest, the Contracting Officer will make its full text available.

FAR Clause 52.246-8, Inspection of Research and Development (Short Form) (April 1384),

FAR Clauss 52.246-16, Responsibility for Supplies (April 1984).
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SECTION F - DELIVERIES OR PERFORMANCE

ARTICLE F.1. PERIOD OF PERFORMANCE

The pericd of perfarmance of this contract shall ke from September 168, 2019 through September 15, 2021,

ARTICLE F.2. DELIVERIES

Satisfactory performance of the final contract shall be deemed to ocour upon performance of the work describad in
the Staternant of Work Article in SECTION C of this contract and upon dalivery and acceptanca by the Contracting
Officar, ar the duly authorized representative, of the fellowing items in accordance with the stated delivery schedule:

1. The items specified below as described in the REPORTING REQUIREMENTS Artiche in SECTION C af this
cantract will be required 1o be delivered Foob, Destination as set forth In FAR 52.247-35, F.ob. DESTINATION,
WITHIN CONSIGNEES PREMISES (APRIL 1984), and in accordance with and by the date(s) specified

below:

Item

Description

Delivery Schedule

(]

SBIR Funding Agreement Cerbifzation

Due at time of award, prior o perfarmance af any work under this
contract.

12)

Financial Conflict of Interest Reports

Frior ta performance of any work under this contract, the contracior
must =ither submit an initial repart or submit a statemant that no
such conflicts exist Thereafter, initial and ongoing reports are duein
accordance with 45 CFR Part 4.

(3]

Kick-off Presentation

Due on ar kefare 30 calendar days following the effectve dale efthis
contract

(4

Cuarterly Reports

[Due on ar bafore 15 calendar days following completion of each
reparting pericd.
& Quarterly Report shall not be dus when the Final Report is due.

Annual Invention Utilization Reports

15) |SBIR Program Life Cycle Certification 1 |Due upon submission of invaice requesting at least 50% of the tatal
fixed price.

(&) |Annual Updated Commercialization Plan [Due onor before 1 year after the effective date of this contract,

(7] |Draft Final Repart (Cue on ar before 1 month prior to the complation date of the contract.

(8] |Finzal Report (Dlue on ar before the completion date of the contract.

(8] [Contract Oulcomes Report Dua on ar bafare the completon date of the contract.

{100 |Final Presentaticn (Cue on or before the completion date of the contract,

{11} |SBIR Program Life Cycle Certification2 |Due on ar before the completion date of the contract,

{12} |Final Invention Statement [Clue on ar befors the completion date of the contract.

{13) |Imvention Disclosure Report & In accardanca with FAR Clausa 52.227-11, Patant Rights-Cwnership

by the Cantractor, for any subject invenbion(s).

2. The above ems shall be addressed and delivered to!

Addrassea

Delivarables

MCI Contracting Officer
nmbranchainmiccs@mall.n ih.goy

QPE

Items 1-12, in electronic farmat

R, OEH, NIH

6705 Rockledge Drive, Suite 310, MSC 7980
Bethesda, MD 20892-7980

Item 13, via hlipoiwww sedesan gav
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ARTICLE F.3. CLAUSES INCORPORATED BY REFERENCE, FAR 52.252-2 (FEBRUARY
1998)

This confract incorporates the fallowing clauseds) by refarence, with the same force and effact as if it were given in
full fext. Upan requesl, the Contracting Cificer will make its full text available. Alse, the full texl of a clause may be
accassed elecironically at this address: hifps igifion. gow Fg=hoow

FEDERAL ACQUISITION REGULATION (48 CFR CHAPTER 1) CLAUSE: 52.242-15, Stop Wark Order {August
1988)
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SECTION G - CONTRACT ADMINISTRATION DATA

ARTICLE G.1. CONTRACTING OFFICER'S REPRESENTATIVE (COR)

The follzwing Contracting Officer's Representative (COR) will represent the Government far the purposs of this
contract:

Jian Lew

The COR s responsible for: (1) monitering the Contiacto’s technical progress, including the surveillance and
agsessment of performance and recommending 1o the Contracting Officer changes in reguirements; (2) interpreting
the statement of work and any cther technical perfarmance reguirements; (3) performing technical evaluation as
required; {4} performing technical inspections and acceptances required by this contract; and (5) assisting in the
rasolution of technical problems encounterad during performance.

Thi Contracting Officer s the only person with authority 1o act as agent of the Government under this contract Only
the Santracting Sfficer has authanty ta: {1) direcl er negotiale any changes in the statement of work, (2) maddy ar
exlend the periad of performance; (3) change the delivery schedule; (4) authorize reimbursement e the Caniractor
for any casts incurred during the performance of this contract; 15) otherwize change any terms and conditions of this
contract; or (B) sign written licensing agreements. Any signed agreement shall ba incorporated by reference in Section
k. of the contract

The Government may unilateralty change its COR designation.

ARTICLE G.2. KEY PERSONNEL, HHSAR 352.237-75 (December 2015)

The key persennel specified in this contract are considered 1o be essential fo work performance. At keast 30 days prior
to the contractor voluntarily diverting any of the specified individuals to other programs or contracts the Contracton
shall notify the Conifracting Officer and shall submit a justification for the diversion or replacement and a request

ta replace the individual. The request must identify the proposed replacement and provide an explanation of how

the replacement’s skills, experience, and credentizls meet or exceed the requirements of the contract (including,

when applicabla, Human Subjects Testing requirements). If the employae of the confractor is berminated for cause or
separates frem the cantractar veluntarily with less than thirty days nelice, the Contractar shall provide the maximum
natice practicable under the circumstances. The Contractor shall not divert, replace, or anncunce any such change to
key peraonnal without the written consent of the Coatracting Officer. The contract will be medified fo add or delete key
personnal as necessary to reflect the agreement of the parties.

(End of Clausa)

The following individualis) is'are considered o be essential to the wark being performed hereunder:

Name Title

Annette Marleau, PhD Princigal Investigator

ARTICLE G.3. INVOICE SUBMISSION

a. Invoice Instructions for MIH Ficed-Price Type Cantracts, NMIHIRC)-2, are attached and made part of this contract.
The Contractor shall follow the attached instructions and submission procedures specified below to meet the
requirermants of a “proper invoice”™ pursuant ta FAR Subpart 32,9, Prompt Payment.

1. Payment reguests shall be submitted ta the offices identified below. Do nat submit supporting
documentation (e.q., recelpts, time sheets, vender Involces, etc.) with your payment request
unless specified elsewhere in the contract or requested by the Contracting Officer.
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The original invaice shall be submitied o the following designated billing office:

Mabianal Institutes of Health

Office af Financial Management

Commercial Actounts

2115 East Jefferson Sireet. Room 4B-432. MSC 8500
Bathesda, MD 20892-5500

COne courtesy copy of the original invaice shall be submitted electronically as fallows:

1. The Contractor shall scan the ariginal payment request {invaice) in Adobe Partable
Decument Format {POF) aleng with the necessary supporting decumentation as ane single
attachment,

2. Save the single attachment (scanned invoice along with any supporting documentation) in
the follewing format: YourvendorMame_lnvoice number [e.g., if you are submitting Invoice
123458, save the single altachment as "Conlracior Name_Inveice 123455").

[Mate: Please do not use special characters (such as #, 3, %, °, &, 1) when saving your
attachment, Only the underscore symbol (_) is permitted ]

3. Transmit the saved single attachment via e-mail to the appropriate branch's Cantral
Paint of Distribution. Far the purpose of this contract, the Central Point of Distribution
is NCI O& Branch A - peibranchainvoicesfEmail nihgov. Only one payment request
shall be submitted per e-mail and the subject line of the e-mail shall include the Contract
Number_Cantract Tile_Caontractor's Mame_unique Invaice number,

Mote: The original payment request must still be submitted in hard copy and
mailed to the designatad billing office listed in subparagraph a., above, to meetthe
raquirements of a "proper inveice.” Also, the Contractor must cartify on the payment
reguest that the electronic courtesy copy is a duplicate of the original inveice mailed
ta NIH's Office of Financial Management,

2. In addition to the requirements specified in FAR 32,905 for a proper invoice, the Contractor shall
inchede the following information on tha face page of all payment requasts:

a.

[

—

Mame of the Office of Acquisitions: The Mational Cancar Institute.

Federal Taxpayer [dentification Mumber (TIN). If the Contracter does not have a valid TIN,
it shall identify the Vendor Identification Number [VIN} an the payment request. The VIN is
the number that appears after the Confractor's name on the face page of the contract, [fthe
Contractor has neither & TIN, DUNS, or VIN, contact the Contracting Officer.

. DUNS or DUNS+4 Number. The DUNS number must identdy the Cantractar's name

and address exaclly as stated in the contract and as registered in the System for Award
Management (SAM) database. |f the Contractor dees net have a valid DUNS number, it shall
identify the Vendor ldentification Murmber (VIN) an the peyment request. The VIM is the number
that appears after the Contractor's nama on the face page of the contract. If the Contractor has
nither a TIN, DUNS, or VIN, contact the Conltracting Officaer.

- Invoice Matching Optian. This contract requires a vo-way matsh.

. Unigue Inveice Number. Each payment request must be identified by a unigue invoice number,

which can anly be used onea time regardless of the number of contracts or orders held by an
organization.

. The contract periad of performance.

. The contract number and the contract title.
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b. Inquiries regarding payment of invoices shall be directad to the designated billing office, (301} 496-5452.

ARTICLE G.4. PROVIDING ACCELERATED PAYMENT TO SMALL BUSINESS
SUBCONTRACTORS, FAR 52.232-40 (December 2013)

8. Upaon receipt of accelerated payments from the Govamment, the Contractor shall make accelerated payments to
itz small business subconfractars under this contract, to the maximum extent practicable and pricr 1o when such
payrant is ctharwise required under the applicable contract or subcontract, after receipl of a proper nvaics and
all pther required dacumentation from the small business subcontracton,

b The acceleration of payments under this clause does not provide any new rights under the prompt Paymant Act

c. Include the substance of this clause, include this paragraph ¢, in all subcontracts with small business concams,
including subcontracts with small business concarns for the acquisiion of commercial items.

{End of Clausea)

ARTICLE G.5. POST AWARD EVALUATION OF CONTRACTOR PERFORMANCE

a. Conbracior Pedormance Evaluations

Interim and Finzl evaluations of Contractor performancs will be prepared on this contract in accordance with
FAR Subpart 42.15. The Final performance valuation will be prepared at the fime of completion of work. In
addition to the Final evaluation, Interim evaluation{s) will be prepared Annually, on or around the anniversary of
tihe effective date of the contract.

Interinn and Final evaluations will be pravided to the Contractor 38 3000 &5 practicable after completion of
the evaluation. The Contracior will be permitted sixty days ta review the document and to submit additionzl
information or a rebuiting statement. f agreemant cannot be reached betwean the parties. the matter will be
refarrad ta an ndividual ene leval abowe the Contracting Officer, whose dacision will ba final.

Coples of the evaluations, Contractar responses, and review comments, if any, will be retained as pant of the
cantract file, and may be used to suppan future award decisions,

b. Electronic Access to Contractor Performance Evaluations

Conbractors may access evaluabions through a secure Wb sile for reviaw and comment at the fellowing
acdress: NIl cpars.goy
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SECTION H - SPECIAL CONTRACT REQUIREMENTS

ARTICLE H.1. HUMAN SUBJECTS

Itis hereby understood and agreed thal research invohing human subjects shall not be conducted under this contract,
and that no material developed, modified, or delivered by ar to the Government under this contract, or any subsequent
modification of such material, will be usad by the Contractor or made available by the Confractor for use by anyone
othar than the Government, for exparimental ar therapeutic use involving humans without the prior written approval of
the Santracting Officer.

ARTICLE H.2. HUMAN MATERIALS (ASSURANCE OF OHRP COMPLIANCE)

The acguisition and supply of all human specimen material {including fetal matenial) used under this contract shall be
chtained by the Contractor in full compliance with applicable State and Local laws and the pravisions of the Unifarm
Anatomical Gift Act in the United States, 2nd no undus inducements, monestary or othenwise, will be offared to any
parson to influencea their donation of human matarial.

Tha Contractor shall provide written documentatan that all human matarials obtained as a result of research invalving
hurman subjects canducted under this contracl by callaborating sites. ar by subcoaltractons identified uncer this
centract, were abiained with prior approval by the Office for Human Research Pratections (CHRP) of an Assurance
ta comply with the requirements of 45 CFR 45 to protect human research subjects. This restriction applizs to all
collaborating sites without OHRP-approved Assurances, whether domestic or foreign, and compliance must be
ensurad by the Contractar.

Provision by tha Contractor to the Confracting Officer of a properly complated "Pratection of Human Subjects
Assurance ldentification/|RB Certification/Declaraton of Exemplian”, Form OMB No. 08%0.028 3iformerly Oplianal
Form 310}, certifying IRE review and approval of the protocol from which the human materials were ablained
constitutes the written documentafion required, The human subject certification can be met by submission of 8 salf
dasignated form, provided that it contains the information required by the "Protection of Human Subjects Assurance
Identification/|RB Certification/Declaration of Exemption”, Form OMB No. 0880-0283(formerly Optional Form 310).

ARTICLE H.3. NIH POLICY ON ENHANCING REPRODUCIBILITY THROUGH RIGOR AND
TRANSPARENCY

Contractors shall adhera to the NIH policy of enhancing reproducibility through rigor and ransparency by addressing
each of the four areas of the palicy in perarmance of the Statement of Wark and in publications, as applicable:

1) Scientific Premise; 2) Scientific Rigar. 3) Consideration of Relevant Biological Wariables, including Sex; and 4}
Authentication of Key Biclogical andfor Chemical Resources. This palicy applies to all NIH funded research and
development, from basic through advanced clinical studies. See MIH Guide Notice, MOT-0D-15-103. "Enhancing
Reproducibility throwgh Rigor and Transparency” and MOT-0D-15-102, "Consideration of Sex as a Biclogical Variable
in MIH-funded Research” for more information. In addition, publications are expected o follow the guidance at hitp./
wwnw, nib gewiresearch-fraining/igor-repreducibilityprinciales-quidelines-reporing-preclinical-research, whether
prechinical or otherwise, as appropriate. More information is available at htipcgrants nih gowrepraducibiliteindesx him,
including FAGs and a General Paolicy Cvervisw,

ARTICLE H.4. NIH POLICY ON ENHANCING PUBLIC ACCESS TO ARCHIVED
PUBLICATIONS RESULTING FROM NIH-FUNDED RESEARCH

MIH-funded investigalors shall submit 1o the NIH Mational Library of Medicine's (MLM) PubMed Cenfral {PMC) an
electronic wersian of the authar's final manuscript, upon acceptance for publication, resulting from research supported
in whole or in part with direct costs from NIH. NIH defines the author's final manuscript as the final version accepted
for journal publication, and includes all modifications from the publishing peer review process. The PMC archive will
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presarve parmanantly these manuscripts for use by the public, health care providers, educators, scientists, and MIH.
The Policy directs electranic submissions to the NIHINLWPMC: hitp e pubmedesntral nib.gov.

Additional infermation is available at htlpfgrants mhgovgrantsiguideinatice-filesNOT-00-02-071 kim| and hip
publicaccess nin.goy,

ARTICLE H.5. ACKNOWLEDGEMENT OF FEDERAL FUNDING

Tha Contractor shall clearly state, when issuwing staternents, press releases, requests for proposals, bid solicitations.
and other documents describing projects or programes funded in whale or in part with Federal monay: (1) the
parcentaga of tha tofal costs of the program or project which will be financed with Fedaral money; (2) the dollar
amount af Federal funds for the project o program, and (3) the percantage and dollar amaunt of the tolal casts of the
project or program that will be financed by nangovernmental sources.

ARTICLE H.6. CARE OF LIVE VERTEBRATE ANIMALS, HHSAR 352.270-5(b) (Deceamber
2015)

a.

o

Befare undertaking performancs of any contract involving animal-related activities where the speciesis regulate
by the United Sates Department of Agriculture (LSDAY, the Contractor shall register with the Secretary of
Agricutture of the United States in accordance with 7 U.S.C. 2136 and 9 CFR 2.25 through 2.28. The Contractar
shall furnish evidence of the regisiration fo the Contracting Officar.

. The Contractor shall acquise verlebrate animals used i research from a dealer hoensed by the Secretary of

Agriculture under 7 ULS.C 2133 and 9 CFR 2.1 211, or from a source that is exempt from licensing under those
sections,

. The Contractor agreas that the care. use, and intended use of any live wertebrate animals in the perfformance of

this contract shall conform with the Public Health Service (PHS) Palicy on Humane Care and Usa of Labaratory
Animals {(PHS Policy), the current animal Weifare Assurance (Assurance), the Guide far the Care and Use of
Laberatery Animals (National Academy Press, Washingtan, DC) and the perfinent laws and regulations of the
Unitex] States Department of Agriculiure (see 7 LL3.C. 2131 et seq, and 9 CFR subchapter A, Parts 1-4), Incase
af conflict betweaen standards, the more stringent standard shall govern.

. If at any time during performance of this contract, the Contracting Officer determines, in consultation with the

Office of Laboratery Animal Welfare (OLAW), National Institutes of Health (MIH), that the Confractor is nat

in comphance wilh any of the requirements and standards stated in paragraphs (a) thraugh (clabove, the
Contracting Officer may immediately suspend, in whole or in part, work and further payments under this contract
until the Contractor corrects the noncompliance. Motice of the suspension may be communicated by telephone
and canfirmed in writing. If the Confractor fails to complate corractive action within the pariod of time dasignated
in the Contracting Officars written notice of

suspensian, the Contracting Olficer may, in consuliation with OLAVW, NIH, terminate this contract in whale

arin part, and the Contractor's name may be removed from the list of those contractors with Animal Welfare
Aszurances

Mote: The Contractor may request regestration of its facilty and a current listing of hcansed dealers from the Regional
Olfice af the Animal and Plant Heallh Inspeclion Service (APHIS), USDA, far the regian in which ils research facility is
lecated, The lecation of the appropriate APHIS Regicnal Office, as well as infarmation conceming this program may
be abtained by contacting the Animal Care Staff, USDN»’\PHIS 4?00 RW‘EI’ Road Riverdale, Maryland 20737 (Email:

acei@aphis vada.gov; Web site: |

rfiocus/animatwetfars).

{End of clause)
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ARTICLE H.7. ANIMAL WELFARE

All ressarch involving live, vertebrate animals shall be conducted in accordance with the Public Health Service
Palicy en Humane Care and Use of Laberatory Animals (PHS Palicy). The PHS Palicy can be accessed at hitpf
grants 1, nih.aovigrants'claw/ieferences/phapal htm

In addition, the research involving live vertebrate animals shall be conducted in accordance with the description set
forth in the ‘Vertebrate Animal Section (WVAS) of the contractor's technical proposal. 25 confirmed in the Final Propesal
Revision (FPR], dated September 8, 2018, which is incorporated by refaranca.

ARTICLE H.8. RESTRICTION ON PORNOGRAPHY ON COMPUTER NETWORKS

The Conlractor shall not use contract funds 16 maintain o estatlish a compuler nebwork unless such nutwork blocks
the viewing, dewnloading, and exchanging of pornography.

ARTICLE H.9. GUN CONTROL

The Contractor shall not use contract funds in whole or in part, to advocate or promate gun conirol,

ARTICLE H.10. LIMITATIONS ON SUBCONTRACTING - SBIR

The Contractor shall perform a minimum off one-half of the ressarch andior analytical effort conducted under this
contract, a5 measured by total contract dollars. Any dewiation from this requirement must be approved in writing by the
Contracting Officar.

ARTICLE H.11. INSTITUTIONAL RESPONSIBILITY REGARDING INVESTIGATOR FINANCIAL
CONFLICTS OF INTEREST

Tha Institution {includes any contractor, public or private. excluding a Federal agency) shall comply with
the requirements of 45 CFR Part 94, Responsible Praspective Centracioss, which promates abgectivity

in research by establishing standards to ensure that Investigators (defined as the project directar or
principal Investigator and any other persan, regardless of tithe or position, wha is responsible for the design,
conduct, or reporting of research fundad wundsr MIH confracts, or proposad for such funding, which may
includa, for exampla, collaborators or consultants) will nat be biased by any Investigator financial conflicts
c-f Interest 45 CFF: Part 54 -s. auaulable at lhe rollowmg Web site: hup .'Mww &Urr gcm - nmeexl u:lx’>

-\\3 req,mr\ed by d5 CFR Part 9-1 the Instltullon 5hall ata mlnlmum

a. Maintain an up-to-date, written, enforceable policy on financial conflicts of interest that complies with 45 CFR
Part 894, inform each Invesfigator of the policy. the Investigator's reporting responsibilities regarding disclosure
of significant financial inferasts, and the applicable regulatian, and make such palicy available via a publichy
accessible Web site, o if none currently exist, available to any requestorn within fve business days of arequest.
A significant financial interest means a financial interest censisting of one or more of the fellawing interests of
the Investigater {and these of the Investigator's spouse and dependent children) that reasanably appears fo be
related to the Investigator's instifufional responsibilfies:

1. With regard to any publicly traded entity, a significant financial interast axists if the value of any
ramunaratan recaived from tha antity in the twehse months praceding the disclosura and the value of any
equily mbarest in the entily as of the date of disclosure, when aggregaled, excesds 55,000, Included are
payments and egquity interasts;

2. With regard to any non-publicly traded entity, 8 significant financial interest exists if the value of any
remunaration received from the enfity in the twehse months preceding the disclosure, when aggragated,
encaeds 35,000, or whan the Invastigator (or the: Investigator's spouse or depandent children) holds any
equily mberest; or
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3. Intelleciual praperty rights and interests, upan receipt of income related 1o such rights and interest

Significant financial interasts do not include the following:

1. Income from seminars, lectures, or teaching, and service on advisory or review panels for government
agencies, Institufions of higher aducation, academic teaching hospitals, medical centers, or resaarch
institutes with an Institution of higher learning, and

2. Incame fram investiment vehicles, such as muleal funds and retirement accounts, as long asthe
Investigator does not directly contred the investment decisions made in these vehicles,

. Require each Investigator to complete training regarding the Institution's financial conflicts of interest policy pricr

to engaging in research related to any NMIH-funded conbract and at beast ewery four years. The Instifution must
lake reascnable steps [see Part 24.4(c)] o ensure that investigalors working as collaberaters, consullants ar
subeoniractors comply with the regulations

. Designate an official(s) to solicit and review disclosures of significant financial interests from each Invesfigator

who is planning to participate in, or is participating in, the NIH-funded research.

. Reguire that each Investigator who is planning to participate in the NIH-fundad research disclose to the

Institution's desigrated officialis) the Investigators significant financial interest (and those of the Investigator's
spouse and depandent chikiren) no later than the date of submission of the Institution's prapasal for MIH-
funded research, Require that each Investigator who is participating in the NIH-funded research to submit

an updated disclosure of significant financial interasts at least annually, in accordance with the specific time
period prascribad by the Institution during the period af the award as well as within thily days of discovering of
Acguiring a new significant financial inbarest.

. Pravide guidelines cansistent with the regulations far the designated officialis) to determine whether an

Irmeestigator's significant financial interest is related to MIH-funded research and, if so related, whether the
significant financial interest is a financial conflict of interest. An Investigator's significant financial interast is
related to MIH-funded rasearch whan tha Institution, thoreugh s designated officialis), reasonably datarmines
that the significant financial interest: Could be affected by the NIH-funded research; or is in an enlity whose
financial interest cauld be affected by the research. A financial conflict of interest exists when the Institution,
through its designated official(s), reasonably determines that the significant financial interest could directly and
significantly sffect the design, conduct, or reporting of the NIH-funded rasearch.

Take such actions as necessary to manage financial conflicts of interest, incleding any financial conflicts of a
subcontractor Investigator. Management of an identified financial conflic! af interast requires development and
implementation of a management plan and, if necessary, a retrespective review and mitigation report pursuant to
Part 94.5(a).

. Pravida initial and ongoing FCOI reports to the Confracting Officar pursuant to Part 84.5(b).

. Maintain recards relating to all Investigator disclosures of financial interests and the Institution’s review of, and

respense [0, such disclasures, and all actions under the Instituticn's policy or refrospective review, if applicable,
for at least 3 years from the date of final payment ar, where applicable, for the other fime pericds specified in 48
CFR Part 4, subpart 4.7, Contract Records Retention.

. Establish adequate enfarcement mechanisms and provida for employee sanclions or othar administrative

actions o ensure Invesligator compliance as appropriate.
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j- Complete the carlification in Seclion K - Reprasentations, Certifications, and Other Statemeants of Offerors titled
“Certification of Institutional Palicy on Financial Conflicts of Interast”.

If the: failure of an Institution te comply with &n Institution’s financial conflicts of interest policy ar & financial conflict of
interest management plan appears to have biased the design, conduct, or reporting of the MIH-funded research, the
Institution must prompthy notify the Contracting Officer of the cormactive action taken or to be feken. The Contracting
Officar will considar the situation and, as necessary, take appropriate acton or refer the matter io the Insttuban for
furlher action, which may include directions 1o the Institution on how lo maintain appropriate objectivity in the KNIH-
fundesd research project

The Contracting Officer andior HHS may inquire at any time before, during, or after award into any Investigatar
disclosure of financial interests, and the Institution's review of, and response to, such disclosure, regardless of
whather the disclosura resulfed in the Instifution's determination of a financial conflict of interests.. The Contracting
Officer may require submission of the records or raview them an site. On the basis of this review of records or other
infarmaticn that may be available, the Conlracting Officer may decide that a parbicular financial conflict of interast will
bias the chjectivity of the NIH-funded research to such an exient that further corrective action is needed or that the
Institution has nat managed the financial conflict of interest in accordance with Part 94.6(b). The issuancs of a Stop
Waork Crrder by the Contracting Officar may ba necsssary until the matter is resohead.

If the Confracting Officer daterminas that MIH-funded clinical research, whose purpose is to evaluate the safaty or
effectiveness of a drug, medical devica, or treatment, has been designed, conducted, or reportad by an Investigator
with a financial conflict of interest thal was not managed o reported by the Instulan, the Institution shall require
the Investigator involved to discloss the financial confiict of interest in each public presentation of the results of the
research and ta request an addendum to previously published presentations.

ARTICLE H.12. PUBLICATION AND PUBLICITY

In addition to the requirements set forth in HHSAR Clause 352.227-70, Publications and Publicity incorporated by
refarence in SECTIOMN | of this coniract, the Contractor ghall acknowledgs the support of the Mational Institutes of
Health whenever publicizing the work under this contract in any media by including an acknowledgment substanbally
as follows:

“This project has been funded in whole or in part with Federal funds fram the National Cancer Institute, National
Institutes of Health, Department of Health and Human Services, under Contract Mo, 75M91012C00042"

a. Advanced Copies of Press Releases

Press releases shall be considersd 1o include the public release of information to any medium, excluding peer-
reviewed scientific publications. The Contractor shall not publish a press release related 10 this contract without
receiving priar concurrence from the Contracting Officer, The Contracior shall submit an advance copy of the
prass release to the Contracting Officer and Contracting Officar's Representative (COR). Upon acknowledgment
af recaipt. the Contracting Officer will have five (&) warking days to respond with concurrence or commeants. In
the event that the Centracting Officer dees net communicatle concurrence or commeants o the Contractor within
five: (S) working cays following acknowledgement of receipt of the press release advance copy, CONCUIMENCE May
be presumed

ARTICLE H.13. REPORTING MATTERS INVOLVING FRAUD, WASTE AND ABUSE

Anyane who becomes aware of the exstence of apparent existence of fraud, waste and abuse in NIH funded
programs is encouraged to repart such matters ta the HHS Inspector Generals Office in writing of on the Inspector
General's Hatling, The toll free number is 1-B00-HHE-TIPS (1-800-447-847 7). All telephone calls will be handled
confidentizlly. The website to file & complaint on-line is: http2toig hhs.gowiraudhofline’ and the mailing addressis:

US Department of Health and Human Servicas
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Office: of Inspectar General

ATTN: OIG HOTLINE OPERATIONS
P.C. Box 23489

Washington, D.C. 20026

ARTICLE H.14. SHARING RESEARCH DATA

Tha Contractor agrees to adhere to the data sharing plan submitted with its final proposal revision and shall request
prior approval of the Contracting Officar for any changes in its plan.

The MIH endorees the sharing of final research data to serve health. This contract is expected to generate research
data that must be shared with the public and cther researchers. NIH's data sharing policy may be found at the
following Web site: htipiiigrants. nih.govigrants/guidenotice-files/NOT-0O0-03-052 him|

MIH recognizes that data sharing may be complicated or limitad, in some cases, by institutional policies, local IRE
rules, as well as local, state and Federal laws and regulations, including the Privacy Rule (see HHS-published
documantation on the Privacy Rule at hitp:werw hhs govocn’]. The rights and privacy of people who participate in
MIH-funded research must ke prolected al all imes: 1hus, data intended for broader use should be free of identifiers
that weuld permit linkages o individual research participants and vanables that could lead to deductive disclosure of
the identity of individual subjects.
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PART Il - CONTRACT CLAUSES

SECTION | - CONTRACT CLAUSES

ARTICLE 1.1. GENERAL CLAUSES FOR A FIXED-PRICE RESEARCH AND DEVELOPMENT
SBIR PHASE Il CONTRACT

This canlract incorporales the following clauses by reference, with e same force and effect as If they were given
i full text. Upon request, the Confracting Oifficer will make thefr il text avaiatie. Also, the full fext of a clause may
be acressed electronically as follows: FAR Clavses al! hifp e acquizition gowfar’ HHEAR Clauses el hiip.d
v hhs gowbalicieshhsansuboad 352 himl

& FEDERAL ACQUNEITION REGULATION [FAR) {48 CFR CHAPTER 1) CLAUSES:

FAR
CLAUSE NO.

52.202-1
52 203-3
52,2035

52.203-6

52.203-7
52.203-8

52.203-10
5220312

52 203-17

52, 203-99
52.204-4

52.204-10
52,204-13

52.208-6

52,2152

522158
5221510

DATE
Nov 2073

Apr 1884
May 2014

Sep 2006

May 2014
May 2014

May 2014
Oct 2070

Apr 2014

Fab 2015
May 2011
Ot 2016
Oct 2016

Oct205

Qe 2000

Oct 1997
Aug 2011

TITLE

Definitions (Cver the Simpliffed Acguisition Threshold)

Gralwlies (Over the Simplfed Acguisiion Threshoid)

Covenant Against Confingent Fees (Over the Simplified Acguisition
Threshoid)

Reskiclions on Subcontractor Sales fo the Government {Cverthe
Simplified Acquistian Threshok)

Anti-Kickback Proceaures (Over the Simpiified Acgustion Threshald)
Cancelation, Rescizsion, and Recavery of Funds for Megal or improper
Activity [Quver the Simplifiad Acquisition Threshald)

Prica or Fes Adiustmeant for ifegal or impraper Ackivity [Over the Simplified
Acruisition Threshotd)

Limitation an Payments to Influence Certaln Federal Transactions (Qver
F150.000)

Contractor Employes Whisfleblower Righiz and Requiremenfs bo lnform
Empioyess of Whistieblower Rights (Over the Simpliffied Acquisilion
Thres o)

Protubition on Canfracting with Entifies That Require Certaln Infernal
Confidentiality Agreerments [DEVIATION)

Franted ar Copied Doule-Sided on Posfoonsumer Fiber Content
PaperfOver the Simplified Acquisifian Threshold)

Reporting Execulive Compensation and First-Tier Subcontrac! Awards
(530,000 or mare)

System for Award Management Maintanance

FProtecting the Govemnment’s inferest When Subcanfraciing With
Contraclors Debarred, Suspended, or Proposed for Debarment {Cver
335,000

Audit andd Records - Negotiation Note: Applies te ALL contracts funded in
whale or in part with Recovery Actf funds, regardiess of dollar vaive, AND
contracts over the Simplified Acquisiion Threshold funded exclusively with
non-Recovery Act funds.j

Cdler af Precedance - Uniform Contract Format

Prge Reduction for Defective Camified Cost or Pricing Data {Cver
F750.000)
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FAR
CLAUSE NO.

52 21512
5221514
52.215-15
5221518

5221519
5221521

52.215-6
52.218-8

52.215-14
52,2223

52.222-21
H2.222-36
52.222-35
52.222-36
52 222-37
5222240

52.222-50
52,222-54

52.223-6
52.223-18
52,2251
5223513
522271
5Z.227-2
5222711

52.227-20
52.226-3

52.232-2

522329

5223217
52232-23
52.232-25
52.232-33
5223239

DATE

Oct 2010
Oct 2010
Ocl 2010
Jul 2005

Oct 1897
Ot 2010

Nawv 2071
Nav 2016

Jan 2017
Jun 2002
Apr 2015
Sep 2076
Ol 20715
Jul 2074

Feb 2018
Dec 2070

Mar 2015
et 2015

May 2007
Aug 2071
May 2014
Jur 2008
Dec 2007
Do 2007
May 2014

May 2014
Feb 2013

Apr 1984
Apr 1984
May 2014
May 2014
Jan 20717
Jul 2093

Jun 2013

Contract Number - YENS1018C00042

TITLE

Swbcontractor Cost or Prcing Dats (Over 8750 0000

integrity of Uit Prices (Ower the Simphfed Acquisition Threshold)
Pension Adjusiments and Assel Reversions (Over $750,000)

Reversion or Adjustment of Plans for Post-Retirement Benelits (PRE)
ather than Fensions

MNofification of Ownership Changes

Requiraments for Cerfified Cost or Pricing Data and Data Other Than
Cevtiffed Cost or Pricing Data - Modifications

Naotice of Tatal Small Business Se-Asids

Utilization of Smal! Business Concems (Qver the Simplified Acquisition
Thrasthoid)

Lisitations on Subontracting

Convict Labor

Protibition of Segragated Facllitias

Equal Opportunify

Equal Opportunity for Vialerans (5150000 or imore)
Egqual Opportunity for Workers with Disabifties
Employment Reparts on Velerans ($150,000 ar more}

Notification of Ermployes Righfs Under Bre National Labor Relations Act
(Over the Simplified Acquisition Thrashold)

Combating Trafficking fn Persons

Employment Eligibiity Veafication (Qver the Simelifed Acquisiion
Threshoid)

Dirug-Free Workplace

Encouraging Conlractor Policies fo Ban Tex! Messaging Wihile Oriving
Buy American - Supolies

Restrictions on Cartain Forgign Purchases

Auvthorization and Consen, Altemate | (Apr 1984)

Nelice and Assistance Regarding Palent and Capynight infringement

Patent Rights - Ownership by the Canfractor (Nate: In sccordance with
FAR 27, 303(h){2), paragraph (&) iz modifiad fo include the requirements
in FAR 27.203(B)2)) Hraugh (iv). The frequency of reporting in (i) is
annual,

Fights i Dala - SBIR Program

Fecleral, State and Local Taxes (Over the Simplified Acquisition
Threshoid)

Payments under Fired-Price Research and Development Contracts
Livritation art Withhalding of Papyments

fnterest {Over Ne Simpified Acguisition Threshold)

Assignment of Claims

Frompf Payment

Payment by Electronic Funds Transfer--System for Award Managermeant
Unenforceabiily of Unaulhorized Gbliigations
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TTLE

Dizputes

Protest Affer Award

Applicatle Law for Breach of Conlract Claim

Bankeupley (Cver the Simphified Acquisition Threshold)

Changes - Fived Frice, Altemate V [Apr 1984)

Compebition in Subcontacting (Cver the Simplifed Acquisition Threshaid)
Subcontracts for Commercial llems

Limitation of Liahifty - Services (Qver the Simpifed Acquisition Threshald)
Termination for the Convenience of the Gavemment (Fived-Frica)

Defauit (Fived-Price Ressarch and Develapmandl{Cver the Simplifed
Acquisiion Threshold)
Compuler Generaled Forms

b. DEPARTMENT OF HEALTH AND HUMAN SERVICES ACQUISITION REGULATION (HHSAR) (48 CFR

FAR
CLAUSENO.  DATE
§2.233-1 May 2014
522333 Aug 1596
522334 Oct 2004
5224213 Jul 1995
52,2431 Aug 1587
52.244-5 Dec 1596
52.244-6 Now 2017
52 246-25 Feb 1957
52,24-2 Apr2012
52.240-9 Apr 1984
522551 Jan 1597
CHAPTER 3) CLAUSES:
HHSAR

DATE
35220370 Dge 2015
352 222-70 Dec 2075
352.237-70 Dec 2015
352.237-75 Dec 2015

niLE
Anti-Labbying

Contracior Cooparation i Equal Employment Copartunity fnvestigafions
Publications and Publicity

Fey Parsarnnel

({End of GENERAL CLAUSES FOR A FIXED-PRICE RESEARCH AND DEVELOPMENT S8R PHASE N
CONTRACT- Rew. 112077)
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ARTICLE 1.2. AUTHORIZED SUBSTITUTION OF CLAUSES

ARTICLE L1. of this SECTION is hereby modified as follows:

a, THERE ARE NO APPLICABLE CLAUSES IN THIS SECTION
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ARTICLE 1.3. Additional Contract Clauses

This confract incorporatas the following clauses by refarence, with the same force and effect. as if they were givenin
full fexl Upen request, the Contracting Oicer will make their full text avaiatle.

a. FEDERAL ACQUISITION REGULATION (FAR} {42 CFR CHAPTER 1) CLAUSES

1. FAR Clause §2.204-14. Service Contract Reponting Requirements (October 2016).

2. FAR Clause §2.204-18 Commercial and Government Entity Code Maintenance (July 2018)

3. FAR Clause 52.208-10, Prohibition on Contracting With Inverted Domestic Corporations
{Mowvembsar 2015).

4. FAR Clause §2.219-28, Post-Award Small Business Program Rerepresentation (July 2013).

a DEPARTMENT OF HEALTH AND HUMAN SERVICES ACQUISITION REGULATION (HHSAR) (48 CHAPTER
3) CLAUSES:

1. HHSAR Clausa 352.208-70, Printing and Duplication {Decambar 2015)

2. HHSAR Clause 352.223-T70, Safety and Health (December 2015)
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ARTICLE 1.4. ADDITIONAL FAR CONTRACT CLAUSES INCLUDED IN FULL TEXT

This confract incorporates the following clauses in full text.

a. FEDERAL ACQUISITION REGULATION (FAR) (48 CFR CHARTER 1) CLAUSES

1. FAR Clause 52.204-21, Basic Safeguarding of Covered Contractor Information Systems {June
20185)

&, Definiions | Ag used in this clause--

"Covered contractor infarmation system” means an information system that is owned or operated by a
contractor that processes, stores, or ransmits Federal contract information.

"Federal contract information" means information, not intended for public relzass, that is provided by
ar genarated for the Governmant under a contract 1o develop or deliver a product or sarvice o the
Govemnment, but nat including infarmation provided by the Government o the publc {such asen
public Web sites) or simple transactional informatien, such as necessary to process payments

"Informnation” means any communication or representation of knowledge such as facts, data, or
opinions, in any medium or form, including texfual, numerical, graphic, cartagraphic, narrative, or
audiovisual (Committee on National Sacurity Systems Instruction (CHSS51) 4009).

"Infermation system” means a discrele set of infarmation resources organized for the collection,
processing, maintenance, use, sharng, dissemination, or disposition of informatan (44 U5 .G 5502).

"Safeguarding” means measures or contrals that are prescribed to protect infarmation systems,
b, Safeguarding reguiremenis and procedures,

1.The Contractor shall apply the following basic safeguarding requirements and procedures
to pratect covered contractor information systems. Reguirements and procadures for basic
safeguarding of covared contractor information systems shall include, at a minimum, the
follawing security conirals:

i.Limit infarmation system a2ccess 10 authanzed users, procasses acting on behalf
aof authonzed users, or devices (including ather informatian systems).

ii. Limit information system access to the types of transactions and functions that
authorized users are permitted fo execute.

iii. Verify and controllimit connections to and use of exdamal information systems.

iv.Contral information posted or processed on publicly accessible information
systems,

w ldentify information system users, processes acting on behall of users, or
devices,

wi.Authenficate {or verify) the identifizs of those users, processes, or davices, asa
prerequisite to allowing access to organizational information systems.

wil. Sanitiza or destray infermabon system media contaming Fadaral Contract
Information before disposal or release for reuse.

will, Limit physical access to organizational information systems, equipment, and the
respective cperating environments o authorized individuals,
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. Escort visitors and monitor visitor activity, maintain audit logs of physical access:
and confral and manage physical access davices.

xMeniter, confral, and prelect crganizational communications {|.e., informatian
transmitted or received by organizational infarmation systems) at the external
boundaries and key internal boundaries of the information systerns.

i Implement subnetwarks for publicly accessible system components that are
physically or logically separated from internal networks.

aii ldantify, rapart. and corract infarmation and information systam flaws in a timelky
ammer.

il Provide pratecticn from malicious code at appropriate locations within
arganizational information systems,

xiv Update malicious code protection mechaniams whan new releases are
available.

xv.Parform periodic scans of the information system and real-time scans offiles
fram external sources as files are downloaded, cpened, or execuled.

2. Other reguilrerments, This clause does nol relleve the Contractor af any clher specilic safeguarding
requirements specified by Federal agencies and departments relating 1o covers cantractar
information systems generally or ather Federal safeguarding requirements for controlled unclassified
information (CUI) as established by Executive Order 13656,

. Subcontracts. The Confractor shall include the substanca of this clause, including this paragraph
(€, In subcontracts under this contract {including subcontracts far the acquisiton of commerciallems,
ather than commercially avaitabde off-the-shelf items), in which the subcontractor may have Federal
contract infarmaticn residing in or transifing through its information system,

{End of clause)

2. FAR Clausae 52.204-25 Prohibition on Contracting for Certain Telecommunications and Video
Surveillance Services or Equipment. (AUG 20189)

a. Definitions . As used in this clause-

Cavered foraign couniry means The Peaple's Republic of China.

Covered telecommunications equipment or Serices means-

1. Telecommunications equipment produced by Huawei Technologies Company or ZTE
Corparation {ar any subsidiary or affiliate of such entities);

2. For the purpose of public safety, security of Govarnment facilities. physical security surveillance
of eritical infrastructure, and ather national security purpeses, vides sureillance and
telecomimunications eqguipment produced by Hytera Communications Corporaticn, Hangzhou
Hikvizion Digital Technokogy Company, or Dahua Technology Company (o any subsidiary or
ffiliate of such entities);
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3. Telecormmunications or video surveillance services provided by such entities or using such
equipmeant; or

4. Telecommunications of videa surveillance equipment or services preduced o provided by an entity
that the Secretary of Defense, in consultation wilh the Directar of Natianal Intelligence or the Directar
of the Federal Bureau of Investigatian, reasonably believes 1o be an enfity awned or cantralled by, or
otherwise connected to, the government of 2 cowered forsign country.

Critical technology means-

1. Defense articles or defense services included an the United States Munitions List set forth in the
Internatianal Traffic in Arms Regulations under subchapter M of chapter | of title 22 Code of Federal
Regulations;

2. Items included on the Commerce Control List sst forth in Supplement Mo. 1 to part 774 of tha
Export Administration Regulations under subchapter © of chaptar VIl of tifle 15, Code of Faderal
Regulations, and controlled-

Pursuant kb multiateral regimes, including for reasons relating to national security,
chemical and biclagical weapans prolferation, nuclear nonprofiferation, or missile
technology; ar

ii. For reasons relating to regional stabilty or surreptitious listaning;

3. Specially designed and prepared nuclear equipment, parts and companents, materials, software,
and technology covered by part 510 of title 10, Code of Federal Requlations {relating toassistance
to foreign atomic energy activities);

4. Muclear facilitizs, 2quipment, and material coverad by part 110 of fifle 10, Code of Federal
Regulations (ralating to axport and import of nueclaar equipment and matarial);

5. Select agents and toxins coverad by part 331 of title 7, Code of Federal Regulations, pant 121 oftitle
% of such Cade, or part 73 of title 42 of such Code; ar

6. Emerging and foundational technologies controlled pursuant to secfion 1758 of the Export Control
Reform Act of 2018 (50 U.5.C. 4817).

Substantial or essential component means any companent necessary for the proper funclion or performance
of a plece of equipment, system, or service,

b, Prghibiticn. Section 88%0a)(10A) of the John 5. McCain National Defense Autherization Act for Fiscal
Year 2019 (Pub. L 115-232) prohibits the head of an executive agency on or after August 13, 2019, from
procuring or obtaining, or extending ar renswing a contract to procuns or obtain, any equipment, system, or
servica that uses covared telecommunications aquipment or services a5 a substantial or essential component
af any syslam, or as critical tachnology as part of any system. The Confractor is prohibited from providing
lo the Gavernment any equipment. system, or service that uses covered telecommunications equipment
ar semvices as a substantial or essential component of any system, or as critical technaology as part of any
system, unless an exception at paragraph (¢} of this clause applies or the covered telecormunication
equipment or services ane coverad by & waiver described in Federal Acquisition Regulafion 4.2104.

.. Exceptions. This clause doas not prohibit contractons from providing-

A service thal connects to the facilities of a third-parly, such as backhaul, reaming, of
IMErccanection armangemeants; o

i. Telecommunications equipment that cannat route or redirect user data traffic or permit
visibility info any user data or packets that such eguipment transmits or otherwise handles.

d. Reporting requiramant.
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1. In the event the Contractor identifies cowered telecommunications equipment or services used s 2
substantial or essential component of any system, or as critical technology as part of any system,
during contract perfformance, or the Contractar is notified of such by a subconiractar at any tier ar by
any other source, the Contractor shall report the informaticn in paragraph (d)(2) of this clause o the
Coniracting Officer, unless elsewhere in this cantract are established procedures for reparting the
infarmation; in the case of the Department of Defense, the Contractor shall report to the website at
https:fidibnet.dod.mil. For indefinite delivery contracts, the Contractor shall repaort to the Contracting
Officar for the indefinite dalvery contract and the Centracting Officar(s) for any affected ardar or, in
the case of the Department of Defense, identify bolh the indefinite delivery contract and any affected
orders in the repart provided at hiips Sdibnet dod mil

2. The Contractor shall repart the following infarmation pursuant fo paragraph (dj1) of this clavsa:

i Within one business day from the date of such identification or netificatan: the contrast
number; the crder numbens), If applicable; supplier name; supplier unkue entity identifier
(if known); supplier Commercial and Govarnrnant Entity {CAGE) code (if known); brand;
maodel number {origingl equipment manufacturer number, manufacturar part numbsar,
or wholasalar number); item description; and any readily availabla informafion about
miligation acticns underlaken or recammanded.

il Within 10 business days of submiting the informaticn in paragraph ({210 of this clause:
any further available information about mitigation actians undenaken or recommended. In
addition, the Contractor shall describe the efforts it undertook to prevant use or submission
of covered telacommunications equipmeant or services., and any addiional efforts that will be
incarporated fo prevent future wse or submission of covered telecommunications aquipmeant
or services.

e, Bubcontrasts. The Contractar shall insert the substance of this clause, including this paragraph
{e}, in all sukcontracts and other contractual instruments, including subcontracts for the acquisition
of cormmercial items.

(End of clause)

3. FAR Clause 52.244-6, Subcontracts for Commercial [tems. (AUG 2013)
& Defintions, As used in this clause-

"Commercizl itern and commercially availzble off- the- shelf tem” have the meanings contained
Federal Acquisition Regulation 2,101, Definitions.

"Subcontract” includes a transfer of commaercial Hems between divisions, subsidiaries, or affiliales
af the Contractor or subsaniractor at any tier.

b.To the masximum extent practicable, the Contractor shall incorporate, and require ifs subcontractors at alltiers
ta incorporate. commearcial ikems or nondevalopmental items as componants of items to be supplied under this
contract

. { 1) Tha Contractor shall insert the following clauses in subconiracts for commercial items:

i. 52.203-13, Contractor Code of Businass Ethics and Conduct { Oct 2015} { 41 U.S.C.
3508), if the subcontract exceeds 355 millien and has a perfarmancs perod of mare
than 120 days. In allering this clause to identify the apprapriate partes, all disclasures of
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violation of the civil False Claims Act or of Federal criminal law shall be directed to the
agency Office of the Inspector General, with a copy to the Contracting Officer.

i, 52.203-15, Whistlenlower Protections Under the American Recovery and Reinvestment Act of 2008 {Jun

2010) (Section 15523 of Pub. L. 111- 5}, if the subcentract is funded under the Recovery Act.

52.203-18, Prohibition on Requiring Certain Internal Confidantiality Agreements or Statermants (Jan
2017).

. 52.204-21, Basic Safeguarding of Covered Contractor Information Systerms (JUN 20158) other than

subcontracts for commercially svailzble off-the-shalf items, if flow down is requirsd in accondance
with paragraph (c) of FAR clauss 52.204-21.

. 5220423, Prohibiticn on Contracting for Hardware, Software, and Services Developed or Provided

by Kaspersky Lab and Other Covered Entities (JUL 2018} (Section 1634 of Pub, L. 115-%1)

. B2.204-25, Prohibition on Confracting for Cerain Telecommunications and Video Survaillancs

Sarvicas or Equipmant {ALIG2019) (Saction B38(2)(1)(A) of Pub. L. 115-233).

52.219-5, Utiization of Small Business Concems (Ot 2018) (15 U.S.C. B37(d)2) and (3)), if the
subcontract affers further subcontracting opportunities, If the subcontract (except subcontracts to
small business concerns) exceeds $700,000 ($1.5 million for construction of any public facility), the
subcentractor must include 32 213-8 in lower fier subconiracts that offer subcontracting opportunitias.

52.222-21, Prahibition of Segregated Faclibes (Aps 2015).

. 52,222-26, Equal Opportunity ( Sep 2016) ( E.C, 11248,
. B2.222-35, Equal Opportunity for Vaterans | Oct 2015) [ 38 US.C. 4212 a));
. 52.222-38, Equal Opportunity for Workers with Disabilities ( Jul 20114) ( 20 U.8.C, 793).

ii. 52.222-37, Employments Reports on Veterans | Feb 2018) ( 28 LL.S.C. 4212)

52.222-40, Motification of Employes Rights Under the Natinal Labor Relations Act | Dec
2010) ( ExO. 13496), i flow down ks required in accordance with paragraph { f} of FAR clause
52.222-40

(&) 52.222-50, Combating Trafficking in Persons (Jan 201%) (2 2 UW.5.C. chapter 78 and E.O. 13627).
(B) Altarnate | (Mar 2015} of 52, 222-50 (22 U.5.C. chapter 75 and E.Q. 13627).

L 5228255, Minimum YWages under Executive Crrder 13558 { Dec 2015), if flowdown is reguired in

accardance with paragraph (k) of FAR clause 52.222-55

i 52.222-62, Paid Sick Leave Under Executive Order 13706 { JAN 2017} { E.Q. 12706). if flow down

is required in accordance with paragraph ( m) of FAR clause 52.222-82.

(A 52.224-3. PrivacyTraining (JAN 201070 5 U.S.C. 552a) if flow down is required In accordance
with §2.224-3( f) (E) Alternate | [ JAN 2047} of 52 224-3, if flow down is required in accordance
with 52.224-3( f) and the agency specifizs that only its agency- provided training is acceptable.

52 226-26, Conlractors Parforming Private Security Funchons Outside the United States | Oct
2018) | Section 562, as amended, af the National Defense Authorization Act for Fiscal Year 2008,
10 US.C 2302 Nete),

-33



Confract Mumbsar : TENS1013C00042

ik, 52.232-40, Providing Accelerated Payments o Small Business Subcontractars [ Dec 2013), if flow
down is reguired in accordance with paragraph { <) of FAR clause 52.232-40.

xx, 2224764 clause FAR of) d ( paragraph with accordance in reguired is down flow ify, 2631, U.5.C
10 and 1241, App. UL5.C 46) [ 2008 Feb [ Vessels Commercizl Flag.- U5 Owned Privately for
Prefarence, 52 .247-64

[ 2] Whila not required, the Caontractor may flow down ta subcontracts for commarcial items a minirmal
number of addifional clauses necessary to salisfy ils contraciual abligations.

d. The Confractor shall includa the tarms of this clause, including this paragraph ({ &), in subconiracts
awarded under this contract

{ End of Clausza)



Confract Mumbsar : TENS1013C00042

PART Ill - LIST OF DOCUMENTS, EXHIBITS AND OTHER ATTACHMENTS

SECTION J - LIST OF ATTACHMENTS

The following documents are sttached and incorporated in this contract:

1. Statement of Work
Statement af Werk, dated August 28, 2019, 5 pages.

2. Invoice Instructions for NIH Fixed-Price Contracts, NIH(RC)-2
Invoica Instructions for MIH Fixed-Price Confracts, MIH[RC)-2, (8/12), 3 pages.

3. Safety and Health

Safety and Health, HHSAR Clause 352 223-70, (12/15), 2 pages.
4. Disclosure of Lobbying Activities, SF-LLL
Disclosure of Lobbying Activilies, SF-LLL, dated 797 2 pages.

5.NIH Small Business Innovative Research (SBIR) Program Funding Agreement
Certification

MIH Small Business Innovative Research (SBIR) Program Funding Agreement Cerdification, 3 pages, located at;
hitpodigrants. nih.gow/grants funding/shbir fooms/SBIR % 20Funding® 20&Agreement¥ 20C ertfication. pdf.

6. NIH Small Business Innovation Research (3BIR) Program Life Cycle Certification

MIH Small Business Innovative Research (SBIR) Program Life Cycle Certification, 3 pages, located at: hitp-f
grants nih.gevigrantsfundmaisbin formalSBIR %200 ife%200yolet 2 0Catilication. pdf.
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PART IV - REPRESENTATIONS AND INSTRUCTIONS

SECTION K - REPRESENTATIONS AND CERTIFICATIONS

The following documents are incorperated by reference in this contract;

1. FAR Clause 52.204-19 Incorporation by Refersnce of Representations and Certifications (December 2014).

The Confractor's represantations and certifications, including those complated electronically via the System
far Award Management {SAM). are incorparated by reference inta the cantract,

(End of clause)

2. NIH Representations & Certifications, dated 11/21/2018

3. Animal Welfare Assurance Mumber ABE11-03.

END of the SCHEDULE

(CONTRAGT)



EXHIBIT 31.1

CERTIFICATION PURSUANT TO RULE 13a-14(a)/15d-14(a), AS ADOPTED
PURSUANT TO SECTION 302 OF THE SARBANES-OXLEY ACT OF 2002

I, Timothy C. Rodell, MD certify that:
1. Thave reviewed this Quarterly Report on Form 10-Q of Aethlon Medical, Inc.;

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

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

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

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

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

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

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

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

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

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

Date: November 1, 2019

/s/ TIMOTHY C. RODELL, MD
TIMOTHY RODELL

CHIEF EXECUTIVE OFFICER
(PRINCIPAL EXECUTIVE OFFICER)




EXHIBIT 31.2

CERTIFICATION PURSUANT TO RULE 13a-14(a)/15d-14(a), AS ADOPTED
PURSUANT TO SECTION 302 OF THE SARBANES-OXLEY ACT OF 2002

I, James Frakes, certify that:
1. Thave reviewed this Quarterly Report on Form 10-Q of Aethlon Medical, Inc.;

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

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

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

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

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

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

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

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

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

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

Date: November 1, 2019

/s/ JAMES B. FRAKES

JAMES B. FRAKES

CHIEF FINANCIAL OFFICER
(PRINCIPAL FINANCIAL OFFICER)




EXHIBIT 32.1
CERTIFICATION PURSUANT TO 18 U.S.C. SECTION 1350,
AS ADOPTED PURSUANT TO
SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002

In connection with the Quarterly Report of Aethlon Medical, Inc. (the “Registrant”) on Form 10-Q for the six-month period ended September 30, 2019 as filed with the
Securities and Exchange Commission on the date hereof, I, Timothy C. Rodell, MD, Chief Executive Officer of the Registrant, certify, pursuant to 18 U.S.C. Section 1350, as
adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, that:

1. The Quarterly Report on Form 10-Q fully complies with the requirements of Section 13(a) or 15(d) of the Securities Exchange Act of 1934, as amended, and

2. The information contained in such Quarterly Report on Form 10-Q fairly presents, in all material respects, the financial condition and results of operations of

Aethlon Medical, Inc.

Dated: November 1, 2019 /s/ TIMOTHY C. RODELL, MD

Timothy C. Rodell, MD
Chief Executive Officer
Aethlon Medical, Inc.

A signed original of this written statement required by Section 906, or other document authenticating, acknowledging, or otherwise adopting the signature that appears in typed
form within the electronic version of this written statement required by Section 906, has been provided to Aethlon Medical, Inc. and will be retained by Aethlon Medical, Inc.
and furnished to the Securities and Exchange Commission or its staff upon request.



EXHIBIT 32.2
CERTIFICATION PURSUANT TO 18 U.S.C. SECTION 1350,
AS ADOPTED PURSUANT TO
SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002

In connection with the Quarterly Report of Aethlon Medical, Inc. (the “Registrant”) on Form 10-Q for the six-month period ended September 30, 2019 as filed with the
Securities and Exchange Commission on the date hereof, I, James B. Frakes, Chief Financial Officer of the Registrant, certify, pursuant to 18 U.S.C. Section 1350, as adopted
pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, that:

1. The Quarterly Report on Form 10-Q fully complies with the requirements of Section 13(a) or 15(d) of the Securities Exchange Act of 1934, as amended, and

2. The information contained in such Quarterly Report on Form 10-Q fairly presents, in all material respects, the financial condition and results of operations of

Aethlon Medical, Inc.

Dated: November 1, 2019 /s/ JAMES B. FRAKES

James B. Frakes
Chief Financial Officer
Aethlon Medical, Inc.

A signed original of this written statement required by Section 906, or other document authenticating, acknowledging, or otherwise adopting the signature that appears in typed
form within the electronic version of this written statement required by Section 906, has been provided to Aethlon Medical, Inc. and will be retained by Aethlon Medical, Inc.
and furnished to the Securities and Exchange Commission or its staff upon request.



