UNITED STATES OF AMERICA
Before the
SECURITIES AND EXCHANGE COMMISSIO

ADMINISTRATIVE PROCEEDING
File No. 3-17293

In the Matter of
Advanced Life Sciences Holdings, Inc.,

Respondent.

DECLARATION OF DAVID S. FRYE IN SUPPORT OF
DIVISION OF ENFORCEMENT’S MOTION FOR SUMMARY DISPOSITION

DAVID S. FRYE,~ pursuant to 28 U.S.C. § 1746, declares:

1. I am a Senior Counsel with the Division of Enforcement (“Division”) of
the Securities and Exchange Commission (“Commission™), and co-counsel for the
Division in the captioned administrative proceeding. I submit this Declaration in support
of the Division’s Brief in Opposition to Advanced Life Sciences Holdings, Inc.’s
(“ADLS’s”) Petition for Review of the Initial Decision in this matter (“Brief”).

2. Attached hereto as Exhibit 1 is a true copy of the cover page from a Form
8-A12G for ADLS filed with the Commission on July 15, 2005."

3. Attached hereto as Exhibit 2 is a true copy of a printout from the CLEAR .
online, subscription based, data retrieval service showing ADLS’s corporate status and

history with the Delaware Secretary of State as of the morning of January 19,2017. The

! In order to reduce the volume of paper submitted with these pleadings, the Division has provided
excerpts of certain of ADLS’s EDGAR filings. The full version of each of these documents may be
downloaded without charge from the Commission’s public EDGAR website at
http://www.sec.gov/edgar/searchedgar/companysearch.html. The Division will provide full copies of any

of these filings to the Commission or the respondent on request.




CLEAR system provides real-time access to the Delaware Secretary of State corporate
records.

4. Based on information obtained from Michael T. Corrao, the Chief
Compliance Officer of OTC Link, L.L.C., a subsidiary of OTC Markets Group, Inc. as of
June 14, 2016, the common stock of ADLS was. quoted on OTC Link and was eligible for
the “piggyback” exception of Exchange Act Rule 15¢2-11(f)(3). Attached hereto as
Exhibit 3 is a true copy of a printout from showing the identity of the market makers for

-ADLS’s common stock as of June 8, 2016.

5. Attached hereto as Exhibit 4 is a true copy of a list of all filings made by
ADLS (CiK No. 1018336) in the Commission’s EDGAR database through the morming
of January 19, 2017. The list has been reformatted for ease of reference. Periodic filings
and periodic filing amendments are presented in bold italics for easy identification. The
list is in reverse chronological order by filing date. The first column indicates the form
type. The second column indicates the Commission file number. The third column
indicates the filing date. The fourth column indicates the period end to which the filing
relates (if any). The fifth column provides the unique document control number for the
filing.

6. Attached hereto as Exhibit 5 is a table prepared by the Division of
Enforcement setting forth certain information concerning the required periodic reports
ADLS failed to file. The first column shows the type of periodic report in question. The
second column gives the period end to which the report relates. The third column gives
the due date of the report. The filings are sorted in reverse chronological order. The

fourth column gives the date on which the report was actually made or indicates it was



not filed. The fifth column shows the number of months and days by whi;:h a filing was
made late or, if not filed, is still delinquent, or indicates that the report was timely filed.

Note that the fifth column is calculated as of January 18, 2017. The sixth column states

whether or not a Form 12b-25 was filed for the report in in question.

7. Attachéd hereto as Exhibit 6 are true copies of a letter dated July 27, 2016
from ADLS and a “comprehensive” Form 10-K for ADLS, both of which were sent to the
Division of Corporation Finance.

8. Attached hereto as Exhibit 7 is a true copy of an email, dated June 28,
2016, from Michael Flavin to David Frye transmitting a copy of ADLS’s answer in this
proceeding.

9. Attached hereto as Exhibit 8 is a true copy of the transcript of the
telephonic prehearing conference in this proceeding, held on July 20, 2016.

10.  Attached hereto as Exhibit 9 is a true copy of an email, dated August 31,
2016, from Michael Flavin to David Frye transmitting a copy of ADLS’s opposition brief
before the Administrative Law Judge.

11.  Attached hereto as Exhibit 10 is a true copy of an email, dated November
23, 2016, from the Office of the Secretary to David S. Frye transmitting a copy of the
Commission’s Order Granting Petition for Review in this proceeding. Before receiving
this email, the Division was not aware that ADLS had filed a Petition for Review in this
proceeding.

12.  Attached hereto as Exhibit 11 is a true copy of an email dated November
23, 2016, from Kathy Shields, an employee of the Office of Administrative Law Judges,

transmitting a copy of ADLS’s Petition for Review. Before receiving this email, the



Division had never seen, nor, to our knowledge, was ever served with, a copy of the
Petition for Review.

13.  ADLS’s brief in support of its petition for review was due on December
22,2016. Having failed to receive a copy of this document, on December 23, 2016, the
Division called the Office of the Secretary to determine whether or not ADLS had filed
such a brief and was advised that it had done so. Attached hereto as Exhibit 12 is a true
copy of an email, dated December 23, 2016, from Melissa Kimps, an employee of the
Office of the Secretary, attaching a copy of ADLS’s Brief in Support of its Petition for
Review. The Division was never served with a copy of this document.

I declare under penalty of perjury that the foregoing is true and correct.

Executed: January 19, 2017.

David S. Frye b
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UNITED STATES
SECURITIES AND EXCHANGE COMMISSION

Washington, D.C. 20549

FORM 8-A

FOR REGISTRATION OF CERTAIN CLASSES OF SECURITIES
PURSUANT TO SECTION 12(b) OR (g) OF THE
SECURITIES EXCHANGE ACT OF 1934

ADVANCED LIFE SCIENCES HOLDINGS, INC.
(Exact name of registrant as specified in its charter)

Delaware ”
(State of incorporation or organization) (LR.S. Employer Identification No.)
‘ 1440 Davey Road
Woodridge, Lllinois 60517
(Address of principal exccutive offices) . (Zip Code)

Securities to be registered pursuant to Section 12(b) of the Act:

Title of each class Name of each exchange on which
to be so registered exch class is to be registored
None N/A

If this form relates to the registration of a class of securities pursuant to Section lZ(b) of the Exchange Act and is effective pursuant to General
Instruction A.(c), check the following box. O

If this form relates to the registration of a class of securities pursuant to Section 12(g) of the Exchange Act and is effective pursuant to General
Instruction A.(d), check the following box.

Securities Act registration statement file number to which this form relates: 333-124396
Securities to be registered pursuant to Section 12(g) of the Act:

Common Stock, par value $0.01 per share
(Title of Class)

https://www.edgar.sec.gov/AR/DisplayDocument.do?step=docOnly&accessionNumber=00... 8/2/2016

Frye Declaration
Exhibit 1



Delaware Corporate Record Detail | ADVANCED LIFE SCIENCES HOLDINGS, 3894627 | 01/19/17 10:04 AM | Reference: N/A

General Information (1)

Tax Information (1)
File History Information (1)
Stock Information (1)

Registered Agent Information (1)

Name: ADVANCED LIFE SCIENCES HOLDINGS, INC.
Date: 01-19-2017

Time: 09:04:44 AM

Address:

County:

Country:

File Number: 3894627

Company Stock: true

Kind of Corporation: Corporation

Type of Corporation: General

Status: Void, ARé&s or Tax Delinquent
Status Date & Time: 03-01-2015

Residency:

Incorporation State: DE

Incorporation Date & Time: 12-10-2004
Renewal Date & Time:

Merged to Number:

Foreign Incorporation Name:

Type of Foreign Corporation:

Expiration Date:

Foreign Date of Incorporation:
Original State:

Quarterly Filing:

Date of Last Annual Report:

Tax Type: AR Filing Required
Tax Balance: 258727.22
Tax Year: 2014
Filing Fee: 50
Total Taxes: 180000
Total Penalty: 125
Total Interest: 5033.07
Total Other: 0
Total Paid: 0
Total Unpaid Balance: 185208.07
Page 2 of 5
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Delaware Corporate Record Detail | ADVANCED LIFE SCIENCES HOLDIN GS, 3894627 | 01/19/17 10:04 AM | Reference: N/A

Tax Year: 2013
Filing Fee: 50

Total Taxes: 62136.99
Total Penalty: 125

Total Interest: 11207.16
Total Other: 0

Total Paid: 0

Total Unpaid Balance: 73519.15
Tax Year: 2012
Filing Fee: 50

Total Taxes: 350

Total Penalty: 125

Total Interest: 0

Total Other: 0

Total Paid: 525

Total Unpaid Balance: 0

Filing Year: 2013
Document Code Description:  Renewal for Void

Number of pages in Document: 1

Number of Domestication 0
Pages:
Document Filing Date & Time: (8-28-2013 07:33:00 PM

Document Effective Date & 08-28-2013

Time:

Document Filing Status: Completed
Name Prior to Merger:

Merger Type:

Filing Year: 2011

Document Code Description:  Amendment Stock
Number of pages in Document: 3

Number of Domestication 0
Pages:
Document Filing Date & Time: (03-23-2011 05:03:00 PM

Document Effective Date & 03-28-2011

Time:

Document Filing Status: Completed
Name Prior to Merger:

Merger Type:

Filing Year: 2010

Document Code Description:  Restated; Stock
Number of pages in Document: 5

Number of Domestication 0
Pages:
Document Filing Date & Time: (5-07-2010 06:50:00 PM

Page 3 of 5
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Delaware Corporate Record Detail | ADVANCED LIFE SCIENCES HOLDINGS, 3894627 | 01/19/17 10:04 AM | Reference: N/A

Document Effective Date & 05-07-2010

Time:

Document Filing Status: Completed
Name Prior to Merger:

Merger Type:

Filing Year: 2009

Document Code Description:  Restated; Stock
Number of pages in Document: 5

Number of Domestication 0

Pages:

Document Filing Date & Time:  (04-07-2009 06:14:00 PM
Document Effective Date &

Time: 04-07-2009
Document Filing Status: Completed
Name Prior to Merger:

Merger Type:

Filing Year: 2005

Document Code Description:  Restated; Stock
Number of pages in Document: g

Number of Domestication 0
Pages:
Document Filing Date & Time: (06-29-2005 09:54:00 PM

D_ocument Effective Date & 06-29-2005
Time:

Document Filing Status: Completed
Name Prior to Merger:

Merger Type:

Stock Amendment Number: 4
Effective Date & Time: 03-28-2011
Total Authorized Shares: 25666666
No Par Shares: 0
Description: COMMON
Class:
Series:
Number of Authorized Shares: 20666666
Designated Shares: 0
Par Value: 0.01
Description: PFD
Class:
Series:
Number of Authorized Shares: 5000000
Designated Shares: 0
Par Value: 0.01

Page 4 of 5 Frye Declaration Exhibit 2, Page 3



Delaware Corporate Record Detail | ADVANCED LIFE SCIENCES HOLDINGS, 3894627 | 01/19/17 10:04 AM | Reference: N/A

Agent's Name: THE CORPORATION TRUST COMPANY

Agent's Number: 9000010

Agent's County: New Castle

Agent's Country: us

Address: CORPORATION TRUST CENTER 1209 ORANGE ST
WILMINGTON, DE 19801

Phone:

Fax:

Merger Information, Possible Bankruptcies

Page 50f 5 Frye Declaration Exhibit 2, Page 4



History Server-Search

MMID: 1SEC
Phone1: 202 551 5455

Security Search

|lssue or symbol * > |
\'% >>

Today's Notices

+ MMID Directory
Quote History

il % Inside His
Market Maker Security List

UserlD: DFRYE
Phone2: Fax:

Pending Corporate Actions

.

Market Maker Security Activity

Trader Open/Close History

« OTC Link/BB Quote Divergence

Trade History
« OTC Link History

Security Changes
Security Search

Help

Security Information

Name: David Frye

OTC Markets Group Inc.® Quote & Inside History

Security Quote History from 06/08/2016 to 06/08/2016

ADLS -- Advanced Life Sciences Holdings, Inc.
CUSIP: 00765H305 OTC ID:131889 Security Type:CS

Exclude: None

Action

Date Date
06/08/2016 ADLS

06/07/2016
07:50:00.816
06/07/2016
08:26:44.073
06/07/2016

06/08/2016 )¢ 30.10.125

06/08/2016

06/08/2016

https://hist.otcquote.com/newhistoryserver/portal ?nowait=true&startdate=06/08/2016 &sub...

Last Updated

Action Price

Start U/ U(0x0)

0.00010 / 8.00000
(10000 x 100)

Starg 0-00010/0.06000
(10000 x 10000)

Start

Page 1 of 3
Email: fryed@sec.gov
Export to excel Back to search page
Update:  Update: Reason for
MMID User Inside
cETRF
cMAXM
cCANT
6/8/2016
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History Server-Search

06/08/2016 06/07/2016
16:00:01.200
06/07/2016
16:00:01.296
06/07/2016
16:30:04.096

06/08/2016
06:46:01.343

06/08/2016
07:11:44.857

06/08/2016
07:11:44.857

06/08/2016
07:34:32.299

06/08/2016
07:34:32.299

06/08/2016
07:50:00.878

06/08/2016
07:59:58.665

06/08/2016
. 07:59:58.665

06/08/2016
08:30:06.847

06/08/2016
08:30:11.362

06/08/2016
09:30:01.206

06/08/2016
09:30:14.524

06/08/2016
09:31:21.490

06/08/2016
09:31:21.490

No of Records: 20

06/08/2016

06/08/2016

Stat U/U(0x0) ¢CDEL
0.00450 / 0.00690
Start (10000x 10000)  CNITE
0.00010/ 0.25700-
St 10000x2500)  C°CST!
Update U/ U0 x 0) c¢CDEL
.. 0.00010/8.00000.
Inside 10000 x 100)
Open MAXM
.. 0.00010/0.25700
Tnside 20000 x 2500)
Open CSTI
Update U/ U(0 x 0) CETRF
.. 0.00450/0.00690
Inside 10000 x 10000)
Open NITE
0.00010/ 0.25700
Update (10000 x 2500)  CSTI
0.00010 / 0.06000
Update 15000 x 10000y ~ CANT
0.00160 / 0.00880
Update 134700 x22600)  CPEL
0.00250/ 0.25700
Update 15000 x2500)  CSTL
0.00600 / 0.00690
Update 140000 x 10000)  NLIE
.. 0.00600/0.00690
Inside 100000 x 10000)

Page 2 of 3

Open

Open

Update

For Security Quote History, please enter a symbol, Security ID or CUSIP. You may filter quote
information by date range or quote type.

Security:
ladis |

[ Start of day

https://hist.otcquote.com/newhistoryserver/portal 7nowait=true&startdate=06/08/2016&sub...

Date:(mm/dd/yyyy)

@® From
06/08/2016

O First Day of Activity

quote:

inside
To |06/08/2016 ]

| co
[ ExceL

6/8/2016
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History Server-Search Page 3 of 3

O Updates O Last Day of Activity
O Inserts
O Deletes

* Data for quote activity is provided only from start of electronics OTC Link service 15th Sept 1999

Copyright 2015 OTC Markets Group Inc,
Disclaimer | Privacy Statement | Contacting OTC Markets Group Inc.

https://hist.othuote.com/newhistoryserver/portal?nowait=n'ue&startdate=06/08/20l6&sub... 6/8/2016
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Advanced Life Sciences Holdings, Inc.

CIK No. 1322734

EDGAR filings (through January 18, 2017)

Form Type | FileNo |[Filing Date { Period End| DCN
8-K 0-51436 5/12/2011 | 5/5/2011 | " 11836494
8-K 0-51436 5/3/2011 | 4/29/2011 | 11806229
8-K - 0-51436 4/22/2011 | 4/18/2011 | 11775860

424B1 33-171748 | 4/22/2011 11774585
EFFECT 33-171748 | 4/20/2011 11771853
DEF 14A 0-51436 4/13/2011 | 5/24/2011 | 11757602
8-K 0-51436 4/8/2011 | 4/4/2011 11750175
POS AM 33-171748 | 4/8/2011 11747572
PRER14A 0-51436 4/7/2011 11746151
PRE 14A 0-51436 4/4/2011 | 5/24/2011 | 11736652
10-K* 0-51436 3/24/2011 | 12/31/2010 | 11709042
8-K 0-51436 3/24/2011 | 3/24/2011 | 11707854
8-K 0-51436 3/17/2011 | 3/11/2011 | 11695598
424B3 33-171748 | 3/2/2011 11657135
8-K 0-51436 3/2/2011 | 2/21/2011 | 11657120
8-K 0-51436 2/23/2011 | 2/17/2011 | 11632739
424B1 33-171748 | 1/31/2011 11557722
EFFECT 33-171748 | 1/28/2011 11557444
8-K 0-51436 1/21/2011 | 1/18/2011 | 11541937
S-1 33-171748 | 1/18/2011 11533677
8-K 0-51436 1/14/2011 | 1/10/2011 | 11530642
8-K 0-51436 1/4/2011 1/4/2011 11507431
8-K 0-51436 | 12/29/2010 | 12/22/2010 | 101279076
8-K 0-51436 12/8/2010 | 12/3/2010 | 101240389
8-K 0-51436 ] 11/30/2010 | 11/23/2010 | 101222419
424B3 33-169622 | 11/16/2010 101196614
10-0 0-51436 | 11/12/2010 | 9/30/2010 | 101187977
8-K 0-51436 | 11/12/2010 { 11/12/2010 { 101183039
8-K 0-51436 11/3/2010 | 10/28/2010 | 101160019
EFFECT 33-169622 | 10/18/2010 101129074
8-K 0-51436 9/29/2010 | 9/28/2010 | 101094945
S-1 33-169622 | 9/29/2010 101094917
8-K 0-51436 9/15/2010 | 9/9/2010 | 101074317

* Periodic reports and amendments are in bold and italics for ease of reference.
Note that this does not include the purported consolidated
Form 10-K sent to the staff of Corporation Finance, but not filed in EDGAR.

Frye Declaration
Exhibit 4, Page 1



Advanced Life Sciences Holdings, Inc.
CIK No. 1322734
EDGAR filings (through January 18, 2017)

Form Type File No | Filing Date | Period End DCN
424B3 33-165388 | 8/12/2010 101010598
10-0 0-51436 8/11/2010 | 6/30/2010 | 101006608
SC 13D 5-81504 7/30/2010 ’ 10981910
424B3 33-165388 | 7/27/2010 10972324

8-K 0-51436 7/22/2010 | 7/22/2010 | 10965127
8-K 0-51436 7/8/2010 | 7/7/2010 10942843
424B4 33-165388 | 7/1/2010 | - 10928673
EFFECT 33-165388 | 6/30/2010 10928690
8-K 0-51436 6/18/2010 | 6/15/2010 | 10904314
S-1/A 33-165388 | 6/16/2010 10901337
S-1/A 33-165388 | 6/2/2010 10871385
S-1/A 33-165388 | 5/28/2010 10867341
S-1/A 33-165388 | 5/10/2010 10816518
10-0 0-51436 5/10/2010 | 3/31/2010 | 10816382
8-K 0-51436 5/10/2010 | 5/6/2010 10814331
8-K 0-51436 4/13/2010 | 4/8/2010 10747671
DEFA14A 0-51436 4/1/2010 10724433
8-K 0-51436 3/11/2010 | 3/10/2010 | 10672448
EFFECT 33-158494 | 3/10/2010 10672233
S-1 33-165388 | 3/10/2010 10671449
POS AM 33-158494 | 3/10/2010 10671271
10-K 0-51436 3/10/2010 | 12/31/2009 | 10671187

DEF 14A 0-51436 3/10/2010 § 4/8/2010 10671115
SC 13G 5-81504 3/9/2010 10666518
424B2 33-158494 | 3/5/2010 10660841
424B2 33-158494 | 2/26/2010 10639927
424B2 33-158494 | 2/19/2010 10619984

SC 13G/A 5-81504 2/16/2010 10605703
424B2 33-158494 | 2/10/2010 10588080

8-K 0-51436 2/10/2010 | 2/9/2010 10586166
DEFA14A 0-51436 2/10/2010 10586163
PRE 14A 0-51436 2/9/2010 | 4/8/2010 10584929
424B2 - 33-158494 | 2/3/2010 10571165
424B2 33-158494 | 1/21/2010 10539081
8-K 0-51436 1/4/2010 1/4/2010 10502990
424B2 33-158494 | 12/24/2009 091259187
424B2 33-158494 | 12/9/2009 091231216
424B2 33-158494 | 11/25/2009 091208779
424B2 33-158494 | 11/12/2009 091177442
10-Q 0-51436 | 11/10/2009 | 9/30/2009 | 091172150

Frye Declaration
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Advanced Life Sciences Holdings, Inc.

CIK No. 1322734

EDGAR filings (through January 18, 2017)

Form Type File No | Filing Date | Period End DCN
8-K 0-51436 | 11/10/2009 | 11/10/2009 | 091170505
8-K 0-51436 11/2/2009 | 10/29/2009 | 091149536

42482 33-158494 | 10/29/2009 091144934
424B2 33-158494 | 10/14/2009 091119424
8-K 0-51436 10/6/2009 | 9/30/2009 | 091108267
424B2 33-158494 | 9/24/2009 091085188
424B2 33-158494 | 9/16/2009 091072311
424B2 33-158494 | 9/3/2009 091053956
8-K 0-51436 8/28/2009 | 8/24/2009 | 091043950
25-NSE 0-51436 8/20/2009 :
424B2 33-158494 | 8/19/2009 091024255
424B2 33-158494 | 8/12/2009 091006929
10-0 0-51436 8/11/2009 | 6/30/2009 | 091003924
8-K 0-51436 8/11/2009 | 8/11/2009 | 091002268
424B2 33-158494 | 8/3/2009 09980742
8-K 0-51436 7/31/2009 | 7/31/2009 | 09977849
424B2 33-158494 | 7/24/2009 09962633
424B2 33-158494 | 7/17/2009 09951080
424B2 33-158494 | 7/9/2009 09937379
424B2 33-158494 | 7/1/2009 09921666
EFFECT 33-154579 | 6/22/2009 09904455
8-K 0-51436 6/19/2009 | 6/19/2009 | 09902054
424B2 33-158494 | 6/19/2009 09902044
POS AM 33-154579 | 6/19/2009 09902030
RW 33-159549 | 6/19/2009 09902019
8-K 0-51436 6/8/2009 | 6/2/2009 09880297
S-1 33-159549 | 5/28/2009 09857869
424B3 33-154579 | 5/12/2009 09819730
10-0 0-51436 5/12/2009 | 3/31/2009 | 09819312
8-K 0-51436 5/12/2009 | 5/12/2009 | 09819203
8K 0-51436 5/4/2009 | 4/28/2009 | 09794505
EFFECT 33-158494 | 4/15/2009 09752567
8-K 0-51436 4/10/2009 | 4/6/2009 09745299
S-3 33-158494 | 4/8/2009 09740265
8-K - 0-51436 3/30/2009 | 3/27/2009 | 09714786
SC 13D/A 5-81504 3/16/2009 09685498
424B2 33-154579 | 3/3/2009 09649113
EFFECT 33-154579 | 3/2/2009 09649604
POS AM 33-154579 | 2/27/2009 09643351
8-K 0-51436 2/27/2009 | 2/23/2009 | 09639921

Frye Declaration
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Advanced Life Sciences Holdings, Inc.

CIK No. 1322734

EDGAR filings (through January 18, 2017)

Form Type File No | Filing Date | Period End DCN
DEF 14A 0-51436 | 2/25/2009 | 4/12009 | 09634243
PRER14A 0-51436 | 2/24/2009 09629457
DFAN14A 0-51436 | 2/23/2009 09626151 °
SC 13D 5-81504 | 2/20/2009 09626148
SC 13G/A 5-81504 | 2/17/2009 09607115
POS AM 33-154579 | 2/13/2009 09603287
8-K/A 0-51436 | 2/12/2009 | 2/11/2009 | 09596211
10-K 0-51436 | 2/12/2009 |12/31/2008 | 09594252
8-K 0-51436 | 2/11/2009 | 2/5/2009 | 09587824
PRE 14A 0-51436 2/6/2009 | 4/12009 | 09578228
8-K 0-51436 1/9/2009 | 1/52009 | 09517025
EFFECT 33-154579 | 12/3/2008 081231001
8-K 0-51436 | 12/3/2008 | 12/3/2008 | 081227017
AW 33-154579 | 12/3/2008 081226185
S-1/A 33-154579 | 12/3/2008 081226190
CTORDER | 0-51436 | 12/2/2008 081224081
S-3/A 33-154579 | 11/26/2008 081218917
S-3/A 33-154579 | 11/19/2008 081201540
10-Q 0-51436 | 11/6/2008 | 9/30/2008 | 081167474
8-K 0-51436 | 11/6/2008 | 11/6/2008 | 081165564
8-K 0-51436 | 10/29/2008 | 10/23/2008 | 081148246
S-3 33-154579 | 10/21/2008 081133726
8-K 0-51436 | 10/3/2008 | 9/29/2008 | 081107457
8-K 0-51436 | 9/24/2008 | 9/24/2008 | 081086669
10-Q 0-51436 | 8/14/2008 | 6/30/2008 | 081017497
8-K 0-51436 | 8/14/2008 | 8/14/2008 | 081015619
10-0 0-51436 5/7/2008 | 3/31/2008 | 08808853
8-K 0-51436 5/7/2008 | 5/7/2008 | 08808313
8-K 0-51436 | 4/18/2008 | 4/14/2008 | 08765304
10-K/4 0-51436 4/3/2008 | 12/31/2007 | 08737445
DEF 14A 0-51436 | 3/28/2008 | 5/1/2008 | 08719825
8-K 0-51436 3/7/2008 | 3/4/2008 | 08674588
10-K 0-51436 | 2/19/2008 |12/31/2007 | 08625761
8-K 0-51436 | 2/19/2008 | 2/19/2008 | 08624783
SC 13G/A 5-81504 | 2/14/2008 08608971
8-K 0-51436 2/5/2008 | 1/31/2008 | 08577631
424B3 33-148483 | 1/18/2008 08538822
EFFECT 33-148483 | 1/17/2008 08537411
S-3 33-148483 | 1/4/2008 08512810
8-K 0-51436 | 12/26/2007 | 12/21/2007 | 071326683

Frye Declaration
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Advanced Life Sciences Holdings, Inc.
CIK No. 1322734
EDGAR filings (through January 18, 2017)

Form Type File No | Filing Date | Period End DCN
REGDEX 021-87632 | 12/18/2007 07086433
8-K 0-51436 | 12/14/2007 | 12/13/2007 | 071307837
8-K 0-51436 | 12/12/2007 | 12/10/2007 | 071302215
8-K 0-51436 | 11/15/2007 ]} 11/15/2007 | 071247703
10-0 0-51436 | 11/14/2007 | 9/30/2007 | 071246007
8-K 0-51436 11/6/2007 | 11/6/2007 | 071216788
8-K 0-51436 9/26/2007 | -9/26/2007 | 071136128
8-K 0-51436 9/14/2007 | 9/12/2007 | 071118539
8-K 0-51436 8/17/2007 | 8/13/2007 | 071065577
10-0 0-51436 8/9/2007 | 6/30/2007 | 071038835
8-K 0-51436 8/9/2007 | 8/8/2007 | 071037846
8-K 0-51436 7/3/2007 | 7/2/2007 | 07957784
8-K 0-51436 6/25/2007 | 6/21/2007 | 07939381
10-K/4 0-51436 5/9/2007 | 12/31/2006 | 07832814
10-Q 0-51436 5/9/2007 | 3/31/2007 | 07832803
8-K 0-51436 5/9/2007 | 5/8/2007 | 07830241
DEF 14A 0-51436 3/30/2007 | 5/3/2007 | 07732778
10-K 0-51436 3/22/2007 | 12/31/2006 | 07712079
8-K 0-51436 3/22/2007 | 3/20/2007 | 07710564
SC 13G/A 5-81504 2/13/2007 07605981
SC 13G/A 5-81504 2/12/2007 07602700
SC 13G/A 5-81504 .| 2/2/2007 07575996
8-K 0-51436 | 12/21/2006 | 12/20/2006 | 061293643
8-K 0-51436 | 12/11/2006 | 12/8/2006 | 061267343
8-K 0-51436 | 11/28/2006 | 11/28/2006 | 061240749
10-0 0-51436 11/8/2006 | 9/30/2006 | 061198098
8-K 0-51436 11/8/2006 | 11/7/2006 | 061195159
8-K 0-51436 11/2/2006 | 10/27/2006 | 061183765
SC 13G/A 5-81504 | 10/24/2006 | 061160736
SC 13G 5-81504 | 10/24/2006 061160697
424B3 33-132900 | 8/23/2006 061050363
EFFECT 33-132900 | 8/22/2006 061049781
POS AM 33-132900 | 8/15/2006 061035399
10-0 0-51436 8/14/2006 | 6/30/2006 | 061030842
8-K 0-51436 8/9/2006 | 8/9/2006 | 061015314
424B3 33-132900 [ 5/23/2006 - 06861811
10-0 0-51436 5/11/2006 | 3/31/2006 | 06829166
8-K 0-51436 5/10/2006 | 5/9/2006 | 06823430
424B3 33-132900 | 4/20/2006 06770238
S-1/A 33-132900 | 4/20/2006 06769605

Frye Declaration
Exhibit 4, Page 5



Advanced Life Sciences Holdings, Inc.
CIK No. 1322734
EDGAR filings (through January 18, 2017)

Form Type File No | Filing Date | Period End DCN
8-K 0-51436 4/20/2006 | 4/18/2006 | 06769554
SC 13G/A 5-81504 4/10/2006 06750310
S-1 33-132900 | 3/31/2006 06729438 |

DEF 14A 0-51436 3/30/2006 | 5/2/2006 { 06721169
REGDEX 021-87632 | 3/20/2006 06028992
8-K 0-51436 3/16/2006 | 3/14/2006 | 06692096
10-K 0-51436 3/15/2006 | 12/31/2005 | 06688717
SC 13G 5-81504 3/13/2006 06680607
8-K 0-51436 3/9/2006 | 3/3/2006 06676029
8-K 0-51436 3/2/2006 | 2/24/2006 | 06661043
SC 13G 5-81504 2/14/2006 06612696
SC 13G 5-81504 2/14/2006 06611002
SC 13G 5-81504 2/13/2006 06604357
8-K 0-51436 1/6/2006 1/6/2006 | 06517317
8-K 0-51436 | 11/23/2005 | 11/18/2005 | 051225206
8-K/A 0-51436 | 11/14/2005 | 11/7/2005 | 051195599
10-0 0-51436 | 11/10/2005 | 9/30/2005 | 051195219
8-K 0-51436 | 11/10/2005 | 11/7/2005 | 051194628
S-8 33-128094 | 9/2/2005 051068540
8-K 0-51436 9/1/2005 | 8/29/2005 | 051063872
8-K 0-51436 8/12/2005 | 8/10/2005 | 051022117
424B4 33-124396 | 8/5/2005 051003207
POS AM 33-124396 | 8/4/2005 05997394
POS AM 33-124396 | 8/2/2005 05990776
S-1/A 33-124396 | 7/28/2005 05982105
S-1/A 33-124396 | 7/28/2005 05978942
S-1/A 33-124396 | 7/22/2005 05968402
8-A12G 0-51436 7/15/2005 05956086

~ S-1/A 33-124396 | 7/1/2005 05930170
S-1/A 33-124396 | 6/28/2005 05919468
S-1/A 33-124396 | 6/3/2005 05878477
S-1 33-124396 | 4/28/2005 05778207
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Advanced Life Sciences Holdings, Inc.

Schedule of Required Periodic Reports for the periods from
March 31, 2011 through September 30, 2016
and filing history, as of January 18, 2017

2;'1;'2 P;‘;::d Due date | Filed?* M°“lt£2{£ays 12b-25?
10-Q | 373172011} 5/16/2011] Not filed | 68 months, 2 days | Not filed
10-Q | 6/30/2011] 8/15/2011] Not filed | 65 months, 3 days | Not filed
10-Q | 9/30/2011) 11/14/2011] Not filed | 62 months, 4 days | Not filed
10-K | 12/31/2011] 3/30/2012| Not filed | 57 months, 19 days| Not filed
10-Q | 3/31/2012] 5/15/2012| Not filed | 56 months, 3 days | Not filed
10-Q | 6/30/2012| 8/14/2012| Not filed | 53 months, 4 days | Not filed
10-Q 9/30/2012| 11/14/2012| Not filed | 50 months, 4 days | Not filed
10-K | 12/312012]  4/1/2013] Not filed | 45 months, 17 days| Not filed
10-Q | 3/31/2013] 5/15/2013| Not filed | 44 months, 3 days | Not filed
10-Q 6/30/2013] 8/14/2013| Not filed | 41 months, 4 days | Not filed
10-Q 9/30/2013] 11/14/2013| Not filed | 38 months, 4 days | Not filed
10-K | 12/312013] 3/31/2014| Not filed | 33 months, 18 days| Not filed
10-Q 3/31/2014] 5/15/2014| Not filed | 31 months, 3 days | Not filed
10-Q 6/30/2014| 8/14/2014] Not filed | 29 months, 4 days | Not filed
10-Q 9/30/2014| 11/14/2014] Not filed | 26 months, 4 days | Not filed
10-K | 12/31/2014| 3/31/2015] Not filed | 21 months, 18 days | Not filed
10-Q 3/31/2015]  5/15/2015] Not filed | 20 months, 3 days | Not filed
10-Q 6/30/2015| 8/14/2015| Not filed | 17 months, 4 days | Not filed
10-Q 9/30/2015| 11/14/2015| Not filed | 14 months, 4 days | Not filed
10-K | 12/312015] 3/30/2016] Not filed | 9 months, 19 days | Not filed
10-Q 3/31/2016| 5/14/2016| Not filed | 8 months, 4 days | Not filed
10-Q*** | 6/30/2016| 8/14/2016] Notfiled | 5 months, 4 days | Not filed
10-Q*** | 9/30/2016| 11/14/2016] Notfiled | 2 months, 4 days | Not filed

* This does not include a document sent to Corporation Finance by ADLS purporting to be a
comprehensive Form 10-K. This form was not actually filed in EDGAR and does not comply with the
Commission's rules for such a filing.

**The degree of delinquency is calculated as of January 18, 2017

*** The last two filings became due since this proceeding was instituted.
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abrhty to move the Company forward. In May of 2013, we successfully reached an agreement
with the bank whlch fmally made |t possrhle to begrn to rebuild ADLS. :

From that pornt in tlme untll present agarn wrthout any cash compensat:on from ADLS, we have
rbeen workrng to assemble a filing to the SEC to move ADLS closer to compliance. During the
course of that time, we have had several discussions with staff protessnonals at the SEC
regardlng the nature of the document we: shcu!d ﬂle at this point.

~ We were adwsed to prepare a comprehenswe 1OK document coverrng the: years 2011 through
the present Over the past couple of years, we have worked to prepare that document. The
progress to complete this filing has been slow due to the part time involvement of the tegal and
_-accounting professmna!s that we have worked with on this project, along with the complex and
: tlme -consuming nature of the task .

We continued to. press on however, because of our firm belief that our antibiotic cethromycm
] would be of great benefit to the world with its abrhty to.overcome the drug resrstance that has
-been burtd:ng globally to “superbugs" ' : :

Although our management team |s not being compensated ‘we meet regutarly and drscuss
strategies for mowng our program forward. We areiin regular contact with our board of d1rectors
: 'and have .designe -'aplan for movrng ADLS fonrvard In addst:on we have been in :

‘We respectfully request then that the SEC allow us to file the comprehenswe 10K document
~ “we have prepared and submitted in this package. It is a document that would bring investors up
to date on the current status of the Company. Maintaining our registration status would allow us
“to, position., ADLS to raise the additional capital required to carry out the clinical trials that the
“FDA has asked us to conduct in order to achieve regulatory approval and commercialization of
whatcan be a life-saving antrblotrc We would greatly appreclate the opportunlty to help make

that happen

: ‘,S,’.“-‘.‘-’-ef?'Y’; AR

Mlchael T Flavin, Ph.D.
Chief Executwe Officer
(630) 991-3013 -

mflavin @flavinventures.com
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UNITED STATES
SECURITIES AND EXCHANGE COMMISSION
WASHINGTON, D.C. 20549

m ANNUALREPORT PURSUANT TO SL'CTION 13 OR 15(d) OF THE SECURlTlES EXCHA NGEACT
OF 1934

For the fiscal years 201] lhruugh 2015

O  TRANSITION REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE
ACT OF 1934 -

For the transition period from to

Commission File No.: 000- 51436

ADVANCED LIFE SCIEN CES HOLDINGS INC

(Exaﬂ name an:,glsmlnl as spccul':d inits c!uner)

Dciawan: : ' : 30-0296543

_(State orotha junsdxclmrl of _',:'- st i i (LR.S. Employer

mcotponhun urorgnnmhuu) iy ¥ A : H g Identification No.)

1440 Davey Road :
! Woodridge, 160517
i (Address ol‘pnmpul exewlm nﬂ'm:s) (Zs;u code)

Regim'ant's telephone numbcr, mcludmg area code (630) ‘.’39 8215

‘ Securitles reglstered pursuant to Sectlun 12(b) ol'the Act: None.

Securlttes registered pursuant to Sectwn lZ(g) ol'the Act

Common Stock, par value $0 01 per share

{Title of C‘Im)

Indicate by check marklf ﬂ.lékr‘e"g‘iétréﬁt isa well-known seasoned issuer, as defined in Rule 405 of the Securities Act. O Yes ® No
Indicate by check mark if the registrant is not required to file reports pursuant to Section 13 or Section 15(d) of the Act. O Yes ® No

Indicate by check mark whether the registrant (1) has filed all reports required to be filed by.Section 13 or 15(d) of the Securities Ex-
change Act of 1934 dﬂring the preceﬂing 12 months (or for such shorter period that the registrant was required to file such reports),
and (2) has been subjef_::t:to such ﬁ}ing requirements for the past 90 days. © Yes B No ;

Indicate by check mark whether the registrant has submitted electronically and posted on its corporate Web site, if any, every Interac-
tive Data File required to'be submitted and posted pursuant to Rule 405 of Regulation S-T (§232.405 of this chapter) during the pre-
ceding 12 months (or for such shorter period that the registrant was required to submit and post such files). © Yes ® No

Indicate by check mark if disclosure of delinquent filers pursuant to Item 405 of Regulation S-K (§229.405 of this chapter) is not con-
tained herein, and will not be contalned to the best of the registrant's knowledge, in definitive proxy or information statements incor-
porated by reference in Part 111 of this Form 10-K or any amendment to this Form 10-K. ©

Indicate by check mark whether the registrant is a large accelerated filer, an accelerated filer, a non-accelerated filer, or a smaller re-
porting company. See the definitions of “large accelerated filer,” “accelerated filer” and “smaller reporting company” in Rule 12b-2 of

LEGAL123491116.2
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the‘Bxchange Act. (Check one)

Large acce]erated filer ©  Accelerated filer 0 Non-accelerated filer 0 Smaller reporting compény 8
(Do not check if a smaller reporting

‘company)

Indlcate by check mark whether the reglstrant is a shell company (as defined in Rule l2b-2 of the Act) o Y)‘ 5 @ o:
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CAUTIONARY STATEMENT REGARDING FORWARD-LOOKING STATEMENTS
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PART 1

Item 1.  Business

Overview

We are a btopharmaceutlcal company focused on the dlscovery, development and commerctaltzatlon of novel drugs in the area of
infectious disease. Using our internal discovery capabilities and our network of phannaceutrcal and academic partners, we are assem-
bling a ptpeI:ne of clinical and preclmtcal product cancl:dates The followmg isa summary of‘ our current programs % s

= Infectious . Drsease Respzratory Tl'ac.r Infechons and Gonorrhea We have an exclusive worldwide license: (excludmg
Japan) from Abbvie (“Abbvie”) to ‘develop and commercialize cethromycin (Restsnzam) a once-a-day antibiotic for.
the treatment of respiratory tract infections and gonorrhea In-December 2005, we initiated our pivotal Phase I11 clini-
cal trials for the treatment 'of mild-to-moderate community, acquired bacterial pneumonia (“CABP”), an indication for
which we have been seeking Food and Drug Administration (“FDA™Y approval In 2007, we successfully completed
these two pivotal Phase I11 clinical trials. Cethromycin has been tested in approximately 5,600 human subjects in clini-
cal trials to date. In September 2008, we submitted a New Drug Application (“NDA™) wnth the FDA for the use of
cethromycin in CABP. In July 2009, we received a complete response letter from the FDA regarding cethromycin NDA
for the outpatient treatment of adults with CABP. In its letter, the FDA indicated that they could not approye the appli-
cation for cethromycin in its current formand that, to. gain approval, additional clinical data is required to demonstrate
efficacy with defined statlsncal methodology In August 2010, we reached an’ agreement w:th the FDA under the Special
Protocol Assessment (“SPA”) process, on the design of a Phase 111 study of cethromycin to treat CABP, ‘Further discus-
sion ‘with the FDA has led us to focus initially on the indication of gonorrhea Progress in this development program is
subject to funds becommg avarlable to support our activities. : _ 12

iote 3 March 2007 -.the FDA des:gnated cethromycm asan Orphan Drug for the prophylactlc
‘treatment of patle ts ex osed t alat thrax, and in May 2007, cethrornyc:_n was shown to be. 100% protectwe

evaluatm g cethromycm s effi cac'y in combatmg Category Aand B btoterror agents
ansicella laremta), Yersinia pestis (plague) and Burkholderia pseudomallei (meho:dosrs) In
June 2009, we, announced that a second non- -human primate study involying cethromycin showed that a 14-day course
of cethromycm achieved a 100% survival rate against an inhaled lethal dose of anthrax: In August 2009, ‘we announced
positive results from an animal study that was conducted to measure cethromycin's therapeutic effi icacy in treanng in-
halation anthrax after symptoms of infection had developed. In September 2009, the EDA granted Orphan Drug Desig-
nation to ccthromycm for the prophylaottc treatment of plague and tularemia. Also in :September 2009, we announced
positive top-line results from & pivotal, non-human primate study involving cethromycin demonstratmg statistical sig-
nificance at a 90% survival rate against an inhaled lethal dose of plague. In December 2009, we announced positive top-
‘line results from a ptvotal ‘non-human primate study involving cethromycin against an inhaled lethal dose of tularemia.
A 14-day course of cethromycin achieved a 100% survival rate at the doses tested. We will continue to pursue the
biodefense track :with cethromycin to the extent to which we can secure grant and/or contract funding from U S. Gov-
ernment agenc:es to t" nancmlly support thls program.

Oncology. ALS- 357 is a' compound that has shown evidence of anti-tumor activity against malignant melanoma in pre-
clinical studies. Currently available theraptes have not had significant success at prolonging survival for patients with
melanoma that has spread beyond the primary growlh site. In June of 2013, we discontinued the development of
ALS-357 due to its ltmlted potenttal for systemic administration along with its shortened patent life.

In addition to the compounds summarized above, we are altemptlng to in-license additional product candidates in preclinical and
clinical development utll:zmg our. network of academic and industrial contacts. We are particularly interested in in-licensing antibi-
otics and anti-viral.agents. We have not received FDA approval for any of our product candidates. Our revenues to date have consist-
ed solely of management. fees, one-time or limited payments associated with our collaborations and government grant and contract
awards. We do not antncnpate generating any revenue from the sale of cethromycin or any other product candidates in the near term.

At present, our liabilities are significantly greater than our assets. As a result.of our current financial situation and the uncertainty
in our ability to obtain needed financing through equity offerings, commercial partnerships, grant awards, service offerings or other
means, there is substantial doubt about our ability to continue as a going concern.

Company History and Recent Developments
LEGALI23491116.2 R
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In June 1999 MediChem Life Sclenoes ("MednChem‘) our former parent, exchanged its investment in 100% of the outstandmg

common stock of Advanced foe Sclences, Inc..("ALS lnc ") for. nonvoting preferred stock issued. by ALS Inc. affectmg 8 sp1n~oﬂ' of
Ing.- Prigrtoth : the.sole stockhol 16 100% of MediC dAL h

gonorthea, . Upon FDA approvai we bel
cethromycin for the treatment of. mfectr'

development program.

ftdvance our Biadqfeme Program

We have collaborated wnh sgv’ ps.thhl the'U S Govemment t6 evaluate cethromycm s potential in preventmg inhala-
tion anthrax-and other high-priority:bioterror agents. Although we do not have any additional grant or contract applications currently
being evaluated by government agenglés WE. WI“ contmue to; pursue these opportunities as they arise.

Leverage our Drug Discovery an,

" We interid to expand our- prody foho by explomng and enhancing our internal drug discovery and development capabilities
using our integrated chemrstry and blology‘drug d|s very platform to desxgn, optimize and evaluate high-potential product candi-
datés.. v

LEGAL1234911162
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“Continue to Develop Strategic Collaborations

We plan to continue developmg relatlonshrps with key pharmaceutical and biotechnology companies, governmental institutions
and academic laboratories in order to in-license promising compounds that are not core to their strategy but fit closely with our corpo-
rate strengths. We also intend to identify co-development partners for the out-licensing of certain product candidates. Further, we may

choose to establlsh collaboratwc partnershlps through wl'nch certaln of our cllmeal candldates can be. marketed and commercralrzed

Cethromycm for the Treatment ofBactenal lnfcctlons '_ :

In December 2004 Abbott Laboratones granted us an exclussve worldwrde Jlicense, except in Japan to commerc;altze
cethromycrn our most advanced product candidate, Cethromyecin is a next generanon once-a—day oral antibiotic from the ketolide
. class used in the treatment of bactersal mfect]ons ‘Qver the last, decade the rapid rise in severe and fatal infections caused by antlbtot—
ic-resistant bacteria has posed a serious threat to public health, There is a need to discover new antibiotics that are effective against
resistant bacteria. As a new class of antibiotics, ketolides have shown activity against penicillin- and macrolide-resistant Gram- -posi-
tive pathogens. Cethromycin has demonstrated activity toward a variety of drug-resistant pathogens commonly found in bacterial in-
fections, when compared to the pubhshed data on antibiotics currently on the market. Cethromycm has also shown in vitro evidence of
an extended post-antlbtotlc effect meamng that thc suppressmn of | bactenal growth perststs m the absence of measurablc ant]bmtlc
concentratton ; : : ; : 1

In December 2005, we mmatecl our: plvotal Phase lll cllmcal program for the treatment of m:ld—to-moderate CABP using a 300

aily dosing regtmen, which enrolled a total of 1,106 patients and were successfully completed in 2007; Cethromycin report--

( ocol clinical cure rates of 94.0% in ’mal C1,05-001 (compamtor, Biaxin, was 93.8%) and 91:5% in trial CL06-001 (com- = -
parator, Biaxin, was 95. .9%). In February 2008, we announced that both the therapeut:c and supratherapeutic doses of cethromycin
showed no signal of any electrocardtograph:c effects and hence supported its favorable cardiac safety profile; the results from a thor-
ough QT study of cethrornycm (m CLO? ln epternber 2008_ we submltted an NDA for the use of cetbrornycm in [

t ,_e drug candxdate s eﬁ' cacy fol]owed a dlscussron that t.he cethromycm
' ; dance for developmg treatments for CABP

':ance was released. In July 2009, we recewed a complete response letter from the FDA regardmg cethrornycm NDA for the outpatlent i

' treat:ment of. adults thlt CABP. _In its letter; tlte FDA indicated that they could not: approve the appllcatton for cethromycm in 1t5 clur-
rent form and that to, gam approva add:nonal clinical data is requ:red to demonsl‘rate efﬁcacy with defined statistical methodology

“n March 20]0 we met with officials from the FDA's Anti- lnfecnves les:on to gain clarity on the registranon pathway for
eethromycm and in'the meeting, the FDA guided that to assess the approvability for cethromycin to treat CABP, we ‘should establish
‘an SPA using a'superiority clinical trtal destgn ‘comparing cethromycm to a marketed macrolide antibiotic'in two clinical trials. In’ llght
of this guidance, we worked with the FDA to finalize an SPA using a superiority design for the outpatient CABP indication, and in
August 2010, we reached an agreement w:th the FDA under the SPA process on’ the des:gn of‘ our planned Phase 111 study of -
cethromycm to'treat CABP. SRS s : S ;

“In July 2010 we announced posmvc results from prechnm’tl toxtcology and pharmacokmetlc studies of an IV formulation for
cethromycin that support its use in‘a hospital setting. Cethromycin 1V was administered as a single dose up to 60 mg/kg/day, the high-
est dose tested. Results demonstrated cethromycin 1V was well tolerated and generated 10-fold greater plasma exposure compared to
oral administration. The studies were conducted in rats in accordance with good laboratory practices. The increased bioavailability of
cethromycin TV may allow for the. treatment. of serious. hospltal infections as well asthe treatment of bioterror pathogens, such as an-
thrax, plague and tu!aremla after stgns and symptoms are present.

Further discussion with the FDA has led us to focus initially on the indication of gonorrhea, which has become a major global
public health challenge given the emergence of drug resistant strains of Neisseria gonorrhoeae worldwide. Cethromycin has demon-
strated potent in vitro:and in vivo activity agamst Neisseria gonorrhoeae, including macrolide-resistant strains. Cethromycin also ex-
hibits potent in vitro activity against Chlamydia trachomatis, and has the potential to treat both gonorrhea and chlamydia, which
would constitute a srgmfcant cilmcal advantage We will continue this initiative as funds become available to support this develop-

ment program.

Market Overview

Bacterial mfecnons occur when bacterla ‘naturally exist in the body, or that are al:qulred through inhalation, ingestion or direct
penetratlon are not contro]led by the normal une defense system. These uncontrolled bacteria can multiply and either excrete tox-
ins or provoke the immune system to mounta reSponse in either case clamacmg tissue. Antibiotics work by binding to specific targets

in a bacterial pathogen, thereby 1nh|bmng a function that is essential to the pathogen's survwal Many antibiotics were developed and
introduced into the market durmg the 1970s and 1980s and have proven to be effective in treating most bacterial infections. We be-
lieve this historic efficacy prompted pharmaceutlcal companies to shift their resources to other areas of drug discovery and develop-
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ment. As a.re‘s'ult, very few antibiotics from new ‘chemical ciasses have béen introduced in the last several years.

ificant threat to publrc health and the problem qonnmm to worsen. The Centexs

i Anublonc resnstance is w:dely consxdered si s
, ' ;1;' ofba

foansease Col

Mma\af =0

54 ehT7,
1; ds orm ttracy,\l

due to wndespread use of the 7—valent protem-cbnjugated pneumococcal vaccine (PCV 7), to cause invasive prieumococcal
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disease and are resistant to many antibiotics;

* cethromycin has shown in vitro activities against multiple CDC Category A and B bioterror agents such as Bacillus an-
thracis, Fransicella tularensis, Yersinia pestis and Burkholderia pseudomallei and has demonstrated 100% protection uf
anthrax assaultin the post-exposure prophylacttc monkey model; and

. cethromyem has demonstrated potent m wlro and m Vivo actmty aga:
tant strams

Ner's.rert‘a -gqﬁorrhaéae, ; including maeroljde.- resis-

. eethromycm exhibits potent in vitro actmty agamst Chlamydia rrachomans, and bas the potenttal to treat both gonorrhea
and chIamydta, whtch wou]d constttute a stgmﬁeant eltmcai advantage ; :

We belteve that cethromycm, tf approved would address a growmg need in'the marketp]ace to overcome bactenal resis- -
tance. ‘ 2

Abbott Labaratones Collnborntlon

In December 2004, we entered into an agreement wtth Abbott ]_.aboratones under which we: acqurred a ltcense to certain patent
appltcatlons ‘patents and. proprtetary technology relating to cethromycin. The term ofithe agreement commenced in December 2004
and continues until the expiration of the last patent licensed under the agreement, unless the. agreement is otherwise terminated. The
pnmary patent licensed under the agreement, used by us in connection with cethromycrn expires in the U.S. in September 2016, and
in'most foreign countries or _]llnSdlCthﬂS in; September 2017, all subject to any. term restoration that may | be granted for the time neces-
sary for regulatory. approva] in ea 'respectrve Jurlsdrenon Upon the exprratron ot‘ the: hcense agreement, we maintain a non- exelu-
sive, perpetual and :rrevocab[e license to use Abbott's proprietary technology and other types of information directly 1 re]ated orused in
connection with cethromycin and its manufacture into pharmaceutical products wrthout any further payment obligations to Abbott,
except for those payment obhganons. accrumg prror to such exptratron The agreement may be termmated by erther party on. 30 days
i3 notrce ifthe the pa ; i :

i arty may also termmate lhe agreement for matena] breaeb if not eured within 90
30 days of not.rce 1f the breach relates to a payment provrsron Fma!ly, we have the right to' subh-‘

Abbott and us in’ Dece ‘ 00'4 Subsequetrt to dellvermg the nottce of i

: -drspute, we-rmtmted arbrtrauon oceedmg_ agamstAbbo under t.he altematwe dlspute resolutron provnsrons of the- llcense agree-
ment. In. September 2009 prior to the completton of arbtb’atton proeeedlngs we and. bbott: entered into a binding term sheet in set-

tlement of the dlspute The bmdtng term sheet prowdes for certain amendments to the llcense agreement “The license agreement was
amended to restructure the. $30.0 million, Iump sum milestone payment due from us to Abbort upon U.S. regu]atory approval of :

: cethromycm “such that $20 0 million is payable wrthtn twenty days of U.S. regulatory approva ;'$5.0 million is payable within: 6
months of U.S. regulatory approva] and $5.0 million is payable within 12 months of U.S. regulatory approval. In addition, the license
agreement‘f as amended to reduce the roya]ty due from us to Abbott by two percentage pomts per tier such that we will owe Abbott
royalty payments of 17% on the first $100.0 million of aggregate net sales of cethrornycin, 6% on net sales once aggregate net sales
exceed $100.0 m|]hon ‘but arc Iess than $200 0 million, and 15% on all net sales once aggregate net sales exceed $200.0 million. Fi-
nally, the terms to pay to Abbott $2.5 million - upon cethromycin reaching $200.0 ml"lOﬂ in aggregate net sales and $5 0 million upon

the drug reaehmg $400 0. ml”lon in aggregate nct sales was unchanged

Intelleetual Property o

Patents and Traa’e Secrets

We continue to hold : an excluswe worldwnde Itcense (excluding Japan) from Abbvie to develop and commercialize cethromycin
(Restanza™). The Abbvie patent is U.S. patent number 5866549 which expires on September 4, 2016. In order to lengthen the pe-
riod of exclusivity, we applied for.and receivedQualified Infectious Disease Product (QDIP) designation from the FDA under the
Generatmg Anttblotlc Incentives Now (GA!N)Aet The GAIN Act provides new incentives for the development of QD!Ps mclud-

ing: g .
Sk Extendmg the Hatch- Waxman prov1srons related to data excluswrty by 5 years while mamtammg the current paradigm for an
abbreviated NDA paragraph 1V certification;

% Provrdmg six months offaddtthnal exclusivity for products with companion diagnostics;
< Providing priority review by the FDA; '
* Making products eligible for fast—t’r’actt designation by the FDA;

* Requiring a review and possrble revrsmg of FDA guidelines regandmg elmtcal trials and other requirements for approval of
antibiotic drugs.
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' Cethromycin was designéted asa QDlP'éﬁ December 18, 2014 by the FDA for the-indication of gonorrhea.

In addition, under the Hatch-Waxman Act, a newly approved antibiotic is eligible fora U.S. Patent extension of up to S:yearsto
»compensate for market txme Jost. dunng the drug approval pracess undertaken by the FDA

h d' elopment testmg, manufacture, labelmg, pmmotxon, advemsmg, dlsmbutlon, marketing and
export and |mport of ph cal products stic a those we are developing. The process of cbtaining regulatory approvals and
the siibséquent s substantla .omplxance with pp pnate federal state, local and- forengn statutes and regulatlons require the expen-
dimrezbﬁsﬂbsh réso .

'DA~'

preclzmcal labomtory tests ammal stud:e : ncl foﬁﬁi_&lé‘tiﬁn studies under the FDA’s géod laboratory practices regula-
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tions;

submission to the FDA of an IND app]neat:on for human clinical testing, which must become effective before human clin-
ical trials may begin;

* adequate and wcl]-control]ed clinical trials in accordance with FDA good clinical practice regulations, to establish the
safety and effi icacy of the, product for.each mdlcauon

. submrssron to the FDA of an NDA ;

. sat:sfactory completton ofan FDA i inspection of the manufacturmg facthty or facrlmes at whrch the product is produced to
assess compltance with current good manufacturmg practlces ("CGMP" cand’ ) :

- FDA rewew and. approval of the NDA ; :

Precllmcal tests mclude laboratory evaluations of product chemtstry, toxtclty and formulatlon as well as ammal studles AnIND
sponsor must submit the results of the preclinical tests, together with manufacturing information and analytical data, to the FDA as
part of the IND. The IND must become effective before human clinical trials may begin, An IND will automatically become effective
30 days after recexpt by the FDA, unless before that time the FDA 1 raises concerns or questions about issues such as the conduct of the
trials as outlined in the IND. In that case, the IND sponsor and the FDA must resolve any outstanding FDA concerns or questions
before clinical trials can proceed If these issues are unresolved the FDA may not allow the chmoal trlals to commence. ;

Clmtcal trials mvolve the admlnlstranon of the mveshgat:onal product to human subjects under the supems:on of quahF ied in-
vestigators. Chmcal trials are conducted under protocols detailing, among other things, the ob;ecuves of the study, the parameters to
be used in momtormg safety and the effecuveness cntena to be evaluated Each protocol must be submltted to the FDA as part of the

“Clinical trta]s typlcally are conducted in three sequentml phases but the phases may overlap or be: combmed Each maI must be
rewewed and approved by an. mdependent Instttut:onal Revtew Board before it.can begln Phase l clmtcal tnals usual]y mvolve the

» 'Ievaluate prehm"\arlly the eﬂ“ caey of -the rug for speelf' c mdrcatmns

Phase 1l chmcal tnals usually further eva!uate clmlcal eff' caey and test further for safety in an expanded patient populauon
‘Phase ], ‘Phase 11 and Phase 111, clinical trials. may not be completed successt‘u]ly within any specified period, if at all: Furthermore, the
FDA or we may. suspend or terminate clinical trials at any. nme on vanous grounds, mcludmg a ﬁndmg that the SUb_]BCtS or. patrents are
being exposed toan unacceptab]e health nsk. : : HiE

Assummg successful comp]etton of the requtred clmlcal testmg, the results of the prec]rmcal studies and of the clinical studies,
together. with other. detalled information, mcludmg information on the manufacture and composition of the product, are submmed to
the EDA in the form of an NDA requesting approval 10 market the product for one or more indications. The FDA reviews an NDA to
determine, among other things, whether a product is safe and effective for i its intended use and has a favorable risk/benefit profile. In
addition, FDA mspects selected c]rmcal tnal sntes for good chmcal pracuce (GC P) comphance to ensure the clinical trial data quality
and integrity. - - :

Under the Pediatrje‘ R_esearch Equity -Act of 2003 NDAs or'SuppIements to NDAs must contain data to assess the safety and effec-
tiveness of the drug for the claimed indications in all relevant pediatric subpopulations and to support dosing and administration for
each pediatric subpopulation for which the drug is safe and effective. The FDA may grant deferrals for submission of data or full or
partial waivers, In most cases, the NDA 'must be accompanied by a substantial user fee.

Before approving an application, the: FDA will inspect the factlity or the facilities where the product is manufactured. The FDA
will not approve the product unless cGMP compllanee is considered satlsfactory The FDA will issue an approva] letter if it deter-
mines that the: appl on,: manufacturmg process and: manufacturlng facilities are acceptable. If the FDA determines the application,
manufacturing process or manufacturing facilities are not acceptable; it will outline the deficiencies in the submission and often will
request additional testing or informatjon. Nolwrthstandmg the submission of any requested additional information, the FDA ultimate-
ly may decide that the apphcatlon does: not satlsfy the regulatory criteria for approval.

The testmg and approval, protess requ|re5 substantlal time, effoﬁ and financial resources, and each may take several years to
complete The FDA may not grant-approval on a timely | basis, or at all. We may encounter difficulties or unanticipated costs in our
efforts to:secure necessary governmental approvals, which could delay or preclude us from marketing our products. The FDA may
limit the indications for use or place other conditions on any approvals that could restrict the commercnal application of the products.
After approval, some types of changes to the approved product, such as adding new indications, manufacturing changes and additional
labeling claims, are subject to further FDA review and approval

After regulatory approval ofa produt:t is obtamed we are required to comply with a number of post-approval requirements. For
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: example, asa condmon of approval of an apphcatlon, the.FDA may: reqmre post«marketmg testmg and. survelllance to momtor the-

: product’s safety or efﬁmcy In addition, holders of an approved NDA are required to report certain adverse reactions and production
i problems to the FDA, to provide updated safety and efficacy informanon and to.comply with reqmrements eoncemmg advernsmg and
i P fonal fabéling for their products, Also,-.qualny=control and manufaotunng procedures s

en, and we expect ) gisiative and regulatory proposals and enactments to change
the hicalthcare syst iys that could s:gmﬁcantly affeet our buginess, such s the Patient Protection and Affordable Care-Act, as
amended by the Ay, lucatio! Reconciliation At of 20|0Vsugned inito law. in March 2010. We anticipate that Congress,
_ state leglslatur&s ar will continue, to consnder a 'a‘y adopt healthicare policies intended to curb rising | healthcare
costs. These cost.c ment measures ‘include: e

. controls on- govér’nment funded reimbursement for medical products and services;
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. controls on healthcare providers;

. cha]lenges to the pricing of medical products and services or limits or prohibitions on relrnbursemem for spec:t' ic
products and therapies through other means o

g reform of drug importation laws; aﬁgi_ .

. expansmn of use: of managcd care syslems in wh:ch heatthcare provaders comnct to prowde comprchenswe healthcare
fora ﬁxed cost per person.

W’e are unable to predlct what addmonal ]Cng'atlon, rcgulatlons or pOlICIES if any, relatmg to the heat:hcare mdustry
or third-party coverage and reimbursement may be enacted in the future or what effect such legislation, regulations or
policies would have on our business. Any.cost containment meastires, including those listed above, or other healthcare
system reforms that are adopted could have a material adverse effect on our ability to operate pror tably.

Research and Developm ent |

Durmg 201 l $342 292 was spent on research and development aclthles No additlonal funds were spent on
research and deveiopment actwmes durmg 2012 2013 20]4 or2015; :

Em ployees :

¢ Company, wn.h the excepuon of Mrchael Flavm, our Chlef Ex utwe Offi--
T ceApn] 2011 : :

cer, who has not;recezved any cash'compe _

: Item’m. Risk Fé’e;@f;.

e

Our busmess mvolve.s' a h:gh degree af rt.s'k. J’f any of the follawmg rrsks acrually accurs our busmess, /i nancm:’ cond:tmn or resulls
of operations could suffer: The risks described below are not the only ones facing us. Additional risks not presen!iy known to us or that
we cun'enriy consider immaterial also may adversely aﬁ'ec! our company

Rtsks Related to Our lndustry and Busmcss

We Imve limited operatmg Iusro;y smce suspendmg our opemnons in 201]

o

Smce suspendmg our operatmns in’ May 201] wc have not generated any revenues from operauons and we have limited re-
sources. ‘Any operating Iosses, togelher with risks assomated with our ability to be compentwe in the pharmaceutical industry may
have amaterial adverse effect on our liquidity. -In addition, we may ‘not have the resources to resume operatlons to the historical levels
prior to suspending our operations, which woql_dha,ve a material adverse effect on our ability to continue as a company. An investor
in our common stock must evaluate the if_isks_,_dﬁ_t_igb_[taintié's, and difficulties encountered by a company with limited operations. There
can be no assurance that we will generate s.uﬁ'!_cigp_t.'re\{criues to maintain our business operations.

We niay not be able m comrrme as.a goin g con cern or JSund our existing capital needs.

Our mdependem regnstered pubhc accoummg f“ irm mcluded an exp]anatory paragraph in the report on our 2010 fi nancial state-
ments related to the uncertainty ‘in our abmty to continue as a going concern. The paragraph states that we do not have sufficient cash
on-hand or other fundmg available to meet our obhgatlons and sustain our operations, which raises substantial doubt about our ability
to continue as a going concern. We will not be generating any product-based revenues or realizing cash flows from operations in the
near term, if at all. We may not have sufficient cash or other funding available-to complete our anticipated business activities. In order
to'address our working capital shortfall, we must raise additional capital. There is no assurance that we will be able to obtain adequate

capital funding in-the future to con’tinﬂe.operﬁtiéns and implement our strategy. As a result of these uncertainties, there is significant
doubt about our ability 1o continue as a going concern.
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— We a}e a development stage company and may never attain product sales.

em ent .
1o anhclpategenerat-‘ =
,ralyearsnfwe. e

tock.
some rights to our tech: -
urance that we will be able

il ;s-qfety and efficacy.

Before obtammg regulatory approval for: the sale of our drug candldates, we must conduct extensnve development and clinical
trials to'demonstrate the safety and eﬁicacy of our.drug candidates and clinical or.animal trials to demonstrate the efficacy of our drug
candidates, Cliniical testmg is: expenswe, difficult to design and |mplernent, can take many years to complete and is uncertain as to
outcome. Lt )

prospectlve tnal snte, B

¢ we may decxde o fegulators may require us, to conduct addmonal chmcal trials, or we may abandon projects that we expect
to be promlsmg, ir |cal tnals or animal effic: cacy studles produce negatwe or inconclusive results;

«  wemight have to suspend or termmate our clinical tnals |f the partncnpants are being exposed to unacceptable health nsks

*  regulators or: mstxt nonal review boards may require that we hold suspend or terminate clinical development for various rea-
sons, includmg non, _mphance with regulatory requirements;
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« the cost of our clinical trials could escalate and become cost prohibitive;

+ any regulatory approval we ultimately obtain may be limited or SUb_]CCt to, restncnons or post—approva] commltments that
render the ‘roduct not: commerclally viable; ; ; AR .‘

+  wemay n Vsuccessful in recruitmg a sufﬁclent number ofquallfymg SUbjBCtS for our chmcal tna]s aﬁd e

: dates may | ha\}'e other unexpect characterlsncs

_ithe effects f our: drug candida may not be the desxred effects or may md]u e undes;ra

Our busmess wotdd be ‘atenal@ harmed if we fml 1o obram FDA approval qf anew dm pplicnrwn for” ethm ycm :

' 'Subcommlttee ‘on Health, our Chief Exeéutli}é Ofﬁcer commented on the: cha[lenges that we
aced in. the chmca[ deve]opmem and regu!atory approval of 1 new annbmucs tu unprove pubhc

; angcmcnts ‘with us, madequate!y
generate any mgmf‘ cant product

Our collabommrs and ﬂurd pr:rly mnnufacturers imay not be able to mmmfacrure our product candidates, wluch wau!d prevent us
ﬂom commercmhzmg our: producr crmdxdates

oratall. S]gmfc
we are unable toi
launch: ofthat produg

i 12 sl o mciudmgthe tnc:dence ofmanufacturmg errors could result in patient mJury or death prod-
uct recalls or: w1thdrawa]s delays or fallures in‘product testing or delivery, cost’ overmns or other problems that could senous]y harm
our: busmess ‘ i

Ifweare mmbfe m emer mro rrgreemems wu’h third parnes fo seh’ mm’ mm I(e.r any prt)rfucrs we muay develop, we mﬂy be unable to
LEGALI234911162 :
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. ;generate revenues.

We do not currently have product sales and marketing capablllties ) lf we Treceive approval to commercxallze cethromycm, we

-Our most.advanced producl candt’dale, cethromycln will,  face
) approval  from the: FDA- .

Compames that produce genenc equivalents
n as early. quOlS »wluch wou!d enable

. relathe convemence and ease. of admimstrau
«  the prevalence and severity of any adverse slde effects

s the avallabxhty of alternative treatments; - -

. the detaﬂs of FDA labeling requirements, mcludmg the scope of approved indications and any safety warnings;
LEGALI23491116.2
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+  pricing and cost effectiveness;

*  the effectiveness of our or our collaborators” sales and marketing strategy;

.« our ablltty to obtam suﬁ‘ clent thtrd-party insurance coverage ¢ or rermbursement and
* our abrltty to have the product Jisted on insurance company formulanes

If any of our: product candrdates achleve market acceptance, we may. not be able to mamtam that market acceptance over time if
new products or technologtes are: mtroducetl that are received more favorably or are more cost effective. Complications may also arise; '
suchas antibiotic or viral resistanice, that render our products obsolete. We rely on the favorable resistance profile of cethromycin ob-
servedtobe a potent:al competitive distinction from currently marketed compounds. Even tf we receive EDAapproval to. market

cethromycin, resistance may emerge ‘that will: substantlally harm our ability to generate revenues from its sale

Because the results. af prec!rmcrrl srmﬁes for our precltmcal product candidates are not necessnrrly predictrve of. fumre resulis, our
product candldates may not have _frr vomble resulis in later clinical frials or rrlrtmately recetve regula!ory opprovn!

Only one product candldate in our development pipeline, cethromycm has been tested in clmtcal trials. Our other product candi-

dates have only been through preclmlcal studies. In addition, other product candidates. we may in- -license may also be in preclinical

studies. Positive results from preclinical studies, particularly in vitro studies, are no assurance that Iater clinical trials will succeed.’
Preclinical trials are not designed to establish the clinical efficacy of our preclinical product candidates. We will be required to demon-
strate through clinical trials that these product ¢ candidates are safe and effective for use before we can seek regulatory approvals for
their commercial sale, There is typlcally an extrcmely high rate of failure as product candidates proceed through clinical trials. If our
product candidates fail to demonstrate sufficient safety and efficacy in any clinical trial, we would experience potentially srgmﬁcant
delays in, or be requtred to abandon, _development of that product candtclate Thls would adversely affect our abtltty to generate rey-

may cause, or' ]ead to, a dclay n: t.lie commencement of clinical trials may also ulnmate]y lead to demal of regulatory approva] ofa
product candrdate.,Each of these results would adversely affect our abtltty to generate revenues. :

The commencement ( f c]m:cal trials: can be delayed fora varrety of reasons, mcludmg delays in:

. demonstratmg suﬁ" cient safety to obtam regu]atory approval to commence al cllmcal trial;
. reachmg agreement on acceptable terms with prospecttve contract research organsznttons and trial sites;

. manufactunng suﬂ' cient quantmes of a product candldate and

. obtalnmg mstrtuttonalrcvlew board rovals to conduct cl:mcal trtals at prospective sites. SO

In addttton the commencement of cltmcal trials may be delayed due to msuﬁ' cient patient enrollment, which isa functton of
many factors, including the size of the patient population, the nature of the protocol the proximity of patients to clinical sites, the
availability of effective treatments for the relevant disease, and the eligibility criteria for the clinical trial. If we are unable to enroll a
sufficient number of mlcrobrologlcally evaluable patients, the clinical trials for our product candidates could be delayed until suffi-
cient numbers are achleved

Ifwe fml to obtain regu!arory appro vals i in other cauntrles Jor our product candidates under developmenf we will not be able to
genemfe reveinues in .mclt countries.

[n order to market our produs':ts outside of the United States, we must comply with numerous and varying regulatory requirements
of other countries. Approval procedures vary among countries and can involve additional product testing and additional administrative
review periods. The time required to obtain appraval jn other countries might differ from that required to obtain FDA approval in the
United States. Regulatory approval in‘one country does not ensure |eoulatory '1pproval in another, but a failure or delay in obtaining
regulatory approval in one country may negatrvely impact the regulatory process in others. The risks involved in the non-U.S. regula-
tory approval process, as well as the consequences for failing to comply with appl:cable regulatory requirements, generally include the
same.considerations as in the United States. A description of U.S. regulatory considerations can be found under the section entitled
“—Qur business would be materially harmed if we fail to obtain FDA approval of a new drug application for cethromycin.”

We will fuce significant competition from other biotechnology and pharmacentical companies, and our operating results will suffer
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if wefail to compele effectively.

=
therp *’il

"ﬁ‘by
n

nies ¢ volve complex legal and factual
wed in blotechnology patents has emerged to date. Accordingly, we

fechnolognes or duplicate any of our technologies;

. any of our pendmg ;patent. apphcauon} w1l|
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+  any patents issued to us or our collaborators will provide a basis for commercially viable products, will provide us with any
competitive advantages or will not be challenged by third parties;

+ we will develop additional proprietary technologics that are patentable; or

. the patents of others wrl] not have a negatrve effect on our ability to do busmess

We are a party to certain in- hcense agreements that are. 1mportant to our busmess and we generally do not control the prosecunon
of 1n-hcensed technology. Accordingly, we are unable to exercise the same degree of: controi over this intellectual property as we exer-
cise over our internally. developed technology. Moreover, some of our academic institution licensors, research collaborators: and scien-
tific advisors have rights to publish data and- mformauon in which we have rights. If we cannot maintain the confidentiality of our
technology and other confidential information in connection with our collaboratrons then our ability to receive: patent protectlon or
protect our proprretary lnformatlon ‘will be rmpa:red In addition, some of the techno!ogy we have licensed relies on patented inven- -
tions developed using U.S. government resources. Under applrcable law, the U.S. ‘government has the right to require us to grant a
nonexclusive, partially exclusive or exclusive license for such' technology toa responsrblc applicant or appllcants upon terms that are .
reasonab]e under the crrcumstances rf the gov rnment determmes that such act:on rs necessary .

C‘onf demrnlrg’ agreemems w:ﬂr 'employees nnd others mny not adequarely prevem rIt’.sc!asure of tmde secrers rmd orher prapnetruy
mformanan and may not m!equrrrely prorecr our mrellectuai prapenj: i

We rely on trade secrets to protect our techao]ogy, partlcu]arly when we do not believe patent protectron is appropnate or obtain-

able. However, trade secrets are difficult to protect. In order to protect our proprictary technology and processes, we rely in part on .
confidentiality and mtellectual property assignment agreements with our corporate partners, employees, consultants ‘outside scientific
collaborators and sponsored. researchers and other advisors. These -agreements may not effectively prevent drsclosure of coni' dential
mformatron nor. resu!t in the: eﬁ’ecttve asmgnment to us of mte!lectual property, and may not provrde an adequate remedy in t.he evcnt
COVEr our trade secrets and propnetary information, and in such case we: could not assert any trade secret rtghts agamst such party
Enforcrng a claim that a party 1llegally obtained and is using our trade secrets is difficult, expensive and tine consuming, and the out-
come is unpredrctablc. In addition, courts outside the United States may be less willing to protect trade secrets. Costly and time-con-
suming litigation’ ‘could be necessary to seek to enforce and determine the scope of our propnetary rights, and far!ure to obtain or.

; marntam trade secret protectron could adversely affect our competmve hnsmess posmon i

S ; Marlrer nccepronce am[ sales af our produci cand:datcs wd! be severely limited zf we ccmnor arrnrrge far ﬂwomb!e rermbursement
'polrcres ey et o ¢ : ‘ R

Our ability to commerc:ahze any product can dates successfully wrll depend in part on the extent to whrch governmental author-
ities, prwate ‘health insurers and other 'organizatiol 'estabhsh reimbursement levels for the cost of our products and related-treatments.

' Thlrd—party payors are mcreasmgly challenging the prices charged for mcdlcal producfs ‘and services. Also; the trend toward managed
healthcare in the United States, as 'well as legislative proposals to reform healthcare, control; pharmaceutrcal prices or reduce govemn-
ment insurance | programs, may also result in exclusion of our: product candidates from reimbursement programs Because many gener-
ic antibiotics are available for. the treatment of bactenal mfecnons, our abrhty to list. cethromycm on insurance company forrnularres
will depend on its effectiveness compared to'lower-cost products. The cost ‘containment measures that heaith care payors and .-
providers are instituting, and the effect of any health care reform, could matenally and adversely affect our. abl]lty to earn revenues
from: the sales of cethromycin and our other product candidates. :

Henlrircnre Inw and pahcy c!mnges, bnsad cm recem! ‘en rl [egrslalmn, may, have an adverse ejj"et‘t OMMS: 55 o

Hea]thcare costs havc risen swnlfcant!y over the past decade ]n March 2010, Presrdent Obama srgned the Patient Protectton and
Affordable Care Act, as amended by the Health Care and Education Reconciliation Act, or, co]}ectwely, the Healthcare Reform Act.
This law substantially changes the way health care is financed by both governmemal and private insurers, and significantly impacts
the: pharmaceutical industry. The Healthcare Reform Act contains a number of provisions that are expected to impact our business and
operations, including provisions governing enrollment in federal healthcare programs, reimbursement and discount.programs and
fraud and abuse preventlon and control, which will impact existing govemnment healthcare programs and will result in the develop-
ment of new programs, including Medicare payment for performance initiatives and improvements to the physician quality reporting
system and feedback program. We anticipate that if we obtain approval for our product candidates, some of our revenuc and:the rev-
enue from our collaborators may be derived from UsS. govemment healthcare programs, including Medicare. Additionally, in 2009,
the Department of Defense implemented a program pursuant to the National Defense Authorization Act for Fiscal Year 2008 that re-
quires rebates, based on Federal statutory pricing, from manufacturers of innovator drugs and biologics. Furthermore, beginning in
2011, the Healthcare Reform Act impeses a non-deductible fee treated as an excise tax on pharmaceutical manufacturers or importers
who sell "branded prescription drugs,” which mcludes innovator drugs and biologics (excluding certain orphan druos, generics and

over-the-counter drugs) to U.S. government proorams We expect that the Healthcare Reform Act and other healthcare reform mea-
sures that may be adopted in the future could have an adverse effect on our industry generally and our ability to successfully commer-
cialize our product candidates or could limit or eliminate our'spending on development projects. In addition to this legislation, there
will continue to be proposals by legislators at both the federal and state levels, regu]ators and third-party payors to keep these costs
down while expanding individual healthcare benef”ts Certam ofthese changes could impose fimitations on the prices.we will be able
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to charge for any product candidates that are approved or the amounts of reimbursement available for these products from governmen-
tal-agencies or third-party payors, or may increase the tax obligations on life sciences companies such as ours. While it is too early to
- predlct speclﬁeally what effect the Health Reform Act and its implementation or any future legns]at:on or pollcxes will have on our
alth ) may have an. adverse eﬁ'ect on our busmecs ’d ﬁnan €o c

mplishiour
Ve aé‘ﬁ"

¢ and local laws and regulanons gOVemmg the use; manufacture storage, handhng
pmducts If we fail to cornply with | thwe laws: and regulat.lons or with the condmons

5, Our mtemal computer systems are vulnerable to damage from computer viruses,
telecommumcanon and electncal fanlures Our drug dnscovery and preclinical

/e may mcur addmonal costs to remedy the damages caused by these dlsrupuons or secumy
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Risks Related to Qur Common Stock

We are not current in our reporting obligations with tlhe SEC and our status as a public company could be revoked at any tine.

We are not current in our ﬁlmg obhganons with the SEC. While we are working to become current with our filing obllganons
with the SEC, if we are unable to complete: those filings before the SEC secks to bring an administrative action against us, it is likely

that we would cease being a pubhc company. In that event, the liquidity of our common stock would be severely diminished and our
ability to contmue our operations could be matena]ly aﬁ'ccted

Our com}nqn' stodk, p‘ﬁce has been highly volatile, and your invesmiem co:':!d suﬂer a decline in value.

The market prme of our common stock has been h]ghly volaule since we completed our initial public oﬁ‘enng in August 2005.
There is also limited trading volume of our common stock on the OTCBB. The market price of our common stock is likely to continue
to be h1gh1y volanle and could be subjecr. to wide ﬂuctuauons in Tesponse to various factors and events, including but not limited to:

*  the progress of our cethromycin development program and the timing and results from any of our other programs.programs;
the in-licensing or acquisition of additional product candidates;
.the loss of licenses or. propnetary nghts to technologies and products

FDA or:international regu!atow actions and approvals;

changcs or developments in laws or regulations applicable to our product candidates;

failure of any of our product candidates, if approved, to achieve commercial success;

introduction of compemwe products or technologles

general economic and market conditions, including markct condrhons in thc pharmaceuncal and blotechno]ogy sectors, and
- overall fluctuations in U.S, equity markets; ; ;

o lltxgauon or public concern about the safety of our potennal products
+ - comments by securities analysts;
+ . actual and antmpated fluctuations in our quarterly operatmg results;
* -devnanons in our operatmg resulls from lhc estimates of securities analysts; -

o sie. e e e @

+ public'c concem asito the efﬁcacy or safety of 1 new technologles,
fiaeh s 1 party ; reimbursement. pohcncs, S ikl : ;
73 developments concerning current or future col!aboranons includin; g d:sputes or termination evcnts and the achmvement, tim-
ing and accounting treatment of milestone payments;
« the addition or termination of research programs or funding support; and
4 -the other factors descnbed in this. "Rusk Factors" section.

These and other factors may cause the market price and demand for our common stock to ﬂuctuate substantially, which may limit
or prevent investors from readily selling their shares of common stock and may otherwise negatively affect the liquidity of our com-
mon stock. In addition, in the past, when the market price of a stock has been volatile, holders of that stock have instituted securities
class action litigation against the company that issued the stock. If any of our stockholders brought a lawsuit against us, we could incur
substantial costs defendmg the lawsuit and the time and attention of our management may be diverted.

Bec(mse our: cammon stock is nat l:sted an a national, securiﬁes exch ange, you may have difficulty trading our securifies and our
securities may trade at a lower marker price than they otherwise would.

Our common stock is listed on the OTC Bulletin Board and in the over-the-counter market in the so-called “pink sheets.” Because
of this, you may not be able to sell as many securities as you desire, you may experience delays in the execution of your transactions
and our securities may trade at a lower market price than they otherwise would. In addition, our securities could become subject to the
SEC's "penny stock rules.” These rules would impose additional requirements on broker-dealers who effect trades in our securities,
other than trades with their established customers and accredited investors. Consequently, the delisting of our securities and the ap-
plicability of the penny stock rules may adversely affect the ability of broker-dealers to sell our securities, which may adversely affect
your ability to resell our securities. The delisting of our securities from Nasdaq could also have other negative results, including the
potential loss of confidence by employees and others, the loss of institutional investor interest and fewer business development and
commercial partnersh:p opportunities.

Our Chairman and Chief Executive Officer has significant voting control over our company which may delay, prevent or deter
corporme actions that may be in the best interest of our stac!dmmers

The Company entered into a business loan agreement with the Leaders Bank, for which Michael Flavin served as the personal
guarantor as required by the Leaders Bank to consummate the loan. The Company defaulted on the loan and the Leaders Bank sued
Michael Flavin to recover the approximately $8,000,000 in principal and interest due under the loan. Michael Flavin and the Leaders
Bank settled the suit and Michael Flavin paid $300,000 to achieve the Settlement Agreement with the Bank (see Company History
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and Recent Developments). In recognition of this péyment for the benefit of the Company and its shareholders, the Boatd of Direc-
tors determined that Michael Flavin should be repaid his payment of $300,000. Effective on July 1, 2015, the Board approved the
1ssuance of 5, 000 000 :shares of the Company’s common s stock, in-conne ion with Michael Flav;n S: payment of $300,000 As a result

: toTeceive’a premitum-fo
: ourcommoustock.
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Item 1B. Unresolved Staff Comments.

None.
Item 2 Pruperhes

Our corporate oﬁ' ice is located in Woodrldge Hlinois and consists of approx:mate]y 1 500 square feet of office space. We believe
that our current facilities are adequate to meet our needs for the foreseeable future. ‘Qur facilities are leased and our current lease ex-
pires in August, 2016. We believe that sultable add:tmnal or a]tematwe space wnll be available in the future on commerclaﬂy reason-
able terms as needed. o : : :
ltem3.  Legal Proceedings.

- None.

Item 4. Mine Safety Dlsc]osures.

Not apphcable i
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PART 11
Item 5.  Market for Registrant's Common Eq’ui'ty; liéiated-Stockholder Matters and !sSucr i’u’rchases of Equity Se’éu;{ties.

Our common stock is currcntly traded on the OTC Bul!etm Board ("OTCBB") under the symbol "ADLS 'I'he fo]lowmg table
sets forth the range of h!gh and low bid quotatlons;.for our,common stock for each quarter. of the: last five fiscal years, as reported on
the OTCBB. The quotations represent inter-dealer prices without retail markup, markdown or commission, and may not necessan]y

represent.actual transactlons On March 28 2011 ‘the Company effected a 1-for-30 reverse stock split.

First Quarter AT .| s003 | s002 |
Secoﬁd Quarter Rl : '0.03 o002 !
Thdowns. C oL s o G gr
Fourth Quarter e e 002 0.01
T . H_lgh | e
S sogs | soo |
‘Second Quarter 010 | 003 | -
| Third Qurter | oo
Foﬁ_i'ﬂjl Qlj'a.itter ; 0.01 8
First Quarter : $0.09 | $0.02
Second Quarter 2 007 | 002
Third Quarter ) 0.10 0.01
Fourth Quarter 0.29 0.01
2012 High | Low
First Quarter $0.06 $0.03
Second buaner ; 0.06 0.03
Third Quarter 0.07 0.01
Fourth Quarter 0.10 0.02
201 High | Low
First Quarter $0.69 $0.01
Second Quarter 0.30 0.03
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Third Quarter 0.18 0.04
Fourth Quarter 0.08 0.03

Item 9.  Changes in and Disagreements _V\(ifthccoun_tams on Accounting and Financial i)isclusuré.
None. ey
Item 9A. Controls and Pr;c;cé_Qures.
Disclosure Controls and Procéc’i‘ures
Our management, under the supervxsmn and with the participation of our Chief’ Execunvc Officer, ("CEO") and Chief Financial
Officer ("CFO"), has evaluated the effecuveness of our disclosure controls and procedures (as defined in Rules 13a-15(¢) and
lSd-]S(e) under the Exchange A;t) as of December:31, 2013. Based on that evaluation, our CEO and CFO concluded that the Com-

pany’s disclosure controls and procedur ‘were not effecnve as of December 31, 2013 [due to our inability to file periodic reports on a
hmely basis with the SEC as_aresult ck of capxtal resources and lntemal ﬁaanclal and accuuntmg pcrsonne]]

Managemenl Report on Internal Control over Fmancml Reporrmg

Qur managemem is respo lble for e§tabllsh1ng and Vmamtammg adequate mternal control over ﬁnanmal rcportmg, as defined i m

Ckange.s mImemal Confrol over Financial Rep

There were no changes in our internal control over ﬁnanclai reporting during the quarter ended DecemberSl 2015 that have ma-
tcnally affected, orare. reasonab! Ilkely to. matenal]y aﬂ'ect our lnternal control over financial reporting.

Item 9B Other ]n]’urmation. ;
None.

PART 111

Item 10. Directors, Executive Officers and Corporate Governance.

Executive Qfficers and Directors

The following table sets forth certain information regarding our executive officers and directors as of December 31, 2015.

Name Ag Pasitions
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Section 16(a) Ber.-ef‘ icial Ownership kep&ﬁiﬁg Compliakée i

Section 16(&) of the Exchan iréf;ui res our directors and executive offi ééfs, and'persons who own more than ten percent of
our common stock;’ it ‘SEC and any exchange or other system on which such securmes are traded or quoted, mmal reporls
of ownership and reports of changes in ownershlp of ¢ our common stock R = :

']‘o our knowledg based Iely on a revnew of the coples of such reports fumlshed to. us, we be]teve that aH requ:red reports of

qumesmtoaspec -0 O
appomtmenl of and o

cial expert as deﬁned inItem 407(6)(5) of Regulanon S K

Item 11.  Executive Compensation.
Summary Cpmpé:kriﬁbn Table :
The following table shows information concerning the annual compensation for services to the Company of the Chief Executive

Officer and the two (2) other most highly compensated executive officers of the Company (collectively the "Named Executive Offi-
cers" or "NEOs") durmg fiscal years 2011,2012,2013, 2014 and 2015.

Non-Equity
Bon Stock Option Incentive Plan
3 Salary “us Award Awards Compensation Total
Name & Pnn:ipal Posnrlon Year (S) () $ (S)(1) (8 (8)

LEGAL123491116.2

Frye Declaration
Exhibit 6, Page 28



 The' CompensauonC mmitte
wof base salary, annual 3

John L. Flavin, 2015 2,000 2,000

0 0 0
President, Chief Financial 2014 0 0 0
Officer, Secretary and 2013 0 0 0
Director ; 2012 0 0 0 ;
] 0 0 -__45,00_0

M

Under the new 2015 Equ:ty Incentive Plan, the NEOs listed above were awarded non-qualified stock options with an exercise price
of $0.02 which vested on July 1,2015. The amounts in this column represent the aggregate grant date fair value of option
awards computed in accordance with FASB ASC Topic 718.

Compenmrwn Program Components

~The Compensation Commmcc is rcspon51 ible for reviewing and determining compensati on for our NEOs and senior management.
0 heves that the. tota! compensauon opportunity avallable to members of management should consist
d equlty-based compensahon The Compensauon Commmec conmdcrs all elements of the program

‘whcn sct(mg compcnsauon =levels Thc Compensauon Committee penodncally meets. tndmdua]ly with'members of management in

ord o assess progrcss toward meetmg ob_|ecnves set by the Board of Directors for bolh annual and long-term oompensanon

Bsse alarles

Base salaries are deten'nmed in accordance with the rcspon51bllme5 of each ofﬁccr, median market data for lhe position and the
officer's performance achieving corporate goals. The Compensation Committee considers each of these factors but does not assign a

J spec:ﬁc value to each factor. Furthermore, a subjective element is acknowledged in evaluating the officer's overall span of responsibili-

ty and control. Total compensatlon for the Company s ofﬁcers is beheved o he genera!ly in line with similarly situated companies.
Annual Bonusos ;

The Compensation Commmee reviews annual bonuses with senior management. Awards are based on an evaluation of the per-
formance, level of responsibility and leadership of the individual in relation to overall corporate results.

Equity-Based Compensation

The Compensation Committee believes strongly that equity-based awards are an integral part of total compensation for officers
and certain key managers with significant responsibility for the Company's long-term results. The Compensation Committee believes
that stock option grants, which are tied to the increase in value of the Company’s common stock, provide an effective means of deliv-
ering incentive compensation and foster stock ownership on the part of management.

On June 25, 2015, the Board of Directors adopled a new equity incentive plan for purposes of new equity awards going forward
and terminated the Company’s 2005 Stock Incentive Plan. The 2005 Plan was terminated in its entirety and no further grants will be
made thereunder, but any grants outstanding thereunder will remain outstanding in accordance with their terms and conditions.

The new plan, the 2015 Equity Incentive Plan, enables certain employees, officers, directors, consultants, agents, advisors and
independent contractors of the Company 1o acquire shares of the Company’s common stock. The 2015 Plan sets aside and reserves up
1o 2,000,000 shares of the Company’s common stock for issuance pursuant (o equity awards under the 2015 Plan. The importance of
the new 2015 Equity Incentive Plan is that it can provide a way for the Company to compensate the individuals who have worked and
will continue to work on behalf of the Company to help rebuild the value of ADLS.

In 2015, the Board of Directors awarded 99,868 stock options under the 2005 Stock Incentive Plan to the NEO's. In 2010, Drs.
Michael Flavin and Ze-Qi Xu received 200,000 and 85,000 stock options respectively and John Flavin received a total of 100,000
stock options, each of which vested on July 1,2015.
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Outstanding Equity Awards at Fiscal Year-End
The following table sets forth aggregate holdings of stock options by our NEOs as of December 31, 2010.

Tuly
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(1) options vested on July 1,2015.

Director Compensation
There has been no cash compensation paid to directors during 2011,2012,2013,2014 or 2015.

Non-Equi-
ty Nongualified
Fees - Incentive Deferred "
Earned Plan Compensa- All Other
or Paid - ‘Stock Option .~ Compensa- “tion Compensa-
in Cash - - Awards  Awards “ ! tion Earnings tion Tolal
B O

Name ; ) Sy LA e () 7

4 (s) e '___;:.($) d

(n Under the new 2015 Equity Inccnuve PIan, each director was granted 25,000 non-qualified stock options with an exercise price of $0.02
which vesled onluly 1, 2015. The amounts in this column represem the aggregate grant date for fair value of option awards computed
in accordance with FASB ASC Toplc 718

Item 12. Security Ownership of Certain Beneficial Owners and Management and Related Stockholder Matters.

Ownership by Our Directors, Executive Qfficers and Greater than 5% Stockholders

The following table sets forth information with respect to the beneficial ownership of our common stock as of December 31,2015
by:
» each person (or group of affiliated persons) who is known by us to own beneficially more than 5% of our outstanding
common stock or convertible preferred stock;
« each current director;
« each of the named executive officers listed in the Summary Compensation Table above; and
« all directors and executive officers as a group.
Beneficial ownership is determined in accordance with SEC rules. In computing a person's percentage ownership of common
stock, shares of common stock subject to options or restricted stock units held by that person that are currently exercisable, or exercis-

able (or, in the case of restricted stock units, scheduled 1o vest and settle) within 60 days after December 31,2015. None of these
shares, however, are deemed outstanding for the purpose of computing the percentage ownership of any other person.

Except as indicated and pursuant to applicable communily property laws, each stockholder named in the table has sole voling and
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investment power with respect to the shares set forth opposite such stockholder's name. Percentage ownership is based on 17,586,830

shares of our common stock outstanding on December 31,2015. Unless otherwise indicated below, the address for each director and
named exeeutﬁi:\‘-ebfﬁcer listed below is in care of Advanced l_jlfe Sciences Ho]ding_s,rlnc_., 14‘4'(')"[_)“avey Road, Woodridge, 1L 60517.

'\H!'-d..

Ap roximale
- Feheenten i

(1) Unless _henv e md:caled lhe address for each ﬁve percent stockho[der, dlrector dlrector nommee and executive officerisc/o
'Advanced L:fe Scuences Holdmgs Inc., 1440 Davey Road Woodndge lll:nons 60517

: 2) Dr Mlchael Flavm isa member and a manager of Flavin Venlures LLC whlch is the soIe votmg member of ALS Ventures, LLC.

In such capacuy h may be deemed to have shared volmg and |nveslmen1 power w:th respect to 314,677 shares held by ALS Ventures,
LLCand 5 051 shares held, by Flavm Ventures, LLC. Dr. Michael Flavin disclaims beneﬁcnal ownership of the shares held by ALS
Ventures, LLC and Flavin Ventures, LLC, except to the extent of his proportionate pecuniary interest therein. Includes

1,587,801 shares of common stock held dlrectly and 200,000 shares issuable upon the exercise of stock options that are currently ex-
ercnsable or exermsable wnhm 60 days

(3) Mr. .Iohn F‘Iav:n isa member and a manager of Flavin Vemurcs LLC which is the sole voting member of ALS Ventures, LLC. In
such capacuy he may. be deemed to have shared voting and investment power with respect to 314,677 shares held by ALS Ventures,
LLC and 5,051 shares held by Flavin Ventures, LLC. Mr. John Flavin disclaims beneficial ownership of the shares held by ALS Ven-
tures, LLC and Flavin Ventures, LLC, except to the extent of his proportionate pecuniary interest therein. Includes 373 shares of
common stock held: directly and 100,000 shares issuable upon the exercise of stock options that are currently exercisable or exercis-
able wuhm 60 days

(€] lnc]ud_es‘3_3 shares of common stock held directly by Dr. Xu and 85,000 shares issuable upon the exercise of stock options that are
curmrently exercisable or exercisable within 60 days.

(5) Includes 82,000 shares held indirectly by Mr. Reck as Trustee for the Richard A. Reck Trust and 666 shares held indirectly by
Mr. Reck as Trustee for the Daniel M. Reck Trust and 3,220 shares issuable upon the exercise of stock options that are currently exer-
cxsable or exe 'sable within 60 days.

(6) lnc!udes 333'shares of common stock held directly by Dr. Osborn and 3,107 shares issuable upon the exercise of stock options
that are currently exercisable or exercisable within 60 days.
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(7) Inchides 266. shar' ‘of common stock held dn'ecuy by Dr. Sagraves and 3 073 sharw |ssuable upon the exerclse of stock opuons
that are currently exerclsable or exercisable wnthm 60-days. ‘

Eqwty Compensauon Plan Iry' :

Director lndepen;iendé :

Michael Flavin and. John Flavin' i mde' 'ndent dxrectors as deﬁned in rules of ’, e.NASDAQ Stock Market. However, the
other six directors are mdependent dtrec ( rs as def ned in rules of the NASDAQ Stock Market.

Item 14. Principal Accoijhtiigg Fees and'Services.
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PART 1V
Item 15. [Exhibits, Financial Statement Schedules.

0 Financial Staté:m'e'nt's.

The fi nancxaf statements filed as pazt of thls report are hsted under Ttem 8. “F inérici; al ‘Stra,tcmé.nts and Su'pﬁléhiehtary Data.”

) Fmanclal St‘

Allfi nanc:lal Latemcnt schedules have been ommed because they are not reqm red are nol applncable or the mformanon is mclud— b

edin ﬁnan(:[al swtemems and notes lhcrcto

3) Exhlb:ts*. e

There a no exhlbxts attached as part of this report

SIGNATURES

: Pursuant to the reqmremems of Sechon 13 or ]S(cl) of the Secuntles Exchange Act of 1934 the registrant has duly caused
this report to be sxgned on 1ts behalf by the unders:gned thercunto duly authonzed ' '

; ';1"-:ADVANCED LIFE SC]ENCES HOLDINGS, INC
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Adruyed Uin Scences, e,
SUMMARY
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Fme, David

From: Mike Flavin <mflavin@flavinventures.com>

Sent: Tuesday, June 28, 2016 12:58 PM

To: Frye, David; Welch, Neil (Chip)

Subject: Answer to the Order Initiating Administrative Proceedings in the Matter of Advanced
Life Sciences Holdings, Inc.

Attachments: 1430_001.pdf

Dear Mr. Frye and Mr. Welch,

I have attached our Answer to the Order Initiating Administrative Proceedings in the Matter of Advanced Life
Sciences Holdings, Inc. that I faxed and mailed today to Brent J. Fields, Secretary, U.S Securities and Exchange
Commission.

Thank you for your assistance in discussing the process of the Order.

Sincerely,

Michael Flavin

Michael T. Flavin, Ph.D.

Chief Executive Officer

Advanced Life Sciences Holdings, Inc.
1440 Davey Road

Woodridge, IL 60517

(630) 991-3013
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In the Matter of:

Page 1 |
THE UNITED STATES SECURITIES AND EXCHANGE COMMISSION |

ADVANCED LIFE SCIENCES

)
) File Na. 3-17293
)

HOLDINGS, INC., ET AL )

ADMINISTRATIVE PROCEEDINGS - PRE-HEARING CONFERENCE

PAGES: 1 through 16

PLACE} Securities and Exchange Commission
100 F Street, NE
Washington, D,C. 20549

DATE: Wednesday; July 20, 2016

The above-—entitled matter came on for pre-hearing,

pursuant to notice, at 10:33 a.m.

Q‘ ‘: e e w Ly
A N (3 [

Before (Via Telephone):
JAMES GRIMES, ADMINISTRATIVE LAW JUDGE

Diversified Reporting Servieces, Inc.
(202) 467-9200

B PN S - .. I I A ST T P
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APPERRANCES:

On behalf of the Securities and Exchange Commission:
DAVID S. FRYE, ESQ.
Securities and Exchange Commission
Division of Enforcement
100 F Street, NE
Washington, D.C. 20549

On behalf of Advanced Life Sciences Holdings, Inc.:
MICHAEL FLAVIN, Ph.D.
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Page 3 |
PROCEEDINGS |

JUDGE GRIMES: Good morning. Today is July 20,
2016, and we are holding a telephonic pre-hearing
conference in Securities and Exchange Commission
Administrative Proceeding File Number 3-17293. This is
in the matter of five Respondents and they are Advanced
Life Sciences Holdings, Incorporated; Anoteros,
Incorporated; Emperial Americas, Incorporated; Nord
Resources Corporation; and UNR Holdings, Incorporated.

My name is James Grimes and I am the
administrative law judge assigned to preside in this
matter.

Could I have an appearance of counsel for the
Division of Enforcement, please?

MR. FRYE: Yes, Your Honor. This is David Frye
for the Division of Enforcement.

JUDGE GRIMES: Thank you, Mr. Frye.

And I understand for Advanced Life Sciences
Holdings, we have Mr. Flavin; is that right?

DR. FLAVIN: Yes, thank you, Your Honor.

JUDGE GRIMES: So for the record, the Division
of Enforcement filed evidence showing that all
Respondehts were served with the order instituting

proceedings by June 20. BAnd except for Advanced Life

Sciences, no Respondent answered the order instituting
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1 proceedings.

2 As a result, I ordered the four respondents

3 that failed to file an answer to show cause by July 18

4 why the proceeding should not be determined against them
5 and none of them has filed an answer.

6 Mr. Frye, has the Division heard from any of

7 the other four Respondents?

8 - MR. FRYE: Well, the only -- the only contact

9 that we have received was a former officer of Nord

10 Resources received a copy of the -- a service copy of the
11 order instituting proceedings and contacted us. And he
12 indicated that he would not be contesting the relief

13 sought by the Commission or by the Division and would

14 allow a default to be entered.

15 Other than that, I haven't heard from anyone

16 except Mr. Flavin.

17 JUDGE GRIMES: Okay. All right. Thank you,

18 Mr. Frye.

19 Well, as I mentioned, Advanced Life Sciences
20 has filed an answer, so we will address the proceedings
21 as to Advanced Life Sciences.
22 Because the other Respondents have not filed an
23 answer or responded to the order instituting proceedings
24 -- excuse me, have not responded to the order to show
25 cause, I will most likely enter a default as to those

Frye Declaration Exhibit 8, Page 4
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Respondents.

So, moving on, does anyone object to serving
other parties and my office by e-mail, in addition to the
normal service of papers, paper copies on the secretary?
Mr. Frye, does that work for you?

MR. FRYE: No objection, Your Honor.

JUDGE GRIMES: Mr. Flavin, does that work for
you

DR. FLAVIN: Yes, it does.

MR. FRYE: You know, actually, I'm looking at
your letter. You're actually Dr. Flavin, aren't you?

I'm sorry.

DR. FLAVIN: No problem at all. I'm a
scientist by training, so I'm not an attorney, so I'll do
my best with this.

JUDGE GRIMES: Very well. Okay.

So I think everyone knows this, but my office's
e-mail address is alj@sec.gov. So we can all -- when
filings are made, you can file a courtesy copy to that
e-mail address. But you still have to send paper copies
to the secretary's office. '

DR. FLAVIN: And what was that e-mail address

again? I'm sorry, Your Honor.
JUDGE GRIMES: That's fine. 1It's alj@sec.gov.
DR. FLAVIN: Thank you.

Frye Declaration Exhibit 8, Page 5
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1 JUDGE GRIMES: Sure. And were it up to me, we
2 would just use electronic filing, but the rules are that
3 we have to also send paper copies -- excuse me. The
4 parties have to also send paper copies to the secretary's
5 office of any filing.
6 So by my count, my decision in this case is
7 going to be due by October 18, 2016.
8 Mr. Frye, is there an investigative file that
9 has been made available to Advanced Life Sciences?
10 MR. FRYE: I offered -- I -- yes, I offered it
11 to them. A letter accompanied the order instituting
12 proceedings, offering them the investigative file. Mr.
i3 Flavin -- Dr. Flavin hasn't contacted me to request to
14 follow up on that. But it certainly is available, and I
15 can provide it promptly if he would like to see it.
16 JUDGE GRIMES: All right. Dr. Flavin, it
17 appears that in your letter that you have admitted all
18 the operative facts in the order instituting proceedings,
19 either affirmatively or by not denying allegations.
20 DR. FLAVIN: That's correct.
21 JUDGE GRIMES: Okay.
22 DR. FLAVIN: Yes, that's correct. I -- I must
23 say, we have not filed in a timely manner, as the
24 allegations put forth. But I've tried to put forth some
25 reasons why that is and what our company has been
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Page 71
attempting‘to do about it in the intervening years, given'
the fact that our financial resources have been low and
our -- our, you know, work force has been very low, as
well. And so I just tried to explain what we're trying
to do to address this issue and am asking the Court to
allow us a little more time to attempt to make a filing
that I believe would bring things very close to up to
date and -- and try to serve at least the public good in
terms of letting everyone know where the company stands
and what it intends to do and whgt's been happening the
last few years.

And basically, we had to put the company in
suspension in April of 2011, so there really hasn't been
much happening, outside of a number of activities thét
I've been tryihg to conduct in order to raise the
necessary funds to continue the clinical development of
what could be an important antibiotic to overcome the
resistance that's out there in the world right now to,
you know, try to make a difference that way. You know,
it requires quite a lot of funds to continue this
clinical development.

We know what we have to do. Our team is still
active, to the best of their abilities, although many of

them have other positions. Our board of directors is

still in place. And we believe we could make a run at it
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Page 8
again, if we had an opportunity to, you know, come back
into compliance with SEC guidelines, raise additional
funds, which I've been attempting to do these last few
years and have some leads toward that, and execute the
plan that we have, based on meetings we've had with the
FDA face to face over the last couple of years, to
determine what we need to do next.

So we have a plan, we know what we want to do.
It's just that, you know, it's taken a lot of, you know,
part-time resources to try to get to where we are today
and we're just asking for a little bit more time to get
in compliance with the SEC, because we have a filing
that's almost ready.

JUDGE GRIMES: So how long do you anticipate it
will take to remedy your filing deficiencies?

DR. FLAVIN: I would say within the next two
weeks.

JUDGE GRIMES: All right, well the purpose of
this proceeding is to determine whether or not the filing
deficiencies are as alleged. And you've admitted that.
So then the secondary purpose would be to determine what
to do about it. And in order to determine that, what I
would propose is that we deal with this case as we deal

with most cases of this sort. That is through motions

practice.
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So the main thing that we need to do today is ’
to set up a schedule for filing those motions. And then
Mr. Frye can determine how he wants to proceed. And I
cah wait, as I said, until October to issue a decision in
this case. But, in any event, by decision will be due
October 18. And I can't wait until to the last minute,
because I actually have to write the decision.

DR. FLAVIN: Understood.

JUDGE GRIMES: So what I suggest is that we set
up a schedule in which the Division can move for summary
disposition in three weeks. Advanced Life Sciences could
respond three weeks after that. And then I could wait
until, say, the first week of October to issue a
decision.

And if, in fact, Advanced Life Sciences is able
to become current in its filing requirements, you could
of course let us know that when that happens, and that
would factor into the decision that I would issue.

DR. FLAVIN: Yes.

JUDGE GRIMES: So what I propose -- does that
make sense, Dr. Flavin?

DR. FLAVIN: Yes, it does.

JUDGE GRIMES: Mr. Frye, do you have any

comments about that proposal?

MR. FRYE: I have no problem with setting up a
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briefing schedule, you know. In fact, that's what we
were going to request, is that we proceed by summary
disposition. '

However, I must -- you know, the idea, you
know, the Commission has repeatedly emphasized that an
order instituting proceedings is not an extension of time
to file. 1It's not -- 120 days is not a 120-day extension
to bring their filings current.

' JUDGE GRIMES: Mr. Frye, I completely
understand. That's exactly right. The filing of the
order institgting proceedings is not a time out for
Respondents to do that and to do that which they were
already required to do.

MR. FRYE: Thank you.

JUDGE GRIMES: Nevertheless, I do have 120 days
to issue a decision and I am certainly willing to wait a
good portion of that time to see if Advanced Life
Sciences can become current.

I will say, Dr. Flavin, this is a frequent
refrain that I hear from respondents, that they are going
to become current. I have only seen it happen once.

DR. FLAVIN: Okay.

JUDGE GRIMES: But I am willing to wait to see
if you can do that. Now, the fact that-I'm willing to

wait doesn't mean that you'll get a ruling in your favor.
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1 It just means that I would certainly take that into
2 account.
3 DR. FLAVIN: I understand. Yes.
4 JUDGE GRIMES: All right. So what I propose is
5 that we set up a schedule in which the Division of
6 Enforcement would file its motion for summary disposition
7 in three weeks. That would be on August 10. Does that
8 work for your schedule, Mr. Frye?.
9 MR. FRYE: Yes, Your Honor, that's fine.
10 JUDGE GRIMES: Okay. Go ahead.
11 MR. FRYE: I just wanted to mention, you know,
12 I sent an e-mail to your staff that I have jury duty in
13 federal district court between August 12 and August 26.
14 This is that, you know -- this is where you have to call
15 in every day and find out if you have to show up the next
16 day.
17 JUDGE GRIMES: Understood. Understood.
18 Okay, so I think we can work around that.
19 MR. FRYE: On the other hand, you know, I am
20 not the only person working on this case. So if for some |
21 reason, I can certainly get hy brief in by the 10th,
22  absolutely no problem with that. However, our reply --
23 certainly, you know, that time is going fdr be for Dr.
24 Flavin -- you know, if everything works out, I won't get
picked and that will just be Dr. Flavin's period for
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Page 12 
preparing and filing his response. You know, but I just
wanted to make sure the Court is aware of my scheduling
issues.

- But other than that, I'm sure it can be dealt
with. I just wanted to make the Court aware of that.

JUDGE GRIMES: Okay, thank you. I'm sure it
can be dealt with as well.

So I think what we'll do is we'll make your
initial motion for summary disposition due in three
weeks. |

MR. FRYE: August 10.

JUDGE GRIMES: That's August 10. And then any
opposition by Advanced Life Sciences would be due on
August 31. And any reply would be due on September 12.

MR. FRYE: Excellent. That's perfectly --
that's very good. Thank you.

JUDGE GRIMES: Now, Dr. Flavin, if you want --
you don't have to do this, but you can file your own
cross-motion for summary disposition. Most respondents
don't, but if you wanted to, you could do that and you
would follow the same schedule, whereby your motion would
be due August 10, the Division's opposition would be due
August 31, and then you can file a reply on September 12.

As I said, most respondents don't do that,

because in this case it's the Division's burden to -- to
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Page 13 §
get the relief that it seeks and to prove the il
allegations. But I just want to make you aware of that.

DR. FLAVIN: Thank you. 1I'd probably stay with
the program that you outlined, Your Honor.

JUDGE GRIMES: Okay, very good.

All right. So just to be clear then, the
Division's motion for summary disposition will be due in
three weeks. Any obposition will be due three weeks
after that. And if there is an opposition filed, the
Division will have the opportunity to file a reply, which
will be due September 12.

Mr. Frye, is there anything else that you would |
like to address at this point?

MR. FRYE: Just -- I think -- forgive me, Your
Honor. I believe you covered this in the opening
session, but just to make sure, you know, we do ask for a
default -- initial decision of default as to the other
Respondents.

JUDGE GRIMES: Very good. That's most likely
what will happen, because they have not answered and they |}
have not responded to the order to show cause.

Dr. Flavin, is there anything else that you

would like to discuss this morning?

DR. FLAVIN: No, not at this time, Your Honor.
JUDGE GRIMES: All right. Well, then I'll
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thank everyone for their time, wish everyone a good day.

And we're adjourned.
(Whereupon, at 10:47 a.m., the pre-hearing

conference was concluded.)

* * * * *
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PROOFREADER'S CERTIFICATE

In The Matter of: ADVANCED LIFE SCIENCES, INC., ET AL
ADMINISTRATIVE PROCEEDINGS - PRE-HEARING CONFERENCE

File Number: 3-17293
Date: July 20, 2016
Location: Washington, D.C.

This is to certify that I, Nicholas J. Wagner,
(the undersigned), do hereby swear and affirm that the
attached proceedings before the U.S. Securities and
Exchange Commission were held according to the record and
that this is the original, complete, true and accufate
transcript that has been compared to the reporting or

recording accomplished at the hearing.

o 29 — 2oy

(Proofreader's Name) (Date)
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From: Mike Flavin

To: ALY; Frve, David; ORourke, Kevin

Subject: Courtesy Copy of Flling of Advanced Life Sciences” Opposition to the Division of Enforcement”s Motion for
Summary Disposition

Date: Wednesday, August 31, 2016 3:54:50 PM

Attachments: Qpposition to Motion,pdf

In connection with Administrative Proceeding File No. 3-17293 in the Matter of Advanced
Life Sciences Holdings, Inc., we have attached our filing made today, August 31, 2016, with
the Office of the Secretary via facsimile.

The two attachments are the Opposition to Motion document and Exhibit 1 to that document,
which is our comprehensive 10-K submission made on July 27, 2016 to Suzanne Hayes of the
Division of Corporate Finance at the SEC covering the years 2011 through 2015.

Thank you for your consideration.

Best regards,

Michael T. Flavin

Michael T. Flavin, Ph.D.

Chief Executive Officer

Advanced Life Sciences Holdings, Inc.
1440 Davey Road

Woodridge, IL 60517

(630) 991-3013
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From: RightFax E-mail Gateway

To: Erve, David
Subject: A new fax has arrived from 2027729324 (Part 1 of 1) on Channel 23

Date: Wednesday, November 23, 2016 8:33:00 AM
Attachments: Adefad1c0-1c21-4fb7-b80b-5a72866f85d. TIF

11/23/2016 8:30:59 AM Transmission Record
Received from remote ID: 2027729324
Inbound user ID FRYED, routing code 7038139740
Result: (0/352;0/0) Success
Pagerecord: 1 -3
Elapsed time: 01:38 on channel 23

Fax Images: [double-click on image to view page(s)]
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From: Kimps, Melissa

To: Erve, David

(o] Kimps, Melissa

Subject: 3-17293 Advanced Life Sciences Brief - as promised per your request-
Date: Friday, December 23, 2016 9:33:05 AM

Attachments: Scan0573.pdf
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