
RECEIVED 
UNITED STATES OF AMERICA 

Before the JAN 1 9 2017 
SECURITIES AND EXCHANGE COMMISSIO"'I""""----

ADMINISTRATIVE PROCEEDING 
File No. 3-17293 

In the Matter of 

Advanced Life Sciences Holdings, Inc., 

Respondent. 

DECLARATION OF DAVIDS. 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, 2005.1 

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 Delaw~e Secretary of State as of the morning of January 19, 2017. The 

1 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 
httJ>://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 ofState corporate 

records. 

4. Based on information obtained from Michael T. Corrao, the Chief 

Compllance 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 15c2-1 l(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 morning 

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 docwnent control nwnber 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 

seco~d 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 
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not filed. The fifth column shows the number of months and days by which a filing was 

made late or, if not filed, is still delinquent, or indicates that the report was timely filed. 

Note that the fifth colwnn 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. Attached 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 Exhib~t 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 
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Division had never seen, nor, to our knowledge, was ever served with, a copy of the 

Petition for Review. 

13. ADLS 's brief in supp01t of its petition for review was due on December 

22, 2016. Having failed to receive a copy ofthis 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 perjmy that the foregoing is true and correct. 

Executed: January 19, 2017. 
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UNITED STATES 
SECURITIES AND EXCHANGE COMMISSION 

Washington, D.C. 20549 

FORMS-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 incoipOration or organization) 

1440 Davey Road 
Woodridge, Illinois 

(Address of principal executive offices) 

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

Title or each class 
to be IO registered 

None 

 
(I.RS. Employer Identification No.) 

60517 
(Zip Code) 

Namo or each udump 011 which 
ad! class is to be registered 

N/A 

Page 1 of5. 

If this form relates to the registration of a class of securities pursuant to Section 12(b) of the Exchange Act and is effective pursuant to General 
Instruction A(c). check the following box. 0 

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

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 S0.01 per share 
(Title of Class) 

https://www.edgar.sec.gov/ AR/DisplayDocument.do?step=docOnly&accessionNumber=OO... 812/2016 

Frye Declaration 
Exhibit 1 



Delaware Corporate Record DetaiJ I ADVANCED LIFE SCIENCES HOLDINGS, 3894627101/19/1710:04 AM I Reference: NIA 

General Information (1) 

Tax Information (1) 

File History Information (1) 

Stock Information. (1) 

Registered Agent Information (1) 

Name: 

Date: 

ADVANCED LIFE SCIENCES HOLDINGS, INC. 

01-19-2017 

Time: 

Address : 
County: 

Country: 

File Number: 

Company Stock: 

Kind of Corporation: 

Type of Corporation: 

Status: 

Status Date & Time: 

Residency: 

Incorporation State: 

Incorporation Date & Time: 

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: 

Tax Balance: 

Tax Year: 

Filing Fee: 

Total Taxes: 

Total Penalty: 

Total Interest: 

Total Other: 

Total Paid: 

Total Unpaid Balance: 

Page 2 of5 

09:04:44 AM 

3894627 

true 

Corporation 

General 

Void, ARas or Tax Delinquent 

03-01 -2015 

DE 

12-10-2004 

AJR Filing Required 

258727.22 

2014 

50 

180000 

125 

5033.07 

0 

0 
185208.07 

Frye Declaration Exhibit 2, Page 1 



Delaware Corporate Record Detail I ADV AN CED LIFE SCIENCES HOLDINGS, 3894627101/19/17 10:04 AM I 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: 

Number of Domestication 
Pages: 
Document Filing Date & Time: 

Document Effective Date & 

Time: 
Document Filing Status: 

Name Prior to Merger: 

Merger Type: 

0 

08-28-2013 07:33:00 PM 

08-28-2013 

Completed 

Filing Year: 2011 

Document Code Description: Amendment Stock 

Number of pages in Document: 3 

Number of Domestication 
Pages: 
Document Filing Date & Time: 

Document Effective Date & 
Time: 
Document Filing Status: 

Name Prior to Merger: 

Merger Type: 

0 

03-23-2011 05:03:00 PM 

03-28-2011 

Completed 

Filing Year: 2010 

Document Code Description: Restated; Stock 

Number of pages in Document: 5 

Number of Domestication 
Pages: 
Document Filing Date & Time: 

Page 3 of 5 

0 

05-07-2010 06:50:00 PM 

Frye Declaration Exhibit 2, Page 2 



Delaware Corporate Record Detail I ADVANCED LIFE SCIENCES HOLDINGS, 3894627 1 01/19/17 10:04 AM I Reference: NIA 

Document Effective Date & 
Time: 
Document Filing Status: 

Name Prior to Merger: 

Merger Type: 

Filing Year: 

05-07-2010 

Completed 

2009 

Document Code Description: Restated; Stock 

Number of pages in Document: 5 

Number of Domestication 
Pages: 
Document Filing Date & Time: 

Document Effective Date & 
Time: 
Document Filing Status: 

Name Prior to Merger: 

Merger Type: 

0 

04-07-2009 06:14:00 PM 

04-07-2009 

Completed 

Filing Year: 2005 

Document Code Description: Restated; Stock 

Number of pages in Document: 6 

Number of Domestication 
Pages: 
Document Filing Date & Time: 

Document Effective Date & 
Time: 
Document Filing Status: 

Name Prior to Merger: 

Merger Type: 

Stock Amendment Number: 

Effective Date & Time: 

Total Authorized Shares: 

No Par Shares: 

Description: 

Class: 

Series: 

0 

06-29-2005 09:54:00 PM 

06-29-2005 

Completed 

4 

03-28-2011 

25666666 

0 

COMMON 

Number of Authorized Shares: 20666666 

Designated Shares: O 

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 I ADV AN CED LIFE SCIENCES HOLDINGS, 3894627101/19/1710:04 AM I Reference: N/A 

Agent's Name: 

Agent's Number: 

Agent's County: 

Agent's Country: 

Address: 

Phone: 

Fax: 

THE CORPORATION TRUST COMPANY 

9000010 

New Castle 

us 
CORPORATION TRUST CENTER 1209 ORANGE ST 

WILMINGTON, DE 19801 

Merger Information, Possible Bankruptcies 

Page 5 of 5 Frye Declaration Exhibit 2, Page 4 



History Server-Search 

MMID: 1SEC UserlD: DFRYE 

Phono1: 202 551 5455 Phono2: 

Security Search 
hssue or symbol • .D 
advanced search >> 

• Today's Notices 
• Pending Comorate Actions 
• lv1MlD Directory 
• Quote History 
• Quote & Inside Hjstor:y 
• Market Maker Security List 
• Market Maker Securitv Activitv 
• Trader Open/Close Historv 
• OTC Link/BB Quote Divergence 
• Trade History 
• OTC Link History 
• Security Information 
• Security Changes 
• Securitv Search 

• Help 

Name: David Frye 

Fax: Email: fryed@sec.gov 

Page I of3 

OTC Markets Group Inc.® Quote & Inside History 

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

~ - Advanced Life Sciences Holdings, Inc. 

CUSIP: 00765H305 OTC ID: 131889 Security Type: CS 

Exclude: None 

Action Last Updated 
Action Price 

Date Date 

06/08/2016 ADLS 

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

Start U /U(O x 0) 

06/08/2016 06/0712016 Start 
0.00010 I 8.00000 

08:26:44.073 (10000 x 100) 

06/08/2016 06/07/2016 Start 
0.00010 I 0.06000 

08:30:10.125 (1 0000 x 10000) 

Export to excel Back to search page 

Update: Update: Reason for 
MMID User Inside 

cETRF 

cMAXM 

cCANT 

bttps://hist.otcquote. com/newhistoryservcr/portal ?nowait=true&startdate=06/08/20 l 6&sub... 6/8/2016 

Frye Declaration 
Exhibit 3, Page 1 



History Server-Search Page2 of3 

06/08/2016 06/07/2016 Start U /U(O x 0) cCDEL 
16:00:01.200 

06/08/2016 06/07/2016 Start 0.00450 I 0.00690 
cNITE 16:00:01.296 (10000 x 10000) 

06/08/2016 06/07/2016 Start 0.00010 I 0.25700. 
cCSTI 16:30:04.096 (10000 x 2500) 

06/08/2016 
Update U I U(O x 0) cCDEL 06:46:01.343 

06/08/2016 
Inside 

0.00010 I 8.00000. 
07:11:44.857 (10000 x 100) Open 

06/08/2016 
Open MAXM 07:11:44.857 

06/08/2016 
Inside 0.00010 I 0.25700 

Open 07 :34:.32.299 (20000 x 2500) 
06/08/2016 Open CSTI 07:34:32.299 
06/08/2016 

Update U I U(O x 0) cETRF 07 :50:00.878 
06/08/2016 Inside 0.00450 I 0.00690 

Open 
07:59:58.665 {l 0000 x 10000) 
06/08/2016 Open NITE . 07:59:58.665 
06/08/2016 
08:30:06.847 

U dat 0.00010 I 0.25700 
P e (10000 x 2500) CSTI 

06/08/2016 
08:30: 11.362 

U dat 0.00010 I 0.06000 
P e (10000 x 10000) CANT 

06/08/2016 0.00160 I 0.00880 
CDEL 09:30:01.206 Update (134200 x 22600) 

06/08/2016 U d t 0.00250 I 0.25700 CSTI 
09:30: 14.524 p a e (15000 x 2500) 

06/08/2016 0.00600 I 0.00690 NITE 09:31:21.490 Update (100000 x 10000) 

06/08/2016 
09:31:21.490 

Ins. d 0.00600 I 0.00690 
1 e (100000 x 10000) Update 

No of Records: 20 

For Security Quote History, please enter a symbol, Security ID or CUSIP. You may filter quote 
information by date range or quote type. 
Security: Date:(mm/dd/yyyy) quote:~ 

106/08/2016 
To lo61os12016 

inside ~ 
~ ~ 

lad ls 
®From 

D. Start of day 0 First Day of Activity 

https:/ /hist.otcquote.com/newhistoryserver/portal?nowait=true&startdate=06/08/2016&sub... 6/8/2016 

Frye Declaration 
Exhibit 3, Page 2 



History Server-Search 

D Updates 

D Inserts 

D Deletes 

0 Last Day of Activity 

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

Copyright 2015 OTC Markets Group Inc 

Page 3 of3 

Disclaimer I Privacy Statement I Contacting OTC Markets Group Inc. 

https://hist.otcquote.com/newhisto:ryserver/portal?nowait=true&startdate=06/08/2016&sub... 6/8/2016 

Frye Declaration 
Exhibit 3, Page 3 



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

Form Type File No . Filing Date 

8-K 0-51436 5/12/2011 
8-K 0-51436 5/3/2011 
8-K '0-51436 4/22/2011 

424Bl 33-171748 4/22/2011 
EFFECT 33-171748 4/20/2011 
DEF14A 0-51436 4/13/2011 

8-K 0-51436 4/8/2011 
POSAM 33-171748 4/8/2011 

PRER14A 0-51436 4/7/2011 
PRE 14A 0-51436 4/4/2011 

10-K* 0-51436 312412011 
8-K 0-51436 3/24/2011 
8-K 0-51436 3/17/2011 

424B3 33-171748 3/2/2011 
8-K 0-51436 3/2/2011 
8-K 0-51436 2/23/2011 

424Bl 33-171748 1131/2011 
EFFECT 33-171748 1/28/2011 

8-K 0-51436 1121/2011 
S-1 33-171748 1/18/2011 
8-K 0-51436 1/14/2011 
8-K 0-51436 114/2011 
8-K 0-51436 12/29/2010 
8-K 0-51436 12/8/2010 
8-K 0-51436 11/30/2010 

424B3 33-169622 11116/2010 
10-Q 0-51436 1111212010 
8-K 0-51436 11/12/2010 
8-K 0-51436 11/3/2010 

EFFECT 33-169622 10/18/2010 
8-K 0-51436 9/29/2010 
S-1 33-169622 9/29/2010 
8-K 0-51436 9/15/2010 

Period End DCN 

5/5/2011 . 11836494 
' 4/29/2011 11806229 

4/18/2011 11775860 
11774585 
11771853 

5/24/2011 11757602 
4/4/2011 11750175 

11747572 
11746151 

5/24/2011 11736652 
1213112010 11709042 
3/24/2011 11707854 
3/11/2011 11695598 

11657135 
2/21/2011 11657120 
2/17/2011 11632739 

11557722 
11557444 

1118/2011 11541937 
11533677 

1110/2011 11530642 
1/4/2011 11507431 

12/22/2010 101279076 
12/3/2010 101240389 
11/23/2010 101222419 

101196614 
913012010 101187977 
11/12/2010 101183039 
10/28/2010 101160019 

101129074 
9/28/2010 101094945 

101094917 
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 

424B3 33-165388 8/12/2010 
10-Q 0-51436 811112010 . 

SC 13D 5-81504 7/30/2010 
424B3 33-165388 7/27/2010 

8-K 0-51436 7122/2010 
8-K 0-51436 7/8/2010 

424B4 33-165388 7/1/2010 
EFFECT 33-165388 6/30/2010 

8-K 0-51436 6/18/2010 
S-1/A 33-165388 6/16/2010 
S-1/A 33-165388 6/2/2010 
S-1/A 33-165388 5/28/2010 
S-1/A 33-165388 5/10/2010 
10-Q 0-51436 511012010 
8-K 0-51436 5/10/2010 
8-K 0-51436 4/13/2010 

DEFA14A 0-51436 4/1/2010 
8-K 0-51436 3/11/2010 

EFFECT 33-158494 3/10/2010 
S-1 33-165388 3/10/2010 

POSAM 33-158494 3/10/2010 
10-K 0-51436 311012010 

DEF 14A 0-51436 3/10/2010 
SC 130 5_-81504 3/9/2010 
424B2 33-158494 3/5/2010 
424B2 33-158494 2/26/2010 
424B2 33-158494 2/19/2010 

SC 130/A 5-81504 2/16/2010 
424B2 33-158494 2/10/2010 

8-K 0-51436 2/10/2010 
DEFA14A 0-51436 2/10/2010 
PRE 14A 0-51436 2/9/2010 

424B2 · 33-158494 2/3/2010 
424B2 33-158494 1/21/2010 

8-K 0-51436 1/4/2010 
424B2 33-158494 12/24/2009 
424B2 33-158494 12/9/2009 
424B2 33-158494 11/25/2009 
424B2 33-158494 11/12/2009 
10-Q 0-51436 1111012009 

Period End 

613012010 

7/22/2010 
7/7/2010 

6115/2010 

313112010 
5/6/2010 
4/8/2010 

3/10/2010 

1213112009 
4/8/2010 

2/9/2010 

4/8/2010 

1/4/2010 

913012009 

DCN 

101010598 
101006608 
10981910 
10972324 
10965127 
10942843 
10928673 
10928690 
10904314 
10901337 
10871385 
10867341 
10816518 
10816382 
10814331 
10747671 
10724433 
10672448 
10672233 
10671449 
10671271 
10671187 
10671115 
10666518 
10660841 
10639927 
10619984 
10605703 
10588080 
10586166 
10586163 
10584929 
10571165 
10539081 
10502990 

091259187 
091231216 
091208779 
091177442 
091172150 

Frye Declaration 
Exhibit 4, Page 2 



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

Form Type File No Filing Date 

8-K 0-51436 11/10/2009 
8-K 0-51436 1112/2009 

424B2 33-158494 10/29/2009 
424B2 33-158494 10114/2009 

8-K 0-51436 10/6/2009 
424B2 33-158494 9/24/2009 . 
424B2 33-158494 9/16/2009 
424B2 33-158494 9/3/2009 

8-K 0-51436 8/28/2009 
25-NSE 0-51436 8/20/2009 
424B2 33-158494 8/19/2009 
424B2 33-158494 8/12/2009 
10-0 0-51436 811112009 
8-K 0-51436 8/11/2009 

424B2 33-158494 8/3/2009 
8-K 0-51436 7/31/2009 

424B2 33-158494 7/24/2009 
424B2 33-158494' 7/17/2009 
424B2 33-158494 7/9/2009 
424B2 33-158494 7/1/2009 

EFFECT 33-154579 6/22/2009 
8-K 0-51436 6/19/2009 

424B2 33-158494 6/19/2009 
POSAM 33-154579 6/19/2009 

RW 33-159549 6/19/2009 
8-K 0-51436 6/8/2009 
S-1 33-159549 5/28/2009 

424B3 33-154579 5/12/2009 
10-Q 0-51436 511212009 
8-K 0-51436 5112/2009 
8-K. 0-51436 5/4/2009 

EFFECT 33-158494 4/15/2009 
8-K 0-51436 4/10/2009 
S-3 33-158494 4/8/2009 
8-K . 0-51436 3/30/2009 

SC 13D/A 5-81504 3/16/2009 
424B2 33-154579 3/3/2009 

EFFECT 33-154579 3/2/2009 
POSAM 33-154579 2/27/2009 

8-K 0-51436 2/27/2009 

. Period End 

11/10/2009 
10/29/2009 

9/30/2009 

8/24/2009 

613012009 
8/11/2009 

7/31/2009 

6119/2009 

6/2/2009 

313112009 
5/12/2009 
4/28/2009 

4/6/2009 

3/27/2009 

2/23/2009 

DCN 
091170505 
091149536 
091144934 
091119424 
091108267 
091085188 
091072311 
091053956 
091043950 

091024255 
091006929 
091003924 
091002268 
09980742 
09977849 
09962633 
09951080 
09937379 
09921666 
09904455 
09902054 
09902044 
09902030 
09902019 
09880297 
09857869 
09819730 
09819312 
09819203 
09794505 
09752567 
09745299 
09740265 
09714786 
09685498 
09649113 
09649604 
09643351 
09639921 

Frye Declaration 
Exhibit 4, Page 3 



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

Form Type File No Filing Date 

DEF14A 0-51436 2/25/2009 
PRER14A 0-51436 2/24/2009 
DFAN14A 0-51436 2/23/2009 

SC 13D 5-81504 2/20/2009 
SC 130/A 5-81504 2/17/2009 
POSAM 33-154579 2/13/2009 

8-K/A 0-51436 2112/2009 
10-K 0-51436 211212009 
8-K 0-51436 2/11/2009 

PRE 14A 0-51436 2/6/2009 
8-K 0-51436 119/2009 

EFFECT 33-154579 12/3/2008 
8-K 0-51436 12/3/2008 
AW 33-154579 12/3/2008 

S-l/A 33-154579 12/3/2008 
CT ORDER 0-51436 12/2/2008 

S-3/A 33-154579 11126/2008 
S-3/A 3'3-154579 11119/2008 
10-Q 0-51436 111612008 
8-K 0-51436 1116/2008 
8-K 0-51436 10/29/2008 
S-3 33-154579 10/21/2008 
8-K 0-51436 10/3/2008 
8-K 0-51436 9/24/2008 

10-Q 0-51436 811412008 
8-K 0-51436 8/14/2008 

10-Q 0-51436 5n12008 
8-K 0-51436 5/7/2008 
8-K 0-51436 4/18/2008 

10-KIA 0-51436 41312008 
DEF14A 0-51436 3/28/2008 

8-K 0-51436 3/7/2008 
10-K 0-51436 211912008 
8-K 0-51436 2/19/2008 

SC 130/A 5-81504 2114/2008 
8-K 0-51436 2/5/2008 

424B3 33-148483 1/18/2008 
EFFECT 33-148483 1117/2008 

S-3 33-148483 1/4/2008 
8-K 0-51436 12/26/2007 

Period End 

4/112009 

2/11/2009 
. 1213112008 

2/5/2009 
4/1/2009 
1/5/2009 

12/3/2008 

913012008 
11/6/2008 
10/23/2008 

·912912008 
9/24/2008 
613012008 
8/14/2008 
313112008 
5/7/2008 

4/14/2008 
1213112007 

5/1/2008 
3/4/2008 

1213112007 
2/19/2008 

1/31/2008 

12/21/2007 

DCN 
09634243 
09629457 
09626151 
09626148 
09607115 
09603287 
09596211 
09594252 
09587824 
09578228 
09517025 

081231001 
081227017 
081226185 
081226190 
081224081 
081218917 
081201540 
081167474 
081165564 
081148246 
081133726 
081107457 
081086669 
081017497 
081015619 
08808853 
08808313 
08765304 
08737445 
08719825 
08674588 
08625761 
08624783 
08608971 
08577631 
08538822 
08537411 
08512810 

071326683 
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Advanced Life Sciences Holdings. Inc. 
CIK No. 1322734 
EDGAR filings (through January 18, 2017) 

Form Type File No Filing Date 

REGDEX 021-87632 12/18/2007 
8~K 0-51436 12/14/2007 
8-K 0-51436 12/12/2007 
8-K 0-51436 11115/2007 

10-Q 0-51436 1111412007 
8-K 0-51436 1116/2007 
8-K 0-51436 9/26/2007 
8-K 0-51436 9/14/2007 
8-K 0-51436 8/17/2007 

10-Q 0-51436 81912007 
8-K 0-51436 8/9/2007 
8-K 0-51436 7/3/2007 
8-K 0-51436 6/25/2007 

10-KIA 0-51436 51912007 
10-Q 0-51436 51912007 
8-K 0-51436 5/9/2007 

DEF14A 0-51436 3/30/2007 
10-K 0-51436 312212007 
8-K 0-51436 3/22/2007 

SC 13.G/A 5-81504 2i13/2007 
SC 130/A 5-81504 2/12/2007 
SC 130/A 5-81504 . 2/2/2007 

8-K 0-51436 12/21/2006 
8-K 0-51436 12/1112006 
8-K 0-51436 11128/2006 

10-Q 0-51436 111812006 
8-K 0-51436 1118/2006 
8-K 0-51436 1112/2006 

SC 130/A 5-81504 10/24/2006 
SC 130 5-81504 10/24/2006 
424B3 33-132900 8/23/2006 

EFFECT 33-132900 8/22/2006 
POSAM 33-132900 8/15/2006 

10-Q 0-51436 811412006 
8-K 0-51436 8/9/2006 

424B3 33-132900 5/23/2006 
10-Q 0-51436 511112006 
8-K 0-51436 5/10/2006 

424B3 33-132900 4/20/2006 
S-1/A 33-132900 4/20/2006 

Period End 

12/13/2007 
12/10/2007 
11115/2007 
913012007 
1116/2007 

·9/26/2007 
9/12/2007 
8/13/2007 
613012007 
8/8/2007 
7/2/2007 

6/21/2007 
1213112006 
313112007 
5/8/2007 
5/3/2007 

1213112006 
3/20/2007 

12/20/2006 
12/8/2006 

11128/2006 
913012006 
11/7/2006 

10/27/2006 

613012006 
8/9/2006 

313112006 
5/9/2006 

DCN 

07086433 
071307837 
071302215 
071247703 
071246007 
071216788 
071136128 
071118539 
071065577 
071038835 
071037846 
07957784 
07939381 
07832814 
07832803 
07830241 
07732778 
07712079 
07710564 
07605981 
07602700 
07575996 
061293643 
061267343 
061240749 
061198098 
061195159 
061183765 
061160736 
061160697 
061050363 
061049781 
061035399 
061030842 
061015314 
. 06861811 
06829166 
06823430 
06770238 
06769605 
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Advanced Life Sciences Holdings, Inc. 
CIK No. 1322734 
EDGAR filings (through January 18, 2017) 

Form Type File No Filing Date 

8-K 0-51436 4/20/2006 
SC 13G/A 5-81504 4/10/2006 

S-1 33-132900 3/31/2006 
DEF 14A 0-51436 3/30/2006 
REGDEX 021-87632 3/20/2006 

8-K 0-51436 3/16/2006 
10-K 0-51436 311512006 

SC 130 5-81504 3/13/2006 
8-K 0-51436 3/9/2006 . 
8-K 0-51436 3/2/2006 

SC 13G 5-81504 2/14/2006 
SC 130 5-81504 2/14/2006 
SC 13G 5-81504 2/13/2006 

8-K 0-51436 1/6/2006 
8-K 0-51436 11/23/2005 

8-K/A 0-51436 11114/2005 
10-Q 0-51436 1111012005 
8-K 0-51436 11/10/2005 
S-8 33-128094 9/2/2005 
8-K 0-51436 9/1/2005 
8-K 0-51436 8/12/2005 

424B4 33-124396 8/5/2005 
POSAM 33-124396 8/4/2005 
POSAM 33-124396 8/2/2005 

S-1/A 33-124396 7/28/2005 
S-1/A 33-124396 7/28/2005 
S-1/A 33-124396 7/22/2005 

8-A12G 0-51436 7/15/2005 
S-1/A 33-124396 7/1/2005 
S-1/A 33-124396 6/28/2005 
S-1/A 33-124396 6/3/2005 
S-1 33-124396 4/28/2005 

Period End 

4/18/2006 

5/2/2006 : 

3/14/2006 
1213112005 

3/3/2006 
2/24/2006 

1/6/2006 
11118/2005 
11/7/2005 
913012005 
11/7/2005 

8/29/2005 
8/10/2005 

DCN 

06769554 
06750310 
06729438 
06721169 
06028992 
06692096 
06688717 
06680607 
06676029 

'06661043 
06612696 
06611002 
06604357 
06517317 
051225206 
051195599 
051195219 
051194628 
051068540 
051063872 
051022117 
051003207 
05997394 
05990776 
05982105 
05978942 
05968402 
05956086 
05930170 
05919468 
05878477 
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 

Form Period 
Due date Filed?* 

Months/Days 
Type End late** 

10-Q 3/31/2011 5/16/2011 Not filed -68 months, 2 days 
10-Q 6/30/2011 8/15/2011 Not filed 65 months, 3 days 
10-Q 9/30/2011 11/14/2011 Not filed 62 months, 4 days 
10-K 12/31/2011 3/30/2012 Not filed 57 months, 19 days 
10-Q 3/31/2012 5/15/2012 Not filed 56 months, 3 days 
10-Q 6/30/2012 8/14/2012 Not filed 53 months, 4 days 
10-Q 9/30/2012 11/14/2012 Not filed 50 months, 4 days 
10-K 12/31/2012 4/1/2013 Not filed 45 months, 17 days 
10-Q 3/31/2013 5/15/2013 Not filed 44 months, 3 days 
10-Q 6/30/2013 8/14/2013 Not filed 41months,4 days 
10-Q 9/30/2013 11/14/2013 Not filed 38 months, 4 days 
10-K 12/31/2013 3/31/2014 Not filed 33 months, 18 days 
10-Q 3/31/2014 5/15/2014 Not filed 31 months, 3 ciays 
10-Q 6/30/2014 8/14/2014 Not filed 29 months, 4 days 
10-Q 9/30/2014 11/14/2014 Not filed 26 months, 4 days 
10-K 12/31/2014 3/31/2015 Not filed 21 months, 18 days 
10-Q 3/31/2015 5/15/2015 Not filed 20 months, 3 days 
10-Q 6/30/2015 8/14/2015 Not filed 17 months, 4 days 
10-Q 9/30/2015 11/14/2015 Not filed 14 months, 4 days 
10-K 12/31/2015 3/30/2016 Not filed 9 months, 19 days 
10-Q 3/31/2016 5/14/2016 Not filed 8 months, 4 days 

10-Q*** 6/30/2016 8/14/2016 Not filed 5 months, 4 days 
10-Q*** 9/30/2016 11114/2016 Not filed 2 months, 4 days 

12b-25? 

Not filed 

Not filed 

Not filed 

Not filed 

Not filed 

Not filed 

Not filed 

Not filed 

Not filed 

Not filed 

Not filed 

Not filed 

Not filed 

Not filed 

Not filed 

Not filed 

Not filed 

Not filed 

Not filed 

Not filed 

Not filed 

Not filed 

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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· .~We spent the ne.xt twb,,ye~rs, ;.,ithout any· cash compensation from J\DLs; ·i:ittemP.ting to-v- ·./ ~ · •·· . 
~.-restruc~ure a b~nk note which~ on top of the clinical program unc~rtainty, !Has inhibiting oilr .· ."~· 
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ability to move the .Company forward. In May of 2013, we successfully rea.ched an agreement 
with-the bank which finally made 'it possible to begin to rebuild ADLS . 

. ~ .. t. J.. • . ·~... • '( • .1 .. ,,:.:. ' ... • • .. 

'From that point in time until present, again without_ any cash compensation from ADLS, we 'haye 
. been worki.Dg to assemble a filing to the SEC to move ADLS closer to compliance. During the 

'.course o~,that time, .we tiav~ haa SeV~raLpiSCl,JS~ions with".staff pr,9fessionals 'at the SEC . 
regarding the nature qt the docum~nt we-should file at t~is point. 

. .... ! 

: ·We were advisea to pr~pare a con;iprehensive.1'6K document c~vering the years 2011 through 
· the present. Over the past couple.of years, we have worked to prepare that aocument. The 
. progress to comple.te this filing !Jas beerr slow duJl tQ the pqrt time involvement of th~ legal and 
. ' accounting professionals that we have yvorked witli on this project, along with the coin pl ex and 

tin:ie-cons.uming n_ature pf the task. · 
. • . ... l- .. ,. • -

· . We qontinued to. press q,n, .tioweyer, because of our firm __ belief that our antibiotic cetnromycin 
' · would be of great benefit'tb the world witli its ability'to overcome the drug resistance that has 

... f ... ~1 t.. ~ 

·been building globally to ''9u~erbugs". 

- . .,We respectfully request, then, that the SEC allow us to file the comprehensive 10K document 
. -~ .::vje• have prepared and su'Bmittea ·ip this package . . It is a document tqat would ·bring :investors. up 
· to date.on the .curr~n't status of the Company. Maintaining our registration status wQuld allow us 
. to position ADLS to raise the .additional capital reguired to;carry put the clioical'trials that tt}.e 
" •. · .. FDA has asked us.to con~uct in order to achieve'r~g·ulatpy approv.al and corhmerciallzatio1\ of 

what·can t5e a life-saving antibiotic. We would greatly appreciate the opportunity to help make 
that happen. · 

Michael T. Flavin, Ph.D. 
Chief Executive Officer 
(s3'o> 991 ~3013 •· 
mflavin@flavinventures.com 
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UNITED STATES 
SECURITIES AND EXCHANGE COMMJSSION 

WASHJNGTON, D.C. 20549 

F<)RM} O-=K 

ANNUAL REPORT PURSUANT.TO SECTION 13 OR iS(d) OF THE SECURITIES EXCHANGE-ACT 
OF 1934 . '~~.:~ .. . · . 

For the fiscal y~ars 2011 thr~ugh 201S ' 

o TRANSITION ·REPORT PURSUANT TO SECTION 13 OR lS(d) OF THE SECURITIES EXCHANGE 
ACTQF1934 · . 

Commission File No.: 000-51436 

.ADVAN<";ED LIFE SCIENCE;S HOLDINGS, INC. 
• ' ~, '· -.· . (E~::.ct nameofrcgistm l .IS specified. in i1s chancr) ,.. :. . .. . 

' Common Stock, par··value $0.01 per sh~ re 

(1itlc of aw) 

30..0296543 

(l.R.S. Employer 
ldcntifl carion No.) 

·Indicate by c.heck ~a·~~Jfthe ·~~~~tr;mt is n ~~11-known .seasoned.i5sUer, as defined i~ Rule 405 of the Securities Act. o Yes ll!l No . 

Indicate by check mark if the registrant is not required to file repons pursuant to Section 13 or Section 15(d) of the Act. o Yes ISi No 

Indicate by check mark y.ih~ther th7 registrant (I ) has filed all repons required to be filed by.Section 13 or 15(d) of the Securities Ex­
change Act of 1934 durfng the preceding 12 l)lOnths (or for such shorter period that the registrant was required to file such reports), 

and (2) has been subj ect to such filing requirements for the p<ist 90 days. o Yes ljjj No 
~ .• ~!, - • 

Indicate ~y check mar~ whether' the registr?nt has submitted electronitally and posted on its corporate Web site, if any, every Interac­
tive Data Fiie required to'be submitted and posted pursuant to Rule 405 ofRegulation S-T (§232.405 of this .chapter) during the pre­

ceding I2 months (or fo r such ~horter period that the registrant was required to submit and post such files). o Yes liJl No 

Indicate by check mar~ if disclosure.of ~elinquent filers pursuant to Item 405 of Regular ion S-K (§229.405 of this chapter) is not con­
tained herein, and will ~oi be co~tained, to the best of the registrant's knowledge, in definitive proxy or information_ statements incor­

porated by reference in Part Ill of this Form I 0-K or any amendment to this form I 0-K. o 

Indicate by check mark whether the registrant is a large accelerated filer, an accelerated fi ler, a non-accelerated filer, or a smaller re­
porting company. See }he definitions of" large accelerated file r," "accelerated filer" and "smaller reponing company" in Ru le 12b-2 of 

LEGALi 23491 116.2 

Frye Declaration 
Exhibit 6, Page 3 



the Exchange Act (Ch~k one): 

Large accelerated filer o Accelerated filer o Non-accelerated filer o Smaller reporting company a 
(Do not check if a smaller reporting 

C?l11J'.8DY) 

Indicate. by check mai:k wh~~er ibe registl;anHs a shel.I company (as defii:i~CI irl Rule 12~2 ()f dj~ Act)~ a. Y;.S. (li:·::lio 

:_ 11i•~ ~~~;~!::~~~~~;held.by nor:~~1JatOs ~r~~i~i.as~f~~Nl-~~;;{~¥-~~ly 
$350,000;J;>~~ up9µ t))e• c\'*W&PnC?~ ~f flje ;J'.egi$l11(s cpo')rt)'~n st()C~ of $~_.92 per corii*1?n.s~.ar.e .as:qu9te~~q),l ·tlt~orc Bulletin 

~fti":Z!s~;~~~!.ffi~~~t:1i~~;mi1~t"l~~r~~:r=~ 
to be affi.liat~. of th" ·registrah~:: 'I)ii~ aet~i'rijjnati.ori.ofaffiliate stab.is ~s il~t~ J)~ce§Sarlly co'ncliisiv~ for any othm,-_P.utP<>Se~ 

' · · · <._.·. ·: :·;,<·-;·'>i.:~ ,;,;;{:·,k·>:·· ·;-) .·.< .' .· , .. '/ , . ·:. . ·.. . .· .... :>·}.F 
Total common st~k ou~!AA<li.~g -~·9t-J~e~ejrj~~~·~.1, ~2015. was 17 ~86,830 sh.ares. 

I>~!,~~~'~!~,~~l~~t~~~~f .;~~~i;il. "(~f ;'.:~i ·. . . ::·;':::;'.:!. ?-L· .. . .. ·. Y · ··•• ''i> . Sffc· \ • ~> <' 
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CAUTIONARY $TAIB.MENT REGARDING FORWARD-LOOKING STATEMENTS 

Stateme.m~ in. this Annual Repor~ on:.~Qr.rti~i_~~)~~dJn.doc.~m~ntS i~rporat€;d by ref~~n~Mrein:(Qf;:oiher.wi~_made bY:{µs or on 

·;]~ftlTlillilli~ili-llTllm 
· cerrifng future -eVeJils-'0f ~UllS ~USe W0tdS;ii'iC~! 1!agtidP.at~ n, :~assume ii ~believe I!, ~cohtiJlUC '11 lfeStimaf€~.'?txp~i~j!!f'UtUie:~ ·~intelid II 

~p1~.~··iiproject~·.'tt8~~~~it,_~~'.-r~I~~;9K~9~~~~P~~~~~~:~*§~~i~~{f.~u1Cl~n-~~~a~~'~}t~1i~t~;~'.ij~~:~ili~~~~,;;*~1.)t~~~1il~~:~4~i~~~~···· _ · 
ex ressions. Fol'Wartl,.Jdokin ... ?t8tementtare1sub'ect~t0 ·risks ;:unc~rtaln'ties."and oiher:factors·whieh ~ma:. ~:dfuse'.actuat< -~ =--·uitstcfeiiffer p ___ . .. __ ........... 8 ..... 1 .. ,) ........ ,i;:11>•,, ... ,0 ""',U .. ,r,,,.,·-,..·· ... ,, .. ~ ...... - ... -~.1 •• , ...... · ..... , •.•....• ,,,,_ - ., •.•.• ,_ .• ,..Y., ........ :·· ......... _ .. ~,,.-... - .;··..r-" 
1nateri811 ·f'rom :f ufore rah'f~~£'~&~'.&fiiffi""fi~a1ff'!sucri:t0Nlfuifiooi<l1t ~statemeli~"Jint ·· rta'ii6r~~toli~iiiatt&5tli&cilli~e~i&ifil7r6 --.. : -r : .·_- _ .. -<. ,;;-:. ,-~ :-..J:: ,.,~.,g~:·~::,'r:::~.t.::!).i!~:;f,i=;·~;;:~r.t~:~:,_: :.,:2'\ ,,'. :,·;,; ;!;:.:£;: ... ~'i'"'":-,.:~ ',·, ..... :.·,: .... _ ='f'P ~ : ~. t,:.;i.t ...... ~.~, .. ::~:J-'-~-':':,;•=~··~-.;,:.!'~. :· -..:,,,· i 

suits todjffei: .D1~,C!riiµty f~m,·!!1.~f.<?.~~,l~~i.J!g'$laJ~~en~!n~lµ~~£:!:i,t~.9tt~li~a~~·o~ .• tti()se ·9es~n~:mJ~~;1~}~.~s~,~~~rs11 

o'r.thi~·rei>O~~ ·~o~over,:s_~cfr~Qrw~~]l.~~~tif&:~~~ip~~!S-.~~~:~n.!r;'!8.:9~;t11e·date:of:Wsre~rt{:~e/~n~~~~~·~o:i>lit,!.~~:fo·11p. · .. 
date any forwanl iooking st8~.·~t6~R"4~·P~.\!f .~rc'tfnUtim~ a/wr\h~ ~Of such state~!S: .•.. • ... · .· •• · ·. ., '\ • · 

.... 

LEGALi 23491J16.2 

:,,:,~. ··.~ · ... :> 

· .. · '•• ::Jt;i.~.·\J~:~:~'.1i{ .. i_/·",\' .. ;., ' ,, . 
;'.':~:· '.., 
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PART I 

Item I. Business 

Overview·. 
•• . • • -, ,..:: .:-! t:' , ~ " ..... ;:. ... #' : • ;_; ,,:;: \ ,; 

. ~e an: a biophai:nac~uti_:al c9mp~ny focusea on.~~ discov~ry. developmenfan~ c?nimerciaJization o,f novel drugs in.the area'-of 
mrecllou~ -~J~ease. -~s.1.~g ~~ mt_e~~I :d 1~c:pyery capab1~1t!~~ and ·?Ur netw_o;k _of. ph_armaceUJical ~~d ?C~demic PM!"ll!S" we ¥e ass~m­
blmg a p1pelme of clm1cahano preclm1cal_prqduct E?ndJ~.,!!tes. The f!Jllowmg 1s a summary.of our:~:Urrerit ,progrnms:·.: ... · :f ;'l •• _, • 

• lnfectious_p.iseas..e,-. Reskirp~or/'fract 'Infections and Go'!orrhe~. We have an exclu~i~e wo~ld~ide. license'(exclud
0

ing 
·Japan) froiri~Alib~ie ("Abbvie") ·to'de'velbp and commercialize c~thromycin (Re~tanza™}; a once~a,day antibioti'c for; 
the treatment of respiratory tract infections and 'gonorrhea. In December 2005;-we initiated our pivotal Phase ju clin·i­
cal trials fgr the tn;atment q~,mild-to-mo.qerpte c~mmunity, acquired ba.cteri!ll pn~umonia ("CABP"), a'n indication for 
which we have b~en seeking Food and D,nig Adriiinistration ("FDA") appr'oval. Jn 2607, we -successfully~ completed· -
the~:C t-.yo pivot.alJ>hase Ill _clinicaJ:trials,. Cethr~mycin has been tested in appro_ximately 5,600 human subjects in clini-
cal trials f{) date1 Jn September 200~, we submitted a·New J?rug Application ('~NDA") ,with•the·FDA for the use of , 
cetl)romycin in CABP. Jn July 2009, we received a complete response Jetter from the FDA regarding cethromycin NOA 

r. · 

' 

for the outpatient treatment ofadu!ts witp CABP. In its Jetter, the FDA ffidicated that they could not aP.prove ,the appli-
c~tion for c~thrO!JlYCin in its cµi:rent form .and that., to gain approval, additional clinicfil data is requirea !O demonstrate 
efficacy wi\h Clefi.ned statistical metbodo)~gy. ~ 11.ugust 20 I 0, we reached an agreement with ·the' FDA under:the Spe_c"ial .--' · 
Protocol Assess~ent ("SPA") proc~ss, ori .the design of a P.hase lIJ study of cethi'omycin to treat CABP. Furtper discus­
siori with ~he FPA ha~ •le<!_ us to focus initially ~n-the indication of gonorrhea. Progress in this development pfogram is 
subJect to_ funds'b~com'fng available {o support OUT ac\ivjties, I . • .# • ·;· •• ; • --; : . :•· 

• Mft;ctious.£~isease ·~ 'f/Jio'iiebnse. ) \.16ng •'l"ith our clinical work 1in the. treatment of CABP, we c;,llaborated with sever~L 
groups within th&iJ.S. Gov~tnmenf to ev'iilua~e]~thromy~in '(p.cltentili :in p~e~~hting inhali tion anthrax and·other hign- ' ~' .;·· 
priority bi_m~rror agents. 'lri Marc)i 2007,"the FDA designated cethromycin as an Orphan Drug for the prophylactic . 

' treatment{of patii:iits e?'pb?eO •to }ph.11Jation, anth[~x, :and '!2, May 2op7' 9-Cth.romy,f; in Wa§ shown to be .10~% protective . 
against a lctlhal· dose of inhale<l anthrax in l.l§n-human .primates. In August'<2008, we announceo that the Defense Threat 
Rep\(ctio.n!Agency ("EffRA") qf,:fuell,J iS. Dtlpai:.tt,nent of D~fenr°!l. awarded us l!, two-year contract w~rth up to $3.8 miJ.. 

. Jio'ri, to fund ND:A-enabJlng studre~· evalua~in_g cethromyciit~s ,effic'acy in 'Coin oating' C1!tegory A and B bioterrw agent~~ 
sucli as Frpnsir;e_lla 111larensis f ttilarem'i"1), Ye.rsinia pes(is (plague)1and Burkholderia pseudomallei (melioidosis).' In 
June 2009! w~ anv~un~ed that ~secon.d n~h-huma~ prim~te study involving cet~romycin sho}-Ved t!l.~! a •14-qay~our~e 
of-cethromycm ach1eved1a J 00% survival -rate agam·st an inhaled lethal dose of.anthraxnn August 2009, ve announced 
positive results from a~-anilJ!al 'study that was conducted to'meas~re cethromy~"in~s '·ih(rlipeutic effica~x in tr~a~lng in: · 
halation anthrax.after symptoms of infection had developed. In ·September 2009, the FDA granted Orphan Drug Desig-

. na.tiop 'to ·s~\hro'mycin fonth~ pr~phylactic treatment ,of p}agu_e and tulare11J ia. Also in:Se1?teefi!J7r .2QQ~ •. w~ anrioY.nce~ 
posi!i°ve tqp-line results from ·a pivotal, non-human primate stupy involving cethromy~in demonstrating sta~istip~ I sig-_ 
nificance at a 90%.survh:al 11te against an inhaled lethal dose of plague. In Deq:mber2009, we"announc.~d ppsitive top­
'line results from,•a pivotaJ,.non-hµman;primate ~tbdy' involving cethromycin against \II_! inhaled lethal dose.Of.!u lare_mia. 
A 14-day course of cetliromycin achiev.e_d a I 00% sur~ival rate at the do~es tested. We will continue to pursue the · • 
bioqefenseJ rack;.with cet~rol)1ycin .to th~ tlXtent to which we can secure grant ahd/or contract funding from U.S. Gov-
ernment age-nci~~ ·to fj.ria11~ ially support.this prograin. · · ·· ' • .:' 

- ·~ : .... 
·:.-;;: .. n.' ;?~ • • .· ~ 

• Oncology. ALS-357 is ·a·compound that has shown evidence of anti-tumor activity against malignant melanoma in pre­
clinical studies. Currently available therapies have not had sign ificant success at prolonging survival for patients with 
melanoma that has spread beyond the prim~ry gr9wth ~ite. In Jurie of2013, we discontinued the development of 
ALS-357 due to "its limited potential fcir systemic administration along with its shortened patent life . . · .· . 

· In addition to the compounds summarized a9~v,e, '!le are attemptifJg_to in-license additional product candidates in preclinical and 
clinical development· utilizing ow network of acao~mic an.d industri~J contac.ts. ,We are,;part.icularly interested in in-Jicensi~g ~ntibi­
otics and anti-viral.agents. We have not received FDA approval for any of9ur product canilidates. Our revenues to date have consist­
ed solely of.maIJagemeni.fees, one-time or limited payments assqciated with our collaborations and government grant and contract 
awards. We do noi antic~ate g'e~era t iri'g a·ny revenue from 'the saie 'of cethromycin bi any other product candidates in the near term. 

At present, o~r iiabiiities are sjgl)ific!)nlly gr.~at,er tp~n our as~ets. As a result .of our current financial situation and the uncertainty 
in our ability tp ootain ne~ded fif!ancirig.'thro.ugh equity offerings, commercial partnerships, grant awards, service offerings or other 
means, there is substantia[.d9ul:it_ about our ability to continue as a going concern. 

Company History and ~eccn ~ _ _Dcvclopments 
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Advance our Biodefense Prtfgram: ·· .. ·. · . ·.·. ·. .. . ' . -.- ·"· .... ;_ 

. ·, ·-:;···.· 

_;.: ~ .. 

\Ve ~ave :c~Uabo~te<;I with s~v~~i~g;~~ps. w~t~l~~ th~:· J ·~· Oovefnm~~t to .ev_aluate cethrofnycin1s potential in· preventing inhala­
tion anthrax a"d other .high-priori"ty~~ipttft~r ~~en ts; ~lihough w~ do not ~ave any ~~ditional gra~t or contract applications currently 
b~ing evaluated by governin~nt age~3c1f~~.,.w.e. ~1}1 c~m.t.mµe to~,~~r.sue these opporturut1es as they arise. .. 

L.ev~age our Drug Discovery flrifJ. p~~lbpm~~( C~pabili~les 
We intend to expand o~r prod.~dt ~<Mf6116.by·~F~i.6idng.and· enhancing our internal drug discovery and development capabilities 

us~~g o~r integrated chemistry and .biolqgy:d11:1g ~i~~overy plaifonn to design, optimize and evaluate high•potential product candi-
dates.. · . . . : ·. · · · · . . 
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Continue to Develop Strategic Collaborations 

.. 
Markel Overview- ··. ., . 

• ,.- ' • . " ... ·.:-..:; ·~·--::. • . . . ' l 

Bacterial .infections occur w.he·n bacteria :tti:11.t,paturally exist in th.e body, or that are.acquired through inhalation, ingestion or direct 
penetration;afe not c·~ntr.o! l ~(by'ltie.~.nor;n~f.iri)'in"un·e qe.fense system.These uncontrolJe·d oa~ter ia can multiply and either excrete ~ox­
ins or provoke "the immu_ii'e 'syst~ni~!o"inount aJe_sponse, in either case._c.Jamagjng·tissue. ·Antibiotics work by binding to speciti~ targets 

in a bacterial pathogen, th_~reqy~f~·hfqji(ng aJun~ti~n that is essenti~ I to the pathoge~·s suniival. Many antibiotics were dev!!loped and 
. ~ , _,--• .. ·•· ~ . ~-- .r., ' •I(;> ' f• - .., . • . •. 

introduced into the rii"arke:t clll~i.ng' iti-e ' ! 910s !}'fid l 980s and have prov~n 'to be effective in treating 'most bacterial irifections. We.be-
lieve th is historic i:ffi~~cy prorTi.pie~~pharmaceutica l companies to shift their resources to other areas of drug disco.very and develop-
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111ent. As a . ..eSult, very few antibiotics from new chemical classes have been introduced in. the last several years. 
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'r 

disease and are resistant to many antibiotics; 

• cethromY,cin has shown in vJtro activities against multiple en<; Category A and B bioterror agents such as Bacillus an­
thracis, FranS_ice/la tularensis, Yer§_inia pest is and Bur/cflolderia pseudomallei and has 'demonstrated I 00% protection of 
·antgrax assault-in the post-exposure prophylactic monkey model; and . r,.. , . ·. ·.... . -· 

• . ~ethr<i~~.cl:;~~.d~Jpn~,tr"n~d potent)p, yit~6}nd·in vivo adtiyity ·~g_a.i·~~f~ei;~~fli~:~~~o~rhoede; i~cludi~i'&~crol,ide- r~sls···. 
tant strains. · ·· · ' "' · · ' '·" -- - · · 

'· 
• cethroniycin exhi~i~ pqt~!lt in Vitro !ictivity ~gai~st Chl~mydia trtichomatis, and .has th~ potenti~ to treat bofu gonorrhea 

,and ,chlaqiy~ia~ which .wQ~~d1 e,on~t.it~i~;e.;~f~nip~an1.:~ n~ic~! adv~n,,ia~et':~/' "· ~· .. ~ ~ · · ·-:: . . ~ ;·~ . ~ · ~. • 
"' j,;. .._ • .... .~ • . : ' . . · :~,.. .~ ~.; : • ~- •. ' ~ ; ~, - ~1 . - .. .. ; . f' • • .;:..· - '• 

We believe that cethromycin, if approved, would address a growing need in the· marketplace to overcome bacterial resis- ·. 

tance. '". ~~]~r~1. ; ';~~~~~;~ ~it~:;:~:rf:··:'~:it~; .. - . , . . . ,r 

Abbott Lalforatories Collnbo'ra'tion .. 

In Dec~~ber ~0~, .we ente~tj into an ~~ee11Jent wit~ Abbott Laboratories under wh i~h we.acqu~~d ·a license to certain p~tent 
application;;,patentS ano;pl:opr,i,e'lary. te~hilology relating to',cetpromycin. lf.he:term!Qf•the.agr~eip~11t comin.e~ced ·in •December 2004_ 
an_d con~iQl!~ untiJ.tlie expiraM n ofthc:•last patent licensed under the 'agre1ement. unless the.aweement- is:otherwise te¥t'inated.r'fhe 
~rimary patent licensed under tlll;agre'ement, used by us in connection with cethromycin, expir~ in the U;S. in Sepjember 201§, $11d 
.in most·foreig!.1 countri_es or juris'dictions in;September 2017, all subj~ct ~o any·ferm restoration that may b~ gfi!ntea for the ·rii;tlt:}~eqes­
~l!l.Y 'for regulaiory appt,oval in each~respective jurisdfoti~n. \_Jpon th.~"expiration o'f thellicense ~greementi we maintair,i' a nonl~.x:C!u~ 
sive, j:>erpehi_al and irrevocable Iicen,se IQ use Abbott's proprietary technology and other types of-information directly·.i:elated or~tised in 
con·necti6n ~ith cethromycin and its manufacture into pharmaceutical products without apy furtherp,ayment obligatiops to Ab~oit, 
.~15cept for !J.iose pa)'l;!,lent,op1iga!ions accrul~g prior to ·such expi!ation. 'J1le agreemen~ may be tenninated.~y-either p~qy on 30J!ays' 

.i'l!no!i.ce ifthe'~ther paify..ceasestltS.b,Hsjne~s ?.pera~on..s~~r if\he.other party,passe_s.a resoluti~n or at£OUrt o'f competenf juris<li'btion '" 
makes an oroer for winding• up itS' busines~;',Either pa\iy may also terminate' the agreement for·material breach 'if not cured within '90 
'~ys of.norice or jf nqt:Cured wtihjO't3.,0 dayl' cf.f notice if th~ breach relates tO a payment provision. Finally, we have Qie right to sub li-
cense our nghtstunder the"agreemen·fi"at oiirtdiscretioo. . . ' . . :: -. . "~·i-..c ..... . ,' 

:s: . . • • ·.\.'.'.:1• ~rt ,,t . • ~ . ~ •!., i<t . . • ·""' ·. .. . 
. . · lri.Mru:oh 2009, W£;filleg~d m>a notice. of~(spute~delivered to Abbott Laboratcides·tha~'i\bbofthad breached its obligations w1der 

+ t1ie .ficepse·agreement for-cethroriiycin ent~d lnio betwe,¢n Aboott and us in December 2Q04. · Subsequent.to de1ivering the no#,g~ of 

" :ajspute, .;y#,'Wtia~ed .ar~!trati~n prop~eding~i/lg~inst1\.bb?tt1u_n~er u;f~,il~m~ti~e ~l~pute ~eso1Wi.?l) p:.~~vl.si9'n.s ,b~.~fME~~·~?~!!t~i\; 
ment. ln•September 2009, pnor to the com.pleb on of arb1trat1on-proceedmgsj we and Abbott entereo mto a bmdmg .term sheet m set-

• • t;.; ·•r ·' t ... ~ .... ~ ' .,_ , I '- J · .. - I • ,.,,, ':\ -· , -'f I r · :· • 

tlement of~~ ~i~put~; '1'he bin1in~.t~nn sl.J.eet p~ovi9~ for certain ~end~~nts to the li~'im.se3gree~e114 'fhe lic~~:.e agreefl?ent was 
~_me.,12..defl-t?.~~structqre tl:ie.$30.?:w,~ll~on~JJlP·SUl'.1 ~ilest99e_i~aY?1.e.nt due .from ,~s ~~·Al?boJI up.,on l!·~: r~Pu~atory~~B!;O~l!l .of,.~~· 

. .i:r~romyc.in; .such that $20.0 m1}hbn11s payab!e w1.U11n,tw,.enty days of U.S;Jegulatory apRro~aJ!,·$5:0 ip1Ihon 1s pay~!e .. ynthr~"9 
~l!)~>nths of·Q'.~. regulatory approval;and $5.0 1J1illion is p11yable\yithin 12 months of. U.S. regulatory approval. lri a~.di.tfon,thr 'license 
a~eement".'was amen.Cled to reduce the royalty du~ fi;om iis to Abbott by two 'percentage poiri~·per_tier SIJ.C)l that we..w'lll O\ve~Al?_bott 
rqyaliY payjnents of,J 7o/.o on tile first $1 oo.g millio!1~f"\lggregate' net sales of. ~ethrorriycin,~16,%\)n·n~.t'sal~ :on.ce;aggregate net_:'sales 
exceed $10-0--:-o rriillion but are l~~s than· $200:0.milli<in, ana ·15% on all net sales once aggiegate"nei'siiles exceed $200.0 mi

0

Ilion . . Fi­
nii,lly, the terms to Pl!YlO Abbo'tt .~~5 m illi~h upon cethrorpycin rea¢hjng sj9ci.o millio~ in aggr~gate .. net sales "an~ $5,0 million u'?on 
tJ:ie drug re{lching $40p:p.millip~-~ri'a.~gr~g~1ef°";t1sale,~ ,~as, unchan·~eo. ~ f. , - < , 

Intellectual Property : '··"' "· · ··"'< ,j;~ '.i:t;'};iJ.,• 
,- • ~~ ...... tl.. ···•f..:"1·. - .. 

··. 
Patents anii Trade Secre!S' 

We continue to hofd an exc.liisive worldwide llcense·(exc luding Japan) from .Abbvie to develop and commerc(alize cethromycin 
(Restanza ™). The A'bbY.le .pate'3i).~ U.s·. patent number·~866549 which expires on September 4; 2016. In order to.lerig~hen the pe­
riod of exclµsivity, w.~ applied for-!!'Jd r~~eiX,e~iQualiQed. lnfe[ tious.Oisease Product (QDIP) <Je? i~ation fro.m the FDb .~nder-the 
Generating Antibiotic-1.nc'entives NoW. ((;if\1N) Ac;. The GAlN Act provides new incenti','.es {or the development of QDIPs includ-
ing: l • • .. ~ • .. ~~ (~ ~ • • .. , ... .. : •• ~ • 

·. i ..... "':•'' . ' 

Extending the·Haich-Waxnian1provisions rel'!t.ed to data exclusivity by 5 years while maintaining the current paradigm for an 
abbreviated ND.A paragraph iv~·certi ti cation; · · ~ " 

• Providing six mQn~hs ofad~iti~nal.t'.?Cclusivity for products with companion diagnostics; 
- . . 

• · Providing priority re.view by the F.DA; ·· 

• Making products eligible fo; 
0

fasi-irack. designation ·by the FDA; 

• Re~uiring a review and P.<?~; ible ~ev,isin&_ of FOA guidelines regardil)g ~linical, trial; and other requirements for approval of 
antibiotic drugs. •: ':, .. ·;· · 
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'Cethromycin was designated as a QDIP on December 18. 2014 by the FDA for the indication of gonorrhea. 

in addition, under the Hatch-Waxman Ac~, a_newly approved andbi~tic is eligible for a U.S. Patent extension of up to s yem to 
compensa~ for.market time lostduring the.d™g-~ppr~vaJ pr.ocess undertajcen by the FDA • 

. ·~~~i~~i~~~~i~~:i~.ii~~~~!ili~~,~a1~v9i~'~aP1#l~~~J~~~~~ .. ~1lit, 
.to ~~~IJ ~~~~Jc.l!fY.::!?:~t·l>.W.Pn~~ ~,s~,~,~9~:JQt·9~r:,~~l!Q.l9ID".;~1J1·~~p~g41,o,g~our:$uc9~i·D!'~tita1pµig:~{f.eetiye;~taim$·~nd,en-
fo.:~.~~,#.J9~~-~~~~ p#.~~j~.·-~:~J~~~~;~P:fil~!.i,lffi .. :~~-*.~~ .. ~!11ilf~X-_;9J&~r_jl>~t.~.-:~t~pJ~.-.~li2~ .. ~s;9_~~~-~$~.'.~ie_'~!.~i>P.~i~tj_l;tj,s~~.:_.'.~_(w,e.' ,jj~µs_' e w.ill®Stilfin,theli~uailcetofmt':;'··1~erlts'A)urJssu~- atJiits~ana'tliose."thahvema' -issue:·n.-Uie51utilre;1ir::t1f<re~rt~'-·;oo:·"·· '"-:':' .. ·" ... b 
c~Bi~~,~~~µ;\i~f4~~~·;:~r~~~/4ii~~~;;£V]!c»JP<>tiifi,~ft;o]1f;2tJ1tt;;~#f:stgp~anr~~tb~~troffi~~~iit~fl~g~tirteil_~%au~i~~~:~~~~; .e 
lepgth;of:t~J:m·:o:Fa~m~ )oreclion:tn&t;we)nai;hav~'.@·;Mr-! ·;o<tuclS~;:hfiiCldiilon ~ther61dm tieJio·:~ce.bllii;liS·"· ·aie)if '-- v~ra · e 

~~~t•l,ilPlti~l,JIBl'illill~!~;i~~~1f~ · 
tietc>~ &ii· ·:ott,ur, ··..odu~:clitl:ifi:Cf ~~-~ii11~;~~·;;:~iii1~ir,~~u;~fhf~;~]~~'ire':a7~irt~;uaf ~~¥otr:s1r!il~-t.J.~·~~~1~!t:i; · 
coiiinle ·~fauiauc5J. :ib~t:efi·:~fufctii~1·ati~~a~~1if i :ltl1~r~lt~Ni~~iii&n;~·~-~fiso:be. n<>-;tiSsunili~~iili£~u-,:~6lihor"'rep .. • · :~·"--: ··: · g 
demii&1:Ct6~.inffiii' ·;ffi~':n>;k~~:rir~irtl~Yfiie'~~~r7tKiifa·e=£m;t5~1ib'1~'1&~-·::'i'.lir.e iieen~1S'··~e.:1P;=a'·<~~r;tr1rra'.·Rfri~~~·a~i!~s:. . 

bi61Jliii~f- .. ~~:~~fiRtf · aa~rni~4i1!it1tatii51f@.f~~6~"'·~::,;l:i"~lr1'i~:~a~::.·ri~~t~:iriarijifim-1~~1'h~ili~~i<llis-~~e'be1fbV.e:iJiaf-<>lir -.. : ~~~i·1nrs~_.,. ·· .. ,?,,.~-uim5ii1~11~~r··· ,~~~~;~,tf~i'§V"'~'~~'-:J;~,-~~: ?':~, • .: · · _ 
. . . . .... '\:-r af)~~~~v.:toili"'· ) . ' i' i ·, . ~~~fti~lif~~ :act elcfPie"t~liiitnlitaeili&g; ' 

"· 1 it."... ·., ~~ ........ au ~'-lli~~~1·'·s~mt~~;,_ .. ,,_·.r:-:.~·.-,'"" ·;;r.,';.~-~·"' ·-.:-r~--
. ·. ~'Brff-&i ~~ . /ti,:;--.,·':~P~~- c ' ~~ts' ·J.'!~J'I~~,;tug~~J~~~~~;~~m~i~ : . : 

· may:w y :>arm u ve: en 'Wiuae ~fanu esl4u 1s11eulcompames:· ~ · · . ._ · '· 
"· ~,.'.QW.~~ii1m .. ~ 1 ti ·'..re· ~o e nn1n~ · ~"·~£0 ·e~f§.~~g~ye ~P:.'~ .. ~~~t!1l~~alff~1}1i~~~~te_"'?t~~O,~. ·A· 

•. ·~#~&!~[~+.• ~~~ I• ~~ s. .•. ,-,;.',\0~(-J-~11')'" •-"~'\'.1~'~.t.:-. l~l;:~~i~•:t\<-r.~·?~o;":!fJ.tb~"-'t••' • 
~ :·~· .• . -~~· ~1.0ll'. .:st e~1 r. ;~en!!v.~ ~ a· ~ ~~}~· ~~~~J]i>;.t~~~--t-~~-~(-: ._ 
~~- ;~, .. ',.·.:- . ' ~ 1~eqp Q!iii a e ~! ~ iQ ·~gt ~cl!m~aes·~an~-'~g1$\iilt1on.~fo~ ~Iu1:0:::,.<:_ I 

.\ :·: · -~r~~!t .. ,~,~~.~ =v>;1-:J: . --~9li~!~1~s· 8Jri;,-~· · -~~~~-~mJ~P:~~~~~~ •~t'~~-~~~w~~busJl.-· · . . . ness ··' "' i ,. ... o ·l'J!: • ,. ',l().i::.t: ~ •' ·w;i!f J;~·' f," , I,., .... ,,. f ..... , , ~II;. -~!!'~"·' v ···~_/"'' -~" ·~·-.... ·-· ........ . ... .. . 
: ' - . . ,.,);:~;~,;~1'~1f'!.~ .... ~- f~y;~rt:~~· . '";11'~~~:·1f:,~~-~: ·-~ .·· v :/'>i.~~.::~1;:i>?J• l' •• ~@(~~'4t~&.}:~?·:~1~~1~~1~~~ #.~,~1 ;;.~;;~ } '2;:~'.~:·\'+;· . ' 
. w~;~i'. "t".;:h: o -~ia~iilli -filoa :fot~J~-~1iri·iiliiCiva~lilf ·--:;te'rtiiin1~r..i~~i-:'"~&iicil.~aidli~;in ·iii~<Ltb.riii "'.ci~':tiur eollaboratois 

ror.~e:Jiri~1~fi6it1~1h~~"' -~auc~"'ofir~cl11i8b1iiili~f5mif · t?e:&>~il.wn·:;fiiiiitr'fe .. ~lfcira~i1~~ ·· ~Kt~1fotts\wiihin·the . 
sam.:erct·~~.~lfiliillif~~~dffif~· t:~t~it~i~-:.~rli~iltliitil.lir)oeiierti1i' -o~r:1(-.:J.m.;lt$~it11;o7ur.~6Turb6riiior5:c1c>.riof" = · ~1ufle 

· · ~.fi~rii1' \iJ:Slirt~:e16V-eicf~t.rt-~tlw.~Silf ~li~iitt"t {:S&~h :fr<>inilialwhicw~~,faa~1if6ut- i{~·"e~11~~f\\i1i11;iJi~~1ll'ere­
. _--;tre ·;1m ""oio11r:~~C1ifc:t=e:i"~cfifiiii'brffi~'~~1'u~'&ifff~d~01~iltion:Wiili ... i .. incruci: e:'1§iWrfcfu~craf~6~io"'~ilr ti· ic~11ah0r&1or. f 

.:" :·:.~:-~·r~·Y?::·~,: ,~~:?r~~:::~ :~.~£~it.i.i;Jl.;4if·if~l~~ i[:t~~\!~ t--.~~.W-~:t1.t.•t:>Vf-t:r;::;.~ 0f:•(f...::~ · .. ~~ .. ·~t71':0~·'f!-'J!:l.~~;:--J~:if ": ' ·/-;,,~t;.,-··:;,~,_ .~.: -:::.q·: ·~ . 
. . , ._ ·Tilere.an:Jils6.i·munoen~tc1>fif"an'tciiwoflfi" ~;t<5:devij1<f :neW:ilru; . .- .. ina.ot1l~tii~'Hl"'ies f'OOl{ese11iseases tiiai"are unde 'oin 

~1~f.~~~~~-1~f«~fi~~~~-#~~~i~=:+~~~=::s:.cz~~::: 
pani~~~d ·oqr oP.eratirtg.~uJtsc~i\{'~;ilf~df;~~ f~il~_t?·~omp~ie,effectlve]y." . . . . . ._ . . . 

Gover.nment R~.l~;lo~ -·· ! . :, : - :. . . .: ·> ;-;-. '. , . :· . 

§ov~mm~nt:~µth~riit~·i1:dhe·u.#tf~a-*~tes, ~t ~~e f~deial, st~te ancl loeat level, ~nd other co~~ttj-es:extensively regulate, 
amon.i~ other thitjgs, ~~-.~~r,c;h;.:~ey¢lopment_,:te8ti~g. 111anufac~ure,_ lapeling, promotit;>n, advertisi_rig; distribution, marketing and 
exP<?.J:l: m1d ·lmpori,::of ph.~~~~~ica~ p~d.-~c~ s~~W.8.S ~th()$7 we are deveJopi_ng. Th_e process of o_~-~iii~g reguhltocy approvals and 
the siibS¢Ciue.nt Stil>~ti1ff~ompli_arice with:-~pJ1t(>priate fede~f,.state, local and foreign $tutes and regulations require the expen-

di~: of~!~~~~.~l~~~-'!f~if~~ci.al~~¢~?,~'~~~~-;: \ ,< · · · · 
· -u.s. a~~~'rnm/!iii 'Rea~/qt/~n- .· · · 

)'1,~e-Vnite<r.$tat~;;#.i~J~i>A~~gµlat~s.:~Q~. aj>pr,~v.e.s drugs~ .. u~~er the Federal _Foo~~ Drug, :~~f co8¢eti~ Act. If we fail to comply 
with ilie·appiicable,·u~-it~.~.$j~t~·~quirem.~.~-~~~t·ariy~isne'during ihe procfuct development PR?C~, ~P.r:froval process or after ap-
pron.I, we may beC9me·~~~jgN~f~~~f,nJ.s(~tiye ;9rjudi~i~l.sa,nct_ions: Th~~ sanctions ~ould in~l~d.~jh,~:fDA~s refusal to approve 
pend~~g ~pplicat~o1#; w'l~-~-t~\V~i qf ~n\~~pr,'t>v~I~ *lin ical.~o}~,'.\yaming··r~tt~rs, product reca_l ls~' Pt9~ilb.(~~i~ures, total or partial sus­
perisipit qf pi'Qdi@o.-1 (_)f{~.i~tfibtjti9~~Jrijun¢tions,· firi~s, ci~il peg.alties or criminal prosect,1tion. AiJfag~n·cy.:enforcement action could 
have ·a -m~edal_ ~dvei-se ~ffect'.9~ ~~.> ·· . · _-. _ _ --~- · ~;. · .. ·_ : _ _ · · · • :· .· .-

The-steps required bef~.re if4rjjg may.~~ m~rk_eted i~. th~. UniteCI States inclu~e: 

• preciinical laborato1y:.c~s~:·:a.,im~l :st~ai~~--~n~ fo~ul~ti<>'n studies under the FbA;s gciod laboratocy practices regula-
·. . '•. . . 
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tions; 

• submission to ~e FDA of an IND application for human clinical testing, which must become effective before human clin-
·.ical trials may begin; · • . · . . 

adequate and \vell-contrf>i_leo clinical trials ih accordance with FDA good.clinical practice regulations to establish the 
safet)'. and efficacy ofthe. product for each 'in'clication; - : . • . 

. ·'If,·:.· 'f ,'' ;~;~··•, :;r.'1'~~ ~1:, ·1'•-.,f~~:..l,'' .. :._:-. c\ ,";·". 1"',• ' • 'l I ,, .~f.•' 
submission to the FDA of an ND.A:; ._. . '' . . . _ " 

• satisfactory completion .of an FDA inspectio~·of !lJe ma~.ufacturing facility or facilities ~!.which ihe product is ~roduc~.ifto 
asse~s co~plia~ce with C:ur[ent1g0o~ manufacturing practices: ("cGMP'.');".and"' '= ,," :: ~ · - ' - · • 

' ;; f \- ~ I ·~"'t ~ - " 1 -~ I ~ • ,• • 1 ~ ' 

• FDA rev1e~ and.appro~al of the NDA. . ·-"· · .' , ... .· ·.>. . • • 
:-- ... T ~- •. ;- .r ' r;. • - " 

Preclinical te5ti·includb lati9ii\tory evaluations of product chemistry,' toxicity and formulatio~: its w~ll as a~imal ·stildies. An IND 
sponsor IJ1\1Si sub~it'the results·ofthe pr,eclinical tests, togeth~r with manufacturing information and analytical data to the FDA•as 
part 'of th~.JNQ. The ·IND·must:be~ome{eJrective before bJiman.clinical trjals may begin.'fAn JNi> will atitol!laticall/become ,effective 
30 days af\~r receipt by the FDA: unless before that time the FDA raises concerns or questions.about issues such as the·conduct of the 
trials as outlined in the IND. In that case, the IND spol!sor and the FDA must resolve any outst~nding FDA concenis.9r questions 
before clinical trials. c11n·proceed. ·If these)ssues are ,unresolye,d,~the FDA may not· allow .the clinic'al:trials to commence.. . , 

•';' 
1 

! ' j •, ~~ I' ':'.,~..... ' • .,, .:{ •. -, ·~ • ·: f'1 ' 1~ :-1" ~ I~. ": I•; • ~~i: • j .. ·• 

Clinic~! trials ¥.Jvolve the aflministration of the ihve5tigational product to human~subjects under the supervision of qualified ln­
.V~~tigato.r5, Cli ni~al tfials are conducted under protocols detailing, among other.things, the objectives of the study,,the parameiers.to 
~e used inJ nonitoring saft;,,ty antl the effectiveness·criteda to be.evaluated. Each protocol must'bC ·~ubmi~~d to the FDA as part.<?f the 
IND r> . ,; . . ... ..~~ ~ 

. ~'tlinicai trials tyj>ic~lly are ~~nduct~a in three ~equential .phases, but~e phases ~~Y overlap or be.~~ihb.ine~: -~~2h .trial ~~~f be 
reviewe.d a~d approyed .bY an in.dependent Institutional Review Boar~ before ii can begin. Phase.I_ clinic~·, trials 'usuallyTn.~~lve the 
,. .:" ~.... . a . '!...· ':'. "" ... 
in_it,ial inttqduction of the investigat!on<il. arug int,q.huma-n§ t.o ev.aluate the product's safety,.dosage'tolerance and; phi!i:macodyn~ics . 

·and, if possible, tO gain an ·early mdicatioW of'its effectiveness. '"'t~ . ' ,, .. I :;.! .. 
·· ;~ Phase JI clini~al trials usually. involv~ contr~lled trials Jn a Ilmited patient pop~lation to: • . t'-~ w.if' 1 

• ,<"!.'::· 
J"' . .'.q . :ji .. ~.bet,; , ' 'Y.._,. . ' • L#t,• ·! , ·'~~-~- .,_.J . , .. .r .. f:::~;;.. ~ .. ti, ;,~:1 

• ey~uate dosage tolerance.ana.appropriate gosage; /" " ·'}_· .. <". '.'~~"'·:: • .. • . ·.'I 
identify possible a~verse effects~(! safetyTisks; and l . 

_e;J1:fat~ p;el,i,minarily th~_.ey[icatjfofthe•diug fcir s~ecifi_g indications. ' ~···'/' : ' . .j.:~ ·~··'.-" '""·"""'"' 
-;·.... .. \ ;: .... ~ . . , . .. ~·. :- -~ .. . -..t . ~} . 

PhasC'l_JI cli~i,cal trial~. usuaUyfurther. evaluate·<:linical e'fficacy ·~ll t~t furthei; for safety in an expanded patient P.'?PUlation. 
·Phase I, Phase II a·nd·P.h?se JJl .cltnical trjals may nqt be Ccimpleteo succ.essfully within any spe~ified period, if at al]. Furthermor~, the 
'FDf. o~. wi: may suspend-9r.terminate clini,ca~ trials111t aiiy ti}rie on variou.s grounds, incl.uding-a,pn_ding that the sUbject.s'pr"patients are 

. .. . . "- . ' bl h I h ·' k (. ,r ,., " . ' " . - ' . " . . ,bemg exp<i'sed to·an unaccepta e ea t n§_ . j "' ·. .· ' - .~ . .. ·- ~-; 

, As~4fiiil]g successful compieJion ofthe required clinical te:iing, the ;esultS ~fthe pr~clini~a! .. studies,a~d qf the clinic.al st1;1die~, 
togeihe~ wi.th10Jher,delaifod infon'l,latio~,2iflcll!i:ling i11f?'jma(ion o,n ·J.he m.<!JlU.factur~ 1Jnc! ·~.omposit.Lon~9fthe prod~f.ka~~~ubmi~i°g to 
the FDA in the form of.a1fNDA requesting appro_val-to marl<et the product for one·or m'ore indi~~!ion~ .' rJie' FDA·reviews an NOA to 
determine; among other t~ings,.~hi:ther a product is safe and effe~tive for !ts intended u'se and has a .favorable risk1be11efit profile. In 
asldition, FDA inspects seJec~ed Cli!JiCal tria) sites for.good clinic~! practice (~CP) COll!pl iance to ~nsure t~e clinical trial data quality 
and inte~rity. . .. •' ·,.,. . .. ,.,., . . t • 

•. ,"'"i . • 

Under Jhe Pediatric ·Research Eq11iJy Act of2003 NDAs onupplem~iits to NDAs must contain data to assess the safety and etfec­
tiveni:ss of. the drug ·for the cl11iined indications in all ~elevant ·pediatric subpopulati1:ms and to support dosing and administration for 
eac~. pedi~t~ic subpoP,ulat!on. for::vhic~,t~;· drug is ~af~ an_d eff~c!ive ., The .FDA may' grant deferrals f6r subm ission of data or full or 
partial waivers. In most cases, !Ji!'. NOA .~'!!_S0t be accomp~nieg by ,a substantial user fee. . · 

Before approving an:appliq!ti9n, the f.DA ytill insp~ct,the facility or the facilities where thi: product i~ manufactured. The FDA 
wi ll no$. ~]pro".e.!~~,!)?l?~.u~t .1;rn~~s's,,~G.MP ci>Jl'! P!i,~n~~-i~,c.~nsisJet~gAatjsf~~tor.y. The FJ?A will i~s\je ~n .~,P,~r~va,l. letter i.f ii d~ter-. 
mines that the·applicallon, man~facturmg.process anCl•m!cinufactur,rQg facrliues are acceptable. lf~he FDA 'determ 1~es the appllcallon, 
manufacturing process or manufacturing facilities are not accept'!ble; it will outline the Cleficiencies in thnubmis;;ion and often will 
request additional ·testing or, Information. Notwithstanding the submission of any_.requested additional information, the FDA ultimate­
ly may decide that the·applic~tiori' does.not satisfy the regulatory ~riteria 'for approva l.· 

The ~sting an}! a~prova.f p~ocess recjuir!!s su.~stantia; ti~e.'~~ort and financia.i resources, and each ml)y take several years to 
complete. The FDA may not grant approv,al on a timely basis, 'or 11t all. y./e may encounter dimculties or u·n-anticipated costs in our 
efforts to.secure necess<iry governl]lental approvals, which coul~ 'delay or prec lude us from marketing our products. The FDA may 
limit tile indications for useior place other conditions on any approvals th.at could restrict the commercial' appl ication of the products. 
After ap'proval, some t}-pes of changes to the approved p~oduct, such as adding new indications, manufacturing changes and additional 
labeling ciaims, are subject to further FDA review arid approval. 

~fter i'egulatory approvai of a product is obtained, ~e ·are ·required to.comply with a number ofpost~approval requirements. For 
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controls on. govemment fonded· reimbul'Sement for ;n~dic~l products and services; 
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•. 

controls on healthcare providers; 

chall~n.ges to the 'piici~g of medi~·a1: pfodiicis and sei:v i~es or limits or prohibitions on reimbursem~ni f~r ~~cific 
produc;ts and therapit<s through oihef'means; · . . · · · 

... --=t:·; A ' 0 ; 

.· 
reform ofdrug imJJoftation laws; and 

. " ' .-;;t ; : ' .. , :1; ''.•;i:r!: • ~ , , •.~ • : "" .. ~ < I. •' 

_exp;n1ion of use ofiii~aged c~e 'sy~te~s in w.hich healihc~re providers co{~C:t to ~rovid.e c~mprehenslv~ ~eafihcare 
for a fixe~ cost p: r p~rson. ., · ·~" .. · ' 

We a_re unable to predict what additional legislation, regulations or policies, if any, relating fo the hcalthcar~·industry .. 
. or tJiifd:party coverage arid reimb.ul'Sement may be·enacted in the future or what effect such legislation 'regul~tions or 

policies would hav~\;.; our business.Any.cost cphtainment measures, including those listed above or ~ther healthcare 
'l>YS!em ref~rms that are adopted could have a material adverse effect on our ability to ope~~te profitably. ..'~ .. 

'·. :t:~· -.~-· ,J. ·... • •• ? 
Research and De.vclopm cnt ;. < ... : 

• .. ;., - ( ·.;. t • • ·, .. Y'.' • 

~· During 2o·u·: $~42,292 W.as: ~pcnt on research and dev.elqpment 'activities. No'addit!~mal°•funds w~ r.e spent on 
-,,., research-and development activiti~s duri11~ 2012, 20 13, 2014 or 2015. --. ' •·• : -- -

" t 

lte~ ·lA. · Risk-Factors. , • . "' . _ · , ·! · 7· · 

,; -~":, ·;·~~~t) t,;; ~i~r;:. ·.~;;:i .. -· ·;~r-.>'.i{·t~ ~r.i .;~~ 1:?d~.:,,~., ·" -. .- j~·. ,;;Z'"j:\_· · ··'r~- · 
Qur lnfsiness irrv_olv_~ q high degr,ee of risk. !f al1)! of t~e following risks actually occurs, our &usiness, financial conditio_n or results 
of operg{ions could suffer. The riskf <jescribed below are not the only onis facing us. Additiqnal risks not pi:esenJ/y known_ to us or that 
we currently consider immaterial also may adversely affect our-company. -< : • .; • ' 

-:;., ": . .... ·. - : -
• • • • ;. ·: ... "'i- • • • +ll' • l 

Risks Related, to 9ur.lndu.sta ~nd .Busines§';7 , , • 
.. .;"" • • t :", i . ~ .. ~.v, .n, ,; I ' ; 

We have limited oper11ti11g history since suspetiiling our operalio11s in 2011. · 
,,- ..... :'.,... t :(· ~:r;~ ·"- .; , ~ .... .. . ,; .. .: . 

Since suspendini~~r.~pe~jo.ns in May 20 11; we'have nb_t generated any revenues from operations and we have limited re-
• • •. • • ;.•\;.,. l"l ~ I • .. • •· -

sources, Any operating' loss):s, together with risks associated with our abilit)' to be competitive in the pharmaceutical indµstry may 
have a materia(adverse effect on-our'liquidity. In addition, we may'.not have the r1!5ources.to resume operations to the llistorical levels 
prior to suspending ~ur operations, wh.ich wo~ld'~ave a materiai a9verse effect on our abilit)' to continue as a ~ompany. An investor 
in our common stock must evalua,te the ~isk~, .:irieertainties, and difficulties encountered by a company with limited operations. There . . .~- . 
can be no asslira_nce that we will g~~n_e_rate s~f!i~ i~~! 're.venues to maintain our business operations. 

~.... . ~= ···- • ' •, 

We nl'.!Y not.be able to coflfinue f/S.a go.ing concern· or fun1 our existing capital needs. 
' '. ;~~ ··• - • ~ I ~ .. t:i:; ' f ' ' " 

. O~r ind~pendent registe~~d ,;~~lie accountjn~f!rm inc.Jua~~·aii., explrioatb'ty paragraph in the report·oh our 2010 financial state-· 
ments related to the UJ1CCJ1ainry in·our ability to continue as a going concern. The paragraph states that we do not have sufficient cash 
on-hancj or·other funding available to meet our obl ig~tions andsustain our qperations, which raises substa11tial doubt about our ability 
to continue as a going concern. We will not be generating any proauct-based revenues or realizing cash flows from operations in the 
near term, if at all. We may not have sufficient qsh or other funding available·to complete our anticipated business activities. In order 
to il°ddress·our wo,r~ing capital:sho[!fall, 'wem:iusfraise add itional capital. 1,"here is no assui;ance that we ~ill be able to obtain adequate 
capital funding in ·the future ro co~tinue ope~tions and implement o'ur strategy. As a resu lt of these un<;ertainties, there is significant 
doubt about our ability to continue as a going concern. 
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We are a development stage co~any and may never attain product sales. 

W~ .. h~ve:~9.~-,~~~~~-.·@P.~ffi~~r~r:~Y··of,otJi:;:i>~dii~·~4i.d~t~~-i.fi#.ri~~FDA~-~riY.~e~D.i~~6ii~s,U1~t:we di~coyer(;r1Ji-Jic~rise­
will require ~?.$iy~:~d.'~$JJt.~~v~lopment,_.p,~c;cun~~H~g ~dl.~t. G1!rii~ltnaJ_sj1ii9.M~~kihg·~guJ~~ory"appi"Qvai for-c0ilh: 
me~i~ ~i;$_~:Q~~,mp~t~a~fm.~product:~<1i~te, .~e~~Y:~iµ~:!iil~:~y:Qtl)~r·~omJ>9#9~:We.'.p~~ov¢r,:Jf~el~.P.~oiiR~l~~ris~7.:Jltijy 
never be-a royedfor;oomm~iah~e.1'be.time.re .. ired:toattai1F'roducfs8les arid'" rofita'blr .. :-·s~Jen ··-.i;;.i • ~fl-ijnl.t.;; urice'·'··.-'··,; , ... . ... PP ... : . :•· .:• •.··.-.·.h: : ......... •·:•y:.. ' '. :; ~~·::~~- AP.1.-:··:• '.t.: .:·-~:·:·~;J~ .... •;,<:r. ... ~ v·"'~,: ... "'"'"·~:: "'•;.-\• .J~ -~1·'·--·~'t~J~l} ... ~.~·-~J .. : ~.0 •• ¥~ 
we c8:Jl~ot ass~eyou:~~t'.W~~~I.J:;be abJe to:~chiev~;:9r.\n,a.~~n.~pr,~tlµp~-~~!c;.~!'W~·~x~c~r9yr;,.i~ gP,e~!J~g_).0~~¥·~~ ·continue fl)(at·. . . 

Jeast:::J:zd.;!~t"'tz::r~~;::~z~~r~~t:i~Z1~~;r~~~:~i~~~ 
and.de:Y.elcf'ment ~o8ts;-re··ulre<Ho~iaenti4''" validaf: an&license:·--· ·fontiat roa~cfcafiCliaafes::condutt ~~iihicahtilaies,and c6nd1fct .. 
c~i11i~;,lf.~$.~·;~f;p~r:~~\1!itW~~ij:f?i~~~~-~~~(~t~:;{~fi~t~~~e'.~~~y~~P~p,~~~4~~)Y.Jffn!it~~l~{r~J\k~f.6~~istl~g~9r.m.~agei)ient: . rees;:o~~tjme.·of-~i19ite~~~n~~§~~~~e~o/ittt'·9~r'co1J~~9,ratj9ns1~f&9~~~~~f;~t~W4fp~~,~~~-~~~:'.~~·-hofii!lticipaie·g-~herat-.· 
ing an~ sigilifi~l~~~~~'.~~~1:~~n~~,;- j~~v~~:our'~~~~~~:~~~fT~~~i~~~;_·~~~~~~~-~~~~~~~~.v~n1· Yt-Mf.ifwe: ,: . ' .. 

• conduct ~dditiotjal. g~_asf 1IJ~c1i~icap1ws ajl~ prepare .for -t!t~~~~~e~t~J~~c~:·of}:ef!tr.~myc~;,. . . . . 

: .. :· 

• _ ~I 

... 

Ast"t!r.;.,~.··1":§ieif':!f.~·fiffiiij~to':in<fur:Si.t;:ificant·and mci-eaSin' 'o"'~-ratu) ']o5s~;tof~e%~ble1fufuie::Because offliC;~.'-. 
numero ~~~~,f~:-:~>ti~fsiwit!tta.~firfhr·res~····~ina: .roil!ci§I~¥-~~m~f~gfttirt5 ·we:iie~unabie"t0; ~~~cf€tlle,¢xtiiit6t,· 

. -an ;~ruhi~ias"i1'' ; · ~iiv~·"!i~· -~-~·, ~··i-. ·iriitilbfe~irever~11E'.v~n~t~~a~<l'o::t~·1i/e.f~;~i!afimhlt16';:W.e1rt~' ::notibe~af>l~:to1~u~in ~t~ifi;;;:! · 

.... ·. ~~~if# ; ~~}~~~~!if\1$~;~~'.Ji~=~~~~ffcl~{fit~~:i~J,~f~;:~~·f::;~: :·<;~~f , 
. . '~~wm:1t""ifire.·' . """'<Ir l l ~~'lfiJ~~ wJ~!:c-a~hilrn~~(fl1'1/ft~/Jr;~ ~~~;n-~~1~1es7''- '-·: :-uither dnUte or·oilier:. . . ~ ·-' ~ . :.~!~ !°:!\.J .Mi?~I<~. ~;~;;.,,.Ji'l~; .;:;(\'Ilk·•~~',;;;<:'. .-_, ·· J{ ,,-.. , '. ;·'·-.· l.·:.0.,.-;.1}7,.·,.: ,-lf1;.:-:J;'{:: ... J •;•I~.(-'_>~>'- '!!!'J:fi_ii . · ·. ; -. .. .. : 

wlse-advm'ely.1if/lectihoiil~:-oli,our].common ifo"(f/i.•·~· · .... · "' · · ~ ,·: · /"' ~-:::.!!~ • -• ,. . ···:,-. :;,'-!, :,,J,., • ., , . · ·-. . · .. · · · · <:,y:~: _;~{;~::'3~ftt:~r,~:;·:~!l~~~;·:;;:·;::~:;.~>~-··~:-?:~·::": . ~-::·:· .~- ":·:·L~?~·::·-'. > .::_ '.-:,: ~-~'~ ~--.. ·<·.-.:-.> ... : · ._... . 
Ou~~p~rafi~M~~!y:i;§:<ifi.~:~~J~~rn~~~~E~~- ~~a~~~:~pe.t~ ~e}!~~~~: 9!~~Y.~~~i~~~ ·~v:~~~,~ _in ~e near ~~~·-Yfe do 

not ~ow.w~~er·i<td~onaJ :fin~P1ng~µ1 ~~y~fabl~.~ µs 1lfl.W¥911lbl«r~l'!I!~. Qr.a:t. aU_;,ff9~the_.e~e~~ ~e are s~~fu~ 1µ ~su,g 
dclitionaf~ ·it8Ebj':iSYu1 ... ~-,,;f.•1fYJsecliriiies '!cf.,,, Si~tkiiOiders;_are.likeJ ~to--e~ · eoeniie~ful>5tiihlia1tfiiifher dilution. An· ·8dditionat 
:qu.itf_s~~~rifie~~~Jtij~~~-1.~n~tt R~~lij~~~r Jff~v.f!~ge(~~~~j:J9~~t~.?r ~!~~rngii~1~~%~f ~Cic~. ~o;~i~~~~nt that_ we 
raise·aaditlondlffiin1:ls .. tllroug{t1.~olhib.oration~anClj11ceiising:arrangeineritS;~sve·may;be1requ1red~to·.relmquish some rights to our tech~. 
no10· ··e~:6 .. _ ... ·~'cfbtrba'r&at~f~ci'ft1 ~ .... ~t·iic~rl~ei;· oii:i~rins·llia:t..are noi'fii'v6ia1lfe to!us~~Ti1efe:·car. b'e:n.o'assurance that-we wm be;able gi ... !rP[.,-.,~, -~., ... ""','""~-~,- . .,.,,_.,_ .. ,~.· . , ....... ,.- .,. ·:;j··~-·-·-r.-.:i • ••. ···"'·. .. •.. . . .. 

'to·obtairi:~deqii~~~~p1t8l:)µn;tfi~gi~~~th~ fu~ii•f9 c0ntmue·operations a~9 implemenrour. strategy. 'As a result of these uncertainties, 
there "i;; sub~ptiat dQ'µ~t.a)>Qu(~Ut ~J>iljty to 4P.~iijjµe as a:g~irig concetjl: . . .. 

We Will ~-~i~~Nf;~;~i;j,/;[~~tifi.~i/!d"lf.~~'!f:!,lii,~ !f~tfi~~¢~~d~1~ff#efiJo~~~>faJ..~ and ejJlcaCJI 

:Bef~re. obtiif~i~g regtilatofy · apprcSv~ for:the·sale 6four drug .candidateS, ·We must con~uct extensive development and clinical 
trials ~o:demonstnrte Ute s~f~t)f an~i":e.fficacy:of:our drug candidates and clinical or ~im~I trials to demonstrate the efficacy of our drug 
candidate$. CliriicaJ·t~drig.is·e~peilsiv~~ difficult to d~sign and implement, can take inany years to complete and is uncertain as to 
outcome. .. · 

~ faiJ~re of~~~~r':~-~t~j.~f;~pr_d~ni~~ ttj8.1~ .or:~~i_maJ .~ffieacy s!:~,~i~)~an occur a.t ~ny stage oftestin~. We may experi7~ce nu­
mer~us unf~~~~~Y~l)~.:~~~U~-R,<Pr'~ ~.~,U.~~:pf~~1mca~ ~~al~_~r-~n1!r'~J;~~~cy stu~_ies that could delay or prevent our ab1hty to 
receive regulatory·~ppro;val f)~-~-9D,1JJ)~roi~h~:~1:1r drug can<bdates, mclud1~g: . · 

regu1~,6~ ~Hn.stit~tf.oriiJ: .. ~~~iew boards may not authorize u~·:~o;co~rilence a e:1iriica1 trial or conduct a clinica1 tria1 at a 
pi'os~_~vidria~?i~~;:,' ,, · 

we may;,d~~i.d~, «>t.~guJ~t~rs may require us, to CQ~duct a,dditi~o~t cJini~l trials, or we ~ay abandon projects that we expect 
to be piomis~l)g; if:ouf:clin~cal ,trials or animal eff.i~ey srudi~s j>rotl~ce·negative or inconclusive results; 

' . ' • ' ~. - : -. : .·:, I • ',-' . ' • • 

we might ha~~:~o su~p~~iforterminate our cHnical trials .. lfthe parti~ipants are being ex·posed to unacceptable health risks;· 

regulat~rs-"c>r:instittiJjonaf review boards may require that we ho_id, suspe·nd or terminate clinical development for various rea~ 
sons, inClu~ing norico~pliance with ·regulatory requirements; 
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the cost.of oµr clinical trials could escalate and become cost prohibitive; 

'- ;·~ «.,,· •,: :·r '.,;~::~:·. );t,~;'.;;:;~~;: : :~t;;: :: ·-· · · .. ;"' ·'.. t{~~· ·.· ·:/'.~~ , ·· , ; · . . ·•· ., ,' :, 
If we are. u.h~~le to:~nt~r, into/~~r'f,i!ti!{hts. 1fitlt iltiril parties to sell;~md !~iu:.~euiir:) products we may develop, we may be uiiable to 
LEGALi 2349 hi i 6.2 .r · '.' , ... · .. 1·.' ' • • ,. 
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,generate revenues. 

Even lf.tye succe#sf.~lly ff.eyelop,ami:IJbialn apptofi.a!ior cetl~r,oi1Jyci1fi>r ~~y of our other product c11ntlldates, our business will not 
be proflJtible If dto~e products i/_o n~t ac/1/eve aii'tf:!tJ.0.l!i'tiln market 1;1¢cep~a/i~e. .. . . . ··,-, .. .. . . :-· 

_ Even if l!~Y,~ ~f .g.u~ ,p~JI~ -~,o4,~~t~s a~ -~P,~~~~~~}9~ _f4~~c;~t~l~~~-by ~e ~D1 or other ~egulatory ayfhorities, ·the degree of 
market acc~ptanc,e pf_any'~pptoved p(C:.)dµ~ candtda,te ·by ph)~s..1c1ans, h~lthcare profess1onals,.pat1ents and thrri:l~party payors, and our 
resulting protita~Ui6' '~cf gfuwh1, ·wiil,aepefi_d':~it4 riurfibe~ bff.ij¢fgrs~·in~iuCling: · -. · · 

out ability:to ~..Q~id~ ~cceptable ~vfderi~~,t,r s~fe~-~~~:tftfoacy; · . 
reJative·~onV~!Jieilce and e11se.df ~dmf"istrafio~'; 

the prevalence ~d severity ofany adve..S_e si~e:effe~~; 

the availab_ility of.alte~ative treatments; · 
. .. ~ 

the'.detans of FDA labeling requiremen~, includiJ'lg the sc~pe 6fapproved indications and any safety warnings; 
LEGALl2349i 116.2 
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pricing and cost effectiveness; 

the effectiveness of our or our collaborators' sales and market in~ strategy; 
,., , ... ... "I)' • • 

· Ol!r a~~lil{' to obfain.suff!s:ient Jhirp-pa:ty insu.rance cqyerage ~i.:reimbursem~~t; an~ '· 
~ - ~ I 

our ability to have the product listed on insurance company f~;mularies. 

If !l~Y of o~tp~~tju~t ~and_id:~~s .~chie~~@.~rket ~cc.eptanc~. we m,a:i:-:~?l.;be abi!! \0 !ll ~.in tain t~a~ Market ~cc~ptance ove~ ~ime if 
new pr_q__.Clucts or technQlog1es are mtroduced that are received more favorably or are more.cost effective. C~mplieations-may also arise, 
such.ifs antibiotic or viral resistans~, that render our products obsolete. Wr; rely on the favoi;able resistance pro.file of cethromycin op­
served to be a potential competifiye distinction from currently marketed compounds. Even if we receive FDAapproval to.market 
cethrq!,llycin, r~jstan9e max ~.~e.rge that wjJI ~tibstantialJy harm our abifitY to generaie revenu'es' frq m' its S,!1)e. ' . ;. -~ . 

Becaus,ft/Je re'sl:';f§. o[f!.r~~Ji11ic~l sturfiesJor.our P!eclinical prot/11ct ca~dldates arg 110 ( 11ef.es~~rilj1;r:edlcti;~.ef fut1fre'~esults, our 
product candidates may 'n f!t liavefavorable results i11 later cliliical trials or ultimaiely receive .regulatory appr_qval. '· .· , 

, $. I • ) • ;:,i_ 1 • .. • 

011ly one.producJ candida!e in cwr development pipeline, cethromycin, has been tested.in clinical trials. Our other product candi­
dates have only been through preclinlcal studies. In addition, other product candiClates we max in-license may also 'be in preclinical · 
studies!° Po'sitive resulis from pf°l~linical studies, particularly in vitro stutlieS, are no assurance lti~t l~t~~ clinical trials will sugceed.' 
Preclinical trials 1if~ n?t designed to establish the clinical efficacy of our preclinical product candidiites. We wfll o~ required to demon­
strate t~rough cl,injcal-trials that these productcandioates are safe and .effective for use befor.e we can seek regul'!tory approvals for 
their cofumercial'sale. Ti:Jere is typ.(eally an extremelychigh rate of fa ilure as•product candidates proceetl through c linical trials. If our 
product candidatfs faiJlto Oemonsti;ate s'ufficient safety and effi'cacy.in any' clinical tri_iif, we' \'.>'OUJd' e*perience.potentialJy §.ignificant 
delays Jn, or be requifed fo abandon, developin~nt of that product candidate. This woJ!d adversely ~ffect our abilicy to generate rev­
enues~a!id may damage our reputalion ,in the mdus~ry and in the investment community. 

' -·c:-j ).j • ' ... I; • ~ 

T/J~fuf1ire clinica{Jciti11g of 011rP.roduct cant/it/ates coult{ bf! delayetl,! esulti11g ilJ increns~d costs to l!S [tnd·a· delay i'! o~.r ability • 
to.generate revenuei, r. , ·-_ " -~ •. • • ~ ·. .~: : '.). • 

r ~ \--~~ .. f ~ =t; .. - :: i;r;r <, ·r ~ ').~ ::·;: . 
5)ur product candidates Will require preclinical testing and extensive clinical trials,prior to submii,f!_ng a reg1Jlatory application for _ 

corriT!J~f.Cial sales. we do noHmoy; wh~ther ~fnical trials will begin on time, if at a!I. Pelays in. the corri!!1ence111ent of clinical testing ·· 
cotiJClt~lgniticant!y;iir.ic~ea~e'op- ~~oducql,e~el~pmetjt;cp'st~ al)d ~elay P,!'Qduct com·m~c,i~liiation:1rn ~p_dition, !Jiany.of the.factors·that 
may caµ°sj!, or~lead to, ii drla"ydn ·ilieocommencem~nt of'clinicaqtials may also ultimately lead to denial of regulatory approval of a 
producfa:imdida'i~.~ach of these results wou_ld adversely'.'a'ffec~.our abili~_t.o general~ revenue~. · -.- -:·~ . ,... 

--l ~ :.. •,;. ... . ;. •:>t.:. ...?... " ':,. '-" - ·. -.. 1 ..!- _;.._ . ·. -•. 
The commenceinenJ of clinical trialstcan,be delay,ed for a v;rriety of reasons, including delays in;.: .. W{ • :; 

,,,. •• • • '• " •'.I ~ .,.• \ f • I • - ' •• :: ~ ,":' • o 

• ;., demonstrating si'.ifficient safety to ootain regulatory approval ·to.commence h~clini~al trial; . . . " 
• .-& reach_ing a&reement on ~i:_ceptabl~, terms with prospective cont~Ci rescarclj' ~rganizations anQ,trial sit~s; 

: • .~ •• ..... ~. ~ • , - • 1 " •• 

~· manufacturing sufficienrqua.5tirie~ .. ~f a product candidate; and "' • 

.. ob~~i~in~J~_sti)utional r~t;w.,. boa~j]hppr~~,:i~~ t,~ c'~n~d~c; \cli~ic~l .trials :~~ pro~pe~tive . s it~~~, , 
~·~· t' ~.· •. _ ' •' ~I 'Ml1~·~.,; ~ .-.• ~ ~ \. • ~~~ fl•~V. ' Hl. "' 

-.:1-r. •. • ., - '"'- I· i .. i.;. ~ •" ., • ~ t.. :.; i-... ':i"J ..,, 

ln' addition,.the commencement of clinic I trials may be delayed due to insufficient patient en'rollment, which is a function of 
many factors, incl.uding die ~ize of the; patienrp9pulation; the nature of the protocol, the proximity of patients to clinical sites, the 
ava ilaoTlity of effective treatments fqr tile ·relevant disease, and the eligibility criteria for the clinical trial. lf we are unable to enroll a 
sufficient number of microbiologically evaluable patients, the clinical trials for our product candidates cou ld be delayed until suffi-
cient numbers are achieved. · ·. 

.. -
lfwefitil to obtfli!I ~egu/afory approval~ ill, other countries for our product candidates llllfler tlevelqpment, we will not be able to 
gent;_rli/~ reve1X11ci i11 SlfC!t countr~es_. · ~ ... : 

i~ • ·' ' ,\," ' , • _ ci~ ... I, ,. ' • . • , ~' • I .• • 

In order to market otir product~ outside of the United States, we must comply with numerous and varying regulatory requirements 
of oth~r coun~ries. ApprovaJ,procedL1res .vary 'a.mong countries and can involve addi1 ional product tes~ing and additional administrative 
revie-:V:periods. T~e time req'uireo to obtain,approval .in other countries might differ from that required to obtain FDA approval in the 
United· Stafes. Regulatory approval' ln1one cciiintry doe.s not en~ure regulatory approval 'in anothe.r, put a fai lure or delay in obtaining 
regulatory approval i~ one country may n~gatively im'pact the regulatory process in _others. The risks involved in the non-U.S. regula­
tory approval process, as well as th~ consequences for fai ling to comply with applical?le regulatory requirements, generally include the 
same.considerations as in the Unif!!d Stat~s.,A-description of U.S. regulatory considerations can be found under the section entitled 
"-Ou_r business wou ld ~e materi~lly harmetj'ifwe fail to obtain FDA approval ofa new drug application for cethromycin." 

We will/ace signijic11nt competitionfrom.~~i!er biotechnology 1111tl pl111ri1111ce11riw l companies, 1md our operating results will s11f!er . . .. : -- . 
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Risks Related to Our Common Stock 

We are not current in 011r reporting obligations with tire SEC and our status as a public company coultl be revoketl at any time. 

We are not cur;e~t in our fili~g obliga-ti~ns withJhe SEC. While we are working to become current wjth our filing obligations 
!' ' j ,_. .. .. '°' ...-.., ~ A ~ - _.., . ·' ,. I ' " '\. - <t 

with the SEC, if we ¥e unable to compleie those filings.before the SEC se~ks to bring an administrative action against us, it is' likely 
th~t we wquld cease being ·a public company. In that event, the liquidity of our common stock would be severely diminished and our 
ability to con.tinue our operations c9uld be m~teri.ally affected. . 

·~ f '.. ~:~.. -' ,. • . 
~ ., • •• • ¥ • 

Our common stock,price has been ltigh/y volnlile, and your investment could suffer a tlecline in value. - . ~ 

The market. price of our 'co~mon stock has been.highly volatile since we compl~ted our initial public offering in August 2005. 
There is also limited 'rraping volume of gur common stock on the OTCBB. The market p"rice of o~r common stock is likely to continue 
to be highly~ volatile and could be ~ubj~t .to wide fluctuations iii response ~o vano~s factor_s and events, including but not limited to: 

the progress of our cethr6mycin development p'rogram a~d the timing ano results from any of our other programs.programs; 
the in-licensing or acquisition of additional product candidates; 
~e IOss of lice-nses or proprietary rights to technologies and products; 
FBi\ o~intei-national regu)atory actions and approvals; 

· chliflgC-s or developments in Jaws1 or regulations applica~le to out product candidates; 
failure of any of our product candidates; if approved, to achieve commercial success; 
introductio~.of competitive products or technologies; , 

v. geni111! ec_oqi;!mic aifg ma~~et"condjtions, including market conditions in the pharmaceutical and biotechnology sectors, and 
pv~rall"fluctuations iniU.S. equity markets; •• .,- -· "· · · · ' 

- litigation or p ublic concern abOut the safety of our potential products; · ~ 
' comments by securities-analysts· . 
_a~tual and anticipated fluctuations -in our quarterly operating results; , 

· deviations in our operating results from -the estiinales of sbcurities analysts; 
• . nµnorl! rel~g to us or our competitors; · 

_pfil>lic concern as to the effic,acy or ~afety o( new technologies; • . .. , 
. lliird party reifiiburserftent policies; t - ;"' 1,l • • • • 

4.~;lopmel!ts concemjp~ curreat"or future .~o)laborations, includi°ng disputes or termination events and tlie achievement, tim-
mg·and a¢0unting treatment of milestone payment$; . 
the. additiO!J or termipii:'ti_on of research programs Or funding support; and 
the 9ther fac.!ors descfibea in.this '\Risk Factors" sectiO!l-
~ - -" . . ~ 

Thc:_5-°e an_d other factors may cause tli~ market price and demand for our common stock to fluctuate substanti!llly, which may limit 
_or prevent ilivestors from readily sellipg 0eir shares of common stock and may otherwise negatively affect the I iquidity of our com­
mon stock. Jn addition, in the past, when the marl<et price of a stock has been volatile, holders of that stock have instituted securities 
class action-fitigation against the company tliai issued the stock. If any of our stockholders brought a lawsuit against t,JS, we could incur 
substantial costs defending the lawsuit an~ the time find attention of our management may be diverted. 

Bei:nuse ou,r_,~~mnzd~ ~fock is ~b~ lfs~et/,o~ a nationaf_se~uritii; ~change, you may !rave difficulty lratlbtg our securi(ies and our 
securities may trade at a lower.market price I/ran /Irey otherwise wi>ulrl. 

Our common stoC.k is l.isted on 'the OTC Bulletin Board and in the over-the-counter market in the so-called "pink sheets.n 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." Th~~e rules WQl!!d impose additional re9uiremen.ts on broker-dealers who effect trades in our securities, 
other than trades with their establish<ld customers and accreditea investors. (:onsequently, 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 res~ll our securities. 'The delisting of our securities from Nasdaq could also have other negative results, including the 
potential loss _of confidence by employees a~d others, the loss of institutional investor interest and fewer business development and 
co.mmercial partni:rship opportunities. • 

Our C/Jairitw11 nm/ Cj1ief Executive Officer //as signijicr1111 voting control over our company wliic/J may delay, prevent or deter 
corporate-actions that t~wy be in the best in{erest of our stock/Jo/tiers. 

'· 
The Co~pany entered into a business loan agreement with the Leaders Bank, for which Michae l Flavin served as the personal 

guarantor a;; required by the Leaders Bank.to consummate the loan. The Company defaulted on the loan and the Leaders Bank sued 
Michael F~a\iin to recover the approximat€?_ly $8,000,000 in principal and interest due under the Joan. Michael Flavin and the Leaders 
Bank sett l~d the suit and Michael Flav in_paid $300,000 to achieve the Settlement Agreement with the Bank (see Company History 
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Item lB. Unresolved Staff Comments. 

None. 

Item 2. Properties. . ·.,. 
\ ~· '.~··· • t ..... ' 

Our corporate office is located in·'woocjridge, Illinois and c~nsists o.f approximately 1,500 square feet of offi9e space. We believe 
that our curr,~lit faci}ities are ad~ql!ate io meet our needs for ihe for~e~a.bleJuture. Our facilii ies are leased and. our current lease ex­
pires in Aug~st, 2016. We.believe that ~uitable additional or alternative space will ·be ayailnble in the future .on ~ommercially reason-
able terms as.needed. · · " · · 

Item 3. Leg~I Pro~eedings . .' 

None. 

Item 4. 
"',.• . ' 

"!'lot appl!fable. 

" •· 
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PART JI 
.. 

. . ,. -:.. ~ . . . · .. ·- ; .... 

Item 5. Market for Registrant's Common Equity, Related Stockholder Matters anti Iss!!_cr Purchases of Eqµity Securities. 

Our common.stogl_c-is ~urr~i:itly traded.on the .o:fc.Bulletin Board ("OTCBB") under the sy!Jlboi "APLS". The following t~ble 
sets forth' the rang~ of.high and ·low !>id quot!ltions_ for our common'stock: for each_ qu'arter,of the i~t five fiscal yeai's,:as reporteit on 
the OTCBB. The quotations represent inter-dealet prices without retail markup, markdown or·commission, ·and may not necessarily 
represent.actual tr~nsactions. On March~. 2011, the Company effected a' J-for-30 reverse st~k split. · 

.J• ~ .•• 

Fi~t Quarter 

Second Quarter 

Third Quarter 
\ : _, ·,, 

Fourth.Quarter 

"iOt& ": · 
~ ... '·-

Fourth Quarter O.ol 

.. 
"'_-~ -.::·,. 1ligh 

First Quarter $0.09 $0.0.2 

Second .Quarter 0.07 0.02 

Third Quarter 0.10 O.QJ 

Fourth Quarter 0.29 O.Ql 

.High .L1ill! 

First Quarter $0.06 $0.03 

Second Quarter 6.06 O.D3 

Third Quarter O.D7 0.01 

Fourth Quarter 0.10 0.02 

First Quarter $0.69 SO.O l 

I Second Quarte_r - ---:-.,-,-------- J_o_Jo_._.____o._o_J __.. 
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Third Quarter 0.18 0.04 

Fourth Quarter 0.08 0.03 

Item 9. Changes in nnd Dis~greements With Accountants on Accounting and Financial Disclosure. 

~one. 

Item 9A. Controls and Procedures. 

Disclosure Controls and Procedures 

Our management, under the super.vi~ion and with the participation of our Chief Executive Officer (;'CEO") and ChiefFinancial 
Officer ("CFO"), has evaluated Jhe effectiveness of.9ur dis.closure controls and pro~edures (as defined in Rules_! 3a-I 5( e) and 
ISd-IS(e) under the Exchangeli.ct) as.of·becember.31, 20.13. Based on that evalu51ti9n, our CEO and .CFO .COT)«lu,ded that the Com­
P3!1Y'S disclosur~ controls ari~Jljocedures w,r;re not effectiv~ as o~December 31, 20i3 °[due to our inability to ,file~p"riodic reports on a 
timely basis with the SEC as a ·~l!lt of our Jack of capital !'esourccs and internal finapcial and·accounting personnel]. 

Management Report on Jnternpl C.optrol·over Financial Reporting 
; . , " . j~· 

Our management is respp~sible for establishirm and maintaining adequate internal control over financial reporting, as defined in 
Rul~ 13a-15(f) and 15d-1S(f) 6£ I.he Exchangt;Act. Our management assessed the.~ffectiveness of qur internal cpntrol over financial 
rejj6l}ing as of D¢Cembe~ 31·,~013, using the, criteria ~~t f9rth in the Internal Contrcfl-:Jhtegratea Framework (~992) issued by the 
Corfiii\~uee of SJ>?>ns9ring O~g~nJtatio!1fof.the1freaaway,Cofumis~ion (COSO). Qu~:management.c.oncludr;d ;hat 'Y{C did not maintain 
effective internal control .o"".er:fiQfricia·l repo!"ri.ng.becati§.~'.oJ lack of capital resou'r£esiand internal financial anq.accounting personnel. 

~:.. )(f-~~ . ~- ~ t ,• • -~~ '~· l .., • ~~:· • • ~~ 

' ThJs Annual Repo~ «foes !}Qt-include an attestation r~port of our independen~ registered publi~ accounting -firm regarding internal 
control over financial repofting-due,to-theip'ennanent exemption from such requirement for smaller reporting companies. . . .. . . . ~.,. . ·-;" . . ,_ . . 
Chang~ in Internal Control di;, Finilncit;1l Reporting.,-.··- . 

There were no changes in our interyial control over fin.'!Jlcial reporting during the quarter ended December 31, 2015 that have ma­
terially affected, or are reasonaoly:likely to materially affect; our internal control over financial reporting. 

: :· : ... ·," . . " 

Item 9B. Other Jnformntfon. : 

None. 
PART Ill 

Item 10. Directors, Executive Officers and Corporate Governance. 

Executive Officers and Directors 

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

Nnrnr Ag 
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,. 
Section 16{a) Benefi~ial oWne;shfi/ Reporting Compliance ' 

• • ··~ .: -• :=: • •. • • • , _ .• t.... .. 

Section 16(a) -~J the E~!<baJigii'~ct reql!i,.res our directors and executive officers; ancfperso!1.s who own more than t~n p~rcent of 
our common stock;1tffi.Je.witltthr SEC and any exchange or other system on which s4ch securities are traded or-quoted, initial reports 
of ownership and reports of cb:~ges in ownership of our common stock . 

. ";:_"". ... -: 

To our knowJe.dge, bis~a -~ti~Iy on•a review of the copies of such reports fum·i~hep to,us, .w_~ believe that all required repoits of 
our officers, di~ectfrs ano gre~ter than ten percent stockholders under 'Secti~n l 6(a) w_ere timeI§ .pied during the years ended Decem-

ber 31, 20 11 ,.2012, 2013, 2014_,and 2015. · -- • . . . 
Code of Business Condu_cuinqJ;_(hiqs' ·' . . . 

I ,,.. ::.. .. ;t"'=· ""' r • • , ~ , 

We ,have es~bii~h~d a·C~e:b'f- ,Busin~s.Co~duct.and Ethics that applies to pui. of~q~rs. director:s. employees, rep_r:esentatives, 
agents and consultants. We mt_eJlq to satisfy the requi rJ!ments unaer ltem-5.05 9f Forrii s:K regarcllng disclosure of amendments t9, or 
waivers from, prqv~sions of o,µr €ode of Bl!siness Conduct and Ethics that apply t_o,ous directors.'\nd principal executive_,.financial and .. 
acc~~nting drncer~J,byjp0~tin~'S.fc'il'ii nforf!1Jtion .on our wpb~itc . . ., ,:, ... · '- • · ,.1 · · ~:~~j;r ,!. _. • ~· . , ; . . ;, · 

• *"C. I o':. \, " • t • _.i.! ;J I ' .:.:c- • 1 ., • ' T :. ' 

Audit Co;nmittee ' · · ,";;. -: '"-'--"' · ' ' "· · 
")? • .. ~ I a, • • •. ·::~·•: "":1 .. • 

.T~~ Company has a separat~{y designat~ Audit Committee. The Audit Comm!ttee_revjews ¥1.d monitors our corporate financial 
reporting, our e)5:ter:naLausJits, the results a.ncf.s~ope of the ;:innu~I audit,, ci~her services provided by our.independent auditors and our 
compliaric~ with leg~l ITlatr~rS that have ~ signlftcant impact on our financial reports. The Audit·Com'inittee also consults with man­
agement and ou"r, ind~pendent auditorS before the presen!ati9n of financial statements to stoekhoid~rs and, as appropriate, initiates in­
quiries into aspectSof oU'r financiaraffairi_In addition, the·Audit Committee has the responsibility to consider and recommend the ,...__ . 
appointment of, and torev.ie~y (t;e ar~ngements ~v i th, oµr independent auditors. The ~urrent members of the Audit Committee are 
Richard -~eek, Scott M~do~.a'i:id Terry OsbOm, each of \~horn is an indepe'ndent director. ·Ris;hard B.eck is an audit committee finan­

cial expert as defi~ed in Item 407(d~(5) of.Regulati~n S-K. 

Item 11. Executive-Compensation. 
. . 

Summary Co111pe11stiii.on Table 

The following table shows information concerning the annual compensation for services to the Company of the Chief Executive 
Officer and the two a> other most hi,ghly compensated executive officers of the Company (collectively the "Named Executive Offi­
cers" or "NEOs") during fiscal years 20IJ,2012, 2013, 2014 and 2015. 

Name & Principa.1 Posirion Ycnr 

LEUALl23491116.2 

Salnry 
(S) 

Bon 
us 
(S) 

Srock 
Aivnrd 

Option 
Awnrtls 

(S)(I) 

N1?n,Equily 
Incentive Plan 
Compensation 

(S) 
Total 
' (S) 
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John L. Flavin, 

(1) 

President, Chief Financial 
Officer, Secretary and 
Director 

2,000 2,000 

Under the new 2015 ~uijy.lncentiye Plan, the NEOs listed abqve were award~ non-qualified stock options with an exercise price 
of $0.02 which ~ested~ on -~uly I , 2015. The amounts in. this column represent th_e aggregate grant daiefair ~al ue of option 
awards computed ih-ac~rdance with FASB ASCTopic 7 18. 

Compensation Program CoritJJ.one11ts 

"""" , Tti.e Compen_~tio!J Comj!ilttee is responsi bl~ for rey.iewing and determining compensation fo! ~ur NEOs ¥1d sen.ior management. 
The:~~mpe!Jsatio1rCo~~!tteC: ... ~l[~.ve~; that the t<?!.a! ·corrip~~sati~n opportunity. av,ai·l~b!~ ~o m7mbe.rs o'. Tan'~gement should consist 

'",Of b~e salary, annuaj oonuses and egu1ty-based 'compenS?UOn. The Compensat19n Committee cons1d.ers al l .ele~ents of the program 
w·h~~ setting c~mpensa_ilCjn l~ve1%;:fr~e1Go~pens8"tion Committee periodically meetS"iBdividually with 'members) if l!Jan1agei:nent in 
ord~r-~6 aSS!!SS progress tow~i meetfng objectixes set by "the Board of Directors for both annual 8J1d Jong-term cgmpensation. 
~·-.;~ -r - . 

Base· salaries 4 . ~ _ · • ~ · -:.. ~= • 

. · Base s~laries are determin.ed in acconiance with the responsibilities of each offic~r. median IJlarket data for"the posi tion and the 
officer's performance achievin_g cori>orate goals. The Compensation Commi ttee considers each of these factors but does not assign a 
specific value to each factor. Furthermore, a subjective element is acknowledged in evaluating the officer's overall span of responsibili­

~! ty and ·control. Total compensation for the Com.pany's officers is believed to be generally in line with similarly situated companies. 
Ann.J al Bonuses · · ·. ' ,, . .· · · ' 

The Compensation Committee 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 f~r the Company's Jong-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 adopted a new equi ty incentive plan for purposes of new equi ty 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, consul tants, agents , advisors and 
independent contractors of the Company to acquire shares of the Company's common stock. The 2015 Plan sets aside and reserves up 
to 2,000,000 shares of the Company's common stock for issuance pursuant to equity awards under the 2015 Plan. The importance of 
the new 2015 Equity Incenti ve 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 20 15, the Board of Directors awarded 99,868 stock options under the 2005 Stock lncentive 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 I, 201 5 . 

LEGALl23491116.2 

Frye Declaration 
Exhibit 6, Page 29 



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. 
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(1) Options vested on July I, 2015. 

Director Compensatio11 . 
There has been no cash compensation paid to directors during 2011 , 2012, 2013,2014 or 2015. 

Naine 

Fees 
Earned 
or Pnid -
in Cash . 

•. <~ 

~Srock 
~W.rds 

;_\ .($~. 1 

Op!ion 
A'mrds 

·i c$ic1> 
Y:. 

Non·Equi· 
ly • 

l nttnrlvc 
Pion • 

Compcnsa· 
' tion 

' <~ 

Nonqu.11JOtd 
Dcr<JTC<l 

Compens:r 
lion 

Earnings 

~($) ' -

! . 

All Olhcr 

Com pens• 

lion 
($) 

., . 
Total 

.. ($) 

. . --,--,.--- ---.---, ------ .- _. " . -;- .· ... ' . . . . . -.- .-;-·- - ;-- . 
-~@li{r, -~1.l!l!l.0[?)11, :. . ,,;· - : • -·; ~j) ·. ·'. :..:· '. : · .. · =·.'. - , - . ·,-<f:: 

• ," •• 4 • • • • • 

- ·~. • ' • i l : • _. ~ ' 
1 

' ,I } > ' ; , • ' ' 

1.~~ \1
1'. • :11.-f!~c1,;. . \!, -- , '.' • :·~'\i~'fJ ··~· · ~" · . '. · .' . ., --· . ·. - .. , . ,\1;11 

-'-, ; 500 .500 

500 
' - . ' .. ""f . ·:,. . .. :- .- . : ·,·' . . . . . . 
. ffih•J•11:!-' ,v,· riuo)•.1• · ! • . -: i · ~· . . . . .. -· . ; . . 

. l~ii: · : . : .'. ti; . ~- .i.: , ' ': ·;· i~1§.@;:·~} ·.' ' .. ~·'..., ~ ·:· . : .. " ::--". · .-· · . 'fiilO: 

( 1) Under the new 2015 Eql!ity Iptentive Plan, each director was granted 25,000 non-qualified stock options with an exercise price of $0.02 

"'· whic~vested on iuly l, 2015. The amounts in this column represent the aggregate grant date for fair value of option awards computed 
in accordance with FASB ASCTopic 718. . 

Hem 12. Security Ownership of Certain Beneficial Owners and Management an cl Relatecl Stockholcler Matters. 

Ownership by Our Directors, Executi,;e Officers and Greater than 5% Stockholders 

by: 
The following table sets forth information with respect to the beneficial ownership of our common stock as of December 31, 2015 

• 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 executi ve officers as a group. 

Beneficial ownership is determi.ned in accordance with SEC rules. In computi ng a person's percentage ownership of common 
stock, shares of common stock subject to options or restricted stock uni ts held by that person that are currently exercisable, or exercis­
able (or, in the case of restricted stock units, scheduled to vest and sell le) within 60 days after December 3I,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 community property laws, each stockholder named in the table has sole voting 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 e~ecutly~ officer listed below is in care of Advanced Life Sciences Holdings, Inc ... 1440 Dav'ey.Road, Woodridge, IL 60517. · 

~ ... ' . . . .·. . ' .. . · ~ ~ 

~··:• .. ·~ 'j i.• ~···~.·,. ,, . --z-~T--------

. i • -~ . • ~· ;.... • I • . ' • • . ' • • ' . -

40.4% 

~~ - \ 

* = less1than«1%- .• , ':. ' ·· . . >·· 
f ... ~~·~;~~;-;~:.t'". ·~ ":; ... · .:·'· .- . ·~ ... -~::'111• · ...•. ; ' 

(l ) Unless"othen~s~ indicated':ihe address for each fiv·e perce.nt st~kholder, dir~ctor~ di ~ector"riomin'ee and executive officer is c/o 
it-"' . I' • ;,;.,"•- :.: ~- - ;.;·."' 

Advanced Life S~iences Holdings, Inc., 1440 Davey Road, Woodridge, Ill inois 6051"7 . 
.; . ~ ~ . ... . 

-(2) Dr. Michael F.Javin is a member and a manager of Flavin Ventures, LLC, which is the sole voting member of ALS Ventures, LLC. 
In such capa~ity he may .be deemed to_ have shari;d. vo)ing and inJeitment power wit~';~pec_t to 314,677 shares held by ALS Ventures, 
LLC and 5 ,OS I snails held by Flavin Ventures , LLC. Dr. Mi~iiael Flavin disclaims beneficial ownership of the shares held by ALS 
Ventures: LLC ahci Flavin Ventures, LLC, excepl to the extent of his proportionate p~uniary interest ther~in . Includes - · 
I ,587,8.Ql shai:is of common stock ~eld directly and 2oq,OOO shares issuable upon the exerc:ise of stock options that are currently ex­
erci~able or exercisaple within 60 days. 

~· .. 
(3) Mr. J~~n Ffavin isµ ry:i!!mber and a manager of F.lavin Ventures; LLC, which is the sole voting member of ALS Ventures, LLC. In 
such capac_;it)'ile m~~ .tJedeemed to have shared voting and in~estment ' po'wer with respect to 314,677 shares held by ALS Ventures, 
LLC and_5,05.J ;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. Jncludes 373 shares of 
common st~f!Jeld·directly and I 00,000 shares i~suable upon the exercise of stock options that are currently exercisable or exercis­
able withi~ 60 dafs. 

(4) Includes 33 shares of common stock held directly by Dr. Xu and 85 ,000 shares issuable upon the exercise of stock options that are 
currently 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. Rec~· a~:f{ustee for the Daniel M. Reck Trust and 3,220 shares issuable upon the exercise of stock options that are currently exer-
cisable 9r e'i~r~i~ablf'\vithin 60 days. · 

'·· 
(6) Includes 333·shares of common stock held directly by Dr. Osborn and 3,1 07 shares issuable upon the exercise of stock options 
that are currently exercisable or exercisable within 60 days. 
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(7) . · lnc.ltides 2<)6.shaj'~ ~f common stack .held.di'rectly by Dr. Sagraves and 3,073 shares ·issuable UpC>n the exc:rci~ .of st9Ck options 
thatare currently exercisable or exercisabl~ within 60 days. · . · ·· ·· 

Item 14. Principal ~ccoQ·~~i~g Fees and Services. 
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Item 15. Exhibits, FinanCial Statement Schedules . 
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Frye, David 

From: 
Sent 
To: 

Mike Flavin <mflavin@flavinventures.com> 
Tuesday, June 28, 2016 12:58 PM 
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. 
ChiefExecutive Officer 
Advanced Life Sciences Holdings, Inc. 
1440 Davey Road 
Woodridge, IL 60517 
(630) 991-3013 
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J?age l. 
THE UNITED STATES S:ECURITIES AND EXCliANGE COMMIS$TON 

In the Matter of: 

Fil.e No. 3-1729:3 

ADVMCEP LIFE SCIENC~S ) 

HOLDINGS., INC .. , ET At ) 

.ADMINISTRATIVE PROCEEDINGS - PRE,....flEAAI~!S CONFERE~CE 

PAGES: 

l'IJ).CE: 

DATE:! 

1 through 16 

SecuJ:ities and El{change Conunission 

lOO ~ Street, NE 

Washington, o,(!.. '20549 

Wednesday, July 20, .201·6 

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

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

C '.·-:··. ... ,. 

. ·".-._, 

•.·· 

L 

Before (Via Telephone): 

JAMES GRIMES., ADMINISTRATIVE LAW .JOO.GE 

Diversified Reporting Services, Inc. 

(202) .467 ..... 92():() 

.. -;· . . .. ~.... ..•..: ..... 
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1 APPEARANCES: 

2 

Page 2 

3 On behalf of the Securities and Exchange Commission: 

4 DAVID S. FRYE, ESQ. 

5 Securities and Exchange Commission 

6 Division of Enforcement 

7 100 F Street, NE 

8 Washington, D.C. 20549 

9 

10 On behalf of Advanced Life Sciences Holdings, Inc.: 

11 MICHAEL FLAVIN, Ph.D. 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 
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1 P R 0 C E E D I N G S 

2 JUDGE GRIMES: Good morning. Today is July 20, 

3 2016, and we are holding a telephonic pre-hearing 

4 conference in Securities and Exchange Commission 

5 Administrative Proceeding File Number 3-17293. This is 

6 in the matter of five Respondents and they are Advanced 

7 Life Sciences Holdings, Incorporated; Anoteros, 

8 Incorporated; Emperial Americas, Incorporated; Nord 

9 Resources Corporation; and UNR Holdings, Incorporated. 

10 My name is James Grimes and I am the 

11 administrative law judge assigned to preside in this 

12 matter. 

13 Could I have an appearance of counsel for the 

14 Division of Enforcement, please? 

15 MR. FRYE: Yes, Your Honor. This is David Frye 

16 for the Division of Enforcement. 

17 JUDGE GRIMES·: Thank you, Mr. Frye. 

18 And I understand for Advanced Life Sciences 

19 Holdings, we have Mr. Fiavin; is that right? 

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

21 JUDGE GRIMES: So for the record, the Division 

22 of Enforcement filed evidence showing that all 

23 Respondents were served with the order instituting 

24 proceedings by June 20. And except for Advanced Life 

25 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 excep~ 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 
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1 Respondents. 

2 So, moving on, does anyone object to serving 

3 other parties and my office by e-mail, in addition to the 

4 normal service of papers, paper copies on the secretary? 

5 Mr. Frye, does that work for you? 

6 MR. FRYE: No objection, Your Honor. 

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

8 you 

9 DR. FLAVIN: Yes, it does. 

10 MR. FRYE: You know, actually, I'm looking at 

11 your letter. You're actually Dr. Flavin, aren't you? 

12 

13 

14 

15 

16 

17 

18 

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 

19 filings are made, you can file a courtesy copy to that 

20 e-mail address. But you still have to send paper copies 

21 to the secretary's office. 

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

23 again? I'm sorry, Your Honor. 

24 JUDGE GRIMES: That's fine. It's alj@sec.gov. 

25 DR. FLAVIN: Thank you. 
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JUDGE GRIMES: Sure. And were it up to me, we 

would just use electronic filing, but the rules are that 

we have to also send paper copies -- excuse me. The 

parties have to also send paper copies to the secretary's 

office of any filing. 

So by my count, my decision in this case is 

going to be due by October 18, 2016. 

Mr. Frye, is there an investigative file that 

has been made available to Advanced Life Sciences? 

MR. FRYE: I offered -- I -- yes, I offered it 

to them. A letter accompanied the order instituting 

proceedings, offering them the investigative file. Mr. 

Flavin Dr. Flavin hasn't contacted me to request to 

follow up on that. But it certainly is available, and I 

can provide it promptly if he would like to see it. 

JUDGE GRIMES: All right. Dr. Flavin, it 

appears that in your letter that you have admitted all 

the operative facts in the order instituting proceedings, 

either affirmatively or by not denying allegations. 

DR. FLAVIN: That's correct. 

JUDGE GRIMES: Okay. 

DR. FLAVIN: Yes, that's correct. I -- I must 

say, we have not filed in a timely manner, as the 

allegations put forth. But I've tried to put forth some 

reasons why that is and what our company has been 
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1 attempting to do about it in the intervening years, given 

2 the fact that our financial resources have been low and 

3 our our, you know, work force has been very low, as 

4 well. And so I just tried to explain what we're trying 

5 to do to address this issue and am asking the Court ·to 

6 allow us a little more time to attempt to make a filing 

7 that I believe would bring things very close to up to 

8 date and -- and try to serve at least the public good in 

9 terms of letting everyone know where the company stands 

10 and what it intends to do and what's been happening the 

11 last few years. 

12 And basically, we had to put the company in 

13 suspension in April of 2011, so there really hasn't been 

14 much happening, outside of a number of activities that 

15 I've been trying to conduct in order to raise the 

16 necessary funds to continue the clinical development of 

17 what could be an important antibiotic to overcome the 

18 resistance that's out there in the world right now to, 

19 you know, try to make a difference that way. You know, 

20 it requires quite a lot of funds to continue this 

21 clinical development. 

22 We know what we have to do. Our team is still 

23 active, to the best of their abilities, although many of 

24 them have other positions. Our board of directors is 

25 still in place. And we believe we could make a run at it 
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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 thfng 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 

can 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 sununary 

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. It'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 instituting 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 

4 

DR. FLAVIN: I understand. Yes. 

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 my brief in by the 10th, 

22 absolutely no problem with that. However, our reply 

23 certainly, you know, that time is going for be for Dr. 

24 Flavin -- you know, if everything works out, I won't get 

25 picked and that will just be Dr. Flavin's period for 
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1 preparing and filing his response. You know, but I just 

2 wanted to make sure the Court is aware of my scheduling 

3 issues. 

4. But other than that, I'm sure it can be dealt 

5 with. I just wanted to make the Court aware of that. 

6 JUDGE GRIMES: Okay, thank you. I'm sure it 

7 can be dealt with as well. 

8 So I think what we'll do is we'll make your 

9 initial motion for summary disposition due in three 

10 weeks. 

11 MR. FRYE: August 10. 

~2 JUDGE GRIMES: That's August 10. And then any 

13 opposition by Advanced Life Sciences would be due on 

14 August 31. And any reply would be due on September 12. 

15 MR. FRYE: Excellent. That's perfectly --

16 that's very good. Thank you. 

17 JUDGE GRIMES: Now, Dr. Flavin, if you want 

18 you don't have to do this, but you can file your own 

19 cross-motion for summary disposition. Most respondents 

20 don't, but if you wanted to, you could do that and you 

21 would follow the same schedule, whereby your motion would 

22 be due August 10, the Division's opposition would be due 

23 August 31, and then you can file a reply on September 12. 

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

25 because in this case it's the Division's burden to -- to 
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1 get the relief that it seeks and to prove the 

2 allegations. But I just want to make you aware of that. 

3 DR. FLAVIN: Thank you. I'd probably stay with 

4 the program that you outlined, Your Honor. 

5 JUDGE GRIMES: Okay, very good. 

6 All right. So just to be clear then, the 

7 Division's motion for summary disposition will be due in 

8 three weeks. Any opposition will be due three weeks 

9 after that. And if there is an opposition filed, the 

10 Division will have the opportunity to file a reply, which 

11 will be due September 12. 

12 Mr·. Frye, is there anything else that you would 

13 like to address at this point? 

14 MR. FRYE: Just -- I think -- forgive me, Your 

15 Honor. I believe you covered this in the opening 

16 session, but just to make sure, you know, we do ask for a 

17 default -- initial decision of default as to the other 

18 Respondents. 

19 JUDGE GRIMES: Very good. That's most likely 

20 what will happen, because they have not answered and they 

21 have not responded to the order to show cause. 

22 Dr. Flavin, is there anything else that you 

23 would like to discuss this morning? 

24 DR. FLAVIN: No, not at this time, Your Honor. 

25 JUDGE GRIMES: All right. Well, then I'll 
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1 thank everyone for their time, wish everyone a good day. 

2 And we're adjourned. 

3 (Whereupon, at 10:47 a.m., the pre-hearing 

4 conference was concluded.) 

5 * * * * * 
6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 
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16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

(Proofreader's Name) (Date) 

Frye Declaration Exhibit 8, Page 15 



UNITED STATES SECUlU:LlliS ANJJ J!i..&.\..,J:JAJ., u-.J.!I 

. CO.MMISSION 

llEPOllTEll'S CEltTIFICA'J'E 
·~ . 

· 11imher·c.aQYfdthfsp~ngQ roconfocl by me.and ·that dio fcirogoiugttanscdpt 
., ·. . has. beea prepare.cl uadetmy dimefien. . · · . • 

. . . 

. · . ·: . 

. · 
.. . ,. ... 

. . . . ., . .. . . . 

. . . -. . . . . . . . 

· . 

·· .. 

.. · .. 
... ... . ... 

. . 
·, .. ': .--... . 

.. .. . , .. 
. : ... · .. ·. 

. . .. 
.. •; : . . .. ... •. 

.··· .. 
. . . 

.. . 

.. 
·-·~ ~···--"" __ .. _;;,,. ... _,.;,,_~· .... ~--=- _...,.._..._.. __ ___, 

. . . 
·.I • 

.-

·. 

·. . . . . 

. . .,. 
: .. 

•• • ' ..... t • • .. • 

... . . 
. . ~ . ·. . . ... . . . . .. 

. ~: 

. ~ .": :.-: . . : . :- . . . . . . . . . .•· . . -
• ~ • • • • • • • • • • •• • • • ; J, • ; • • • • • • • ·: • ,f 

.. ·. 
. . · .... ·. . : . ; . '. ·.• . . . . -: . •· . .. •. \ •·. •.. . . . . . 

.· ~·,.:····:..; ·-: .. :' .... · .. · ·. :--::~·~:; .. · .:·:: .. · .. :i:.·. · .... . . 
.. . : .. ·--~· ·= .. . ·. 

.. . :·.. . . . . -. ·. . : .... .. . .. . . . 
• r:. •. • .. . . . . ~ ·.~ · .. ··• . .· .. 

,• ~. . .. .~ . ... . ·.· 

• . . . . . .> Y..t---=-~.:..i. .,.~-,..~;,, ~-.!~ ,r __ : . . . . . . . . . .· . 
·~~~~v.M.'!'SOQ:H'--1~"'- • ! • ~ •. . • .. 

. : · .... ·.- .. :· .. · ·· .... · · = . ·· (zOt).zg(;:,• : · · ·> · ·: ... : · .... · · : · ·• · ·.. . · .. · ·:· · 
.. '· ·. " .: . :· . iras:· (20Z).2iJq...~ ... :4.·:. . • .. ·'·. ~·· .. 

.. • • • • • • • • • • •: ' • • . ~. • • •• • •• • • • :. • I . . ... . . .. : . : . . . •. ~ . · .. · ~ .. . : 
. . .. . . . . . . ·.: : :t . . . .. . ~ . : . •. . . . . .. . . -· . 
. .. ·. . "· ... 

.. . .. 
. ··. . : .• 

·- ·- ... ·-· . . .• . 

..·. . . . ... . •. 

.. . . 

. .. . : 

.. . . .. . 
. . . ..... 

. .•·. . .· . . .. . : .. 
·... . . " 
.. · 

• t • 

.· . . 

. : · .. . . . .. . . =· . ··. : "·. ! . 
~ .. ·. .· . . ·. . . . ~ ... 

.. : .. · ............. ·- .. ·:;...: . • =· 
• .: 4:. • : ••• 

.. . 

. ... 
.. . .. ~ . . . . :"• . ~ . : 

. : .. 

Frye Declaration Exhibit 8, Page 16 



From: Mi!ce Flayln 

To: AU; Erve David: OBoyrf<e Kevin 

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

Date: 
Attachments: 

Wednesday, August 31, 2016 3:54:50 PM 
Opposl®n to Motion oc!f 
Exhibit 1 - Comprehensive 10-K· 2011 thmygh 2015 oc!f 

In coruiection 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: 
To: 
Subject: 
Date: 
Attachments: 

Rlqhtfax E-mail Gateway 
Erve David 

A new fax has arrived from 202m9324 (Part 1 of 1) on Channel 23 
Wednesday, November 23, 2016 8:33:00 AM 
Adefadtc0-1c21-4fb7-bBOb-5ans6f6f85d TIE 

11/23/2016 8:30:59 AM Transmission Record 
Received from remote ID: 2027729324 
Inbound user ID FRYED, routing code 7038139740 
Result: (01352;0/0) Success 
Page record: 1 - 3 
Elapsed time: 01:38 on channel 23 

Fax Images: [double-click on image to view page(s)] 
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From: 
To: 
Cc: 
Subject: 
Date: 
Attachments: 

:Kjmps Melissa 
Frye David 
J(Jmos MeUssa 
3-1n93 Advanced Life Sciences Brief - as promised per your request­
·frlday, December 23, 2016 9:33:05 AM 
Scao0573 pdf 
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