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Docket No.: 48675-4430US

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE
PATENT APPLICATION EXAMINING OPERATIONS

In re Appl. No.: 16/905,610 Confirmation No.: 8748
Applicant. Acerus BioPharma Inc. Customer No.: 60-1949
Inventor: Natalia Tkachenko TC/A.U.: 1627

Filed: 06/18/2020 Examiner: Kantamneni, Shobha

Title: Methods of Treating Hypogonadism with
Transnasal Testosterone Bio-Adhesive Gel
Formulations in Male with Allergic Rhinitis,
and Methods for Preventing an allergic
Rhinitis Event

DECLARATION OF EDWARD GUDAITIS
UNDER RULE 37 C.F.R. §1.132

|, Edward Gudaitis, declare and state as follows:

1. | am President and CEO of Acerus Pharmaceuticals Corporation.

2. | have been President and CEO of Acerus Pharmaceuticals Corporation
since May 1, 2018.

3. I have sufficient knowledge to make this declaration about
ownership/assignment of the above-identified application for U.S. Patent and the
corporate history/timeline and name change of Acerus Pharmaceuticals Corporation.

4. As demonstrated below, the Trimel and Acerus entities have been
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Docket No.: 48675-4430US

commonly owned since 2008.

5. Exhibit 1 depicts the history and timeline of the Acerus corporate structure
and the name change from Trimel to Acerus

L. Initial Incorporation as J5 Acquisition Corp and Change Name Change

to Trimel

6. Trimel Pharmaceuticals Corporation (“Trimel Pharmaceuticals”) was
originally incorporated under the Business Corporations Act (Ontario) on July 15, 2009
under the name J5 Acquisition Corp.* (“J5”).

7. J5 operated as a “capital pool company” pursuant to Policy 2.4 of the TSX
Venture Exchange (“TSX-V”) until July 11, 2011, when it changed its name to Trimel
Pharmaceuticals.?

II. Evolution of the Trimel Corporate Structure

8. On July 14, 2011, J5 (Barbados), Inc. (“J5 Barbados”), a wholly-owned
subsidiary of J5 incorporated under Barbados law, amalgamated (merged) with Trimel
BioPharma Holdings Inc. and kept the name Trimel BioPharma Holdings Inc. (“Trimel
Holdings”).? In connection with the amalgamation, Trimel Pharmaceuticals completed a
qualifying transaction (the “Qualifying Transaction”) by way of a reverse takeover
transaction. Trimel Pharmaceuticals then delisted from the TSX-V, and graduated to
trading on the Toronto Stock Exchange (“TSX”) under the symbol “TRL". Following the
amalgamation and Qualifying Transaction, Trimel Pharmaceuticals had two direct and
wholly-owned subsidiaries, Trimel Biopharma Inc. (“TBI") and Trimel Biopharma
Holdings Inc. (“TBHI").

! See Exhibit 1, Slide 2.
2 See Exhibit 1, Slide 2.
3 Sec Exhibit 1, Slide 3.
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Docket No.: 48675-4430US

9. The TBHI subsidiary also wholly-owned another subsidiary, Trimel
Biopharma SRL (“TB SRL").*

10.  On January 1, 2012, Trimel Pharmaceuticals merged with TBl and kept
the Trimel Pharmaceuticals name.5

III. Trimel Pharmaceuticals Corporation Changes its Name to Acerus

Pharmaceuticals Corporation

11.  On September 8, 2015, Trimel Pharmaceuticals changed its name to
Acerus Pharmaceuticals Corporation (“APC”). Accordingly, TBHI and TB SRL were
also renamed to “Acerus” entities.

12.  TBHI was renamed to “Acerus Pharmaceuticals (Barbados) Inc.” (“APBI”)

13. TB SRL was renamed to “Acerus Pharmaceuticals SRL” (“AP SRL").¢

IV. Reorganization of the Acerus Corporate Structure into its Current

Structure

14. On November 7, 2017, APBI transferred all of its quotas (which are
ownership units analogous to shares in a Barbados SRL entity) to APC. AP SRL
therefore became a direct, wholly-owned subsidiary of APC.

15.  On November 8, 2017, AP SRL was continued from Barbados into Ontario
under the new name “Acerus Biopharma Inc.” (*ABI’) and remains wholly-owned by
APC.” APC also has another wholly-owned subsidiary, “Acerus Labs Inc.” that was
incorporated to conduct a separate business that is unrelated to the subject matter of

4 See Exhibit 1, Slide 4.
* See Exhibit 1, Slide 5.
6 See Exhibit 1, Slide 6.
7 See Exhibit 1, Slides 8 and 9.

Page3of 6

PATENT
REEL: 056252 FRAME: 0744



Docket No.: 48675-4430US

this patent.
16.  On February 26, 2018 APBI was dissolved.®

V. Common Ownership and Obligation of Assignment

17.  Dr. Natalia Tkachenko and Mr. Wayne Krepnner were both employed by
Trimel Pharmaceuticals Corporation and were contractually obligated to assign any and
all of their inventions to Trimel Pharmaceuticals Corporation or such other entity as Trimel
Pharmaceuticals Corporation directed before and at the time that their inventions were
made.

18.  All inventors named on WO 2012/156820 (“Kreppner 820”) and WO
2012/156822 (“Kreppner 822") were obligated to assign ali of their right, title and interest
in, to and under the inventions and subject matter as disclosed, described and claimed in
Kreppner 820 and Kreppner 822 to Trimel Pharmaceuticals Corporation or such other
entity as Trimel Pharmaceuticals Corporation directed, which was Trimel BioPharma
SRL, pursuant to their respective contractual obligations with the Trimel Pharmaceuticals
Corporation.

19.  Thus, the Trimel Pharmaceuticals Corporation owned Kreppner 820 and
Kreppner 822, including the inventions and subject matter disclosed, described and
claimed therein, at the time such inventions and subject matter were made and the Trimel
Pharmaceuticals Corporation, now the Acerus Pharmaceuticals Corporation, continues to
own Kreppner 820 and Kreppner 822, including the inventions and subject matter
disclosed, described and claimed therein, to this date.

20. Dr. Natalia Tkachenko, who is the sole named inventor on the above-
identified application for U.S. patent, the “610 Patent Application, was obligated to assign
all of her right, title and interest in, to and under the “610 Patent Application, including the

8 See Exhibit 1, Slide 7.
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Docket No.: 48675-4430US

inventions and subject matter as disclosed, described and claimed in the ‘610 Patent
Application, to the Trimel Pharmaceuticals Corporation or such other entity as Trimel
Pharmaceuticals Corporation directed, which was Trimel BioPharma SRL, at the time
such claimed inventions and subject matter were made pursuant to her contractual
obligations with the Trimel Pharmaceuticals Corporation.

21.  Thus, the Trimel Pharmaceuticals Corporation owned the ‘610 Patent
Application, including the inventions and subject matter disclosed, described and claimed
therein, at the time such claimed inventions and subject matter were made, and the
Trimel Pharmaceuticals Corporation, now the Acerus Pharmaceuticals Corporation,
continues to own the ‘610 Patent Application, including the inventions and subject matter
disclosed, describe and claimed therein.

22. Thus, (a) Kreppner 820 and Kreppner 822, including the inventions and
subject matter disclosed, described and claimed therein, and the ‘610 Patent Application,
including the inventions and subject matter disclosed, described and claimed therein,
were commonly owned by the Trimel Pharmaceuticals at the time the claimed inventions
and subject matter disclosed and described in the ‘610 Patent Application were made, or
(b) Dr. Natalia Tkachenko was obligated to assign to the Trimel Pharmaceuticals
Corporation the ‘610 Patent Application, including the clamed inventions and subject
matter disclosed and described therein, at the time her such claimed inventions and
subject matter were made.

23. As | declared, the Trimel Pharmaceuticals Corporation evolved into the
Acerus Pharmaceuticals Corporation and, therefore, the Trimel entities and the Acerus
entities were commonly owned since 2008. See Exhibit 1.

24.  Thus, the subject matter of Kreppner 820 and Kreppner 822 and the
claimed inventions and subject matter disclosed and described in the ‘610 Patent
application (the “Dr. Tkachenko Claimed Inventions”) were, at the time the Dr. Tkachenko

Claimed Inventions and subject matter were made, commonly owned by the Trimel
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Socket Ko, 48675-3430U8

Pharmacsuticals Corporation or subject to an obligation of assigrnment to the Trinnsd
Pharmaoauticals Corporation.

Affiant further sayeth naught.

§ heraby declare that sl sistements made hersin of my own knowledge sre trus
and that ol ststements made on information and balief are believad o be frue; and
further that these ststoments were made with the knowledge that willful false ststemenis
ard the like so made are punishabie by fine or imprisonment, or both, under Baction
1401 of Title 18 of the United Siates Code and that such willful faise statements may
mopandize the validity of the application or any patent issued theretn.
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EXHIBIT A — SERIAL NO. 16/905,610
TO DECLARATION OF GUDAITIS
EVOLUTION OF CORPORATE

STRUCTURE
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Fvolution of Corporate Structure from J5, to
Trimel, to Acerus

PATENT
REEL: 056252 FRAME: 0749



Trimel Pharmaceuticals Corporation was
Originally Incorporated as J5 Acquisition Corp.

{Ontario) {Ontario]

{ J5 Acquisition Corp.* } I {Trimel Pharmaceuticals Corporation

Note*: J5 was incorporated on July 15, 2009 (see Certificate of Incorporation at Exhibit A)
Note**: 15's name was formally changed to Trimel Phamaceuticals Corporation on July 11,
2011 (see Articles of Amendment dated July 11, 2011 at Exhibit B)

PATENT
REEL: 056252 FRAME: 0750



Merger and Qualifying Transaction

15 Acquisition Corp.
[aka Trimel Pharmaceuticals Corporation]
(Ontaric) *Note: See Amalgamation Agreement(including Amendments)
| attached as Exhibit C. These documents are the final versions as
filed publicly on SEDAR (www.sedar.com) pursuant to Ontario
. : mmmmm securities laws. Please note that since the original Amalgamation
J5 (Barbados) Inc. \; Agreement was signed in March 2011, before the name change
| Barbads] ] from J5 to Trimel in July 2011, the documents use the “J5
lerger’ e emm e ! Acquisition Corp.” name instead of the “Trimel Pharmaceuticals

Corporation” name.

i
\{ Trimel Biopharma Holdings Inc.
i (Barbados)
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Corporate Structure of Trimel Pharmaceuticals
Corporation: Post Qualifying Transaction

[Trimel Pharmaceuticals Corporation (TPC)}

{Ontario)

*Note: TBI was a wholly owned subsidiary of TPC.
See the Shareholder’s Register at Exhibit D

R w
¥ ¥

Trimel Biopharma Inc. (TBI) Trimel Biopharma **Note: TBHI was a wholly owned subsidiary of
(Ontario Holdings Inc. (TBHI) |  TPC. See the Shareholder’s Register at Exhibit E

(Barbados)
e **¥Note: TB SRL was a wholly owned subsidiary
y of TPC. See the Quota Register at Exhibit F
Trimel Biopharma SRL
( (TB SRL)
{Barbados)

Note: The Share registers attached at Exhibits E and F also demonstrate Acerus Pharmaceuticals’
common ownership of these subsidiaries after the name change from Trimel to Acerus. See the
final entries on each share register. The illustration of the name change from Trimel to Acerus
begins on Slide 6.
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Trimel Pharmaceuticals Corporation and Trimel
Biopharma Inc. Merge

Trimel Pharmaceuticals Corporation
{Ontario

&

Merger* ;‘*f
§ ; :
! ';

§ \ ¥

aaaaaaaaaaaaaa

: Trimel Biopharma Inc. : |  Trimel Biopharma

"Aodtll!!!!!iaﬂﬂﬂ(ﬂ.i,::?:l;o!)xii !!!!!!!!!!!!! HOIdings InCI
(Barbados)

¥

{ Trimel Biopharma SRL]

(Barbados)

*Note: See Articles of Amalgamation dated January 1, 2012 at Exhibit G. The
merged corporation kept the Trimel Pharmaceuticals Corporation name.
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Post-Merger: Trimel is Renamed to Acerus on
September 8, 2015

Post-Merger Structure Name Change to Acerus
¥ . .
Trimel Pharmaceuticals Corporation } & {Acerus Pharmaceuticals Corporation (APC)
{Ontario) {Ontario)
¢ ¥
¥
Trimel Biopharma » Acerus Pharmaceuticals
Holdings Inc. (TBHI) (Barhados) Inc. (APBI)
(Barbados) (Barbados)
.o ‘E * (
Trimel Biopharma SRL » | Acerus Pharmaceuticals SRL {AP SRL)
(TB SRL) l (Barbados)

(Barbados)

*Note: Name changes were all effected by
Articles or Certificates of Amendment dated
September 8, 2015. See Exhibits H, | and J.
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APBI Transfers its Ownership of AP SRL to APC

Acerus Pharmaceuticals Corporation

(APC)
[Ontario)
1)
S On November 7, 2017, APB transferred
H Lo | all of its quotas (ownership units
) covemonn | analogous to shares) in AP SRL to APC.
i c oy See the Declaration of Transfer dated
 Acerus Pharmaceuticals b Noverber , 2017 at Extibit K. APB
§ (Barbados) Inc. ( ApB]) ;\\ﬁf was then diss'ol'ved on February 26,
§‘ (Barbodls) i 2018 see Exhibit L Accordingly, AP SRL
TP —— became a direct wholly owned
subsidiary of APC,
)

{Barbados)

Acerus Pharmaceuticals SRL (AP SRL) }
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Acerus Pharmaceuticals SRL is continued from
Barbados into Ontario as Acerus Biopharma Inc.

[Acerus Pharmaceuticals Corporation (APC)}

{Ontario)

\

{Barbados) {Ontario)

{Acerus Pharmaceuticals SRL (AP SRL% -------- ', { Acerus Biopharma Inc. }

*Note: Continuation effected by Certificate of
Continuance dated November 8, 2017. See Exhibit
M.
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Current Corporate Structure

Acerus Pharmaceuticals Corporation
{Ontario)

¥

( Acerus Biopharma Inc. }

{Ontario)

Note: Acerus has another wholly-owned subsidiary named
“Acerus Labs Inc.” which does not bear upon the question of
common ownership. This illustration of Acerus’ corporate
structure has been simplified accordingly.

Note*: See Acerus Biopharma Inc. Shareholder register
attached as Exhibit N.
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