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UNITED STATES PATENT AND TRADEMARK OFFICE
TRADEMARK TRIAL AND APPEAL BOARD

C\Tale

In re Application Serial Nos. 86/155,839 and 86/155,840 — TAIRX and Design
Published in the Official Gazette on November 18, 2014

TAURX THERAPEUTICS LTD.,
Opposer, Opposition No. 91221124

V.

TAIRX, INC.,

N N N N N N N N N

Applicant.

OPPOSER’S RESPONSE TO APPLICANT’S COUNTER-MOTION FOR
SUMMARY JUDGMENT

Opposer, TauRx Therapeutics Ltd. (“TauRx”), has standing to oppose Applicant’s

C\Tale

(“TAIRX and Design”) Mark. Further, TauRx has never abandoned, nor intended to
abandon its U.S. trademark registration for TAURX, Reg. No. 3,658,141. Accordingly, TauRx
respectfully asks that the Board deny Applicant’s Counter-Motion for Summary Judgment.

A. Granting Summary Judgment Is Appropriate Only When There Is No Genuine
Dispute as to Any Material Fact.

Summary judgment is appropriate only when “there is no genuine dispute as to any
material fact and the movant is entitled to judgment as a matter of law.” Fed. R. Civ. P. 56; 37
C.F.R. § 2.116(a). “A material fact is one that may affect the decision, whereby the finding of
that fact is relevant and necessary to the proceedings.” Opryland USA Inc. v. Great Am. Music
Show, Inc., 970 F.2d 847, 849-50 (Fed. Cir. 1992). In reviewing a summary judgment motion,

all “evidence must be viewed in a light favorable to the non-movant and all justifiable inferences



are to be drawn in its favor.” Lloyd’s Food Prods., Inc. v. Eli’s, Inc., 987 F.2d 766, 767 (Fed.
Cir. 1993); Hollywood Casino LLC v. Chareau Celeste, Inc., 116 U.S.P.Q.2d 1988 (T.T.A.B.
2015).

B. TauRx Has Standing to Oppose Applicant’s TAIRX and Design Mark because It
Owns U.S. Reg. No. 3,658,141 for TAURX.

Under Section 13 of the Lanham Act, “any person who believes that he would be
damaged by the registration of a mark upon the principal register” may file an opposition. 15
U.S.C. §1063. “[T]he requirements for standing to oppose over the years since enactment of the
Lanham Act have become progressively less restrictive and more liberal in favor of allowing one
to oppose.” 3 McCarthy on Trademarks and Unfair Competition § 20:7 (4th ed.) (citations
omitted). It is well settled that “[t]he purpose in requiring standing is to prevent litigation where
there is no real controversy between the parties, where a plaintiff is no more than an
intermeddler.” Am. Vitamin Prods. Inc. v. Dowbrands, Inc., 22 U.S.P.Q.2d 1313 (T.T.A.B.
1992).

A party does not have a heavy burden to establish standing to bring an opposition before
the Board. Rather, to have standing to oppose, the Federal Circuit requires the opposer to have:
(1) “a real interest in the proceedings”; and (2) “a reasonable basis for his belief of damage.”
Ritchie v. Simpson, 170 F.3d 1092, 1095 (Fed. Cir. 1999). TauRx easily satisfies both these
criteria, and therefore has standing to bring this opposition.

First, TauRx has a real interest in this opposition because it owns U.S. Reg. No.
3,658,141 for TAURX for a variety of pharmaceutical goods and services. See Exhibit A to
Amended Consolidated Notice of Opposition, 25 TTABVUE, and Annex A, Declaration of
Charles Harrington (“Harrington Declaration”), Exhibit 1 (TESS and Assignment records of

TAURX mark); see also The Clorox Co. v. Salazar, 108 U.S.P.Q.2d 1083 (T.T.A.B. 2013)
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(holding that the opposer established standing by attaching as exhibits “copies of its pleaded
registrations obtained from the Office’s TESS database, showing that the registrations [were]
valid and subsisting and owned by opposer”).

Second, if registered, the TAIRX and Design mark would be confusingly similar to
TauRx’s preexisting TAURX registration and would therefore damage TauRx. See Amended
Consolidated Notice of Opposition, 25 TTABVUE 10 (“TauRx . . . believes it will be damaged
by registration of the marks shown at Application Ser. Nos. 86/155,839 and 86/155,840 . ...”)
and 25 TTABVUE 14 at Para. 7 (“Applicant’s proposed use and registration of the TAIRX and
Design mark is likely to result in confusion, mistake or deception with Opposer, its TAURX
Mark, or the belief that Applicant or its identified goods and services . . . are in some way
connected with, licensed, or approved by Opposer, or that Applicant is a business partner of or
otherwise affiliated with Opposer.”).

TauRx’s belief that it would be damaged by the registration of the TAIRX and Design
mark is reasonable given the similarity of the marks and the goods and services. Thus, TauRx’s
ownership of a valid U.S. trademark registration for its TAURX mark establishes its standing to
oppose the registration of the applications for the TAIRX and Design mark. See Orange Bang,
Inc. v. Ole Mexican Foods, Inc., 116 U.S.P.Q.2d 1102 (T.T.A.B. 2015) (holding that the
opposer’s ownership of a valid U.S. trademark registration “established its real interest in the
proceeding, and therefore its standing”); see also Cunningham v. Laser Golf Corp., 222 F.3d
943, 945 (Fed. Cir. 2000) (holding that the petitioner’s ownership of valid U.S. trademark
registrations was sufficient to establish its “direct commercial interest and its standing to petition

for cancellation™).



C. TauRx Has Standing Based upon Ownership of U.S. Reg. No. 3,658,141 Even
Without Use of the TAURX Mark.

TaiRx argues that TauRx lacks standing, despite TauRx’s ownership of its U.S.
registration for the TAURX mark, because TauRx has yet to use the TAURX mark in commerce.
TaiRx is wrong as a matter of law. An opposer can establish standing to institute an opposition
proceeding based solely upon ownership of a pending U.S. trademark application or a valid U.S.
trademark registration even if it has not commenced use of the mark. See Fiat Grp. Automobiles
S.P.A.v. ISM, Inc.,94 U.S.P.Q.2d 1111 (T.T.A.B. 2010) (holding that the opposer had standing
based on its Section 66(a) application even though it had yet to use the mark in U.S. commerce);
Spirits Int’l, B.V. v. 8.S. Taris Zeytin Ve Zeytinyagi Tarim Satis Kooperatifleri Birligi, 99
U.S.P.Q.2d 1545 (T.T.A.B. 2011) (the opposer had standing based on its intent-to-use
application even though it had yet to use the mark in commerce); see also Norty Ltd. v. Daley-
Smoothe, Cancellation No. 92054126, 2014 WL 5908012, at *3—4 (T.T.A.B. Oct. 27, 2014)
(holding that the petitioner had standing to seek cancellation based on its Section 66(a)
application even though it had yet to use its mark in U.S. commerce).

Moreover, TauRx’s nonuse of its TAURX mark has been excused by the USPTO. On
July 21, 2015, TauRx filed a Declaration of Excusable Nonuse of Mark in Commerce Under
Section 71 with the USPTO to renew U.S. Reg. No. 3,658,141 for its TAURX mark. See
Harrington Declaration, Exhibit 2. In this Declaration, TauRx explained that its nonuse of the
TAURX mark in commerce should be excused, and the registration should be renewed, because
TauRx was conducting clinical trials for its pharmaceutical products and could not begin use of
the TAURX mark until the completion of these clinical trials. The USPTO accepted TauRx’s
Section 71 Declaration of Excusable Nonuse on September 22, 2015. See Harrington

Declaration, Exhibit 3. As a result, the USPTO renewed TauRx’s U.S. Registration for the
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TAURX mark, and it remains a valid registration. TauRx, therefore, has standing to oppose
TaiRx’s applications.

D. TauRx Would Have Standing Even if It Did Not Own U.S. Reg. No. 3,658,141.

Even if TauRx did not own a federal trademark registration, however, it would still have
standing to oppose. A party need not own a federal trademark registration in order to have
standing in an opposition or cancellation proceeding. See 3 McCarthy on Trademarks and Unfair
Competition § 20:14 (4th ed.) (“Standing does not require that opposer have filed its own
application for registration.”). Indeed, the Board has held that a party can establish standing
based merely on a bona fide intention to use a mark in commerce or in connection with the
goods, even if that party has not yet filed a trademark application or obtained a registration. See
Am. Vitamin Prods., 22 U.S.P.Q.2d 1313 (finding that the petitioner had standing to petition to
cancel the respondent’s mark because the petitioner was planning to file an intent to use
trademark application and the registered mark would likely block the petitioner’s application
because it was confusingly similar); see also 3 McCarthy on Trademarks and Unfair Competition
§ 20:7 (4th ed.) (“Even a party with no direct proprietary ownership interest in a trademark can
have standing to oppose if it meets the requirement of having a real commercial interest and is
not merely an intermeddler.”).

Here, TauRx has a real commercial interest in the outcome of this opposition proceeding
because it has had a continued intent to use the TAURX mark for its pharmaceutical goods and
services since 2004, and is concerned about a likelihood of confusion with the TAIRX and
Design mark. See Harrington Declaration at Para. 9 and Amended Consolidated Notice of
Opposition, 25 TTABVUE 14 at Para. 7. Thus, TauRx has standing to oppose the TAIRX and

Design applications.



E. TauRx Has Not Abandoned its TAURX Mark.

TaiRx also argues that TauRx lacks standing because the TAURX Mark was abandoned
in 2012. As a preliminary matter, TaiRx is wrong because, as explained above, the case law
supports a finding that TauRx has standing based solely on its intent to use its TAURX mark,
even in the absence of a federal trademark registration. Nevertheless, TauRx owns Reg. No.
3,658,141 for TAURX, and it has never abandoned, nor intended to abandon, the TAURX mark.

A mark is deemed abandoned when “its use has been discontinued with intent not to
resume such use.” 15 U.S.C. §1127. The TAURX mark has never been abandoned because
TauRx has never discontinued its use of the mark with intent not to resume. In fact, the USPTO
accepted TauRx’s Section 71 Declaration of Excusable Nonuse on September 22, 2015, and
renewed TauRx’s registration. Therefore, because TauRx’s nonuse was excused as recently as
September 22, 2015 — i.e., less than three years ago — there can be no presumption that its
nonuse was coupled with an intent not to resume use. See e.g. Bonafilia v. Am. Marketing Assoc.,
Cancellation No. 92032964, 2004 WL 2075788 (T.T.A.B. Sept. 15, 2004) (denying the
petitioner’s motion for summary judgment on its abandonment claim because registrant
submitted a declaration of excusable nonuse to the USPTO for its trademark renewal and
questions of fact existed as to whether the registrant’s activities constituted excusable nonuse
such that the trademark had not been abandoned).

Even in the case cited by TaiRx to support the position that a Section 44(e) registration
can be subject to cancellation, Imperial Tobacco Ltd., Assignee of Imperial Group PLC v. Philip
Morris, Inc. 899 F.2d 1575 (Fed. Cir. 1990), the Federal Circuit recognizes that the presumption
of abandonment can be overcome if the nonuse of the mark is excusable. Id. at 1581 (“If a

registrant's nonuse is excusable, the registrant has overcome the presumption that its nonuse was



coupled with an intent not to resume use” such that the mark will not be deemed to be
abandoned).

As stated above, in its July 21, 2015, Declaration of Excusable Nonuse of Mark in
Commerce Under Section 71, TauRx explained that the TAURX mark should be renewed, and
TauRx’s nonuse of the mark should be excused. In this Declaration, TauRx explained that it was
currently in the process of obtaining United States Federal Drug Administration (“FDA”)
approval for its TAURX pharmaceutical products, had been engaged in clinical trials for its
pharmaceutical products since as early as 2004, and could not begin using its TAURX mark for
its pharmaceutical goods and services until the clinical trials were complete and its
pharmaceutical products received FDA approval. See Harrington Declaration, Exhibit 2. The
USPTO accepted this Declaration of Excusable Nonuse on September 22, 2015. See Harrington
Declaration, Exhibit 3. This evidence alone is sufficient to show that the mark has not been
abandoned at least as late as September 22, 2015.

Moreover, courts and the Board have held that use of a mark in clinical trials is not
abandonment, but, instead, is tantamount to use in commerce. See e.g., Alfacell Corp. v.
Anticancer, Inc., 2002 WL 31121389, at *4 (T.T.A.B. Sept. 24, 2002) (finding “Congress
intended the term ‘use in commerce’ to encompass shipments of pharmaceuticals for clinical
studies prior to receiving FDA approval as a reflection of common industry practice” and
granting the respondent’s motion for partial summary judgment on non-abandonment); Kythera
Biopharmaceuticals, Inc. v. Lithera, Inc., 998 F. Supp. 2d 890, 899 (C.D. Cal. 2014) (finding use
of a mark during clinical trials was use in commerce); see also 3 McCarthy on Trademarks and
Unfair Competition § 19:118 (4th ed.) (stating the shipment of goods during clinical trials

constitutes use in commerce).



Finally, TauRx has continued to develop its pharmaceutical goods and services which it
intends to offer under the TAURX Mark. To this day, TauRx continues to conduct clinical trials
for its pharmaceutical products. See Harrington Declaration, Exhibit 4 (print-outs of TauRx’s
website documenting its clinical trials for its TAURX pharmaceutical products and its future
plan to conduct additional clinical studies to build on the data revealed from Phase 3 of its
clinical trials). TauRx continues to prominently use the TAURX mark on its website, located at
www.taurx.com, which is available to U.S. consumers and provides information about its
TAURX pharmaceutical goods and services. See Harrington Declaration, Exhibit 5 (print-outs of
TauRx’s website with TAURX appearing on the site). TauRx also continues to attend medical
conferences and meetings in the United States to present the ongoing development of its TAURX
pharmaceutical goods and services. As recently as December 8, 2016, TauRx presented its
clinical trial results at the 9th Clinical Trials on Alzheimer’s Disease 2016 meeting in San Diego,
California. See Harrington Declaration, Exhibit 6 (TauRx press release documenting TauRx’s
presentation at this conference).

Since 2004, TauRx has never ceased its intent to use the TAURX Mark, and to this date it
continues to develop goods and services which it intends to offer under the TAURX Mark. See
Harrington Declaration, Para. 9 and Exhibit 7 (explaining TauRx’s continued intent to use the
TAURX mark). Given these activities, TauRx has shown that its nonuse of the TAURX mark is
excused and the mark has not been abandoned.

F. Conclusion

For the reasons stated above, questions of material fact exist as to whether TauRx has
standing in this case and whether the TAURX mark has been abandoned. The Board therefore

should deny TaiRx’s counter-motion for summary judgment.



Respectfully submitted,

PATTISHALL, McAULIFFE, NEWBURY,
HILLIARD & GERALDSON LLP

Dated: April 24, 2017 By: s/Jason Koransky /
Thad Chaloemtiarana
Jason Koransky
200 South Wacker Drive
Suite 2900
Chicago, Illinois 60606
(312) 554-8000

Attorneys for Opposer, TauRx Therapeutics Ltd.



CERTIFICATE OF SERVICE
I, Jason Koransky, certify that a true and correct copy of the foregoing OPPOSER’S
RESPONSE TO APPLICANT’S COUNTER-MOTION FOR SUMMARY JUDGMENT was
served by e-mail on this 24th day of April 2017, on Applicant via its counsel:

Kevin Keener

Keener & Associates, P.C.

161 North Clark Street, Suite 1600
Chicago, IL 60601

312-523-2164
kevin.keener@keenerlegal.com

Rishi Nair

Keener & Associates, P.C.

161 North Clark Street

Suite 1600, Chicago, IL 60601
rishi.nair@keenerlegal.com

s/Jason Koransky /
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PTO Form 1663 (Rev 11/2012)
OMB No. 0651-0055 (Exp 11/30/2015)

Declaration of Continued Use/Excusable Nonuse of Mark in Commerce Under Section 71

The table below presents the data as entered.

T T R

REGISTRATION

NUMBER 3658141
REGISTRATION

DATE 07/21/2009

SERIAL NUMBER 79043574

MARK SECTION

MARK TAURX (stylized and/or with design)
ATTORNEY SECTION (current)

NAME Amy B. Berge

FIRM NAME Greenebaum Doll & McDonald PLLC
INTERNAL ADDRESS 3500 National City Tower
STREET 101 South Fifth Street
CITY Louisville

STATE Kentucky

POSTAL CODE 40202

COUNTRY United States

PHONE 5025873707

FAX 5025402268

EMAIL abb@gdm.com
AUTHORIZED TO

COMMUNICATE VIAE- | Yes

MAIL

DOMEREFERENCE 117179.00000

ATTORNEY SECTION (proposed)

NAME Thad Chaloemtiarana

FIRM NAME Pattishall, McAuliffe, Newbury, Hilliard & Geraldson LLP
STREET 200 South Wacker Drive, Suite 2900

CITY Chicago

STATE Illinois

POSTAL CODE 60606-5896

COUNTRY United States

PHONE (312) 554-8000

FAX (312) 554-8015



EMAIL TC@pattishall.com

AUTHORIZED TO
COMMUNICATE VIAE- | Yes
MAIL

DOCKET/REFERENCE

NUMBER 825-003-0006

OTHER APPOINTED

TR Demetra Merikas

CORRESPONDENCE SECTION (current)

NAME Amy B. Berge

FIRM NAME Greenebaum Doll & McDonald PLLC
INTERNAL ADDRESS 3500 National City Tower
STREET 101 South Fifth Street
CITY Louisville

STATE Kentucky

POSTAL CODE 40202

COUNTRY United States

PHONE 5025873707

FAX 5025402268

EMAIL abb@gdm.com
AUTHORIZED TO

COMMUNICATE VIA E- | Yes

MAIL

DO WREFERENCE1117179.00000

CORRESPONDENCE SECTION (proposed)

NAME Thad Chaloemtiarana

FIRM NAME Pattishall, McAuliffe, Newbury, Hilliard & Geraldson LLP
STREET 200 South Wacker Drive, Suite 2900

CITY Chicago

STATE INlinois

POSTAL CODE 60606-5896

COUNTRY United States

PHONE (312) 554-8000

FAX (312) 554-8015

EMAIL TC@pattishall.com;DM @pattishall.com; kep@pattishall.com; docket@pattishall.com
AUTHORIZED TO

COMMUNICATE VIAE- | Yes

MAIL

DOCKET/REFERENCE

NUMBER 825-003-0006

DOMESTIC REPRESENTATIVE SECTION (new)

NAME Thad Chaloemtiarana



STREET

CITY

STATE

POSTAL CODE

COUNTRY

PHONE

FAX

EMAIL

AUTHORIZED TO

COMMUNICATE VIA E-

MAIL

DOCKET/REFERENCE

NUMBER

200 South Wacker Drive, Suite 2900
Chicago

Illinois

60606-5896

United States

(312) 554-8000

(312) 554-8015

TC@pattishall.com

Yes

825-003-0006

GOODS AND/OR SERVICES SECTION

INTERNATIONAL CLASS

GOODS OR SERVICES
TO BE DELETED

GOODS OR SERVICES IN
USE IN COMMERCE OR

005

First-aid kits

Pharmaceutical preparations for the treatment of diseases, illnesses and ailments in humans and
animals, namely, infectious and parasitic diseases, neoplasms, blood disorders, mental disorders,
disorders of the nervous system and sensory, organs, musculoskeletal system disorders, genitourinary
system disorders, communicable diseases, neurological diseases, and psychological conditions;
chemical preparations for medical and pharmaceutical purposes, namely, for the treatment of diseases,
illnesses and ailments in humans and animals, namely, infectious and parasitic diseases, neoplasms,

FOR WHICH OWNER blood disorders, mental disorders, disorders of the nervous system and sensory, organs,

CLAIMS EXCUSABLE musculoskeletal system disorders, genitourinary system disorders, communicable diseases,

NONESE neurological diseases, and psychological conditions; diagnostic kits comprised of pharmaceutical and
chemical preparations for the treatment of diseases, illnesses, and ailments in humans and animals,
namely, infectious and parasitic diseases, neoplasms, blood disorders, mental disorders, disorders of
the nervous system and sensory, organs, musculoskeletal system disorders, genitourinary system
disorders, communicable diseases, neurological diseases, and psychological conditions

SPECIMEN FILE NAME(S)

ORIGINAL PDF FILE | SPN0-204911721-20150720072623040622 . 3658141 TauRx NON_USE _SPECIMEN.pdf

CONVERTED PDF
FILE(S)
(1 page)

SPECIMEN
DESCRIPTION

WTICRS\EXPORT16MMAGEOUT16\790\435\79043574\xm13\S710002.JPG

No specimen is being submitted because excusable nonuse is being claimed."

Registrant hereby makes the excusable non-use claim: 1. The mark TauRx has not been used in
commerce. 2. Registrant is in the process of obtaining United States Federal Drug Administration
approval of its TauRx pharmaceutical products through on-going clinical trials. In 2004, Registrant
began clinical trials in the UK and Singapore, and had initiated the process to undertake trials in the
United States. In 2009, Registrant had a meeting with the FDA on its Pre-Investigational Drug
application. Attached as Exhibit A is the May 2009 letter from the FDA to Registrant regarding a
meeting between the parties on Registrant's Pre-Investigational Drug application. Registrant continues
to engage with the FDA on approval of its TauRx pharmaceutical products within an Investigational
Drug Application. 3. In 2012, the FDA permitted Registrant to begin three Phase 3 clinical trials for
Registrant's TauRx pharmaceutical products referred to as TRX-237-005, TRx-237-007, and
TRx-237-0015. Attached as Exhibit B are print-outs from Registrant's web-site TauRx.com showing
that, in 2015, Registrant's pharmaceutical products are in Phase 3 clinical trials. Attached as Exhibit C
are print-outs from Clinicaltrials.gov for each clinical trial indicating that the trial is in progress, and
that the earliest completion date for the trial is mid-2016. 4. The clinical trials cover the potential for


../SPN0-204911721-20150720072623040622_._3658141_TauRx_NON_USE_SPECIMEN.pdf
../S710002.JPG

EXCUSABLE NONUSE
EXPLANATION

INTERNATIONAL CLASS

GOODS OR SERVICES
TO BE DELETED

GOODS OR SERVICES IN
USE IN COMMERCE OR
FOR WHICH OWNER
CLAIMS EXCUSABLE
NONUSE

treatment of Alzheimer's disease and dementia with Registrant's TauRx pharmaceutical products.
However, if approved, Registrant's pharmaceutical products could also be used for the treatment of
the human and animal illnesses, diseases, and disorders set forth in its Class 5 registration, namely:
Pharmaceutical preparations for the treatment of diseases, illnesses and ailments in humans and
animals, namely, infectious and parasitic diseases, neoplasms, blood disorders, mental disorders,
disorders of the nervous system and sensory, organs, musculoskeletal system disorders, genitourinary
system disorders, communicable diseases, neurological diseases, and psychological conditions;
chemical preparations for medical and pharmaceutical purposes, namely, for the treatment of diseases,
illnesses and ailments in humans and animals, namely, infectious and parasitic diseases, neoplasms,
blood disorders, mental disorders, disorders of the nervous system and sensory, organs,
musculoskeletal system disorders, genitourinary system disorders, communicable diseases,
neurological diseases, and psychological conditions. 5. Further, Registrant's use of the TauRx mark
for diagnostic kits comprised of pharmaceutical and chemical preparations for the treatment of
diseases, illnesses, and ailments in humans and animals, namely, infectious and parasitic diseases,
neoplasms, blood disorders, mental disorders, disorders of the nervous system and sensory, organs,
musculoskeletal system disorders, genitourinary system disorders, communicable diseases,
neurological diseases, and psychological conditions depends on completion of the clinical trials for
Registrant's TauRx pharmaceutical products and FDA approval of the TauRx pharmaceutical
products. Results from its completed clinical trials, for example, a patient's response to a drug or a
placebo, will be available only when the clinical trials are complete. Registrant requires these results
to further develop the diagnostic kits set forth in its Class 5 registration which it has already begun to
develop. Accordingly, Registrant could not begin use of the TauRx mark for such goods until
completion of the clinical trials and FDA approval of its TauRx pharmaceutical products. 6. Under
FDA requirements, Registrant must analyze the data and complete a study report including
information from Phase 3 clinical trials undertaken in United States and other countries. Registrant
must then submit to the FDA an application for New Drug Approval and a Marketing Authorization
Application for its TauRx pharmaceutical products. Final FDA approval of these applications may
take twelve months from completion of the last patient visit within these trials. 7. Both Registrant's
application for New Drug Approval and its Marketing Authorization Application must be approved by
the FDA prior to Registrant offering its TauRx pharmaceutical products for sale in the United States.
Accordingly, Registrant anticipates that the earliest it could begin sales of its TauRx products in Class
5isin 2017.

009

magazines; computer servers

Computer software for facilitating research in the fields of science, medicines, drugs,
pharmaceuticals, biology, biotechnology, bioinformatics, clinical development and statistics,
laboratory and diagnostic instruments, namely computer software for use in the analysis and diagnosis
of medical conditions; pre-recorded CD-ROMS and computer disks containing electronic
publications, namely, test reports and manuals, and information in the fields of pre-clinical, clinical
and pharmaceutical research and drug discovery and drug research; pre-recorded magnetic data
carriers and pre-recorded computer disks containing databases and information in the field of
scientific, medical, drug, clinical, pharmaceutical, biological, biotechnical, bioinformatic and
statistical research

SPECIMEN FILE NAME(S)

ORIGINAL PDF FILE

CONVERTED PDF
FILE(S)
(1 page)

SPECIMEN
DESCRIPTION

SPN1-204911721-20150720072623040622 . 3658141 TauRx NON USE SPECIMEN.pdf

WTICRS\EXPORT16MIMAGEOUT16\790\435\79043574\xm13\S710003.JPG

No specimen is being submitted because excusable nonuse is being claimed."

Registrant hereby makes the excusable non-use claim: 1. The mark TauRx has not been used in
commerce. 2. Registrant is in the process of obtaining FDA approval of its TauRx pharmaceutical
products through on-going clinical trials. Registrant's use of the TauRx mark for the goods set forth in
in its Class 9 registration depends on Registrant obtaining FDA approval to offer its TauRx
pharmaceutical products for sale. The goods "computer software for facilitating research in the fields
of science, medicines, drugs, pharmaceuticals, biology, biotechnology, bioinformatics, clinical
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EXCUSABLE NONUSE
EXPLANATION

INTERNATIONAL CLASS

GOODS OR SERVICES
TO BE DELETED

GOODS OR SERVICES IN
USE IN COMMERCE OR

development and statistics, laboratory and diagnostic instruments, namely computer software for use
in the analysis and diagnosis of medical conditions" are directly connected to Registrant's TauRx
pharmaceutical products. The software is intended for use in connection with the diagnosis of medical
conditions that are treatable with TauRx pharmaceutical products and the efficacy of such treatments.
Without FDA approval of the TauRx pharmaceutical products, it is not possible for Registrant to offer
for sale software designed to diagnosis the diseases treatable by the products. The goods "pre-
recorded CD-ROMS and computer disks containing electronic publications, namely, test reports, and
manuals, and information in the fields of pre-clinical, clinical and pharmaceutical research and drug
discovery and drug research" are intended to contain information directly related to Registrant's
TauRx pharmaceutical products, including the clinical studies, research, and statistical analysis,
involved in the discovery, development and efficacy of the pharmaceutical products, and the potential
applications of TauRx pharmaceutical products to different diseases. Without FDA approval of the
TauRx pharmaceutical products, it is not possible for Registrant to offer for sale the CD-ROMS and
computer disks intended to cover the efficacy and applications of the TauRx pharmaceutical products.
The goods, "pre-recorded magnetic data carriers and pre-recorded computer disks containing
databases and information in the field of scientific, medical, drug, clinical, pharmaceutical, biological,
biotechnical, bioinformatic and statistical research are intended to contain information directly related
to Registrant's TauRx pharmaceutical products, including the clinical studies, biological research, and
statistical analysis, involved in the discovery, development and efficacy of the pharmaceutical
products, and the potential applications of TauRx pharmaceutical products to different diseases.
Without FDA approval of the TauRx pharmaceutical products, it is not possible for Registrant to offer
for sale the CD-ROMS and computer disks intended to cover the efficacy and applications of the
products. 3. In 2012, the FDA permitted Registrant to begin three Phase 3 clinical trials for
Registrant's TauRx pharmaceutical products referred to as TRX-237-005, TRx-237-007, and
TRx-237-0015. Attached as Exhibit B are print-outs from Registrant's web-site TauRx.com showing
that, in 2015, Registrant's pharmaceutical products are in Phase 3 clinical trials. Attached as Exhibit C
are print-outs from Clinicaltrials.gov for each clinical trial indicating that the trial is in progress, and
that the earliest completion date for the trial is mid-2016. 4. Under FDA requirement, Registrant must
analyze the data and complete a study report including information from Phase 3 clinical trials
undertaken in United States and other countries. Registrant must then submit to the FDA an
application for New Drug Approval and a Marketing Authorization Application for its TauRx
pharmaceutical products. Final FDA approval of these applications may take twelve months from
completion of the last patient visit within these trials. 5. Both Registrant's application for New Drug
Approval and its Marketing Authorization Application must be approved by the FDA prior to
Registrant offering its TauRx pharmaceutical products for sale in the United States. Accordingly,
Registrant anticipates that the earliest it could begin use of the TauRx mark for the goods in its Class
9 registration is in 2017.

010

medical apparatus for introducing pharmaceutical preparations into the body, the foregoing for
carrying out tests for genetic testing

Medical apparatus and instruments for facilitating the analysis of biological and chemical matter in
the field of genetic testing, namely blood, brain, urine, cerebrospinal fluid (csf) analysis and testing
apparatus; medical testing apparatus for the analysis of biological and chemical matter, namely

légi&;g?&g&%ﬁ% apparatus for blood, brain, urine and cerebrospinal fluid (csf) analysis and tests; surgical and medical
NONUSE apparatus and instruments for facilitating the analysis of biological and chemical matter, namely
apparatus for blood, brain, urine and cerebrospinal fluid (csf) analysis and tests
SPECIMEN FILE NAME(S)
ORIGINAL PDF FILE | SPN2-204911721-20150720163648064541 . 3658141 TauRx NON_USE SPECIMEN.pdf
CONVERTED PDF
FILE(S) WTICRS\EXPORT16\MMAGEOUT16\790\435\79043574\xm13\S710004.JPG
(1 page)
SPECIMEN . L . C . . .
e e No specimen is being submitted because excusable nonuse is being claimed.

Registrant hereby makes the excusable non-use claim: 1. The mark TauRx has not been used in
commerce. 2. Registrant is in the process of obtaining FDA approval of its TauRx pharmaceutical
products through on-going clinical trials. Registrant's use of the TauRx mark for the goods set forth in
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in its Class 10 registration depends on Registrant obtaining FDA approval to offer its TauRx
pharmaceutical products for sale. Further, Registrant is in the process of developing the goods set
forth in its Class 10 registration, for example, diagnostic apparatus and instruments for use in
electroencephalogram (EEG) tests and psychometric tests. However, Registrant requires the results
from its completed clinical trials to complete the development of and commercialize these goods
under the TauRx mark. Results of the trials, for example, a patient's particular response to either drug
or placebo, will be available only when the clinical trials for its TaurRx pharmaceutical products are
complete. Some of the specific tests under development by the Registrant are directed at detection of
early changes in Alzheimer's disease cognitive ability and the response of such changes to drug
treatment. The response to drug treatment will be shown in the clinical trial results. Accordingly,
Registrant could not begin use of the TauRx mark for the goods in its Class 10 registration until

EiggigﬁlffO%ONUSE completion of .the clinic.al trials and EDA approval of it's fl"auR).( pharmacel}tical products. 3. In 2012,
the FDA permitted Registrant to begin three Phase 3 clinical trials for Registrant's TauRx
pharmaceutical products referred to as TRX-237-005, TRx-237-007, and TRx-237-0015. Attached as
Exhibit B are print-outs from Registrant's web-site TauRx.com showing that, in 2015, Registrant's
pharmaceutical products are in Phase 3 clinical trials. Attached as Exhibit C are print-outs from
Clinicaltrials.gov for each clinical trial indicating that the trial is in progress, and that the earliest
completion date for the trial is mid-2016. 4. Under FDA requirements, Registrant must analyze the
data and complete a study report including information from Phase 3 clinical trials undertaken in
United States and other countries. Registrant must then submit to the FDA an application for New
Drug Approval and a Marketing Authorization Application for its TauRx pharmaceutical products.
Final FDA approval of these applications may take twelve months from completion of the last patient
visit within these trials. 5. Both Registrant's application for New Drug Approval and its Marketing
Authorization Application must be approved by the FDA prior to Registrant offering its TauRx
pharmaceutical products for sale in the United States. Accordingly, Registrant anticipates that the
earliest it could begin sales of its TauRx products in Class 10 is in 2017.

INTERNATIONAL CLASS 016

LTI QLRI 5 albums, almanacs, magazines, periodicals, newspapers.

TO BE DELETED

GOODS OR SERVICES IN | Printed matter, namely, booklets, books, catalogues, hand books, journals, manuals, pamphlets and

gSﬁINI({:IOIgMERC;ROR prospectuses, all in the fields of biology, biotechnology, drugs, medicines, chemical preparations,

C(ﬁ AIY\V/IS ECXC?J:ZPIJ}LE pharmaceuticals, bioinformatics and scientific design, development and research and medical

NONUSE laboratory research

SPECIMEN FILE NAME(S)
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;Z%E%E%ON No specimen is being submitted because excusable nonuse is being claimed."
Registrant hereby makes the excusable non-use claim: 1. The mark TauRx has not been used in
commerce. 2. Registrant is in the process of obtaining FDA approval of its TauRx pharmaceutical
products through on-going clinical trials. Registrant's use of the TauRx mark for the goods set forth in
in its Class 16 registration depends on Registrant obtaining FDA approval to offer its TauRx
pharmaceutical products for sale. The printed matter "booklets, books, catalogues, hand books,
journals, manuals, pamphlets and prospectuses” are intended to contain information directly related to
Registrant's TauRx pharmaceutical products, including their basis in biology, and the biological
testing, research, and statistical analysis involved in the discovery, development and efficacy of the
pharmaceutical products, and their potential applications to different diseases. Without FDA approval
of the TauRx pharmaceutical products, it is not possible for Registrant to offer for sale the printed
materials intended to cover the research, discovery, efficacy and applications of the products. 3. In
2012, the FDA permitted Registrant to begin three Phase 3 clinical trials for Registrant's TauRx

EXCUSABLE NONUSE .

EXPLANATION pharmaceutical products referred to as TRX-237-005, TRx-237-007, and TRx-237-0015. Attached as

Exhibit B are print-outs from Registrant's web-site TauRx.com showing that, in 2015, Registrant's
pharmaceutical products are in Phase 3 clinical trials. Attached as Exhibit C are print-outs from
Clinicaltrials.gov for each clinical trial indicating that the trial is in progress, and that the earliest
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INTERNATIONAL CLASS

GOODS OR SERVICES

completion date for the trial is mid-2016. 4. Registrant must analyze the data and complete a study
report including information from Phase 3 clinical trials undertaken in United States and other
countries. Registrant must then submit to the FDA an application for New Drug Approval and a
Marketing Authorization Application for its TauRx pharmaceutical products. Final FDA approval of
these applications may take twelve months from completion of the last patient visit within these trials.
5. Both Registrant's application for New Drug Approval and its Marketing Authorization Application
must be approved by the FDA prior to Registrant offering its TauRx pharmaceutical products for sale
in the United States. Accordingly, Registrant anticipates that the earliest it could begin use of the
TauRx mark for the goods in its Class 16 registration is in 2017.

035

scientific, measuring and teaching apparatus and instruments, surgical and medical apparatus and

TO BE DELETED instruments, magazines.
GOODS OR SERVICES IN | Retail store services featuring pharmaceutical and medical preparations, chemical preparations for
ggﬁ%;&h;hg%;?;(m{ medical and pharmaceutical purposes, computer software, apparatus for carrying out tests for medical
CLAIMS EXCUSABLE purposes, scientific and medical apparatus for use in tests, and printed matter, books, journals,
NONUSE leaflets, publications, printed tests, written reports in the field of medical and pharmaceutical research
SPECIMEN FILE NAME(S)
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e No specimen is being submitted because excusable nonuse is being claimed.
Registrant hereby makes the excusable non-use claim: 1. The mark TauRx has not been used in
commerce. 2. Registrant is in the process of obtaining FDA approval of its TauRx pharmaceutical
products through on-going clinical trials. Registrant's use of the TauRx mark for the services set forth
in in its Class 35 registration depends on Registrant obtaining FDA approval to offer its TauRx
pharmaceutical products for sale. Registrant's requires FDA approval to offer for sale its TauRx
pharmaceutical products for sale through a retail store. Further, Registrant requires this underlying
approval for its TauRx pharmaceutical products in order to use the TauRx mark in connection with (a)
computer software intended to feature information, research, and diagnostic tools related to TauRx
pharmaceutical products; (b) apparatus for medical and scientific purposes, such as diagnostic tests,
and (c) printed materials intended to cover the biological testing, research, and statistical analysis
involved in the discovery and development of TauRx pharmaceutical products, and their potential
applications to different diseases, and the efficacy of the products, and other medical research. 3. In
EXCUSABLE NONUSE 2012, the FDA permitted Registrant to begin three Phase 3 clinical trials for Registrant's TauRx
EXPLANATION pharmaceutical products referred to as TRX-237-005, TRx-237-007, and TRx-237-0015. Attached as

INTERNATIONAL CLASS

Exhibit B are print-outs from Registrant's web-site TauRx.com showing that, in 2015, that Registrant's
pharmaceutical products are in Phase 3 clinical trials. Attached as Exhibit C are print-outs from
Clinicaltrials.gov for each clinical trial indicating that the trial is in progress, and that the earliest
completion date for the trial is in mid-2016. 4. Registrant must analyze the data and complete a study
report including information from Phase 3 clinical trials undertaken in United States and other
countries. Registrant must then submit to the FDA an application for New Drug Approval and a
Marketing Authorization Application for its TauRx pharmaceutical products. Final FDA approval of
these applications may take twelve months from completion of the last patient visit within these trials.
5. Both Registrant's application for New Drug Approval and its Marketing Authorization Application
must be approved by the FDA prior to Registrant offering its TauRx pharmaceutical products for sale
in the United States. Accordingly, Registrant anticipates that the earliest it could begin use of the
TauRx mar for the goods in its Class 35 registration is in 2017.

042

Medical, pharmaceutical, genetic, biological and biotechnology research; design, research and
development of drugs, pharmaceuticals and medicines for others; laboratory and medical laboratory
research and development of drugs, pharmaceuticals and medicines for others; scientific development
research and consultation in the fields of synthetic chemistry, organic chemistry, medicinal chemistry,
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pharmacological chemistry, anorgic chemistry, analytical chemistry, biological chemistry,
radiochemistry, data analysis, informatics, bio-informatics, chem-informatics, computer aided design,

GOODS OR SERVICES artificial intelligence, neural networks, statistics, mathematics, physics and biophysics; biological
TO BE DELETED development research and consultation in the fields of anatomy, pharmacology, pharmacokinetics,
physiology, pathophysiology, aetiology, genomics, genetics, biochemicals, toxicology,
neurochemistry, cellular biology, molecular biology, proteomics, pharmacological genetics and
metabonomics; preparation of reports of scientific and medical research concerning medicines,
pharmaceuticals, genetics, biology, biotechnology and drugs; development of prognostic and
diagnostic tools for others; providing research consultation and information in the fields of medical,
pharmaceutical, genetic, biological, drug, clinical, statistical and biotechnological research
GOODS OR SERVICES IN
USE IN COMMERCE OR | scientific research and development services for clinical development in the fields of drug
FOR WHICH OWNER development, clinical trial design, patient recruitment, drug testing, clinical data management, data
EI{)%IS;%EXCUSABLE analysis, statistical analysis, patient selection, clinical diagnosis and diagnostic testing
SPECIMEN FILE NAME(S)
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CONVERTED PDF
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(1 page)
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Registrant hereby makes the excusable non-use claim: 1. The mark TauRx has not been used in
commerce. 2. Registrant is in the process of obtaining FDA approval of its TauRx pharmaceutical
products through on-going clinical trials. Registrant's use the TauRx mark for "scientific research and
development services for clinical development in the fields of drug development, clinical trial design,
patient recruitment, drug testing, clinical data management, data analysis, statistical analysis, patient
selection, clinical diagnosis and diagnostic testing" in Class 42 depends on completion of the clinical
trials and FDA approval of the TauRx pharmaceutical products. Registrant must rely on the data from
its completed clinical trials to provide the scientific, research and development services set forth
herein to others. Accordingly, Registrant could not begin use of the TauRx mark for such services
until completion of the clinical trials and FDA approval of its TauRx pharmaceutical products. For
example, the patient selection data and data analysis that Registrant could provide third parties will
remain incomplete until the clinical trials have been completed. 3. In 2012, the FDA permitted
EXCUSABLE NONUSE Registrant to begin three Phase 3 clinical trials for Registrant's TauRx pharmaceutical products
EXPLANATION

INTERNATIONAL CLASS

GOODS OR SERVICES

referred to as TRX-237-005, TRx-237-007, and TRx-237-0015. Attached as Exhibit B are print-outs
from Registrant's web-site TauRx.com showing that, in 2015, Registrant's pharmaceutical products
are in Phase 3 clinical trials. Attached as Exhibit C are print-outs from Clinicaltrials.gov for each
clinical trial indicating that the trial is in progress, and that the earliest completion date for the trial is
mid-2016. 4. Under FDA requirements, Registrant must analyze the data and complete a study report
including information from Phase 3 clinical trials undertaken in United States and other countries.
Registrant must then submit to the FDA an application for New Drug Approval and a Marketing
Authorization Application for its TauRx pharmaceutical products. Final FDA approval of these
applications may take twelve months from completion of the last patient visit within these trials. 5.
Both Registrant's application for New Drug Approval and its Marketing Authorization Application
must be approved by the FDA prior to Registrant offering its TauRx pharmaceutical products for sale
in the United States. Accordingly, Registrant anticipates that the earliest it could begin use of the
TauRx mark for the services in its Class 42 registration is in 2017.

044

Medical services featuring health assessment surveys; providing information and consultancy relating
to the aforesaid medical services

SPECIMEN FILE NAME(S)

ORIGINAL PDF FILE

CONVERTED PDF
FILE(S)
(1 page)
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SPECIMEN
DESCRIPTION

EXCUSABLE NONUSE
EXPLANATION

MISCELLANEOUS
STATEMENT

ORIGINAL PDF FILE

ORIGINAL PDF FILE

ORIGINAL PDF FILE

No specimen is being submitted because excusable nonuse is being claimed."

Registrant hereby makes the excusable non-use claim: 1. The mark TauRx has not been used in
commerce. 2. Registrant is in the process of obtaining FDA approval of its TauRx pharmaceutical
products through on-going clinical trials. Registrant's use of the TauRx mark for the services set forth
in in its Class 44 registration depends on Registrant obtaining FDA approval to offer its TauRx
pharmaceutical products for sale. The health assessment surveys, and related information and
consultancy services, are intended to cover information about diseases that are potentially treatable
with TauRx pharmaceutical products, and the efficacy of the products. Without FDA approval of the
TauRx pharmaceutical products, it is not possible for Registrant to offer the medical services in its
Class 44 registration related to the application and efficacy of the TauRx products. 3. In 2012, the
FDA permitted Registrant to begin three Phase 3 clinical trials for Registrant's TauRx pharmaceutical
products referred to as TRX-237-005, TRx-237-007, and TRx-237-0015. Attached as Exhibit B are
print-outs from Registrant's web-site TauRx.com showing that, in 2015, Registrant's pharmaceutical
products are in Phase 3 clinical trials. Attached as Exhibit C are print-outs from Clinicaltrials.gov for
each clinical trial indicating that the trial is in progress, and that the earliest completion date for the
trial is mid-2016. 4. Under FDA requirements, Registrant must analyze the data and complete a study
report including information from Phase 3 clinical trials undertaken in United States and other
countries. Registrant must then submit to the FDA an application for New Drug Approval and a
Marketing Authorization Application for its TauRx pharmaceutical products. Final FDA approval of
these applications may take twelve months from completion of the last patient visit within these trials.
5. Both Registrant's application for New Drug Approval and its Marketing Authorization Application
must be approved by the FDA prior to Registrant offering its TauRx pharmaceutical products for sale
in the United States. Accordingly, Registrant anticipates that the earliest it could begin use of the
TauRx mark for the services in its Class 44 registration is in 2017.
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Declaration of Continued Use/Excusable Nonuse of Mark in Commerce Under Section 71
To the Commissioner for Trademarks:

REGISTRATION NUMBER: 3658141
REGISTRATION DATE: 07/21/2009

MARK: (Stylized and/or with Design, TAURX)

The owner/holder, TauRx Therapeutics Ltd, a company legally organized under the laws of Singapore, having an address of
The Elitist #06-13
25 Bukit Batok Crescent,
Singapore, 658066
Singapore
is filing a Declaration of Continued Use/Excusable Nonuse of Mark in Commerce Under Section 71.

For International Class 005, this filing does NOT cover the following goods or services for this specific class listed in the registered extension of
protection, and these goods or services are to be permanently deleted (removed) from the registration: First-aid kits

The mark is in use in commerce on or in connection with the following goods/services, or to indicate membership in the collective membership
organization, listed in the existing registered extension of protection for this specific class; or, the owner is making the listed excusable nonuse
claim: Pharmaceutical preparations for the treatment of diseases, illnesses and ailments in humans and animals, namely, infectious and parasitic
diseases, neoplasms, blood disorders, mental disorders, disorders of the nervous system and sensory, organs, musculoskeletal system disorders,
genitourinary system disorders, communicable diseases, neurological diseases, and psychological conditions; chemical preparations for medical
and pharmaceutical purposes, namely, for the treatment of diseases, illnesses and ailments in humans and animals, namely, infectious and
parasitic diseases, neoplasms, blood disorders, mental disorders, disorders of the nervous system and sensory, organs, musculoskeletal system
disorders, genitourinary system disorders, communicable diseases, neurological diseases, and psychological conditions; diagnostic kits comprised
of pharmaceutical and chemical preparations for the treatment of diseases, illnesses, and ailments in humans and animals, namely, infectious and
parasitic diseases, neoplasms, blood disorders, mental disorders, disorders of the nervous system and sensory, organs, musculoskeletal system
disorders, genitourinary system disorders, communicable diseases, neurological diseases, and psychological conditions

The owner is submitting one(or more) specimen(s) showing the mark as used in commerce on or in connection with any item in this class,
consisting of a(n) No specimen is being submitted because excusable nonuse is being claimed.".

Original PDF file:

SPN0-204911721-20150720072623040622 . 3658141 TauRx NON_USE_ SPECIMEN.pdf
Converted PDF file(s) (1 page)

Specimen Filel

The following explanation of excusable nonuse has been made of record: Registrant hereby makes the excusable non-use claim: 1. The mark
TauRx has not been used in commerce. 2. Registrant is in the process of obtaining United States Federal Drug Administration approval of its
TauRx pharmaceutical products through on-going clinical trials. In 2004, Registrant began clinical trials in the UK and Singapore, and had
initiated the process to undertake trials in the United States. In 2009, Registrant had a meeting with the FDA on its Pre-Investigational Drug
application. Attached as Exhibit A is the May 2009 letter from the FDA to Registrant regarding a meeting between the parties on Registrant's
Pre-Investigational Drug application. Registrant continues to engage with the FDA on approval of its TauRx pharmaceutical products within an
Investigational Drug Application. 3. In 2012, the FDA permitted Registrant to begin three Phase 3 clinical trials for Registrant's TauRx
pharmaceutical products referred to as TRX-237-005, TRx-237-007, and TRx-237-0015. Attached as Exhibit B are print-outs from Registrant's
web-site TauRx.com showing that, in 2015, Registrant's pharmaceutical products are in Phase 3 clinical trials. Attached as Exhibit C are print-
outs from Clinicaltrials.gov for each clinical trial indicating that the trial is in progress, and that the earliest completion date for the trial is
mid-2016. 4. The clinical trials cover the potential for treatment of Alzheimer's disease and dementia with Registrant's TauRx pharmaceutical
products. However, if approved, Registrant's pharmaceutical products could also be used for the treatment of the human and animal illnesses,
diseases, and disorders set forth in its Class 5 registration, namely: Pharmaceutical preparations for the treatment of diseases, illnesses and
ailments in humans and animals, namely, infectious and parasitic diseases, neoplasms, blood disorders, mental disorders, disorders of the nervous
system and sensory, organs, musculoskeletal system disorders, genitourinary system disorders, communicable diseases, neurological diseases,
and psychological conditions; chemical preparations for medical and pharmaceutical purposes, namely, for the treatment of diseases, illnesses
and ailments in humans and animals, namely, infectious and parasitic diseases, neoplasms, blood disorders, mental disorders, disorders of the
nervous system and sensory, organs, musculoskeletal system disorders, genitourinary system disorders, communicable diseases, neurological
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diseases, and psychological conditions. 5. Further, Registrant's use of the TauRx mark for diagnostic kits comprised of pharmaceutical and
chemical preparations for the treatment of diseases, illnesses, and ailments in humans and animals, namely, infectious and parasitic diseases,
neoplasms, blood disorders, mental disorders, disorders of the nervous system and sensory, organs, musculoskeletal system disorders,
genitourinary system disorders, communicable diseases, neurological diseases, and psychological conditions depends on completion of the
clinical trials for Registrant's TauRx pharmaceutical products and FDA approval of the TauRx pharmaceutical products. Results from its
completed clinical trials, for example, a patient's response to a drug or a placebo, will be available only when the clinical trials are complete.
Registrant requires these results to further develop the diagnostic kits set forth in its Class 5 registration which it has already begun to develop.
Accordingly, Registrant could not begin use of the TauRx mark for such goods until completion of the clinical trials and FDA approval of its
TauRx pharmaceutical products. 6. Under FDA requirements, Registrant must analyze the data and complete a study report including information
from Phase 3 clinical trials undertaken in United States and other countries. Registrant must then submit to the FDA an application for New Drug
Approval and a Marketing Authorization Application for its TauRx pharmaceutical products. Final FDA approval of these applications may take
twelve months from completion of the last patient visit within these trials. 7. Both Registrant's application for New Drug Approval and its
Marketing Authorization Application must be approved by the FDA prior to Registrant offering its TauRx pharmaceutical products for sale in the
United States. Accordingly, Registrant anticipates that the earliest it could begin sales of its TauRx products in Class 5 is in 2017.

For International Class 009, this filing does NOT cover the following goods or services for this specific class listed in the registered extension of
protection, and these goods or services are to be permanently deleted (removed) from the registration: magazines; computer servers

The mark is in use in commerce on or in connection with the following goods/services, or to indicate membership in the collective membership
organization, listed in the existing registered extension of protection for this specific class; or, the owner is making the listed excusable nonuse
claim: Computer software for facilitating research in the fields of science, medicines, drugs, pharmaceuticals, biology, biotechnology,
bioinformatics, clinical development and statistics, laboratory and diagnostic instruments, namely computer software for use in the analysis and
diagnosis of medical conditions; pre-recorded CD-ROMS and computer disks containing electronic publications, namely, test reports and
manuals, and information in the fields of pre-clinical, clinical and pharmaceutical research and drug discovery and drug research; pre-recorded
magnetic data carriers and pre-recorded computer disks containing databases and information in the field of scientific, medical, drug, clinical,
pharmaceutical, biological, biotechnical, bioinformatic and statistical research

The owner is submitting one(or more) specimen(s) showing the mark as used in commerce on or in connection with any item in this class,
consisting of a(n) No specimen is being submitted because excusable nonuse is being claimed.".

Original PDF file:
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Converted PDF file(s) (1 page)

Specimen Filel

The following explanation of excusable nonuse has been made of record: Registrant hereby makes the excusable non-use claim: 1. The mark
TauRx has not been used in commerce. 2. Registrant is in the process of obtaining FDA approval of its TauRx pharmaceutical products through
on-going clinical trials. Registrant's use of the TauRx mark for the goods set forth in in its Class 9 registration depends on Registrant obtaining
FDA approval to offer its TauRx pharmaceutical products for sale. The goods "computer software for facilitating research in the fields of science,
medicines, drugs, pharmaceuticals, biology, biotechnology, bioinformatics, clinical development and statistics, laboratory and diagnostic
instruments, namely computer software for use in the analysis and diagnosis of medical conditions" are directly connected to Registrant's TauRx
pharmaceutical products. The software is intended for use in connection with the diagnosis of medical conditions that are treatable with TauRx
pharmaceutical products and the efficacy of such treatments. Without FDA approval of the TauRx pharmaceutical products, it is not possible for
Registrant to offer for sale software designed to diagnosis the diseases treatable by the products. The goods "pre-recorded CD-ROMS and
computer disks containing electronic publications, namely, test reports, and manuals, and information in the fields of pre-clinical, clinical and
pharmaceutical research and drug discovery and drug research” are intended to contain information directly related to Registrant's TauRx
pharmaceutical products, including the clinical studies, research, and statistical analysis, involved in the discovery, development and efficacy of
the pharmaceutical products, and the potential applications of TauRx pharmaceutical products to different diseases. Without FDA approval of the
TauRx pharmaceutical products, it is not possible for Registrant to offer for sale the CD-ROMS and computer disks intended to cover the
efficacy and applications of the TauRx pharmaceutical products. The goods, "pre-recorded magnetic data carriers and pre-recorded computer
disks containing databases and information in the field of scientific, medical, drug, clinical, pharmaceutical, biological, biotechnical,
bioinformatic and statistical research are intended to contain information directly related to Registrant's TauRx pharmaceutical products,
including the clinical studies, biological research, and statistical analysis, involved in the discovery, development and efficacy of the
pharmaceutical products, and the potential applications of TauRx pharmaceutical products to different diseases. Without FDA approval of the
TauRx pharmaceutical products, it is not possible for Registrant to offer for sale the CD-ROMS and computer disks intended to cover the
efficacy and applications of the products. 3. In 2012, the FDA permitted Registrant to begin three Phase 3 clinical trials for Registrant's TauRx
pharmaceutical products referred to as TRX-237-005, TRx-237-007, and TRx-237-0015. Attached as Exhibit B are print-outs from Registrant's
web-site TauRx.com showing that, in 2015, Registrant's pharmaceutical products are in Phase 3 clinical trials. Attached as Exhibit C are print-
outs from Clinicaltrials.gov for each clinical trial indicating that the trial is in progress, and that the earliest completion date for the trial is
mid-2016. 4. Under FDA requirement, Registrant must analyze the data and complete a study report including information from Phase 3 clinical
trials undertaken in United States and other countries. Registrant must then submit to the FDA an application for New Drug Approval and a
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Marketing Authorization Application for its TauRx pharmaceutical products. Final FDA approval of these applications may take twelve months
from completion of the last patient visit within these trials. 5. Both Registrant's application for New Drug Approval and its Marketing
Authorization Application must be approved by the FDA prior to Registrant offering its TauRx pharmaceutical products for sale in the United
States. Accordingly, Registrant anticipates that the earliest it could begin use of the TauRx mark for the goods in its Class 9 registration is in
2017.

For International Class 010, this filing does NOT cover the following goods or services for this specific class listed in the registered extension of
protection, and these goods or services are to be permanently deleted (removed) from the registration: medical apparatus for introducing
pharmaceutical preparations into the body, the foregoing for carrying out tests for genetic testing

The mark is in use in commerce on or in connection with the following goods/services, or to indicate membership in the collective membership
organization, listed in the existing registered extension of protection for this specific class; or, the owner is making the listed excusable nonuse
claim: Medical apparatus and instruments for facilitating the analysis of biological and chemical matter in the field of genetic testing, namely
blood, brain, urine, cerebrospinal fluid (csf) analysis and testing apparatus; medical testing apparatus for the analysis of biological and chemical
matter, namely apparatus for blood, brain, urine and cerebrospinal fluid (csf) analysis and tests; surgical and medical apparatus and instruments
for facilitating the analysis of biological and chemical matter, namely apparatus for blood, brain, urine and cerebrospinal fluid (csf) analysis and
tests

The owner is submitting one(or more) specimen(s) showing the mark as used in commerce on or in connection with any item in this class,
consisting of a(n) No specimen is being submitted because excusable nonuse is being claimed.".

Original PDF file:
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The following explanation of excusable nonuse has been made of record: Registrant hereby makes the excusable non-use claim: 1. The mark
TauRx has not been used in commerce. 2. Registrant is in the process of obtaining FDA approval of its TauRx pharmaceutical products through
on-going clinical trials. Registrant's use of the TauRx mark for the goods set forth in in its Class 10 registration depends on Registrant obtaining
FDA approval to offer its TauRx pharmaceutical products for sale. Further, Registrant is in the process of developing the goods set forth in its
Class 10 registration, for example, diagnostic apparatus and instruments for use in electroencephalogram (EEG) tests and psychometric tests.
However, Registrant requires the results from its completed clinical trials to complete the development of and commercialize these goods under
the TauRx mark. Results of the trials, for example, a patient's particular response to either drug or placebo, will be available only when the
clinical trials for its TaurRx pharmaceutical products are complete. Some of the specific tests under development by the Registrant are directed at
detection of early changes in Alzheimer's disease cognitive ability and the response of such changes to drug treatment. The response to drug
treatment will be shown in the clinical trial results. Accordingly, Registrant could not begin use of the TauRx mark for the goods in its Class 10
registration until completion of the clinical trials and FDA approval of its TauRx pharmaceutical products. 3. In 2012, the FDA permitted
Registrant to begin three Phase 3 clinical trials for Registrant's TauRx pharmaceutical products referred to as TRX-237-005, TRx-237-007, and
TRx-237-0015. Attached as Exhibit B are print-outs from Registrant's web-site TauRx.com showing that, in 2015, Registrant's pharmaceutical
products are in Phase 3 clinical trials. Attached as Exhibit C are print-outs from Clinicaltrials.gov for each clinical trial indicating that the trial is
in progress, and that the earliest completion date for the trial is mid-2016. 4. Under FDA requirements, Registrant must analyze the data and
complete a study report including information from Phase 3 clinical trials undertaken in United States and other countries. Registrant must then
submit to the FDA an application for New Drug Approval and a Marketing Authorization Application for its TauRx pharmaceutical products.
Final FDA approval of these applications may take twelve months from completion of the last patient visit within these trials. 5. Both Registrant's
application for New Drug Approval and its Marketing Authorization Application must be approved by the FDA prior to Registrant offering its
TauRx pharmaceutical products for sale in the United States. Accordingly, Registrant anticipates that the earliest it could begin sales of its TauRx
products in Class 10 is in 2017.

For International Class 016, this filing does NOT cover the following goods or services for this specific class listed in the registered extension of
protection, and these goods or services are to be permanently deleted (removed) from the registration: albums, almanacs, magazines,
periodicals, newspapers.

The mark is in use in commerce on or in connection with the following goods/services, or to indicate membership in the collective membership
organization, listed in the existing registered extension of protection for this specific class; or, the owner is making the listed excusable nonuse
claim: Printed matter, namely, booklets, books, catalogues, hand books, journals, manuals, pamphlets and prospectuses, all in the fields of
biology, biotechnology, drugs, medicines, chemical preparations, pharmaceuticals, bioinformatics and scientific design, development and
research and medical laboratory research

The owner is submitting one(or more) specimen(s) showing the mark as used in commerce on or in connection with any item in this class,
consisting of a(n) No specimen is being submitted because excusable nonuse is being claimed.".
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The following explanation of excusable nonuse has been made of record: Registrant hereby makes the excusable non-use claim: 1. The mark
TauRx has not been used in commerce. 2. Registrant is in the process of obtaining FDA approval of its TauRx pharmaceutical products through
on-going clinical trials. Registrant's use of the TauRx mark for the goods set forth in in its Class 16 registration depends on Registrant obtaining
FDA approval to offer its TauRx pharmaceutical products for sale. The printed matter "booklets, books, catalogues, hand books, journals,
manuals, pamphlets and prospectuses” are intended to contain information directly related to Registrant's TauRx pharmaceutical products,
including their basis in biology, and the biological testing, research, and statistical analysis involved in the discovery, development and efficacy
of the pharmaceutical products, and their potential applications to different diseases. Without FDA approval of the TauRx pharmaceutical
products, it is not possible for Registrant to offer for sale the printed materials intended to cover the research, discovery, efficacy and applications
of the products. 3. In 2012, the FDA permitted Registrant to begin three Phase 3 clinical trials for Registrant's TauRx pharmaceutical products
referred to as TRX-237-005, TRx-237-007, and TRx-237-0015. Attached as Exhibit B are print-outs from Registrant's web-site TauRx.com
showing that, in 2015, Registrant's pharmaceutical products are in Phase 3 clinical trials. Attached as Exhibit C are print-outs from
Clinicaltrials.gov for each clinical trial indicating that the trial is in progress, and that the earliest completion date for the trial is mid-2016. 4.
Registrant must analyze the data and complete a study report including information from Phase 3 clinical trials undertaken in United States and
other countries. Registrant must then submit to the FDA an application for New Drug Approval and a Marketing Authorization Application for
its TauRx pharmaceutical products. Final FDA approval of these applications may take twelve months from completion of the last patient visit
within these trials. 5. Both Registrant's application for New Drug Approval and its Marketing Authorization Application must be approved by the
FDA prior to Registrant offering its TauRx pharmaceutical products for sale in the United States. Accordingly, Registrant anticipates that the
earliest it could begin use of the TauRx mark for the goods in its Class 16 registration is in 2017.

For International Class 035, this filing does NOT cover the following goods or services for this specific class listed in the registered extension of
protection, and these goods or services are to be permanently deleted (removed) from the registration: scientific, measuring and teaching
apparatus and instruments, surgical and medical apparatus and instruments, magazines.

The mark is in use in commerce on or in connection with the following goods/services, or to indicate membership in the collective membership
organization, listed in the existing registered extension of protection for this specific class; or, the owner is making the listed excusable nonuse
claim: Retail store services featuring pharmaceutical and medical preparations, chemical preparations for medical and pharmaceutical purposes,
computer software, apparatus for carrying out tests for medical purposes, scientific and medical apparatus for use in tests, and printed matter,
books, journals, leaflets, publications, printed tests, written reports in the field of medical and pharmaceutical research

The owner is submitting one(or more) specimen(s) showing the mark as used in commerce on or in connection with any item in this class,
consisting of a(n) No specimen is being submitted because excusable nonuse is being claimed.".
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The following explanation of excusable nonuse has been made of record: Registrant hereby makes the excusable non-use claim: 1. The mark
TauRx has not been used in commerce. 2. Registrant is in the process of obtaining FDA approval of its TauRx pharmaceutical products through
on-going clinical trials. Registrant's use of the TauRx mark for the services set forth in in its Class 35 registration depends on Registrant
obtaining FDA approval to offer its TauRx pharmaceutical products for sale. Registrant's requires FDA approval to offer for sale its TauRx
pharmaceutical products for sale through a retail store. Further, Registrant requires this underlying approval for its TauRx pharmaceutical
products in order to use the TauRx mark in connection with (a) computer software intended to feature information, research, and diagnostic tools
related to TauRx pharmaceutical products; (b) apparatus for medical and scientific purposes, such as diagnostic tests, and (c) printed materials
intended to cover the biological testing, research, and statistical analysis involved in the discovery and development of TauRx pharmaceutical
products, and their potential applications to different diseases, and the efficacy of the products, and other medical research. 3. In 2012, the FDA
permitted Registrant to begin three Phase 3 clinical trials for Registrant's TauRx pharmaceutical products referred to as TRX-237-005,
TRx-237-007, and TRx-237-0015. Attached as Exhibit B are print-outs from Registrant's web-site TauRx.com showing that, in 2015, that
Registrant's pharmaceutical products are in Phase 3 clinical trials. Attached as Exhibit C are print-outs from Clinicaltrials.gov for each clinical
trial indicating that the trial is in progress, and that the earliest completion date for the trial is in mid-2016. 4. Registrant must analyze the data
and complete a study report including information from Phase 3 clinical trials undertaken in United States and other countries. Registrant must
then submit to the FDA an application for New Drug Approval and a Marketing Authorization Application for its TauRx pharmaceutical
products. Final FDA approval of these applications may take twelve months from completion of the last patient visit within these trials. 5. Both
Registrant's application for New Drug Approval and its Marketing Authorization Application must be approved by the FDA prior to Registrant
offering its TauRx pharmaceutical products for sale in the United States. Accordingly, Registrant anticipates that the earliest it could begin use of
the TauRx mar for the goods in its Class 35 registration is in 2017.
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For International Class 042, this filing does NOT cover the following goods or services for this specific class listed in the registered extension of
protection, and these goods or services are to be permanently deleted (removed) from the registration: Medical, pharmaceutical, genetic,
biological and biotechnology research; design, research and development of drugs, pharmaceuticals and medicines for others; laboratory and
medical laboratory research and development of drugs, pharmaceuticals and medicines for others; scientific development research and
consultation in the fields of synthetic chemistry, organic chemistry, medicinal chemistry, pharmacological chemistry, anorgic chemistry,
analytical chemistry, biological chemistry, radiochemistry, data analysis, informatics, bio-informatics, chem-informatics, computer aided design,
artificial intelligence, neural networks, statistics, mathematics, physics and biophysics; biological development research and consultation in the
fields of anatomy, pharmacology, pharmacokinetics, physiology, pathophysiology, aetiology, genomics, genetics, biochemicals, toxicology,
neurochemistry, cellular biology, molecular biology, proteomics, pharmacological genetics and metabonomics; preparation of reports of
scientific and medical research concerning medicines, pharmaceuticals, genetics, biology, biotechnology and drugs; development of prognostic
and diagnostic tools for others; providing research consultation and information in the fields of medical, pharmaceutical, genetic, biological,
drug, clinical, statistical and biotechnological research

The mark is in use in commerce on or in connection with the following goods/services, or to indicate membership in the collective membership
organization, listed in the existing registered extension of protection for this specific class; or, the owner is making the listed excusable nonuse
claim: scientific research and development services for clinical development in the fields of drug development, clinical trial design, patient
recruitment, drug testing, clinical data management, data analysis, statistical analysis, patient selection, clinical diagnosis and diagnostic testing

The owner is submitting one(or more) specimen(s) showing the mark as used in commerce on or in connection with any item in this class,
consisting of a(n) No specimen is being submitted because excusable nonuse is being claimed.".

Original PDF file:
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The following explanation of excusable nonuse has been made of record: Registrant hereby makes the excusable non-use claim: 1. The mark
TauRx has not been used in commerce. 2. Registrant is in the process of obtaining FDA approval of its TauRx pharmaceutical products through
on-going clinical trials. Registrant's use the TauRx mark for "scientific research and development services for clinical development in the fields
of drug development, clinical trial design, patient recruitment, drug testing, clinical data management, data analysis, statistical analysis, patient
selection, clinical diagnosis and diagnostic testing" in Class 42 depends on completion of the clinical trials and FDA approval of the TauRx
pharmaceutical products. Registrant must rely on the data from its completed clinical trials to provide the scientific, research and development
services set forth herein to others. Accordingly, Registrant could not begin use of the TauRx mark for such services until completion of the
clinical trials and FDA approval of its TauRx pharmaceutical products. For example, the patient selection data and data analysis that Registrant
could provide third parties will remain incomplete until the clinical trials have been completed. 3. In 2012, the FDA permitted Registrant to begin
three Phase 3 clinical trials for Registrant's TauRx pharmaceutical products referred to as TRX-237-005, TRx-237-007, and TRx-237-0015.
Attached as Exhibit B are print-outs from Registrant's web-site TauRx.com showing that, in 2015, Registrant's pharmaceutical products are in
Phase 3 clinical trials. Attached as Exhibit C are print-outs from Clinicaltrials.gov for each clinical trial indicating that the trial is in progress, and
that the earliest completion date for the trial is mid-2016. 4. Under FDA requirements, Registrant must analyze the data and complete a study
report including information from Phase 3 clinical trials undertaken in United States and other countries. Registrant must then submit to the FDA
an application for New Drug Approval and a Marketing Authorization Application for its TauRx pharmaceutical products. Final FDA approval of
these applications may take twelve months from completion of the last patient visit within these trials. 5. Both Registrant's application for New
Drug Approval and its Marketing Authorization Application must be approved by the FDA prior to Registrant offering its TauRx pharmaceutical
products for sale in the United States. Accordingly, Registrant anticipates that the earliest it could begin use of the TauRx mark for the services in
its Class 42 registration is in 2017.

For International Class 044, the mark is in use in commerce on or in connection with all goods/services, or to indicate membership in the
collective membership organization, listed in the existing registered extension of protection for this specific class; or, the owner is making the
listed excusable nonuse claim.

The owner is submitting one(or more) specimen(s) showing the mark as used in commerce on or in connection with any item in this class,
consisting of a(n) No specimen is being submitted because excusable nonuse is being claimed.".

Original PDF file:
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Converted PDF file(s) (1 page)
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The following explanation of excusable nonuse has been made of record: Registrant hereby makes the excusable non-use claim: 1. The mark
TauRx has not been used in commerce. 2. Registrant is in the process of obtaining FDA approval of its TauRx pharmaceutical products through
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on-going clinical trials. Registrant's use of the TauRx mark for the services set forth in in its Class 44 registration depends on Registrant
obtaining FDA approval to offer its TauRx pharmaceutical products for sale. The health assessment surveys, and related information and
consultancy services, are intended to cover information about diseases that are potentially treatable with TauRx pharmaceutical products, and the
efficacy of the products. Without FDA approval of the TauRx pharmaceutical products, it is not possible for Registrant to offer the medical
services in its Class 44 registration related to the application and efficacy of the TauRx products. 3. In 2012, the FDA permitted Registrant to
begin three Phase 3 clinical trials for Registrant's TauRx pharmaceutical products referred to as TRX-237-005, TRx-237-007, and TRx-237-0015.
Attached as Exhibit B are print-outs from Registrant's web-site TauRx.com showing that, in 2015, Registrant's pharmaceutical products are in
Phase 3 clinical trials. Attached as Exhibit C are print-outs from Clinicaltrials.gov for each clinical trial indicating that the trial is in progress, and
that the earliest completion date for the trial is mid-2016. 4. Under FDA requirements, Registrant must analyze the data and complete a study
report including information from Phase 3 clinical trials undertaken in United States and other countries. Registrant must then submit to the FDA
an application for New Drug Approval and a Marketing Authorization Application for its TauRx pharmaceutical products. Final FDA approval of
these applications may take twelve months from completion of the last patient visit within these trials. 5. Both Registrant's application for New
Drug Approval and its Marketing Authorization Application must be approved by the FDA prior to Registrant offering its TauRx pharmaceutical
products for sale in the United States. Accordingly, Registrant anticipates that the earliest it could begin use of the TauRx mark for the services in
its Class 44 registration is in 2017.
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The phone number is (312) 554-8000.
The fax number is (312) 554-8015.

The email address is TC@pattishall.com.
The registrant's current Correspondence Information: Amy B. Berge of Greenebaum Doll & McDonald PLLC
3500 National City Tower
101 South Fifth Street
Louisville, Kentucky (KY) 40202
United States
The docket/reference number is 117179.00000.

The registrant's proposed Correspondence Information: Thad Chaloemtiarana of Pattishall, McAuliffe, Newbury, Hilliard & Geraldson LLP
200 South Wacker Drive, Suite 2900
Chicago, Illinois (IL) 60606-5896

United States
The docket/reference number is 825-003-0006.

The phone number is (312) 554-8000.
The fax number is (312) 554-8015.

The email address is TC@pattishall.com;DM @pattishall.com; kep@pattishall.com; docket@pattishall.com.

The registrant hereby appoints Thad Chaloemtiarana, 200 South Wacker Drive, Suite 2900, Chicago, Illinois (IL) United States (USX)
60606-5896 as registrant's representative upon whom notice or process in the proceedings affecting the mark may be served.

The phone number is (312) 554-8000.
The fax number is (312) 554-8015.
The email address is TC@pattishall.com.

A fee payment in the amount of $700 will be submitted with the form, representing payment for 7 class(es), plus any additional grace period fee,
if necessary.
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4 _/ DEPARTMENT OF HEALTH & HUMAN SERVICES , .
Public Health Service
3 wg Food and Drug Administration

Rockville, MD 20857

PIND 104,533

TauRx Therapeutics Ltd.

Attention: Karin A. Kook, Ph.D., Managing Dircctor
Salamandra LLC

One Bethesda Center

4800 Hampden Lane, Suite 900

Bethesda, MD 20814

Dear Dr. Kook:

Please refer to your Pre-Investigational New Drug Application (PIND) file for methylthioninium
chloride (MTC).

We also refer to the meeting between representatives of your firm and the FDA on May 8, 2009.

A copy of the official minutes of the meeting is attached for your information. Please notify us
of any significant differences in understanding regarding the meeting outcomes.

If you have any questions, call Teresa Wheelous at (301) 796-1161.
Sincerely,
{See appended electronic signature pugef
Russell Katz, M.D.
Director
Division of Neurology Products

Office of Drug Evaluation 1
Center for Drug Evaluation and Research

Enclosure - Meeting Minutes




PIND 104,533

Page 2

MEMORANDUM OF MEETING MINUTES
MEETING DATE: May 8, 2009
TIME: 11 AM - Noon
LOCATION: White Oak, Building #22, Conference Room 1415
APPLICATION: PIND 104,533 Methylthioninium

TYPE OF MEETING: Pre-IND (Type B)
FDA ATTENDEES: (Title and Office/Division)

Katz, Russell
Mani, Ranjit
Freed, Lois M
Tandon, Veneeta
Parepally, Jagan
Hawver, David
Jin, Kun

Massie, Tristan
Teresa Wheelous

TauRx Therapeutics Ltd.:
Professor Claude Wischik
Dr. Damon Wischik

Dr. John Storey

Dr. Eric Longstaff

Dr. Mike Morgan

Dr. Karin Kook

Tenecia Egland

DISCUSSION POINTS:

[CHEMISTRY, MANUFACTURING, AND CONTROLS|

Question 1
Will the current route for the synthesis of the drug substance (MTC or LMTB), synthesized from

MTC as the starting material, be suitable for use in manufacture of Phase 3 clinical trial
materials?

Preliminary Response
Yes, pending review of the supporting data provided in the IND.

Discussion At Meeting
None

Question 2
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005 Clinical Study — TauRx http://taurx.com/005-clinical-study.html
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a The A ‘s Disease A Scale - Cognitive Subscale, known as ADAS-cogy, TauRx Publishes Six
b. The Modified Alzheimer's Disease Cooperative Study — Clinical Global Impression of New Journal Articles
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imaging
3. The safety and tolerability of LMTX ™ given for up to 18 months

The treatment period is 18 months and the study, which is placebo-controlied, is taking place at over TauRx Completes
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007 Clinical Study — TauRx http://taurx.com/007-clinical-study.html

(hitp iftaurx com/)

Mt U lbout s} Our P [rres 4 Patest s 4

controlled clinical trial in bvFTD patients over a $2-week timeframe. The Phase 3 study is underway at

~70 study sites located in North America, EU, Australia, Singapore and Argentina. The study is fully TauRx Publishes Six
recruited ang study results are anticipated to be available in mid-2016 Mew Journal Articles
The main measures of efficacy to be used in the study are the change in study subjects’ performance at

the beginning and the end of the study in two commonly used clinical assessments. ﬂ.:,.’.(m" -

1. The Addenbrookes's Cognitive Examination (Revised), known as ACE-R;
2. The Modified Alzheimer's Disease Cooperative Study - Chinical Global Impression of Change,

known as ADCS-CGIC TauRx Compéies

Recriiiment (o Phase
3 Alzhainier’s
Discase Studies’

e T
et bl

The treatment period is 12 months
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commanly used climcal assessments

a. The Alzheimer's Disease Assessment Scale - Cognitive Subscale, known as ADAS-cogs, TauRx Publishes Six

New Journal Articles
b The Modified Alzheimer's Disease Cooperative Study - Clinical Global Impression of
Change, known as ADCS-CGIC e Mo a4 grawang:

e
2. The safety and tolerability of LMTX™ given for up to 15 months

The treatment period is 15 months and the study, which is placebo-controlled, is taking place at over
100 clinical sites in North America, the EU, Russia, Australia and Asia The study is fully recruited and TauRx Completes

results are expected 16 — Recruitment to Phase

3 Alzheimer's
Disease Studies
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TauRx Therapeutics Achieves Enrollment Target for Second Phase 111 Clinical Trial of L... Page | of 2

(http- MMtaurx,com/}

About Us (about-usl)  Our History [our-history)  Science [sciencel) Product Pipeline jproduct-pipeline/)  Patients and Caregivers [patients-and. Press Room |j

ABERDEEN, Scotland and SINGAPORE, 22 September 2014 - TauRx Therapeutics Ltd
(http /iwww taurx,com) has achieved its target enrolment of 700 subjects with mild Alzheimer's diseas TauRx Publishes Six

into the second of its two Phase |Il clinical trials of LMTX™ (Imtx-for-ad), a tau aggregation inhibitor, fo| New Journal Articles
the treatment of Alzheimer's disease. This multi-centre, placebo-controlled clinical trial (Protocol TRx-

237-0 S-clinical-st html}} is aimed at assessing the efficacy of LMTX™ in people diagnosed sam More _ltaun-addeto

with mild Alzheimer's disease. The study is also evaluating the safety and pharmacokinetic profile of taving-bodv-ot-evdence biml)
LMTX™, and incorporates imaging endpoints in all subjects.

In July, TauRx announced that the Company had achieved its target enrolment of 833 subjects into its

first Phase Ill clinical trial (Brotocol TRx-237-015 (015-clinical-study html)): this study recruited subjects | TauRx Completes
with mild and moderate Alzheimer's disease. The third global study, TauRx's Phase Ill clinical trial Recruitment to Phase
(Protocol TRx-237-007 (007-clinical-study.html)) in patients with behavioural variant frontotemporal 3 Alzheimer's
dementia (bvFTD), continues to recruit subjects, and is on track to complete enrolment by early 2015. Disease Studies

heam More _ (taun-005-
Professor Claude Wischik, Chairman and co-founder of TauRx (directors himl). said "Reaching our gorglment? himi)

enrolment targets for both of our Phase Ill Alzheimer's disease clinical trials is a major milastone for our
Company and it is particularly apt that we can announce this on World Alzheimer's Day. This
achievement brings us another step closer 1o our objective to offer the first tau-targeted disease-
medifying treatment for Alzheimer's disease - an important treatment advance for patients.” He added
“Having recently participated in the G8 Dementia Summit legacy meetings, | am acutely aware of the
call from governments, physicians, carers, patients and international Alzheimer's groups for innovative
treatments to slow or stop the inevitable cognitive decline to dementia. With both of our studies now set
for completion in 2016, TauRx may be in the unique position of turning this hope into practical reality in
the very near future.”

Dr. Serge Gauthier, MD, FRCPC of the McGill Centre for Studies in Aging, Montreal, Canada, a leading
physician investigator participating in both TauRx Phase Ill clinical trials for Alzheimer's and TauRx's
bvFTD trial, noted, *Having a tau-targeted treatment that slows or halts the progression of Alzheimer's
will be a breakthrough for people facing this disease worldwide. With many failed attempts in alternative
approaches, we could at last be on the right path towards altering the underlying pathology that leads to
dementia.”

Professor Wischik attributed the completion of enrolment into the clinical trials to the support of more
than 100 global clinical research centres and dedicated physician investigators, a motivated TauRx
project team lead by Dr. Jin Hardlund as well as the contributions of its pariner companies. He singled

http://taurx.com/taurx-therapeutics-achieves-enrollment-target.html 7/9/2015




TauRx Therapeutics Achieves Enrollment Target for Second Phase I Clinical Trial of L... Page 2 of 2

out two partner companies for their efforts in achieving enralment targets: Worldwide Clinical Trials, a
global Clinical Research Organisation that is managing the studies on behalf of TauRx, and
MediciGroup®, Inc. (http:/iwww.mediciglobal.com) [dba MediciGlobal Ltd) a specialty patient recruitment
firm that brings innovative approaches to accelerate global patient recruitment and retention for clinical
trials.

With beth clinical trials in Alzheimer's disease now fully recruited, TauRx and its partners are turning
their attention towards the bvFTD clinical trial. “LMTX™ has potential for the treatment of byFTD
because it targets aggregations of both the tau and TDP-43 proteins, which each account for about half
of the cases,” Wischik said. *Patients and families living with bvFTD are encouraged to contact the
nearest research centre to be included in this Phase Il clinical trial before the window of opportunity
closes shortly,” he added.

Interested peaple and families living with bvFTD are encouraged to visit www.taurx com

(http /v taurx.com) or www.FTDGlobalStudy.com (htip:/iwww.FTDGlobalStudy.com) to find a clinical

research centre in their area, and to see if they meet the medical criteria for the TRx-237-007 trial for
behavioural variant frentotemporal dementia-{bvFTD).

About the TRx- 237-015 clinical trial for mild to moderate Alzheimer's

This Phase Il double-bling, placebo-controlled trial (TRx-237-015) is designed to assess the safety and
efficacy of LMTX™ in patients diagnosed with mild to moderate Alzheimer's disease. The treatment
period is 15 months. The main measures are the change in study subjects’ cognitive performance at the
beginning and the end of the study in three commonly used clinical assessments: The Alzheimer's

Di A 1t Scale - Cognitive Subscale (known as ADAS-cog11); the Modified Alzheimer's
Disease Cooperative Study — Cllmcai Global Impression of Change (known as ADCS-CGIC) and the
Alzheimer's Disease Cooperative Study — Activities of Daily Living scale (known as ADCS-ADL).

About the TRx-237-005 Phase lll clinical trial for mild Alzheimer's
_ bt cnl UL Sl oL

This Phase Il double-blind, placebo-controlled clinical trial is designed to assess the safety and efficacy
of LMTX™ in up to 700 patients diagnosed with mild Alzheimer's. The study involves approximately 100
clinical sites primarily in the U.S. and Europe, The clinical efficacy measures are the same as the TRx-
237-015 trial. In addition reduction in decline in glucose uptake in the temporal lobe is being measured
by FDG/PET imaging and reduction in the rate of brain shrinkage shown by MRI.

About the TRx-237-007 clinical trial for mild Alzheimer's

This Phase lll double-blind placebo-controlled study is designed to evaluate the safety and efficacy of
LMTX™ in patients diagnosed with behavioural variant Frontotemporal Dementia (bvFTD). The
treatment period is 12 months. The study is planned to involve 180 patients and ~70 study sites located
in Canada, U.S., UK. Germany, The Netherlands, Australia and Singapore. The main measures of
efficacy are the change in study subjects’ performance at the beginning and the end of the study in two
commonly used clinical assessments: (1) the Addenbrookes’s Cognitive Examination (Revised), known
as ACE-R. and (2) the Modified Alzheimer's Disease Cooperative Study — Clinical Global Impression of
Change, known as ADCS-CGIC.

Batum 19 pravioys oags (Nt A wavelrialy htrnl)
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ClinicalTrials.gov

A service of the U.S. National Institutes of Health

Safety and Efficacy Study Evaluating TRx0237 in Subjects With Mild Alzheimer's Disease

This study is ongoing, but not recruiting p P gov
NCT01889233
Sponsor:
TauRx Therapeutics Lid First received. Seplember 14, 2012
- Last updated: January 8, 2015
Provided by Party): Last verified. June 2014

TauRx Therapeutics Lta Hestory of Changes

Full Text View  Tabular View  No Study Results Posted Disclmmer How to Read a Study Record

B Purpose

The purpose of this study is to determing the safety and efficacy of TRx0237 in the eatment of subjects with mild Alzheimer's Disease

Condition Imervention Phase
Alzheimer's Disease Drug: TRx0Z37 200 mg/day Phase 3
Drug Placeba N

Study Type.  Interventional
Study Design:  Allocation: Randomized
Endpoint Classification: Safety/Efficacy Study
Intervention Model: Parallel Assignment
Masking: Double Blind (Subject, Caregiver. investigator, Outcomes Assessor)
Primary Purpose: Treatment

Official Tie:  Randomized, Double-Blind, Placebo-Controlied, Parallel-Group, 18-Manth Safety and Efficacy Study of TRx0237 in Subjects With Mild Alzheimer's Disease

Resource linke provided by NLM;

Ganatics Home R related topics harifrgs disease

MedinePlus related lopics:  Alzheimer's Disease

Genetic and Rare Diseases Center : Disease Famihal

U 5. FDA Resources
Further study details as provided by TauRx Therapeutics Lid:

Primary Oulcome Measures
*+ Change from Baseline in Alzheimer's Disease Assessment Scale - Cognitive Subscale (ADAS-cog11) | Time Frame: 78 weeks | | Designated as safety issue No ]
+ Change from Baseline in Alzheimer's Disease Cooperative Study - Clinical Global impression of Chnange (ADCS-CGIC) [ Time Frame: 78 weeks | [ Designated as safety issue No |
* Reduetion in glucose uptake deciing in the temporal lobe on 18F-flusrodeaxyglucase posdron emission tomagraphy (FDG-PET) imaging | Time Frame: 78 weeks 1
[ Designated as safety issue: Na |
= Number of study participants who tolerate oral doses of TRx0237 as determined by safety paramater changes [ Time Frame: 78 waeks | [ Designated as safety issue. Yes |

Safety parameters include adverse events, vital signs, and oxygen ion, physical and t ! tests gy, serum chemistry, and
urinalysis), elecirocardiograms, potential for serolonin loxicity, brain magnetc resanance imaging (MRI). and wnnw for suicide or self-ham

Secondary Oulcome Measures:
+ Change from Bassline in Alzheimer's Disease Cooperative Study - Activities of Daily Living (ADCS-ADL23) [ Time Frams: 78 wesks 1 [ Designated as safety issue: Na |
* Change from Baseline in Min-Mental Status Examination (MMSE) [ Time Frame 78 weeks | | Designated as safety issua No |
+ Change from Baseline in Neurcpsychiatric Inventory (NPI) [ Time Frame: 78 woeks | [ Designated as safety issue No |
* Change from Baseline in Monigomery-Asberg Depression Rating Scale (MADRS) | Time Frame: 78 waeks | | Designated as safety issue: No |

Other Outcome Measures:
* Change in expecied decline of whole brain volume as measured by brain MR [ Time Frame: 78 weeks | | Designated as safety issue: No |
= Change in rescurce utiization using the Resource Utilization in Dementia (RUD) Lite [ Time Frame: 78 weeks | | Designated as safety issus: No 1
* Change in inal Muid b of s Dusease in subjects who separately consent 10 lumbar punciure | Time Frame: 78 weeks | | Designated as safety issue. No ]

» Compare the infl af P E on the prmary and selected secondary outcomes in subjects by or for whom legally acceptable consent is separately provided
[ Time Frame. 78 weeks | | Dnnpulud’ as safely issue: No |

Estimated Enroliment o0

Study Start Date November 2012

Estimated Study Completion Date May 2016

Estimated Primary Completion Date:  April 2018 (Final data collection date for primary oulcome measure)

Arms Assigived Interventions

Experimental: TRx0237 200  Drug: TRx0237 200 mg/day

mg'day TRx0237 100 my tablets will ba adminisiered twice daily,
Placebo Comparator: Dirug: Placebo
Placebo Placebo tablets will be administered twice daily. The active placebo tablets include & mg of TRx0237 as o urinary and fecal colorant to maintain blinding,

hence the placebo group will receive a total of 8 mg/day of TRx0237

https://clinicaltrials.gov/ct2/show/NCT01689233 2term=TRx-237-005

—
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Safety and Efficacy Study Evaluating TRx0237 in Subjects With Mi... https://clinicaltrials.gov/ct2/show/NCT016892337term=TRx-237-005

B Eligibility

Ages Eligible for Study: up io B9 Years
Genders Eligible for Study: Both
Accepls Healthy Volunteers:  No
Criteria
Inciusion Criteria:
= Diagnosis of all cause ia and probable i s disoase
* Clinical Dementia Rating (COR) total score of 0.5 or 1 (mild) and MMSE score of 20-26 (inclusive)
= Ape <80 years
* Modified Hachinski ischemic score of <4

+ Females, i of child-bearing potential, must practice true ab or be o use plion and agree to maintain this throughout the study

* Subyect, andior, in the case of reduced decision-making capacity, legaily with natonal law is/are able to read, understand, and provide witien
informed consent

* Has one (or more) ientfied adult caregiver who is willing 1o provide written informed consent for his/her own participation; is able 10 read, d, and speak the guage at
he study site, erther [ives with the subject or sees the subjsct for 22 h 23 . agrees fo the subject o each study visit; and is able to verify daily compliance with
study drug

» If currently taking an ¥ nhibitor and'or at the time of & 9. the subpect must have been taking such medication(s) for 3 months. Tne dosage regiman

must have remained stable for 26 weeks and 4 must be planned to remain stable throughout participatian in the study.
* Able 1o comply wiih the study procedures
Extlusion Critenia
+ Significant central nervous system (CNS) disorder other than AIZNeimers gisease
+ Significant focal or vaseular intracranial pathology seen on beain MRI scan

+ Clinical evidence or history of stroke, transient ischemic atiack, significant head injury or other or loss of i 215 minutes
* Epiepsy

= Major disorder, schi ia. or other ic di bipolar disorder, substance (inciuding alcohol) related disarders

= Metal implants in the head (except dental), pacemaker, cochlear implants, or any oiher ble items that are o MR

* Resides in hospital or to high i care facility

* History of swallowing difficulties
+ Pregnant or breastfeeding

= Gh 6-phosp ¥ daf
= History of of cument acule or chronic chinically significant abnormality

= Abnormal serum chemistry laboratory value al Screening deemed to be clinically relevant by the investigator

+ Clinicalty signif disease o

= Presxisting of current signs or symptoms of respiratory failure

= Concufrent acute or chronic chnically signi i gic, hepatic, or disease (not treated) and'or other unstable or major disease other than Alzheimer's disease

+ Diagnosis of cancer within the past 2 years prior to Bassling (other than basal cell or squamous cell skin cancer or Stage 1 prostate cancer) uniess treatment has resulted in complete
freedom from disease for at least 2 years

= Prior of ity to ¥ ing drug. similar organic dyes, or any of the excipients
+ Treatment currently o within 3 months before Baseline with any of the foliowing medications (unless ctherwise noted):

Tacrine

Clozapine, olanzapine (and there is na intent 1 ini
» Carbamazepine, prmidone
+ Drugs known 1o pose more than & very rare nisk (1/10,000 cases) of mathemogiobinemia at approved doses

erapy dufing the course of the study)

« Current or pnor pamcipation in a clinical rial as follows
+ Chnical trial of @ product for cognition in which the 1ast doso was received within 90 days prior io ing (unless ta have been ized to placebo)
A clinical trial of a drug, biclogic, device, or medical food in which the last dose/administration was received within 28 days prior to Baseling

W Contacts and Locations

Choasing to panicipate in a study is an impertant personal decision. Talk with your doctor and family members or fiends about deciding to joan a study. To leam more about this study, you or your
doctor may contact the study research s1aff using the Contacts prowided beiow: For general information, see Learn Aboul Clinical Studies.

Please refor to this study by its ClinicalTrals.gov identfier: NCTO1680233

* Show 95 Study Locations

Sponsors and Collaborators
TauRx Therapeutics Lig

¥ More Information

Adgibonal Infermaton

Alzheimer's Survey 1

No publications provided

Respansible Party. TauRx Therapeutics Lid
ClinicalTrials.gov Identifier. NCTO1680233  History of Changes
Other Study ID Numbers:  TRx-237-005

Study First Received: Seplember 14, 2012
Last Updated: January B, 2015
Health Authgrity: United States: Food and Drug Administration

Augtraka’ Therapsute Goods Adminigtration
Belgium. Federal Agency for Medicinal Products and Health Products
Canada: Health Canada
Croatia: Agency for Medscinal Product and Medical Devices
Finlang: Finnish Medicines Agency
France: Agence Nationale de Sécurité du Médicament et des produits de santé
Germany: Federal Institute for Drugs and Medical Devices
Itaty: The italian Medicines Agency
The Central C: ittee on R Invelving Human Subjects (CCMO)
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https://clinicaltrials.gov/ct2/show/NCT01689233?term=TRx-257-005

Spain: Agenca Esp de ¥ Producios
United Kingdom: Medicines and Healthcare Products Reg

Keywords prowided by TauRx Therapeutcs Lid
Alzheimer's Disease

Alzheimer Disease

TRx0237

AD

Addtianal relsvant MeSH lerms.

Alzheimer Disease

Brain Diseases

Ceniral Nervous Systern [rseases

Debrium, Dementia, Amnestic, Cognitive Disorders
Dementia

ClinicalTrals gov processed this record on July 15, 2015

y Agency

Neurcoegenerative Diseases
Dementa
Brain Diseases

Mental Disorders

Narvous System Diseases
Neurodegenerative Diseases
Taucpathies
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Safety and Efficacy Study Evaluating TRx0237 in Subjects With Mi...  https:/clinicaltrials.gov/ct2/show/NCT01689233%term=TRx-237-007

ClinicalTrials.gov

A senace of the U 5. National Institutes of Health

Safety and Efficacy Study Evaluating TRx0237 in Subjects With Mild Alzheimer's Disease

This study is engeing, but not

NCTO1689233
Sponsar:

TauRx Therapeutics Ltd First recerved: September 14, 2012
Last upcated: January B, 2015
Last verified: June 2014

History of Changes

provided by Party):
TauRx Therapeutics Lid

Full Text View  Tabular View  No Study Results Posted Disclaimer How to Read a Study Record

¥ Purpose

The purpase of this study is 1o determine the safely and eficacy of TRx0237 in the ireatment of subjects with mild Alzheimer's Disease

Condition Intervention Phase
Alzheimer's Disease Drug: TRx0237 200 mg/day P

Study Type Interventional
Study Design:  Allocation: Randomized
Endpaint Classification: Safety/Efficacy Study
Intervention Model: Parallel Assignment
Masking Double Bind (Subject, Caregiver, Investigator, Oulcomes Assessor)
Primary Purpose: Treatment

Offizal Ttle.  Randomized, Double-Blind, Placebo-Controlied, Paralle-Group, 18-Month Satety and Efficacy Study of TRxD237 in Subjects With Mild Alzheimer's Dissase

Resource links provided by NLM:
Genebcs Home Reference related lopics.  Alzheimer disease
MedinePius related topics: Alzheimer's Disease

Genetic and Rare Diseases Center Alzh Disease Faminal

U.S. FDA Resources
Furher study details as provided by TauRa Therapeutics Ltd:

Primary Ouicome Measures:
= Change from Baseline in imer's Disease Scale - Cogr S (ADAS-cog11) | Time Frame: T8 weeks | | Designated as safety issue: No |
= Change from Baseline in Alzheimer's Disease Cooperative Study - Clinical Global Impression of Change (ADCS-CGIC) | Time Frame: 78 weeks | | Designated as safety issue. No ]

* Reduction in glucose uptake deciing in the temporal [cbe on 18F-fluarodeaxyglucose POSIrON eMission tomography (FDG-PET) imaging | Time Frame: 78 weeks |
| Designated as safety issue: No |

* Number of study partcipants wha tolerate oral doses of TRx0237 as determined by safety parameter changes [ Time Frame. 78 weeks | | Designated as safety issue: Yes |

Safety parameters mclude adverse events, vital signs, gl and oxygen physical and @ " Y WSS serum ch
ysis), polential for toxicity, brain magnatic rescnance imaging (MRI), and potential for suicide or self-harm

Secondary Outcome Measures
* Change from Baseline in Alzheimer's Disease Cooperative Study - Activities of Daily Living (ADCS-ADL23) | Time Frame 78 weeks | | Desgnated as safoty issue: No |
= Change from Baseline in Mini-Mental Status Examination (MMSE) | Time Frame: 78 weeks | [ Designated as safety issue: No |
* Change from Baseline in Neuropsychiatric Inventory (NP} [ Time Frame. 78 weeks | | Dosignated as safety issue: No |
= Change from Baseline in Montgomery-Asberg Depression Rating Scale (MADRS) | Time Frame: 78 weeks | | Designated as safety issue: No |

Other Outcome Measures
+ Change in expacted decling of whole brain volume as measured by brain MRI | Time Frame: 78 weeks | [ Designated as safety issue: Na |
« Change in resource utiization using the Resource Utlization in Dementia (RUD) Lite | Time Frame: 78 weeks | [ Designated as safety issue: No |
= Change in fuid bi of imer's Disease in subjects who separately consent to lumbar puncture [ Time Frame: 78 weeks | [ Designated as safety issue: No |

= Compare the infly of A E ©n the primary and selected secandary oulcomes in subjects by of for legally ble consent is provided
| Time Frame: 78 weeks | [ Designated as safety issue No |

Estimated Enrollment: 700

Study Start Date: November 2012

Estmated Study Completion Date:  May 2016

Estimated Primary Completion Date:  April 2016 (Final data colection date for primary cutcome measure)
—_— —_— _—

Arms Assigned Interventions

Expenmental TRx0237 200  Drug: TRx0237 200 mg/day

mg/day TRx0237 100 mg tablets wil be administered twice daily.
Placebo Comparatar Drug Placsbe

Placebo

Placebo tablets will be administered twice daily. The active placebo tablets include 4 mg of TRx0237 as a urinary and fecal colorant 1o maintain blunding
hence the placebo group will receive a total of 8 mg/day of TRxD237

1of3
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B Eligibility

Ages Eligible for Study: up 1o B9 Years
Genders Eligible for Study Both
Accepls Healthy Volunteers:  No

https://clinicaltrials.gov/ct2/show/NCT0 1689233 2term=TRx-237-007

Criteria
Inclusion Critena
= Diagnosis of all cause and probable 's dissase
*+ Clinical Dementia Rating (COR) total score of 0.5 or 1 (mild) and MMSE score of 2026 (inclusive}
+ Age <90 years
= Modified Hachinski ischemic score of <4
+ Females, if of child-bearing potential, must practice true ab or be 1o use and agree 1o maintain this throughout the study
* Subject, andlor, in the case of reduced decision-making capacity, legally with national law is/are able 10 read, understand, and provide written
informed consent
* Has ane (or more) identfied adult caregiver whe is willing to provide written informed consent for his/her own participation; is able to read, , and speak the language a1
the study site. aither ves with the subject or sees the subject for 22 y 23 d k. agrees to ¥ the subject to each study visit, and is able 1o venfy daily compliance with
study drug
» If currently taking an acetylcholinesterase iNnibior andior ai the time of 0. the subject must have been taking such medication(s) for 23 months. The aosage regimen

must have remained stable for 26 weeks and it must be planned to remain stabde throughout participation in the studly.
= Able to comply with the study procedures
Exclusion Critena
= Significant central nervous systemn (CNS) disorder other than Alzheimers disease
+ Significant focal o vaseular intracranial pathalogy seen on bran MRI scan

+ Clinical evidance or history of siroke, transient ischemic atlack, significant head injury or other ined or lass of 215 minutes
+ Epilepsy

= Major depressive disorder, phrenia, or ather . bipolar disorder, substance (including alcohol) related disorders

* Metal imglants in the head (except dental), pacamaker, cochlear implants, or any other ble itens that are i 1o MRI
+ Resides in hospital ar 0 high dependency care facilty

* History of swallowing difficulties

* Pragnant or breastleeding

« Gl & g defi ¥

* History of signify oF Curent acute or chronic clintally significant abnormality

= sarum Y y value at S 9 deemed o be clinically relevant by the investigator

+ Clinicalty signifi disease or

» Preexisting or curment signs or symploms of respiratory failure

= Concurrent acute or chrenic clinically signifi gic, hepatic, or disease (nol reated) andior other unstable or major disease other than Alzheimer's disease

» Diagnosis of cancer within the past 2 years pror 1o Baseling (other than basal cell or squamous cell skin cancer or Stage 1 prostate cancer) uniess treatment has resulted in complete
freedom from disease for at least 2 years

= Prior or -] i @ drug. simslar organic dyes, or any of the excipients
+ Treatment currently or within 3 manths before Baseline with any of the following medications (unless otherwise noted)

< Tacnine
Clazapine, olanzaping (and there is no itent to nitiate therapy during the course of the study)
* Carbamazepine, primidone
* Drugs known 10 pose more than a very rare nsk (1/10,000 cases) of mathemoglobinamia at approved doses
‘Current or pror parbcipation in a clhnical tial as follows:
» Chinical trial of a product for cognition in which the 1ast dose was received within 90 days prior o ing (unless confi 1o have been rand: ta placebo)
A chinical trial of a drug, bislogic, device, or medical food in which the last dose/administration was received within 28 days prior to Basaling

P Contacts and Locations

Chaasing 1o participate in a study is an important personal decision. Talk with your doctor and family members or fiends about deciding 1o join a study. To leam more about this study, you or your

doctor may contact the study research staff using the Contacts provided below. For general information, see Learn About Chnical Studes
Please refer 1o this study by its ChinicalTrials gov identfier NCTD1685233

+ Show 95 Study Locations

Sponsors and Collaborators
TauRx Therapeutics Lid

» More Information

Adgibonal Infermaton

Alzheimer's Survey e

No publications provided

Responsible Party TauRx Therapeutics Lid
ClinicalTrials gov Identifier NCTO1685233  History of Changes
Other Study ID Numbers:  TRx-237.005

Study First Received: September 142012
Last Updated January 8 2015
Heanh Authodity: United States: Food and Orug Adminisiration

Austraka: Therapeute Goods Administration
Beigium: Federal Agency for Medicinal Products and Health Products
Canada: Health Canada
Croatia: Agency for Medsctinal Product and Medical Devices
Finland Finnish Medicines Agency
France: Agence Nationale de Sécurnié du Médicament et des produits de santé
Gemany. Federal Institute for Drugs and Medical Devices
italy. The Italian Medicines Agency
The Central Ci on R Involving Human Subjects (CCMO)
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Spain: Agenca de ¥ Py

United Kingdom: Medi and Products Reg

Keywords provided by TauRx Therapeutics Lig
Alzheimars Disease

Alzheimer Disease

TRx0237

AD

Additional relevant MaSH tarms

Azneimer Disease

Brain Diseases

Central Nervous System Diseases

Detinum, Dementia, Amnestic, Cognitive Disorders
Dementia

ClinicalTnals gov processed this record on July 15, 2015

Y Agency

Neurcoegenarative Diseases
Dementia
Brain Diseases

Mental Disorders

Nervous System Diseases
Neurodegenerative Diseases
Tauopathies

https://clinicaltrials. gov/ct2/show/NCT016892332term=TRx-237-007
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ClinicalTrials.gov

A serice of the U.S. National Instittes of Health

Safety and Efficacy Study Evaluating TRx0237 in Subjects With Mild Alzheimer's Disease

gov

This study is ongoing, but nol recruiting L
NCTO1689233

Sponsor:
TauRx Therapeutics Lid First received: September 14, 2012
o Last updated: January 8, 2015
Pacikind by Party): Last venified June 2014

TauRx Therapsutics Lid History of Changes

Full Text View  Tabular View  No Study Results Posted Drsclaimar How to Read a Study Recard

¥ Purpose

The purpose of tis study Is 10 determine the safety and eMicacy of TRx0237 in the treatment of subjects with mild Alzheimers Disease.

Condition Intervention Phase
Alzheimers Disease Drug: TRxDZ37 200 mg/day Phase 3
Drug: Placebo —

Study Type Interventicnal
Study Design:  Allocation: Randomized
Endpaint Classficaton Safety/Efficacy Study
Intervention Model Parallel Assignment
Masking Double Bind (Subject, Caregiver, Investigalor, Outcomes ABSEESOT)
Primary Purpose: Treatment

Official Title Randomaed, Double-Blind, Placebe-Controlled, Parallel-Group, 18-Month Safety and Efficacy Study of TRx0237 in Subjects With Midd Alzheimer's Oisease

Resource links provided by NLM:

Génelics Home related topics: Alzhewmer disease

MedinePius related topics:  Alzheimar's Dissase

Genetic and Rare Diseases Center \lzh: Disease Famial

U5 FDA Resgurces
Further study details as provided by TauRx Therapeutics Lid:

Primary Outcome Measures
« Change from Baseling in Alzheimer's Disease Assessment Scale - Cognitive Subscale (ADAS-cog11) [ Time Frame: 78 weeks | [ Designated as safety msue: No |
* Change trom Baseline in Alzheimer's Disease Cooperative Study - Clinical Global Impression of Change (ADCS-CGIC) | Time Frame: 78 weeks | | Designated as safety issue’ No |
+ Reduction in gluccse uptake decling in the temporal lobe on 18F-fl Yo POSitron emissk graphy (FDG-PET) imaging [ Time Frame: 78 weeks |
[ Designated as safety issue: Ne |
* Number of study participants who tolerate oral doses of TRx0237 as determined by safety parameter changes | Time Frame: 78 weeks | | Designated as safety issue. Yes ]

Safety parameters include adverse events. wital signs, and axygen . physical and e g
potential for toxicity, brain magnebe resonance imaging (MRI), and potential for suicide or self-harm

tests | Barum and

Secondary Outcome Measures
= Change from Baseline in Alzheimer's Dissase Cooparative Study - Activities of Daily Living (ADCS-ADL23) [ Time Frame: 78 weeks | | Designated as safety issue: No |
= Change trom Baseline in Mini-Mental Status Examination (MMSE) [ Time Frame: 78 weoeks | [ Designated as safety issue No |
* Change from Baseline in Neurcpaychiatng Inventory (NP1) [ Time Frame: 78 weeks | | Desgnated as safety issue: No ]
= Change from Baseline in Manigomery-Asbarg Depression Rating Scale (MADRS) [ Time Frame: 78 weeks ][ Designated as satety issue: No |

Other Outcome Measures:
+ Change in expactad decline of whole brain velume as measured by brain MRI [ Time Frame: 78 weeks | | Designated as safety issue. No |
+ Change in resource utilization using the Resource Utikzation in Dementia (RUD) Lite [ Time Frame: 78 weeks | [ Designated as safety issue: No ]
= Change in pinal fuld b rhers of s Disease in subjects who separately consent 10 lumbar punclure | Time Frame 78 weeks | [ Designated as safety issue: No |

= Compare the influence of Apclipoprotein E genotype on the primary and selected secondary outcomes in subjects by or for whom legally acceptatie consent is separately provided
[ Time Frame: 78 weeks | | Designated as safety issue: No |

Estimated Enroliment. T00

Study Stan Date November 2012

Estimaled Study Completion Date May 2016

Estimated Primary Comgleton Date.  April 2018 (Final data collection date for primary oulcome measure)
o kit

Arms Assigned Interventions

Experimental TRx0237 200  Drug TRx0237 200 mg'day

mg/day TRx0237 100 mg tablets will be administered twica daily.
Placebo Comparator Drug: Placebo
Placeo Flacebo tablets will be administared twice daily. The active placebo tablets include 4 mg of TRx0237 a

hence the placebo group wil receive a iotal of 8 mg/day of TRx0237
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b= Eligibility

Ages Eligible for Study up 1o 89 Years
Genders Eligible for Study.  Both
Accepts Mealthy Volunteers:  No

Criteria
Inclusion Criteria
* Dhagnosis of all cause ia and probable s disease
» Clinical Dementia Rating (COR) total score of 0.5 or 1 (mild) and MMSE score of 20.26 (inclusive)
+ Age <90 years
* Modified Hachinski ischemic score of 4
+ Females, if of child-bearing potential, must practice true i or ba comp 0 use ad il ion and agree to maintain this throughout the study
+ Subject, andler, in the case of recuced decision-making capacity, legally with national law is/are able to read, understand, and provide wnitten
infarmed consent
* Has one (or more) identified adull caregiver who is willing 1o pravide writhen informed consent for his/her own panicipation; is able 19 read, , and spaak the [ at
the study site; either Ives with the subject or sees the subject for 22 y &3 day - agrees to the subgect 1o each study visit, and is atie to verify daly compliance with
study drug
= If currently laking an acetylcholinesterase inhibitor and'or at the tme of g, the subject must have been taking such medication(s) for 23 months. The dosage regimen

must have remained stable for 26 weeks and it must be planned to remain stable troughout panicipation in the study.
* Able to comply with the study procedures
Exclusion Critena
+ Significant central nervous system (CNS) disorder other than Alzheimer's disease
+ Significant focal or vascular intracranial pathology seen on brain MRI scan

+ Clinical evidence or history of stroke, iransient ischemsc attack, significant head injury or giher P of koss of z15 minutes
« Epilepsy

= Major d ive disorder, ia, or ather pay . bipolar disorder. substance (including alcohol) reisted disorders

= Metalimplanis in the head {(except dental), pacemaher, cochiear implants, or any other non- items that are ications 1o MRI

= Resides i hospilal or fo high ¥ i care facikty

= Histery of swallowing difficulbies

= Pregnant or breastfeedng

. G &-phosp i

* History of gige b ity of current acule or chronic clinically significant abnarmality

» Al y y value at ing deemed o be chinically relevant by the investigator

= Chnically sige 1 disease or

» Preexisting or cumment signs o symploms of respiratory failure

+ Cancurrent acute or chronic clinically L i ic, hepabe, or endocrne disease (not ad freated) andfor other unsiable or major disease other than Alzheimer's disease

» Diagnasis of cancer within the past 2 years prior to Baseline {other than basal cell or squamous cell skin cancer or Stage 1 prostats cancar) unless traatmant has resulted in complates
tresdom from disease for ol least 2 years

* Prior or hyp ] Hanini g drug, similar organic dyes, or any of the sxcipients
+ Treatment cumently or within 3 months befare Baseling with any of the following medications (unless otherwise noled):
Tacninge

Clozapine, clanzapsne (and there is no intent 1o initiate therapy dunng the course of the study)
Carbamazepine, prmidong
: Drugs known 1o pose more than a very rare sk (1/10,000 cases) of methemogiobinemia at approved doses
= Current or pricr particapation in a clinical trial as follows:
+ Chnical tial of 8 product for cognition i which the last dose was received within 90 days prier to g (unless confi 1o have been 10 placeba)
A clinical trial of a drug, biclogic, device, or medical focd in which the last dose/administration was recaived within 28 days prior 1o Baseline

P Contacts and Locations

Cheasing to panicipate in a study is an important personal decision. Talk with your doctor and family members or fiends about deciding 16 join a study. To learm more about this study, you or your
doctor may contact the study research staff using the Contacts provided below. For general information, see Leam About Clinical Studses.

Please refer 10 this study by its ClinicalTrials gov identifier: NCTD1688233

# Show 95 Study Locations

Sponsars and Collaborators
TauRx Therapeutics Lid

B More Information
Agditional Informaton:
Alzheimer's Survey o

No publications provided

Responsible Panty TauRx Therapeutics Lid
ChinicalTrials gov identifier NCTD1889233  History of Changes
Other Study ID Numbers:  TRx-217-00%

Study First Received: Seplember 14, 2012
Last Updated: January B, 2015
Heaith Authority: United States: Food and Drug Administration

Australa: Therapeutic Goods Administraticn

Belgium: Federal Agency for Medicinal Products and Health Products

Canada: Health Canada

Croatia: Agency for Medicinal Froduct and Medical Devices

Finland: Finnish Medicines Agency

France. Agence Nationale de Sécurité du Médicamen! el ded produils de sante
Germany: Federal Institute for Drugs and Medical Devices

ltaly: The italian Medicines Agency

A The Central C: ittea on Invelving Human Subjects (CCMO)
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Spain: Agencia Espaficia de Med y Productos
United Kings and Products Regul Agency

Keywords provided by TauRx Therapeutics Lid.

Alzheimers Disease HNeurodegenerative Discases
Alzheimer Disease Demenia

TRx0237 Brain Diseases

AD

Addibonal relevant MeSH terms.

Alzheimer Drsease Mental Disorders

Bran Diseases Narvous System Diseases
Central Nervous Syslem Diseases Neurodegenerative Diseases
Delinum, Dementia, Amnestic, Cognitive Disorders Tauopathies

Dementa

ClinicalTrials gov processed this record on July 15, 2015
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http://teas.uspto.gov/pastreg /xsit.service ?xsl =hsignstamp=USP...
Declaration

Uniess the owner/holder has specifically claimed excusable nonuse, the mark is in use in commerce on or i
connection with the goods/services, or to indicate membership in the colfective membersfiip organization
identified above, as evidenced by the attached specimen(s) showing the mark as used in commerce.

The signatory being warned that willful false statements and the like are punishable by fine or imprisonment,
or both, under 18 U,5,C, § 1001, and that such willful false statements and the like may jeopardize the validity
of this submission, declares that all statements made of his/her own knowledge are true and all statements
made on information and belief are believed to be true.

Signature Section -

Signature: < M\

Date:___ 2157 Jury Qe

Signatory's Name:_ ‘Cha s R HABIN ml.jo)a )

Signatory's Position:___(CHIZ &S 1 OFACER, Tl TMALACEUTT & Ly

NOTE TO APPLICANT: When filed as part of the electronic form (i.e., scanned and attached as an image
file), the signature page must include both the signature information and the boilerplate declaration
language. Do not include the entire application, but do ensure that the boilerplate declaration language
actually appears; a signature by itself will not be acceptable. 1f, due to browser limitations, the boilerplate
declaration language appears on a previous page when printed, you must "merge” the declaration and
signature block onto a single page prior to signing, so that the one complete page can be scanned to create
an acceptable image file. It is recommended that you copy-and-paste the entire text form into another
document, manipulate the spacing there to move the declaration and signature section to a separate page,
and then print this new version of the text form to send to the signatory.




ROUTING SHEET TO POST REGISTRATION (PRU) Registration Number: 3658141

Serial Number: 79043574

RAM Accounting Date: 20150722 Total Fees: $700

RAM Sale Number: 3658141

Note: Process in accordance with Post Registration Standard Operating Procedure (SOP)

Physical Location: - UNKNOWN
Lost Case Flag: False
In TICRS (AM-FLG-IN-TICRS): True

Transaction Date: 20150721
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From: TMOfficialNotices@USPTO.GOV

Sent: Tuesday, September 22, 2015 11:00 PM

To: TC@pattishall.com

Cc: DM@peattishall.com ; kep@pattishall.com ; docket@pattishall.com

Subject: Official USPTO Notice of Acceptance Section 71: U.S. Trademark RN 3658141: TAURX (Stylized/Design): Docket/Reference No. 825-003-0006
U.S. Registration Number: 3658141 U.S. Serial Number: 79043574

U.S. Registration Date: Jul 21, 2009 International Reg. No.: 0936776

Mark: TAURX (Stylized/Design)
U.S. Registration Holder/Owner: TauRx Therapeutics Ltd

Sep 22, 2015
NOTICE OF ACCEPTANCE UNDER SECTION 71

The declaration of use or excusable nonuse filed for the above-identified registration meets the requirements of Section 71 of the Trademark Act, 15 U.S.C. §1141k. The
Section 71 declaration is accepted.

The U.S. registration will remain in force for the term of the international registration upon which it is based for the following class(es).

Class(es):
005, 009, 010, 016, 035, 042, 044

MCMILLAN, MICHAEL D
TRADEMARK SPECIALIST
POST-REGISTRATION DIVISION
571-272-9500

ADDITIONAL REQUIREMENTS FOR MAINTAINING A U.S. TRADEMARK REGISTRATION
EXTENDING PROTECTION OF AN INTERNATIONAL REGISTRATION

WARNING: In addition to filing renewals of your international registration with the International Bureau of the World Intellectual Property Organization (WIPO) as
required under the Madrid Protocol, your registered extension of protection will be canceled if you do not file the documents below during the specified time
periods.

1) SECTION 71 DECLARATION OF USE

Requirements in the First Ten Years

What and When to File: You must file a declaration of use (or excusable nonuse) between the 9th and 10th years after the date of issuance of the U.S. registration extending
protection. 15 U.S.C. §1141k(a)(2).

Requirements in Successive Ten-Year Periods

What and When to File: You must file a declaration of use (or excusable nonuse) between every 9th and 10th-year period, calculated from the date of issuance of the U.S.
registration extending protection. 15 U.S.C. §1141k(a)(2).

Grace Period Filings
The above documents will be considered as timely if filed within six months after the deadlines listed above with the payment of an additional fee. 15 U.S.C. §1141k(a)(3).

Failure to file the Section 71 declaration will result in the cancellation of the U.S. registration and invalidation of the protection of the international registration in the
United States.

1) RENEWAL OF INTERNATIONAL REGISTRATION

The international registration remains in force for 10 years, with the possibility of renewal. Madrid Protocol, Article 6(1). Failure to renew the international registration with
the International Bureau of WIPO will result in the expiration of the U.S. registration even if the Section 71 declaration of use has been accepted.

Any international registration may be renewed for a period of ten years from the expiry of the preceding period, by the mere payment of the required fee to the International
Bureau. Madrid Protocol, Article 7(1). The deadlines for renewing the international registration are calculated from the international registration date. If the international
registration is not renewed, the corresponding U.S. registration will cease to be valid as of the date of the expiration of the international registration. 15 U.S.C. §1141j(b).
Renewal applications must be filed with the International Bureau in accordance with Article 7 of the Madrid Protocol, 37 C.F.R. §7.41(a). The USPTO will not process or
forward any requests to renew an international registration or extension of protection to the United States if mistakenly submitted to the USPTO. 37 C.F.R. §7.41(b).

*** THE USPTO WILL NOT SEND ANY FURTHER NOTICE OR REMINDER OF THESE REQUIREMENTS. THE HOLDER/OWNER SHOULD CONTACT THE USPTO ONE
YEAR BEFORE THE EXPIRATION OF THE TIME PERIODS SHOWN ABOVE TO DETERMINE APPROPRIATE REQUIREMENTS AND FEES.***

To view this notice and other documents for this application on-line, go to http:/tdr.uspto.gov/search.action?sn=79043574. NOTE: This notice will only be available on-line the
next business day after receipt of this e-mail.
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Clinical Trials - TauRx - A leader in Alzheimer’s disease research http://taurx.com/clinical-trials/

1of2

» TauRx Pharmaceuticals Q
Innovation in neurodegeneration

HOME ABOUT US SCIENCE PRODUCT PIPELINE BUSINESS DEVELOPMENT PRESS ROOM

Phase 2 Phase 3 Clinical trial FAQ What does this mean for patients

TauRx’s tau aggregation inhibitors (TAls) are the product of nearly 30 years of research, preclinical and clinical
investigations.

The TauRx team reported encouraging Phase 2 clinical trial results in 2008 with rember®, the company’s first-generation
TAI. These results suggested that a treatment targeting the tau aggregation cascade could potentially delay the
progression of disease pathology and cognitive decline in mild to moderate Alzheimer’s. For more information on the
Phase 2 trial, please click on the Phase 2 button below.

4/11/2017 10:33 AM



Clinical Trials - TauRx - A leader in Alzheimer’s disease research http://taurx.com/clinical-trials/

The company’s second-generation TAl, LMTX®, has completed three separate trials: two in Alzheimer's disease and one
in the rare neurodegenerative disorder, behavioural variant frontotemporal dementia (ovFTD). For more information on
the Phase 3 trials, please click on the Phase 3 button below. Based on the results from these trials, which involved over
1,900 patients in total, TauRx are planning further Phase 3 trials for LMTX®in Alzheimer's disease.

HOME ABOUT US SCIENCE PRODUCT PIPELINE CLINICAL TRIALS BUSINESS DEVELOPMENT PRESS ROOM
© Copyright TauRx 2016
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Phase 2 - TauRx - A leader in Alzheimer’s disease research http://taurx.com/phase-2.html
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o TauRx Pharmaceuticals Q
Innovation in neurodegeneration

HOME ABOUT US SCIENCE PRODUCT PIPELINE BUSINESS DEVELOPMENT PRESS ROOM

Phase 3 Clinical trial FAQ What does this mean for patients

TAls Show Promise in Disease Modification

TauRx has evaluated its first-generation tau aggregation inhibitor (TAI), rember®, in a large, double-blind, long-duration,
Phase 2 clinical trial in 321 patients with mild or moderate Alzheimer’s disease. This study provided the first clinical
indication that treatment with TAls holds promise in modifying the progression of the disease.

In this study, rember® showed a significant reduction in the rate of clinical decline: 80% by weeks 50 and 102 relative to
controls, as measured using psychometric tools. The graphs below show the stable treatment effect in both the
combined mild/moderate population and in the mild subject subgroup who elected to continue in the study up to two
years (blue lines).

4/10/2017 3:16 PM



Phase 2 - TauRx - A leader in Alzheimer’s disease research
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Functional neuroimaging results from the trial supported the psychometric data: in patients taking rember®, the loss of
function in the areas of the brain known to be particularly affected by the tau tangle pathology of disease was eliminated
over 6 months. Functional brain scan benefits seen at 6 months were predictive of clinical benefit at 12 months.

Phase 2 Results Lead to Second-Generation TAl Development

The Phase 2 study, and subsequent Phase 1 studies, also showed that there are limitations in the absorption of the
active component of rember®, methylthioninium (MT), when it was given in the charged MT+ form. In the Phase 2 study,
this problem was exacerbated by a capsule formulation defect which particularly affected the highest dose tested. MT+
must be converted to the uncharged leuco-MT form (LMT) by a thiazine reductase enzyme in the low pH of the stomach
before it can be absorbed at higher, more therapeutic doses. However, in order to be tolerable at higher doses it needs
to be given with food, which impairs the reductase activity needed for conversion to the LMT form and thereby limits
absorption.

This finding led to the development of TauRx’s second-generation TAI LMTX®, which is a stable, reduced form that
delivers MT without the need for active conversion in the stomach. In Phase 1 studies, LMTX® was found to be well
tolerated at much higher doses than those used in the Phase 2 study.

Reference
Wischik CM. Staff RT. Wischik DJ. et al. (2015) Tau aggregation inhibitor therapy: an exploratory phase 2 study in mild or moderate Alzheimer's disease. J

Alzheimers Dis 44(2):705-20.
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Phase 2 - TauRx - A leader in Alzheimer’s disease research http://taurx.com/phase-2.html

HOME ABOUT US SCIENCE PRODUCT PIPELINE CLINICAL TRIALS BUSINESS DEVELOPMENT PRESS ROOM
© Copyright TauRx 2016
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Home - TauRx - A leader in Alzheimer’s disease research http://taurx.com/

TAURX EXISTS TO SOLVE:ONE OF THE WORLD'S
BIGGEST CHALLENGES — BEATING ALZHEIMER'S
AND OTHER DEGENERATIVE BRAIN DISEASES VIA A

COMPLETELY NEW APPROACH

READ MORE

QA 000060

« TauRx Pharmaceuticals
Innovation in neurodegeneration

ABOUT US SCIENCE PRODUCT PIPELINE CLINICAL TRIALS BUSINESS DEVELOPMENT PRESS ROOM

Clinical
Trials

An abstract from the second of
TauRx's two Phase 3 trials in
Alzheimer's disease was

Alzheimer's
Innovations

TauRx's tau aggregation
inhibitors are the outcome of
nearly 30 years of research,
function, spread of pathology preclinical and clinical presented at CTAD 2016 on 8th
and clinical symptoms. investigations. December.

View View View

Pioneering
Science
The tau tangle pathway is a key

driver of Alzheimer's disease
leading to loss of neuronal

MARCH 2017 DECEMBER 2016 NOVEMBER 2016 NOVEMBER 2016 SEPTEMBER 2016
Alzheimer's TRx-237-005 Gauthier S, et al. TRx-237-015 TRx-237-007
Disease and Tau... Phase 3 Clinical... Efficacy and safety of Publication Update Phase 3 Clinical...

Top-line results from TauRx
Therapeutics Ltd.s second
Phase 3 trial in Alzheimer's

Read More

Read More

HOME ABOUT US
© Copyright TauRx 2016

SCIENCE PRODUCT PIPELINE

disease, study TRx-237-005,...

CLINICAL TRIALS

tau-aggregation inhibitor
therapy in patients with mild
or moderate Alzheimer's...

Read More

BUSINESS DEVELOPMENT

ABERDEEN, Scotland and
Singapore, 16th November
2016 - Following
presentation of top-line
results from...

Read More

PRESS ROOM

ABERDEEN, Scotland and
Singapore, 4th September
2016 - TauRx Therapeutics
Ltd today announced that
its...

Read More

VIEW ALL
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About us - TauRx - A leader in Alzheimer’s disease research http://taurx.com/about-us/
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» TauRx Pharmaceuticals Q
Innovation in neurodegeneration

SCIENCE PRODUCT PIPELINE CLINICAL TRIALS BUSINESS DEVELOPMENT PRESS ROOM

Our Company Our People Company FAQs Contact Us

A leader in Alzheimer’s disease research, TauRx’s mission is to discover, develop and commercialise innovative
products for the diagnosis, treatment and cure of neurodegenerative diseases caused through protein aggregation.

From initial discovery through preclinical development to clinical trials, regulatory submission and product registration,
we are harnessing world-class proprietary drug discovery platforms with the aim of halting the progression of
Alzheimer’s and other neurodegenerative diseases with innovative treatments and diagnostics.

The company’s novel tau aggregation inhibitors (TAls) target the formation (aggregation) of tau protein ‘tangles’ in the
brain. The spread of tau tangles — the main driver in Alzheimer’s disease — is strongly correlated with dementia and they
can develop in the brain up to 20 years before symptoms associated with dementia develop. TAls work by dissolving
existing tau aggregates and preventing the further aggregation of tau protein from forming new tangles.

Our lead compound, LMTX®, inhibits aggregation of tau, synuclein, TPD-43 and huntingtin proteins. Patented as a novel
chemical entity and chemically distinct from TauRx’s initial research compound, rember®, LMTX® has shown promise for
slowing disease progression in Alzheimer’s disease and behavioural variant frontotemporal dementia.

Three LMTX® Phase 3 clinical trials, conducted in over 20 countries and involving over 1,900 patients, have recently
completed. For a summary of the programme and study results, please follow this link. For an interview with TauRx’s
Chairman regarding the trial results, please follow this link.

HOME ABOUT US SCIENCE PRODUCT PIPELINE CLINICAL TRIALS BUSINESS DEVELOPMENT PRESS ROOM
© Copyright TauRx 2016

4/11/2017 10:35 AM
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» TauRx Pharmaceuticals
Innovation in neurodegeneration

ABERDEEN, Scotland and Singapore, 17" December 2016 — Top-line results from TauRx
Therapeutics Ltd.’s second Phase 3 study in Alzheimer’s disease, study TRx-237-005, were presented on
8" December at the 9th Clinical Trials on Alzheimer’s Disease (CTAD) 2016 meeting in San Diego,
CA, USA!. The study investigated the efficacy and safety of LMTX® in 800 patients with mild
Alzheimer’s disease at a dose of either 100 mg or 4 mg (intended as the control dose) twice daily over an

18-month treatment period.

The first Phase 3 study (TRx-237-015; recently published in The Lancet [Gauthier et al., 2016%]) which
compared two higher doses (75 mg twice daily and 125 mg twice daily) with the same intended control
dose of 4 mg twice daily found no difference between either of the two higher doses and the intended
control. In prespecified post hoc analyses, this earlier study showed significant differences in favour of
the two higher doses taken as monotherapy compared with the intended control (which included patients
taking the 4 mg dose alone or as add-on to approved treatments for Alzheimer’s disease). In a further
analysis, the same difference in favour of 4 mg twice a day as monotherapy was found compared with
the same dose taken as add-on to existing treatments. There was no difference in the apparent treatment
effect between the higher doses and the 4 mg dose, and also no evidence of any potential benefit at any
dose in patients taking LMTM as an add-on to approved treatments for Alzheimer’s disease

(cholinesterase inhibitors and/or memantine).

In light of these results, the primary analyses of TRx-237-005 were modified prior to database lock and
unblinding to compare 100 mg twice a day as monotherapy with the intended control, and 4 mg twice a
day as monotherapy with the same dose as add-on. This was to test the hypotheses arising from the
earlier study in a manner that provided strong control against potential statistical error. Both of these
analyses, which were required to reach a statistical threshold of 0.025 for both the cognitive (ADAS-
cog) and functional (ADCS-ADL) outcomes, again demonstrated better outcomes within the

monotherapy subgroups and met all of the required levels of significance. The same was true for the

TauRx Pharmaceuticals Ltd. 3, Shenton Way, #21-04, Shenton House, Singapore 068805, Republic of Singapore
TauRx Therapeutics Ltd. 3, Shenton Way, #21-04, Shenton House, Singapore 068805, Republic of Singapore
TauRx Research Facility Liberty Building, Foresterhill Road, Aberdeen AB25 2ZP, UK
For further information visit www.taurx.com



principal measure of brain atrophy (lateral ventricular volume). In a post-hoc analysis, it was also shown
that the subgroup receiving the high dose as monotherapy had significantly better outcomes than the
subgroup taking the same dose as add-on treatment. Therefore, this study confirmed in a prespecified

manner the results seen in the earlier study.

Whilst these analyses were all positive on the modified primary outcomes, the change in the analysis
plan resulted in the study being analysed as an observational cohort study, and not as randomized. There
were no significant differences between 100 mg and 4 mg twice a day in the originally intended, as-
randomised analyses. Since all of the differences in favour of LMTM as monotherapy depend on
comparing patients taking and not taking approved AD treatments, it is possible that the differences
simply reflect differences between these patient populations. Such differences in rate of progression have
been reported (Schneider et al., 2011%), but only in mild cognitive impairment (not in mild Alzheimer’s
disease) and particularly for patients taking a combination of a cholinesterase inhibitor and memantine.
When the patients taking this combination of approved treatments were removed from the analysis, the

significant differences in favour of LMTM monotherapy remained.

There were very few differences at baseline between patients taking and not taking approved
Alzheimer’s disease treatments that might account for the large differences seen in treatment outcome,
and correcting for these did not remove the significant differences in favour of LMTM monotherapy.
More importantly, patients entering the study on monotherapy showed rates of progression of whole
brain atrophy very similar to those reported for mild Alzheimer’s disease for the first 6 months (ADNI
data, Leung et al., 2013%). These patients went on to have a significantly reduced rate of progression by
the time they reached 12 — 18 months, when the rates of atrophy progression became indistinguishable
from those seen as part of the normal aging process in people without Alzheimer’s disease (Leung et al.,
2013%). In contrast, the patients receiving LMTM as add-on treatment progressed as expected for mild

Alzheimer’s disease with significant acceleration of brain atrophy on some measures.

Gastrointestinal and urinary effects were the most common adverse events, occurring in more patients

receiving the high dose than in those receiving the 4 mg dose.

TauRx Pharmaceuticals Ltd. 3, Shenton Way, #21-04, Shenton House, Singapore 068805, Republic of Singapore
TauRx Therapeutics Ltd. 3, Shenton Way, #21-04, Shenton House, Singapore 068805, Republic of Singapore
TauRx Research Facility Liberty Building, Foresterhill Road, Aberdeen AB25 2ZP, UK
For further information visit www.taurx.com



Results from both Phase 3 studies suggest that the dose of 4mg LMTX® twice daily, which had
originally been intended as a control in both studies, is associated with slower progression of
Alzheimer’s disease and with better safety and tolerability than higher doses. On the basis of these
encouraging data, a further study of LMTX® is now planned in which the 4mg twice daily dose will be
compared with placebo in patients with Alzheimer’s disease not receiving cholinesterase inhibitors or

memantine.

It is TauRx’s intention to publish the results of study TRx-237-005 shortly.

About Study TRx-237-005

Approximately 800 patients were enrolled in this Phase 3, randomised, controlled, double-blind trial,
across 98 sites in 12 countries. Co-primary efficacy outcomes were scores on the Alzheimer’s Disease
Assessment Scale—cognitive subscale (ADAS-Cog) and the Alzheimer’s Disease Co-operative Study—
Activities of Daily Living (ADCS-ADL); secondary outcomes included changes in lateral ventricular
volume in order to assess potential therapeutic effect on the rate of brain atrophy. The trial is part of the

Phase 3 programme of LMTX® in Alzheimer’s disease and behavioural variant frontotemporal dementia.
About Alzheimer’s disease

Alzheimer’s disease (AD) is a progressive neurologic disease of the brain that causes damage to neurons
- the specialized cells of the nervous system that enable the flow of information, thoughts and memories
in the brain. When Alzheimer’s damages neurons it leads to loss of memory and reasoning, which can
affect a person’s ability to interact socially or function at work. No treatment yet exists to halt the
progression of Alzheimer’s-related dementia, delay its onset, or prevent it from occurring. Currently

available drugs only temporarily treat the symptoms.>
About tau aggregation inhibitors

TauRx’s tau aggregation inhibitors (TAls) have arisen from nearly 30 years of research. TAlIs work by
undoing the tau tangles that cause dementia, thereby potentially slowing and even arresting memory

loss.® LMTX® is a stable reduced form of methylthioninium. The first-generation TAI, rember® was a

TauRx Pharmaceuticals Ltd. 3, Shenton Way, #21-04, Shenton House, Singapore 068805, Republic of Singapore
TauRx Therapeutics Ltd. 3, Shenton Way, #21-04, Shenton House, Singapore 068805, Republic of Singapore
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patented, highly-purified version of methylthioninium chloride (methylene blue), a compound

previously used to treat a variety of conditions.
About TauRx Therapeutics Ltd

TauRx Therapeutics Ltd is a member of the TauRx Pharmaceuticals group which is developing
technology spun-out from the University of Aberdeen, Scotland, and was established in Singapore in
2002 with the aim of developing new treatments and diagnostics for a range of neurodegenerative
diseases. The company’s tau aggregation inhibitor, LMTX®, targets aggregates of abnormal fibres of tau
protein that form inside nerve cells in the brain, giving rise to ‘tau tangles’. TauRx’s headquarters are in
Singapore and its primary research facilities are based in Aberdeen. For more information, please visit:

http://www.taurx.com.
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Phase 2 Clinical trial FAQ What does this mean for patients

The initial Phase 3 clinical trial programme involving TauRx’s second-generation tau aggregation inhibitor, LMTX®,
comprised two clinical trials (TRX-005 and TRX-015) in Alzheimer’s disease and a further trial (TRX-007) in the
neurodegenerative orphan indication behavioural variant frontotemporal dementia (bvFTD). These three studies
completed in 2016. The trials failed to meet the primary endpoints for which they were originally designed, but
demonstrated promising results which warrant further investigation. TauRx therefore plans to initiate additional clinical
studies specifically designed to build on the encouraging data emerging from these Phase 3 trials.

Future research will focus on two areas of particular interest:

1. In both Alzheimer’s studies, trials TRX-015 and TRX-005, patients taking LMTX® in combination with drugs
approved for the symptomatic treatment of Alzheimer’s disease, such as donepezil, rivastigmine, galantamine and
memantine (“add-on therapy”) showed no beneficial effects from adding LMTX®, whereas subjects not on these
treatments and taking LMTX® (“monotherapy”) demonstrated reductions in the rate of disease progression. While
the results shown by the subjects taking LMTX® as monotherapy are encouraging, the trials were not designed to
demonstrate this effect and a causative link between monotherapy and clinical benefit must now be established via
one or more additional clinical studies.

2. The control dose used in all three studies appeared to have the same level of activity as the higher doses tested
when all are taken as monotherapy. These results suggest that LMTX®, even at a dose as low as 8 mg/day, may be
useful. Again, one or more additional studies are required to establish the causal link.

An abstract from the first of TauRx's two Phase 3 trials in Alzheimer’s disease in mild and moderate patients was
presented at the 2016 Alzheimer's Association International Conference (AAIC) in Toronto, Canada on 27th July 2016
and results were published in The Lancet in November 2016.

An abstract from the second Phase 3 trial in Alzheimer’s disease in mild patients only was presented at the 2016 Clinical
Trials in Alzheimer’s Disease (CTAD) in San Diego, USA on 8" December. Publication is expected in the first half of
2017.

An abstract from the trial in bvFTD was presented at the 10" International Conference on Frontotemporal Dementias
(ICFTD), 31 August-2 September 2016.

To read an interview concerning the Phase 3 results with TauRx’s Executive Chairman and co-Founder, Professor
Claude Wischik, please follow this link.

HOME ABOUT US SCIENCE PRODUCT PIPELINE CLINICAL TRIALS BUSINESS DEVELOPMENT PRESS ROOM
© Copyright TauRx 2016
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UNITED STATES PATENT AND TRADEMARK OFFICE
TRADEMARK TRIAL AND APPEAL BOARD

C\Tal Rx

In re Application Serial Nos. 86/155,839 and 86/155,840 — TAIRX and Design

Published in the Official Gazette on November 18, 2014

TAURX THERAPEUTICS LTD.,
Opposer, Opposition No. 91221124

V.

TAIRX, INC.,

N N N N e N N

Applicant.

CHARLES HARRINGTON DECLARATION IN SUPPORT OF OPPOSER’S
RESPONSE TO APPLICANT’S MOTION FOR SUMMARY JUDGMENT

I, Charles Harrington, pursuant to 28 U.S.C. § 1746, hereby declare the following:

1. I am the Chief Scientific Officer at TauRx Therapeutics Ltd. (“TauRx”). I
have personal knowledge of the facts stated herein and could, if called as a witness, testify
competently as to them.

2. Attached as Exhibit 1 is a true and correct copy of (i) the TESS status report
dated April 13, 2017, for U.S. Registration No. 3,658,141, the application for which was filed
August 16, 2007, by TauRx for TAURX (the “TAURX Mark™); and (ii) the record from the
Assignment database dated April 11, 2017, reflecting TauRx’s current ownership of U.S.
Registration No. 3,658,141.

3. Attached as Exhibit 2 is a true and correct copy of the Declaration of

Excusable Nonuse of Mark in Commerce Under Section 71 that TauRx filed with the United



States Patent and Trademark Office (“USPTO”) in support of U.S. Registration No.
3,658,141 on July 21, 2015. I signed this Declaration on behalf of TauRx on July 21, 2015.

4. In TauRx’s Declaration of Excusable Nonuse of Mark in Commerce Under
Section 71, TauRx explained that its nonuse of TAURX should be excused, and that its U.S.
Reg. No. 3,658,141 should be renewed, for several reasons, including that TauRx was in the
process of obtaining United States Federal Drug Administration (“FDA”) approval for its
TAURX pharmaceutical products, TauRx had been engaged in clinical trials for its
pharmaceutical products since 2004, and TauRx could not begin use of TAURX for its
pharmaceutical goods and services until the completion of the clinical trials and FDA
approval of its TAURX pharmaceutical products.

5. On September 22, 2015, the USPTO accepted TauRx's Section 71 Declaration
of Excusable Nonuse for the TAURX Mark. Attached as Exhibit 3 is a true and correct copy
of the Notice of Acceptance under Section 71 issued from the USPTO.

6. TauRx is currently in clinical trials in the United States for its pharmaceutical
products. Attached as Exhibit 4 are print-outs from TauRx’s website documenting these
clinical trials. Currently, TauRx is planning additional Phase 3 clinical trials for its
pharmaceutical products.

7. TauRx uses its website located at www.taurx.com to provide information
about the development of its pharmaceutical goods and services. Attached as Exhibit 5 are
print-outs from TauRx’s website showing the TAURX Mark.

8. In conjunction with the development of its pharmaceutical goods and services,
TauRx attends medical conferences and meetings in the United States. For example, on
December 8, 2016, TauRx presented its clinical trial results at the 9th Clinical Trials on
Alzheimer’s Disease 2016 meeting in San Diego, California. Attached as Exhibit 6 is a true
and correct copy of a December 17, 2016, TauRx press release documenting TauRx’s
presentation at this conference.

9. Since 2004, TauRx has never ceased its intent to use the TAURX mark, and to this
date it continues to develop goods and services which it intends to offer under the TAURX Mark.

TauRx is currently planning additional clinical studies designed to build on the data which

2-



emerged from Phase 3 of its clinical trials. Attached as Exhibit 7 is a print-out from TauRx’s

website showing its plan to conduct additional clinical studies.

I declare under penalty of perjury under the laws of the United States of America that the

foregoing is true and correct.

Executed in (’\@5@06@\& Mk‘ ,on B,k A\Pm‘“- , 2017.

Cha(les/Ha/rgngton
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United States Patent and Trademark Office
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Trademarks > Trademark Electronic Search System (TESS)

TESS was last updated on Thu Apr 13 02:21:47 EDT 2017
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Logout Please logout when you are done to release system resources allocated for you.

Record 1 out of 1

(Use the "Back" button of the Internet Browser to return to TESS)

TauRx

Word Mark

Goods and
Services

TAURX

IC 005. US 006 018 044 046 051 052. G & S: Pharmaceutical preparations for the treatment of diseases, illnesses and
ailments in humans and animals, namely, infectious and parasitic diseases, neoplasms, blood disorders, mental
disorders, disorders of the nervous system and sensory, organs, musculoskeletal system disorders, genitourinary
system disorders, communicable diseases, neurological diseases, and psychological conditions; chemical
preparations for medical and pharmaceutical purposes, namely, for the treatment of diseases, illnesses and ailments in
humans and animals, namely, infectious and parasitic diseases, neoplasms, blood disorders, mental disorders,
disorders of the nervous system and sensory, organs, musculoskeletal system disorders, genitourinary system
disorders, communicable diseases, neurological diseases, and psychological conditions; [ first aid kits and ] diagnostic
kits comprised of pharmaceutical and chemical preparations for the treatment of diseases, illnesses, and ailments in
humans and animals, namely, infectious and parasitic diseases, neoplasms, blood disorders, mental disorders,
disorders of the nervous system and sensory, organs, musculoskeletal system disorders, genitourinary system
disorders, communicable diseases, neurological diseases, and psychological conditions

IC 009. US 021 023 026 036 038. G & S: Computer software for facilitating research in the fields of science,
medicines, drugs, pharmaceuticals, biology, biotechnology, bioinformatics, clinical development and statistics,
laboratory and diagnostic instruments, namely, computer software for use in the analysis and diagnosis of medical
conditions; pre-recorded CD-ROMS and computer disks containing electronic publications, namely, test reports, [
magazines ] and manuals, and information in the fields of pre-clinical, clinical and pharmaceutical research and drug
discovery and drug research; [ computer servers; ] pre-recorded magnetic data carriers and pre-recorded computer
disks containing databases and information in the field of scientific, medical, drug, clinical, pharmaceutical, biological,
biotechnical, bioinformatic and statistical research

IC 010. US 026 039 044. G & S: Medical apparatus and instruments for facilitating the analysis of biological and
chemical matter in the field of genetic testing, namely, blood, brain, urine, cerebrospinal fluid (csf) analysis and testing
apparatus; [ medical apparatus for introducing pharmaceutical preparations into the body, the foregoing for carrying out
tests for genetic testing; ] medical testing apparatus for the analysis of biological and chemical matter, namely,
apparatus for blood, brain, urine and cerebrospinal fluid (csf) analysis and tests; surgical and medical apparatus and
instruments for facilitating the analysis of biological and chemical matter, namely, apparatus for blood, brain, urine and
cerebrospinal fluid (csf) analysis and tests

IC 016. US 002 005 022 023 029 037 038 050. G & S: Printed matter, namely, [ aloums, almanacs, ] booklets, books,
catalogues, hand books, journals, manuals, [ magazines, periodicals, newspapers, ] pamphlets and prospectuses, all
in the fields of biology, biotechnology, drugs, medicines, chemical preparations, pharmaceuticals, bioinformatics and
scientific design, development and research and medical laboratory research

IC 035. US 100 101 102. G & S: Retail store services featuring pharmaceutical and medical preparations, chemical
preparations for medical and pharmaceutical purposes, [ scientific, measuring and teaching apparatus and
instruments, ] computer software, [ surgical and medical apparatus and instruments, ] apparatus for carrying out tests
for medical purposes, scientific and medical apparatus for use in tests, and printed matter, books, journals, [
magazines, ] leaflets, publications, printed tests, written reports in the field of medical and pharmaceutical research

IC 042. US 100 101. G & S: [ Medical, pharmaceutical, genetic, biological and biotechnology research; design,
research and development of drugs, pharmaceuticals and medicines for others; laboratory and medical laboratory

4/13/2017 2:12 PM



Trademark Electronic Search System (TESS)
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Mark Drawing
Code

Trademark Search

Facility
Classification
Code

Serial Number
Filing Date
Current Basis
Original Filing
Basis
Published for
Opposition
Registration
Number

International
Registration
Number

Registration Date

Owner

http://tmsearch.uspto.gov/bin/showfield?f=doc&state=4803:2ghwi2.3.1

research and development of drugs, pharmaceuticals and medicines for others; scientific development research and
consultation in the fields of synthetic chemistry, organic chemistry, medicinal chemistry, pharmacological chemistry,
anorgic chemistry, analytical chemistry, biological chemistry, radiochemistry, data analysis, informatics, bio-informatics,
chem-informatics, computer aided design, artificial intelligence, neural networks, statistics, mathematics, physics and
biophysics; biological development research and consultation in the fields of anatomy, pharmacology,
pharmacokinetics, physiology, pathophysiology, aetiology, genomics, genetics, biochemicals, toxicology,
neurochemistry, cellular biology, molecular biology, proteomics, pharmacological genetics and metabonomics; ]
scientific research and development services for clinical development in the fields of drug development, clinical trial
design, patient recruitment, drug testing, clinical data management, data analysis, statistical analysis, patient selection,
clinical diagnosis and diagnostic testing [ ; preparation of reports of scientific and medical research concerning
medicines, pharmaceuticals, genetics, biology, biotechnology and drugs; development of prognostic and diagnostic
tools for others; providing research consultation and information in the fields of medical, pharmaceutical, genetic,
biological, drug, clinical, statistical and biotechnological research ]

IC 044. US 100 101. G & S: Medical services featuring health assessment surveys; providing information and
consultancy relating to the aforesaid medical services

(5) WORDS, LETTERS, AND/OR NUMBERS IN STYLIZED FORM

LETS-2 RX Two letters or combinations of multiples of two letters

NOTATION-SYMBOLS Notation Symbols such as Non-Latin characters,punctuation and mathematical signs,zodiac
signs,prescription marks

SHAPES-MISC Miscellaneous shaped designs

79043574
August 16, 2007
66A

66A
May 5, 2009

3658141

0936776

July 21, 2009

(REGISTRANT) TauRx Therapeutics Ltd COMPANY SINGAPORE 25 Bukit Batok Crescent, The Elitist #06-13
Singapore 658066 SINGAPORE

Attorney of Record Thad Chaloemtiarana

Description of
Mark

Type of Mark
Register
Affidavit Text

Live/Dead
Indicator

Color is not claimed as a feature of the mark.

TRADEMARK. SERVICE MARK
PRINCIPAL
SECTION 71

LIVE
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Trademark Assignment Abstract of Title

Total Assignments: 1
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