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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE
BEFORE THE TRADEMARK TRIALAND APPEAL BOARD

In the Matter of Trademark Application Serial Nos. 88012396
Published in th®©fficial GazetteéSeptember 18, 2018
For the MartREGENX

ALTH LABS

X
Regenxbio Inc,
Opposition No. 91244307
Opposer
VS.
Marshall J. Stein,
Applicant
X

APPLICANTOS ANSWER TO OPPOSITION

Applicant, Marshall J. Stein, M.D., by his attorney, hereby answers the allegations
forth in the Notice of Opposition as follows:

1. Applicant denies that Opposer Ois the owner of the common law trademark
in the trademark REGENX (word mark) throughout the United States. Applicant has insu
knowledge or information as to the truth of the remaining allegations set forth in Paragra|
the Notice of Opposition and therefore denies those allegations.

2. Applicant has insufficient knowledge or information as to the truth of the
allegations set forth in Paragraph 2 of the Notice of Opposition and therefore denies thos:

allegations.



3. Applicant has insufficient knowledge or information as to the truth of the
allegations set forth in Paragraph 3 of the Notice of Opposition and therefore denies thos:
allegations, except that Applicant admits that Opposer is reported on the Trademark Offic
website as the owner of U.S. trademark registration numbers 5018429 and 5018428 for
marks shown in Paragraph 3, respectively.

4. Applicant has insufficient knowledge or information as to the truth of the
allegations set forth in Paragraph 4 of the Notice of Opposition and therefore denies thos
allegations.

5. Applicant objects to the allegations as set forth in Paragraph 5 of the Notice
Opposition as vague and ambiguous, overly broad, and substantively irrelevant to Applice
trademark application. Subject to this objection and to the extent that Applicant can unde
the allegations in Paragraph 5, Applicant has insufficient knowledge or information as to t
truth of the allegations set forth in Paragraph 5 of the Notice and Opposition and therefor:
those allegations.

6. Applicant has insufficient knowledge or information as to the truth of the
allegations set forth in Paragraph 6 of the Notice of Opposition and therefore denies thos
allegations.

7. Applicant has insufficient knowledge or information as to the truth of the
allegations set forth in Paragraph 7 of the Notice of Opposition and therefore denies thos
allegations.

8. Applicant objects to the allegations set forth in Paragraph 8 of the Notice of

Opposition as vague and ambiguous with respect to the term Ocovering.O Subject to thi
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objection, Applicant admits Paragraph 8 identifies the services listed for the mark rdgister
U.S. Registration No. 5018428. Applicant admits that if the registration were valid, whicl
not, such registration would servepsna facieevidence of OpposerOs exclusive right to us
mark in connection with the listed services in U.S. Registration No. 5018428 in the Unitec
States. Applicant admits that Exhibit B appears to provide a true and correct copy of the
database printout of the U.S. Registration No. 5018428, which states that the registration
International Class 42, and lists a filing date of September 17, 2014, a first use date of Se
1, 2014 and a registration date of Aug. 9, 2016. """ " "
Subject to ApplicantOs previously stated objection concerning the term Ocovering," Applic
admits Paragraph 8 identifies the services listed for the mark registered in U.S. Registrati
5018429. Applicant admits that if the registration were valid, which it is not, such registra
would serve aprima facieevidence of OpposerOs exclusive right to use the mark in conne
with those listed services in U.S. Registration No. 5018429 in the United States. Applicar
admits that Exhibit C appears to provide a true and correct copy of the USPTO database
of the U.S. Registration No. 5018429, which states that the registration is in International
42, and lists a filing date of September 17, 2014, a first use date of September 1, 2014 ar
registration date of Aug. 9, 2016. o
Applicant denies all remaining allegations of Paragraph 8.

9. Applicant has insufficient knowledge or information as to the truth of the

allegations set forth in Paragraph 9 of the Notice of Opposition and therefore denies thos

allegations.



10. Applicant has insufficient knowledge or information as to the truth of the
allegations set forth in Paragraph 10 of the Notice of Opposition and therefore denies tho
allegations.

11. Applicant denies that Applicant filed U.S. Trademark Application No. 88012
on June 3, 2018. Applicant admits the remaining allegations set forth in Paragraph 11 of
Notice of Opposition.

12.  Applicant admits the allegations set forth in Paragraph 12 of the Notice of
Opposition.

13.  Applicant objects to the allegations set forth in Paragraph 13 of the Notice ¢
Opposition to the extent that the terms OdisclaimedO and OdominantO are vague, ambig
undefined. Subject to these objections, Applicant denies the allegations set forth in Parag
of the Notice of Opposition, except that Applicant admits the quoted OdescriptionO of the
stated in the Application.

14. Applicant denies the allegations set forth in Paragraph 14 of the Notice of
Opposition.

15.  Applicant denies the allegations set forth in Paragraph 15 of the Notice of
Opposition.

16.  Applicant denies the allegations set forth in Paragraph 16 of the Notice of
Opposition, except that Applicant admits that Exhibit D provides a definition of
deoxyribonucleic acid or ODNA.O

17.  Applicant denies the allegations set forth in Paragraph 17 of the Notice of

Opposition.



18. Applicant denies the allegations set forth in Paragraph 18 of the Notice of
Opposition.

19. Applicant denies the allegations set forth in Paragraph 19 of the Notice of
Opposition.

20.  Applicant denies the allegations set forth in Paragraph 20 of the Notice of
Opposition.

21.  Applicant denies the allegations set forth in Paragraph 21 of the Notice of
Opposition.

22.  Applicant denies the allegations set forth in Paragraph 22 of the Notice of

Opposition.

AFFIRMATIVE DEFENSES

Eirst Affirmative Defense
Opposer Lacks Standing

23. Opposer is an intermeddler who initiated this opposition even though it has

legally cognizable interest in the outcome. Opposer has not brought this opposition beca

actually believes it will likely be damaged by ApplicantOs registration, and Opposer has n
brought this opposition because it actually believes any likelihood of confusion exists bety
its marks and ApplicantOs mark. Rather, Opposer has brought this opposition pursuant t
agreement with Regenerative Sciences, LLC (now Regenexx, LLC), the other opposer to
ApplicantOs registration, or otherwise in collaboration, collusion, or cooperation with Reg

See Exh. 1. However, the terms of OpposerOs agreement with Regenexx at Exh. 1, at le



they are being applied, are inconsistent with the rules for standing to bring a proper oppo:
before this Board and provide grounds for dismissal of this opposition.

(a) Instead of showing likelihood of confusion with marks or services of Applica
Opposer stated in the Opposition:

RegenxBio used, uses, and/or has a bona fide intent to use the RegenxBio
Trademarks in conjunction with custom development of biochemical reagents,
therapeutic compositions, gene therapy, scientific and medical research and devel
genetic engineering services, biotechnology research services, and research and
development of new products in the field of gene therapeutics and research tools,
including those based on recombinant adeno-associated viral vectors, all of the for
excluding (i) the interventional or other treatment of orthopedic conditions in patien
and (ii) the research, development, marketing, promotion, or commercialization
procedures related to the processing of blood products, bone marrow, adipose tiss
any other human body tissue with the goal of isolating stem cells, progenitor cells,
blood or marrow derived cells, adipose cells, platelets, platelet-rich plasma, yiatele
plasma, platelet lysate/releasate, fibrin, fibrinogen, extra-cellular matrix, cytokines,
growth factors or similar extracts (the ORegenxBio ServicesO).

Opposition at | 5.

(b) Except for the exclusions, underlined above, which are missing in Opposer!
Registration Nos. 5018428 and 5018429, Opposer has described its services for this Opy
even broader than in those registrations. However, even with this expansion OpposerOs
bear no relationship to ApplicantOs goods and services, and OpposerOs channels of trad
consumers are different from ApplicantOs as well.

(©) Moreover, the exclusions Opposer has made, underlined in the quote abowv:

no relevancy to Applicant or the Opposition whatsoever. Applicant does not treat orthope

conditionsand ApplicantOs services and products do not use, promote, endorse or ever re

stem cells of any kind. Apglicant()s goods and services pertaoidgic services and product:

None of the diseases and conditions which Applicant treats are treated with steyn amjis

b



stem cell therapies or procedures. OpposerOs reference to Oorthopedic conditionsO an

cells, progenitor cells, other blood or marrow derived cellsO has meaning only with respe
other Opposer against Applicant, Regenexx, LLC, who works with orthopedic stem cells,

with whose predecessor (in name) Opposer entered into the coexistence agreement at E
help overcome the Trademark ExaminerOs rejection of OpposerOs applications whistekt
as U.S. Registration Nos. 5018428 and 5018429.

(d) OpposerOs statement quoted above from paragraph 5 of the Opposition is
reflective of OpposerOs connection to Regenexx, LLC, and OpposerOs collaboration, col
cooperation with Regenexx. Further, OpposerOs quoted statement, in expanding its dest
its services in its trademark registrations, is a form of positioning with respect to Regenex
LLC. In such expansion, Opposer is further delineating its OterritoryO from that of Reger
because, in fact, Opposer and Regerdexwork in the same or overlapping fields, just as the
Trademark Examiner had stated when rejecting OpposerOs trademark applications. Suc
positioning by Opposer as to Regenexx is even more apparent when one considers that (
actuallyis working with stem cells and working in areas it has stated as excluded in the gt
above. Such positioning by Opposer is another indicator of OpposerOs opposition constit
improper intermeddling by Opposer, who has no justifiable business interest in Applicant(
and services or whether Applicant obtains registration of its trademarks.

Second Affirmative Defense
No Likelihood of ConfusionNGoods and Services Are Not Similar

24. There is no likelihood of confusion, mistake or deception bedatesealia,

ApplicantOREGENX  mark and OpposerOs ORegenxbiogi R=s=Nxa10 r

HEALTH LABS



not directed to similar or related goods and services.

(@) ApplicantOs goods are directed to menOs health nutritional supplem
International Class 05. Applicant is a board certified urologist and urologic surgeon who t
individual patients directly as their first or second level of care.

(b) In distinct contrast, Opposer is a sophisticated, publicly traded,
biotechnology company conducting research to develop gene therapy for specific disease
OpposerOs registered marks are for services in International Class 42, directed to OCust
development of biochemical reagents, namely, synthesis for others of clinical medical rea
for use in gene therapy, development of pharmaceutical preparations for use in gene ther
therapeutic compositions that include recombinant adeno-associated viral (rAAV) vectors
provide a platform for specific expression of biologics with therapeutic effect in gene there
and RNA interference (RNAI); Scientific and medical research and development, genetic
engineering services, biotechnology research services, and research and development o
products in the field of gene therapeutics and research tools, including those based on
recombinant adeno-associated viral vectors.O Relevant excerpts from OpposerOs annu
attached at Exh. 2, provide further details of OpposerOs business and services as identifi
OpposerOs trademark registrations.

(c) OpposerOs website and Form 10-K (annual report) filed with the Sec
and Exchange Commission March 6, 2018 for the fiscal year ended December 31, 2017,
that OpposerOs goods and services are directed to developing gene therapies and AAV v
and have a focus in the retinal, metabolic and neurodegenerative therapeutic areas. Opy.

annual report states in part:



Our gene therapy product candidates deliver genes to cells using adeno-ass
virus (AAV) vectors, which are non-replicating viral delivery vehicles ... Ou
product candidates all utilize viral vectors from our proprietary gene delivery
platform, which we call our NAV Technology Platform. . ..

In addition to our internal product development efforts, we also selectively
sublicense our NAV Vectors to other biotechnology companies, which we ref
as NAV Technology Licensees. . . .

Our partnered development pipeline benefits from the disease-specific expe
of our NAV Technology Licensees. Our partnering strategy provides us the
flexibility to sublicense development of treatments designed to address signi
unmet medical needs, while remaining focused on our core programs and
therapeutic areas internally. . . .

Our mission is to improve lives through the curative potential of gene therap
We are seeking to develop, manufacture, commercialize and license produc
candidates across multiple therapeutic areas and target organs while contin
expand our NAV Technology Platform. To achiever our mission, we are purs
the following strategies:

- Apply our proprietary, next generation AAV vector technology to deve
in vivo gene therapies for patients. . . .

- Focus on rapidly advancing our internal lead proprietary developmen
programs in retinal, metabolic and neurodegenerative diseases. . ..

- Establish gene therapy franchises in and beyond our current cure
therapeutic areas of retinal, metabolic and neurodegenerative diseas

- Further grow the potential of our NAV Technology Platform through
strategic in-licensing and sublicensing of new programs. . . .

- Leverage the NAV Technology Platform in the expression of therapeu
proteins, antibodies and gene editing. . . .

- Maintain and grow our extensive intellectual property portfolio.

The concept of developing human therapies involving the delivery of externe
genes has existed for decades, driven by the arrival of recombinant technolc
and the early demonstrations by scientists of the ability to delivery and drive
expression of external gene sequences in mammalian cells.



We believe that gene therapy has the potential to become a new and impor
class of treatment. . . .

Regenxbio Inc. Form10-K Annual Report Pursuant to Section 13 or 15(d) of The Securitie
Exchange Act of 1934, for the fiscal year ended December 31, 2017, at pages 3-6 (Exh. -

(d) In its Request for Reconsideration After Final Rejection, which led to
allowance of OpposerOs U.S. Registration Nos. 5018429 and 5018429 for itsORegenxbi
-._*2' R=EE=NXBIO  marks, Opposer described its services related to those marks as Onai
defined to encompass the development of pharmaceutical preparations and therapeutic
compositions for gene therapy.O Further, in the same Request, Opposer described its se
Onarrowly tailored to genetic therapy and genetic engineering services.O Opposer also ¢
Oservices are used [for] therapeutic delivery of nucleic acid polymers into a patientOa cel
drug to treat diseaseNthese services do not encompass providing stem cells to a patient.
OpposerOs Jan. 11, 2016 Request for Reconsideration after FOA filed in its U.S. Applicat
Serial No. 86397653 (leading to U.S. Reg. No. 5018428) and its U.S. Application Serial N
86397777 (leading to U.S. Reg. No. 5018429), at pages 3-4 (Exh. 3).

(e)  There is no overlap or similarity whatsoever in ApplicantOs mens

nutritional supplements, and Opposer@s gene therapies and AAV vectors usedeveloping

gene therapies.

M ApplicantOs goods and services are completely different from Oppos
services and any goods resulting from OpposerOs services provided with OpposerOs ma
is no overlap or chance that the goods and services at issue are related in the mind of the

consuming public as to the origin of the goods. There is no relationship between Applical

10



Opposer or their products and services so that purchasers would likely be confused or mi
that ApplicantOs goods and services originate from or are sponsored by OfppkeantOs

mens nutritional supplements are not related to and do not involve or use gene therapy ol

stem cells in any way, directly or indirectly.

Third Affirmative Defense
No Likelihood of ConfusionNDifferent Consumers

25. There is no likelihood of confusion, mistake or deception bedatesealia,

ApplicantOREGENX  mark and OpposerOs ORegenxbig R=5=NxBI0 r

HEALTH L

not directed to the same consumers.

(@) On information and belief, Opposer targets highly educated gene the
and biotech scientists, gene therapy and biotechnology academicians, medical and biote«
research institutions, teaching and research hospitals, and sophisticated biotechnology in
and particularly those interested in gene therapies for treating disease.

(b) In its annual report, Applicant described its OcustomersO as follows:

Customers

Our revenue for the fiscal years ended December 31, 2017, 2016 and 2015
consisted of license revenue, reagent sales and grant revenue. One custor
which was based in the United States (AveXis), accounted for approximatel
of our total revenue for the year ended December 31, 2017. No other custc
accounted for more than 15% of revenue in 2017. Two customers, both of \
were based in the United States, accounted for approximately 68% of our tc
revenue for the year ended December 31, 2016. No other customer accoul
more than 15% of revenue in 2016. Three customers, two of which were bz
the United States and one of which was based in Ireland, accounted for
approximately 79% of our total revenue for the year needed December 31,
No other customer accounted for more than 15% of revenue in 2015. Futut
license revenue is uncertain due to the contingent nature of our licenses gr:
third-parties and may fluctuate significantly from period to period. . . .

11



Regenxbio Inc. Form10-K Annual Report Pursuant to Section 13 or 15(d) of The Securitie
Exchange Act of 1934, for the fiscal year ended December 31, 2017, at page 27 (Exh. 2).
(© In describing its customers in its request to the Trademark Office for
reconsideration of the ExaminerOs denial of its applications (as likely to be confused with
ORegenexxO) which ultimately led to OpposerOs cited U.S. trademark registration numb
5018429 and 5018428, Opposer stated that its marksO services target Omainly laborator
professional entities (such a[s] medical practice entities [such as pharmacetical a
biotechnology companies and academic medical research centers]) which provide geneti
therapy services to treat various diseases suffered by those entities patients.O Oppobat
the Ocomplexity involved in both stem cell therapy and genetic therapy, along with the
extraordinary care a consumer will take prior to engaging those type of services, demons
that the consumers are unlikely to be confused.O Further, Opposer said both its marks a
RegenexxOs marks Oidentified servicesO which Oalso target licensed doctors wteispeci
specific fields and who perform those services on their patientsO and that those doctors \
inherently sophisticated and Oextremely knowledgeable and careful purchasers who are
to be confusedEO OpposerOs Jan. 11, 2016 Request for Reconsideration after FOA filec
U.S. Application Serial No. 86397653 (leading to U.S. Reg. No. 5018428) and its U.S.
Application Serial No. 86397777 (leading to U.S. Reg. No. 5018429), at page 5 (Exh. 3);
OpposerOs Worldwide Co-Existence Agreement with Regenerative Sciences, LLC (now
Regenexx LLC) filed Jan. 28, 2016 in OpposerOs U.S. Application Serial No. 86397653 (|

to U.S. Reg. No. 5018428) and its U.S. Application Serial No. 86397777 (leading to U.S. |

n2



No. 5018429), in support of the Jan. 11, 2016 Request for Reconsideration, at | 5 on pagt
(Exh. 1).

(d) Opposer does not provide any medical care. Opposer licenses their
therapy platform to other gene and stem cell companies to develop new therapies.

(e) Applicant, as a board certified urologist and urologic surgeon, directs
products and services to male patients from all walks of life in the general population seel
care and treatment related to their reproductive systemNin the field of hormone replacem
erectile dysfunction treatments, and infertility testing. For those patients, Appli¢aeirigrst
or second level of care. Applicant follows the best practice guidelines supported by the ur
community at large. Applicant adheres to professional guidelines and treatment algorithn
are known and practiced by urologists throughout the medical community. ApplicantOs
are not likely to have heard of Opposer and certainly not with respect to any gene therapy
treatments or particularly gene therapy treatments for reproductive or urologic health (as-

are none). _ApplicantOs patients, who are medical patients, are not seeking gene therapy

they are seeking ApplicantOs medical services and menOs health nutritional suppleicients

are related to the male reproductive system and urologic health.

Fourth Affirmative Defense
No Likelihood of ConfusionNDifferent Marketplaces/Different Channels of Trade

26. There is no likelihood of confusion, mistake or deception becatesealia,
ApplicantOREGENX  mark and OpposerOs ORegenxbicgi R=s=NxB10

HEALTH L

not directed in the same marketplaces and have different channels of trade.

13



(@) Opposer partners with and conducts clinical trials with academic
institutions, particularly universities, and with other biotechnology companies. Opposer h
website but is believed to primarily market at academic conferences attended by aeaadem
biotech scientists, stem cell scientists, and representatives from biotechhré@s&értions,
biotech companies, and universities, as well as directly to such persons and entities.

(b) Opposer does not advertise or market their gene therapy license to
patients. Rather, Opposer licenses their gene therapy platform to other gene and stem ci
companies to develop new therapies.

(c) Applicant does advertise and market to the public, targeting individué
patients in need of urologic health care and particularly menOs health services in the fielc
hormone replacement, erectile dysfunction treatments, and infertility testing. Applicant r
medical care directly to individual patients and offers mens health nutritional supplemnents
them as appropriate.

(d) Opposer and Applicant are not competitors. In OpposerOs annual re
Opposer describes its competition as follows:

Competition

The biotechnology and pharmaceutical industries, including in the field of ge

therapy, are characterized by rapidly advancing technologies, intense comp

and a strong emphasis on intellectual property. While we believe that our

NAVTechnology Platform, strong intellectual property portfolio and scientific

expertise in the gene therapy field provide us with competitive advantages,

face potential competition from many different sources, including larger and
better-funded pharmaceutical and biotechnology companies, new market el
and new technologies.

We are aware of several companies focused on developing gene therapies

various disease indications, including Abeona Therapeutics Inc.,Applied Ge
Technologies Corporation, BioMarin Pharmaceutical Inc., bluebird bio, Inc.,

14



Sangamo Therapeutics, Inc., Sanofi Genzyme, Spark Therapeutics, Inc. an
uniQure N.V. as well as several companies addressing other methods for
modifying genes and regulating gene expression. Additionally, we have
sublicensed NAV Technology Platform for developing gene therapies in vari
disease indications to our NAVTechnology Licensees. Not only must we co
with other companies that are focused on gene therapy products using earli
generation AAV technology and other gene therapy platforms, but any prodi
that we may commercialize will have to compete with existing therapies anc
therapies that may become available the future.

There are other organizations working to improve existing therapies or to de
new therapies for our initially selected disease indications. Depending on h
successful these efforts are, it is possible they may increase the barriers to
adoption and success for our product candidates, if approved. These effort
include the following:

Wet AMD. . ..

HoFH. . ..

MPSII. ...
MPSII. . ..

Regenxbio Inc. Form10-K Annual Report Pursuant to Section 13 or 15(d) of The Securitie
Exchange Act of 1934, for the fiscal year ended December 31, 2017, at page 27 (Exh. 2).

(e) Applicant has a website on the internet, and has a Facebook page,
Applicant does not advertise on Instagram, YouTube, or Facebook. A Google search for
ApplicantOs goods will not pull up Opposer and a Google search for OpposerOs services
pull up Applicant. Moreover, Applicant does not target the marketplace of gene therapy.
Opposer does not target the marketplace of urologic and reproductive health.

Fifth Affirmative Defense
No Likelihood of ConfusionNMarks Readily Distinguishable

27. There is no likelihood of confusion, mistake or deception becausealia,

ApplicantCREGENX  mark and OpposerOs ORegenxbioCigit R=s=NxBI0 r

15



not confusingly similar. When considered as a whole, the marks look different, have diffe
connotations and do not sound alike.

(@) Opposer, in its request to the Trademark Office for reconsideration o
ExaminerOs denial of its applications (as likely to be confused with ORegenexxO) which
ultimately led to OpposerOs cited U.S. trademark registration numbers 5018429 and 501
specifically stated that, Othe term OBIOO in [OpposerOs] Mark [ORegenxbioQ] is the dor
portion of [OpposerOs] Mark and rightly differentiates it . . ., creates a unique connotation
commercial impression for the mark as a whole . . . .0 OpposerOs Jan. 11, 2016 Reques
Reconsideration after FOA filed in its U.S. Application Serial No. 86397653 (leading to U..
Reg. No. 5018428) and its U.S. Application Serial No. 86397777 (leading to U.S. Reg. Nc
5018429), at page 7 (Exh. 3).

(b)  OpposerOs characterization of ApplicantOs stylized OxO in his mark
resembling a ODNA (deoxyribonucleic acid) representationO) which Opposer claims Opo
OpposerOs Oexact . . . Services, namely gene therapyO has no basis, or merit, and is co
false. Opposer has provided no foundation or support for its proposition that a DNA heli
connotation of gene therapy, and there is none. OpposerOs marks do not themselves inc
DNA Orepresentation.O Moreover, there is no well accepted and common public associ
DNA OrepresentationO with Ogene therapy.O A DNA helix is a popular design commonl
not only in the medical field but also in other fields as far reaching as the computer storac
industry, breweries, and generators related to electric vehicles. See examples of such mi
Exh. 4.

(c)  OpposerOs own design and wollY REE=NXBIO mark, shows

16



clump of cells with a play button in the middle preceding the ORegenxbioO word, believe:
suggest or indicate stem cell services and therapies. The cells encircling a playdulttgive
the consumer the impression of turning cells on or inducing cells to perform a function, st
stem cells function when turned on, induced and activated to perform a unique action. O
has been featured in medical publications and forums that speak to inducing cells to perft
function through stem cell and gene altering. This connotation would likely cause consun
associate Opposer with stem cells and would suggest Opposer is a stem cell company pr
stem cell therapies or therapies involving or using stem cells. RegenexxOs design and w
of U.S. Registration No. 4,619,744, also features stylized cells or perhaps a top view of a
DNA helix, and having a business devoted to orthopedic stem cell therapy/procedures, it
in the same general industry as Opposer. These marks coexist in the same industry
demonstrating the careful discernment of the relevant consumers.

Sixth Affirmative Defense
Marks with ORegenO Root are Common

28. OpposerOs claims are barred by OpposerOs acquiescence of a number of
parties using a OregenO root trademark for goods or services more similar to OpposerOs
services than are ApplicantOs goods and services, in the same marketplace as Oppauser,
any action by Opposer. See Exh. 5.

(@) Such common use demonstrates that the public commonly looks to
elements to distinguish the source of the goods or services.
(b) Such common use also demonstrates that the marks are entitled onl

narrow scope of protection.
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Seventh Affirmative Defense
Opposer@s Claims Are False and Reckless

29. OpposerOs claims are barred as a matter of law because OpposerOs alleg:
recklessly made and include numerous blatantly false claims.

(@) As explained further herein, OpposerOs services do not and cannot
with those of Applicant, and ApplicantOs goods and services cannot reasonably be consi
emanate from Opposer or vice versa. ApplicantOs goods and services are in no way sir
and cannot be derived from or even use any result of ApplicantOs services.

(b) As explained further herein, OpposerOs target customers and chann
trade do not and cannot be identical, related or overlapping with ApplicantOs target custc
and channels of trade.

(c) Opposer is not well known outside the sophisticated field of gene the
in the specialized world of biotechnology companies and is not likely known at all to urolo
patients.

(d) No actual confusion has ever occurred between ApplicantOs service
OpposerOs services and Applicant would have no desire for such confusion or any assoc
with Opposer. Since Applicant operates as a medical practitionerNa urologic physician al
surgeonNmeeting day to day needs of urology patients, an entirely different area of medic
than OpposerOs world of biotechnological gene therapy research, any confusion would b

wasting detriment to Applicant, not a benefit.

18



Eighth Affirmative Defense
Opposer Has Unclean Hands

30. OpposerOs claims are barred in equity by OpposerOs unclean hands. Opg
intentionally misrepresented that its Ogene therapyO research did not involve or employ ¢
cellO research to cause the Trademark Examiner to withdraw her rejection of OpposerOs
application for registration of its ORegenxbioO marks on grounds of likelihood of confusic
the ORegenexxO mark related to stem cell therapy. However, before, at the same time,
such misrepresentation, Opposer was participating in stem cell conferences, was emgloy
cell scientists for jobs specifically involving stem cell research, and was in fact dogostem
cell research as it related to gene therapy. Opposer deliberately and intentionally neisteg
the relationship of stem cell research to gene therapy research and therapies to obtairore
of the ORegenxbioO marks. Opposer further entered into a coexistence agreement with
Regenerative Sciences, LLC, now Regenexx, LLC, which effectively is a collaboration,
collusion, or cooperation agreement regarding the partiesO services wherein the partiely e
agreed not to compete, and wherein such agreement appears to be a wrongful impetus f
Opposition by Opposer.

Ninth Affirmative Defense
Opposer Misuses Its Reqistration

31. OpposerOs claims are barred by OpposerOs misuse of its registered ORec
marks, effectively attempting to restrain trade and/or to expand its rights in its registered r
beyond the scope afforded by law. Opposer has brought this opposition not because of &
likelihood of confusion between its marks and ApplicantOs marks, but rather pursuant to ¢

agreement with Regenerative Sciences, LLC (now Regenexx, LLC), the other opposer to

19



ApplicantOs registration, or in some other collaboration or cooperation with Regenexx or
unknown third party. Opposer has brought this opposition for reasons that are unrelated
ApplicantOs goods and services associated with ApplicantOs marks.

Tenth Affirmative Defense
Applicant®s Mark is Distinctive

32.  As aresult of ApplicantOs continuous use (RECENX mark for Applica
services identified in class 44, and of REGENX mark for ApplicantOs nutritional supp
identified in class 5, since the time of ApplicantOs adoption of the mark for those goods,
ApplicantOsE{IAEL(TJHELI}Ig mark has begun to develop and is continuing to develop significe
goodwill among men seeking care and treatment related to their reproductive system.
ApplicantOs mark has acquired considerable acceptance with respect to Applivéce©suse
products offered in conjunction with the mark. Such goodwill and usage have caused the
the REGENX mark to have distinctiveness with respect to Applicant, and has caused the

HEALTH LABS

be a valuable asset of Applicant.

WHEREFORE, Applicant prays as follows:
(a) This opposition be dismissed; and
(b) The registration be allowed to issue for the N(REGENX pursuant to U.<

EALTH LABS

Trademark Application Serial No. 88012396.

PO
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE
BEFORE THE TRADEMARK TRIALAND APPEAL BOARD

In the Matter of Trademark Application Serial Nos. 88012396
Published in th®©fficial GazetteéSeptember 18, 2018
For the MartREGENX

ALTH LABS

Regenxbio Inc,
Opposition No. 91244307
Opposer
VS.

Marshall J. Stein,

Applicant

EXHIBITS
Io
APPLICANTOS ANSWER TO OPPOSITION

EXHIBIT 1




To: Attn: TraQemark.E)(gmining Operation .P‘age30f15 20j6-01-28 20:01:09 (GM.T)N L o Frpm_; William Samu‘el_s“

- mwmmmmwmmmmmwmmmmuﬁw .

) ,“Agmﬁ“), effective as of the date of the last signature below (“Effective Date™), is by and
“between REGENXBIO Inc. (“RegenxBio™), a Delaware corporation having a principal place cf‘
“business ag 9712 Medical Center Drive, Sulte 100, Rockville, Maryland 20850, United Siates of .
- America, and Regenerative Sclences, LLC (“RS"), 2 Colorado Limited Liability Company havings
- principsl place of business at 403 Summit Boulevaed, Unit 201, Broemﬁeid, Colmdo smm .
A";Regenxaio and RSa’e eacita “Party " mdca»iiemive!y. m “Parties.”. R

B WHEREAB, RegmB’w isthe mmofthe common taw mdemﬁmgh!s in theu-ademarﬁ;
" REGENX {wonrd mark), REGENX BIOSCIENCES (word mark), and REGENXBIO (word mark) 2
" throughout the United States of Americe (the *RegenzBio Common Law Marks”), RegenxBio -
‘udopied and used the Regenyx and Regenx Bioscientes Common Law Marks shace at least as early
“uzﬁmaud mdihekmwamksmesﬁ Ieastaseaﬁysszﬁ% R

WI'IEREAS. Regeanm is the owner of the zmdemaﬁc rights in vmeus counm o

: --thmqghom the world in the orademarks REGENXBIO (word mark) and other tredemarks depicted -
- below, with tio claim to a particular color {collestively, the “RegenxBio Trademarks™. A list ofﬁme '
-RegenxBio Trademarks and countries where RegenxBio, as of the Effective Date, malntains
~trademark registrations, appifcations, or comenon iaw trademark vights in me Regam;%w i

- Trademarks is included in Ex&ahit A »

e WKEREA& Regeﬂmeused ms.sn&iiar!ma b:ma ﬂdeimemsomme Regenx&o
“Teademarks in conjunction with custom development of biochemical reagents, therapeutic -
- compositions, gene therapy, scientific and medical research and development, genetic eag%neermg
‘ mvices, bictechnology research services, and research and development of new products amhe
" field of gene therapeutios and research tools, including those based on resombinant adeno- -
associated viral vectoms, all of the foregoing excluding (1) the interventional or other weatrment nf
‘arthopedic conditions in patients and () the research, development, marketing, promotion, or ,
. commercialization of procedures. related to the processing of blood produts, bose marrow, ad&m '
. tissue, or any other human body tissue with the goal of isolating stem celfs, progendtorselis, other -
blood OF marrow Mved ceﬁs. eéipuse ceiis, piate!et& p&ay:iet-rkh plasms, ;statz!eispom plasma, -

PAGE 3/15 * RCVD AT 1/28/2016 3:01:01 PM [Eastern Standard Time]} * SVR:W-PTOFAX-002/45 * DNIS:2739171 * CSID: * DURATION (mm-ss):17-04



To: Attn: Trademark Examining Operation  Page 4of 15 2016-01-28 20:01:09(GMT) ~ From: William Samuels

*‘RS 'F‘mdc:msu L ~°‘) A wmpmhemav
! r*ulmmrk 'mgmmtmns o

zuua\umn with dwmﬁ

' uu m m.m cul mx:mpy .md mcd:ml c:hmw"
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.;;Ttmm in pmicular REGENEXX {woad) (K},S. ch. Nn 46% 9?44) md REGENEXX (words '
,,plus dﬁsgx\) (U 8. Reg. No 3578576) (she “RS Regmmbns"}e R

L - ‘WHEREAS, the Pmm recognize and ackmwledgs the dtffemwes between thc e
chmxam Marks, including the RegenxBio Applications, and the RS Marks, including the RS -
: Registrations, the Parties’ respactive goads and sewioes. and uadcehanncis used by the Panws and
:-_'mesrmpecuwcwm ) ARSI S AR

& “HOW THEREFORE, in cons:derauon of th: prcmnses and mntual covenants heveinaﬂer
. recited and other good and valuable mnsxdcm«m zhe ﬁ:mpl and sufﬁcnency of which is hereby
ackmwlcdged.ihel’aniessgmeasfouows. SRR o )

S 'Ihe Pames bei:we that there would be no itkehhood of mnfnsm msing ﬁvm
Kegcnxﬁm s adoptmn and use of the RegenxBio Trademarks, including the RegenxBio - -
. 'Apphcuuons, in conjunction with the RegenxBio Services due 1o the distinct differences in the

- goods and services offered under each raspective Mark, the distinct trade channels, the

3 scphustmatmn ofthe Pames m!evant msumexs. and thccovcmms maiie in thss Agmemmt

. ) 1 The Pmu:s beizeve ﬂm thm wouid bc 1o %nkeiui’mé cf mﬁmon arising ﬁ'om RS’
adopﬁun and use of the RS Trademarks, including the RS Regmminns, in conjunction with the RS
" Services due to the distinct differences in the goods and services offered under each respective

Mark, the distinet trade charmels, the sopiﬁs&icatmn nt‘the Pames rcievam consumers, md the .

: ovemmsnMemthlsAgtwnem._ IR .

o 3. k The Pames cnnc!usion :hat consuser conmsion isnot likc!y to oceur is Isswd in:
. ',"pm on the fact that the RegenxBio Trademarks, including the RegenxBio Applications, inthe -
- context of any logos, trade dress, advertising, and marketing of the RegenxBio Trademarks, are.
- readily distinguishable and visually dissimitar from the RS Trademarks, including | the RS S
ch;mtions. md thcur useon RS's pmduet packnging. pmd&acts. und advenis‘ing

R ‘l‘he Pamcs agree and acknow!edse that itis unhkeiy thu the: cnncurrem use af
L the Rageanso Trademarks in conjunction with the RegenxBio Services and the RS 'Fradcmarks
- used In conjunctlon with the RS Services will ceeate conflision among consumers as to the
- “souree, origin, or sponsorship of the Paries’ respective goods and services. The goods and -

-services provided under the RegenxBio ?mdemarks do not ew:riap wi!h md are mt suﬁ'icsently
; related ta RS szces w cmate eonfnsmn e T TR _

. 5 The Pames agrec and sckncvw!cdgc lhat i! is uniEkeiy that thc wncumm use of the g
_“Regemcam '!'mcnwks. including the RegenxBio Applications, and the RS Trademarks, including .
-the RS Regisirations, will create confusion among consumers as to the source, origin,ar

: ‘monm:shlp of the Parties” respective goods and services, The relevant purchasers consuming or
‘usmg the RegenxBio Services and the RS Services are sophisticated medical profusmmls andlor
mﬂmsexemsu high degree of care when making pumhasmgdecssxm pnorlo
recewmg. purchasmg. or utmzmg she Regeanao Smm or RS Semces, B
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e T‘he?mmsgmc undachmwhdgc:tmmsuni‘ikdy that mcmummmoﬂlm
- Rggcm:Bm Trademarks, including the RegenxBio Applications, and the RS Trademarks, mcmding
- the RS Registrations, will create confusion among consumners as to the source, origin,or - -~
. sponsorship of the Parties” respective goods and services. The overall commercial impression and -
" connotations associated with the RegenxBio Trademarks are dissimiiac to ehcoverail comnmnal :
impressﬁon and cormwnens sssoeiamd wush me Rs deemm ; g N

- ln addmon. the Pmses recegmze aud nckmwiedge ﬂm lhey imve aoexsswd and z
mmluneousiy used their respective Marks in commerce for thelr respective services sinceat. -
. .. heast as early as 2010, over five (3) years before the Effective Date. The Parties are unaware. of
-~ any actual confusion between them, their respective Marks, md menrmspective gocdsw .
'semees dnrmg thmr eaemmme En vsmous mafketplaces N R

: : in cmsséemmn aft!us Agrwnem. RS expmssiy comas (o ihc remeatim ofthe.'
Reseanio Applicmmns wuh !hc USP’!‘O :

""ia cons:dmuon onms Agmmem._, -
I AN ' Neuhar Pmy wsn !ake any acmm that conld impmr, jeopardxze, vm!aus, or -

So kmg asthe Parties and their mpemve Marks comp}y wilh lhe termis 0? zhis :
Agreement (including any cureent or future Marks adopied, used, applied-for, or
registered with a national or intermational trademark authority), neither Party will
- challenge, oppose, cancel, anul, claim infringement of their Mark with the other -

~ ' Party’s Mark, claim dilution or any other trademark claim of their respective -~ -

- Mark with the other Pasty”s Mark, or atiempt to undenmine the ownership, tit!e. "

. rights, enforceability, or validity of the other Party"s Marks for any reason in

" “any court ofcompe&emmisdictlm including any ofthe Marks listod in Exhi

B onrExthtB, . ' 2

m ' Regem:Bm agrees that it wn!l not adopt‘ usg, seek tc regusmr, or regmer, ar
authorizeodmsmuse,seektomg!s:er,orregimr' R R L A S

. any mdemaxk comprising. consisﬁng. ar comaining any ot‘the Rs

' are substantially similar to the RS Services, excluding those servios sead L
' ;]hﬁﬂd in the RegmxBlo Trsdemaﬂes. or. , R

: 'any .m\me or domam name. cumpnsmg or comammg the RS Wemuks
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S | R RSawsmamwiﬂmudept.w.mekm.&giﬁet,_étmgmorggﬁmm
nﬂmmm&,mkmwgiﬂmorwgiﬂsn, . e T ’.

_» a._ _any tmdcmark cmnprising, comisung. or conmning any ef the Regenxﬁio
- “Teademarks;
y,.any RS Tsademmswhh my orme Regmxmo Services or my other wvica‘.
- “that are substentially similar to the Remﬁio Scmm;, cxcmdiug those scrviees -
. -already listed in the RS Trademarks; or . = °. .
€. - any name or domain name. wmmsing or cm:aming :he Regenxsio '
: Tradﬁmarks. O I PP N A A
7 12. Regenxﬂio ws!l use its Regeanin Tm&muls in a manner caiculmdw avoid
. confusion with the RS Trademarks and will cooperate in taking any and all reasonable actions to -
' avaid confuslon, mc!uding any mmnecs of‘ cmﬁision o Iikcﬁhnnd ﬁf con!hﬂm which may come

RS wﬂt use h,e RS ’l‘fademmks in & manner mlcu!ated to amaﬁ ecmmsim whh the
.'..chmxﬂio ‘I‘mderm’ks and wifl cooperate i 1aking any and all reasonable actions to avoid -
: 'j_-mﬁmwn, imttﬂing eny instmnes ofconfusion or lﬁ:elihmd of cunmskm which may come. m their :

N tntheevemmu'mymesamdmkapphwmforalwatk whmmidmukis
-4 in compﬁame with the terms of this Agreement (the “Filing Party™), and & aational or mmmnal :
* trademark authorlty (e.g., The United States Patent and Trademark Office, Office for the - >
" ‘Hermonization in the Internal Market, or World Intellectual Property Office) cites the m&m Paxty S
- -respective Marks against that Party’s trademark application (the “Cited Party™), the Filing Panty

“ " may provide written notice to the Clted Party advising that the Filing Party's trademark is biocked

i by the respective trademark authority. The Cited Party must ceply to the Filing Party's notice w&hm
. slxty (60) days of receipi. The Clted Pasty agrees that they must provide written consent to the -
- reglstration of the Filing Party™s trademark application as fong as the Filing Party is in wmplimce
- with the terms of this Agreement. Any consent from the Cited Party cannot be unreasonably - -
withheld as long as the Flling Party is in compliance with the tesrns of this Agreement. The Fsiing
- Party will bear all costs, expenses, and fees in all further acte and things, including the prepamion :

2 mquiwd to. establish ;he Ciwd Pany s consent o the Filing Pany 5 tmdemark appiwanon

= ls. ’l"he Panies agm thax. 50 !ong as thc Fﬂmg Party is in cnmpﬁmec whh the terms ot‘
- this Agmemm. either Party may use this Agreement in order to cstablish that the Clied Party
“consents to the Flling Party's application for that particular mark. 1n the event that the Filing -
Party uses this Agreement to establish the Cited Party’s consent to the Filing Party’s appﬁwble
.trademark application and the applicable trademark application does not comply with the terms .
‘of this Agreement, the Panies agree that the covenanis made in Section 9 of this Agreement do -
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not appiy to !has parﬁezﬂlr Mark and the Ched Party may mke any !egal action agains: ﬁte Filing
Pmywhn:h may be nms:my to protect the Cued Ptr!y 8 mdmwk raghts in t!aeir Msks

RN Regmxaiowﬂtnotaaer ameruf.ormdifythekegmBiondmmksby -
including design elements incorporated within the RS Trademarks, including the bands, ct.wod
“lines, and bars used in the RS Trademarks (“Altered RegenxBio Trademarks”). Rageanio agees
dmtitwilim!usemadoptanhk&ed&egmBm?mdamrkfmwwmm e

o 11, RSwilimmlm- mnend.ermodifyﬁw RSdemrksbyimksdingdwgﬂ
felemems immyaawd with the RegenxBio Trademarks, including the circular designs, mgular
.-desigwns, and stylized font (“Altered RSdeemark“), RS ngstﬂm :! wfii not use aradopt B
fA!xem! RSdemk fmmypmpom o R

. 18. In the evem any a.omai consumer cmfusion mscs, the Parties witt cmratc with -
-,me: mwmer an 8 msomb!e basss o ehmmam or mimmize sueh conﬁxsmn -

R !9 The Pam aeknewiedgmem oi‘mh Pany srights herem is restrieied to the usc
i.'_or mgimazlm of their respective Marks. The Parties® acknowledgement of the other Party's =
. Hights hesein shatl not in any way be deemed an admission that anather party, not subject to uh:s
~ Agrevment, will not be subject to prosecution on the grounds that use, application, or regmmson
Vil vl or treda deecs 1he oF similor to e Parties” rocgetie Mmdm nm.m:r lmdu adrisi: i )

‘}“ke:iy to case wnfumm. or.to cause mmnke. orte dmcwc Ep o

el m Thls Ageememslmll mumtomeﬁme&tofands&nﬁ be binding upcmthe Pmm,
. ,-meuromcen. dumcm, sharehalders, parimess, members, agents, refresentatives, servams,
" employees, licensers, franchisees, atittnays, parent companies, subsidinres, related mdmmwd :
7 ecovpriies, Subowssors and assigns, transfirces dnd il entities opermicd ardior controlied by fry oi‘ s
..t or T active concert or parthoipation with any of tieis. For awoldarce of doubt, the groceding '
- sentence applies only to RegenxBio Services and KS Services as defined in this Agreement and not .
“‘-,m ﬁnyol&mt‘gonds mnewm-:.stham pmy hmd in th: pmeadmg senience: m&yafﬁ:rnr sgn RN

_ 21. : This Agmemem sim!! mmnin in fnme imhﬁnize!y. mm 8 mspmiva Pany
~abandansitsMarks. E:smdemmapp!icathn(e).orcmsesmﬁubmim R
: ')? ' 'ﬂm Agm:menl B i i R&mnghnm the: Wonded and wilt he i fmm- md t:ﬂi!n:l

o _wilh respect to wademsrk rights of the Parties in regards 1o the RegenxBio Trademarks, the RS °
o deel;mrks, and any.other Marks that consu! of or are compﬁsed af the Marks, i nﬁ other.

AR . Any wadver by eiﬂm Pmy of a beeach afany e, m;dnﬂaax of obligmw ofthis
_Agreement shall notbe mnsidemd ] wawm' ofany suhsequenz breach of the same or any other weom,
eondition or abligation hmof : )
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L7 24, U -1f any term or provision of this Agreement is invalid, iliegal, or unenforceable in -
" any jurisdiction, such term ar provision will be enforced 10 the greatest extent atiowable, and -
" such invalidity, iltlegality or unenforceability does niot affect any other term or provision of this
: Agreemem or inva!i&te or render menfmceab!e such term or pmvasmn in my omerjnnsdlcum

S 25 ThﬁAgmmmaybemdxnwowmmmmalinfwhxdmkm e
E ’Wmmssmsleagmment.deetyofmmwdm@mapagcwehmmmmby
.. getnail, POF format, electronie, or facsimile mmnmm wﬂi beaqua!iy as eﬁ'ecﬁve 25 delivery. m‘ &,
”-'mmxdlxs;gwécmmnofdnsa‘gxm SR

526 Aﬁmmmm.dmmgwﬂs,mmmnmmm
,-4-"wmmunwmnshmmdershallbemwmngmdshaﬂbede!ivmdw

Lml:nm. CO 8’0!20

. "Ortu mhuﬁauﬁmssmmﬂwrmmydmmmbym!m hemmdm mtdnimﬁlbe

R Thﬂl’mm mlmowbdgemdagreedm (i)ﬂwymmringinwﬂwl\gmemem
L kmrwlng!y wmmy and with full undelstandklg of his signifeance; (i) they have not been
L enseevad, thveatoned, o intlaidawed inbo signing the Agresment; () they wadcimtand the ternrs of e,
_~_Ammt,(iv)mhavarmdammmbmimewmuﬁdﬂmmcmm(v)thethm
- - sutherity to exscuts this Agreament an behsif of the panies for which they signed; and (vi) nnthing _
Bertin shall constitule ither of the Pasties ss being an agent of represéntalive of the other, The .- -
. Purtios fugther agres end confiem that they coopatated, through their own fegat councsl, in the
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! Ea:{;mg:; 1o the Subiet it smr hs.rme, fi-Suf}él"s
i reeenis, whether wri
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" Dates of s~
August 2099" :
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ieeenxBio I raq

. (If apphicable) |
S T B B

{ {Pr=a=Nxs |

PArsEsNXeI0

PAGE 12/15 * RCVD AT 1/28/2016 3:01:01 PM [Eastern Standard Time] * SVR:W-PTOFAX-002/45 * DNIS:2739171 * CSID: * DURATION (mm-ss):17-04



To: Attn: Trademark Examining Operation Rage 13 of 15 201 6701_-28 20:01:0? (GMT) ’ ) ) L From: V\ﬁll[am__Samugls
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The RS Trademarks .
TSeralNo.
{If applicable) - (f
TGS 578576, | United Siies
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Marshall J. Stein,
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EXHIBITS
Io
APPLICANTOS ANSWER TO OPPOSITION
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Internally developed product candidates

Development Stage Anticipated
Indication Research | Preclinical | Phasel/ll | Phaselll Milestones

Retinal Diseases

Wet age-related macular
degeneration (wet AMD)

Metabolic Diseases

A hypercholesterolemia (HoFH) RGX-501 Topline data late 2018

Neurodegenerative Diseases
A Mucopolysaccharidosis RGX-111 Begin enroliment in

RGX-314 Topline data late 2018

* Type | (MPS 1 | Rox-t1 4 Phase | il mid 2018
A Mucopolysacchandosis Begin enrcliment in
* Type Il (MPS II) RGX-121 Phase I/ll tnal mid-2018

Additional lead program candidate

Undisclosed indication

Designation in 2H 2018

A Orphan Drug Designation
% Rare Pediatric Disease Designation

NAV Technology Licensee product candidates

Phase 1/ Il Phase Il

Target NAV NAV 2 NAV NAV
rg Indication {Eaiiee Indication Cansne Indication Licensae Indication L icinised
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o Clurullinemia s Ultragenyx i <
= Type ! Ultragenyx  Hemophilia A i Bayer Hemophilia A Shire
§ PKU Ultragenyx  GSD1a Ultragenyx orc Ultragenyx
s Deficiency
Wilson : ;
g Disease Ultragenyx Crigler-Najjar Audentes
§ Achromatopsia  Biogen
Choroideremia Biogen
Parkinson’s :
E with GBA Prevail ALS SOD1 AveXis SMA Type ll AveXis SMA Typel AveXis
@ Voyager /
pr >
3 Undisclosed Genzyme Rett Syndrome  AveXis MPS WA Lysogene
E Undisclosed Voyager
£
5} MPS 1A Esteve
- Friedreich’s Voyager /
g § g Ataxia Genzyme CPVT Audentes XLMTM Audentes
Friedreich's  pgyerum Pompe Audentes

Ataxia Disease
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U.S. Trademark Application for REGENXBIO
Serial No.: 86/397,653

REQUEST FOR RECONSIDERATION AFTER FINAL OFFICE ACTION

In the Office Action issued on July 10, 2015, the Examining Attorney issued a final
refusal to register Applicant’s REGENXBIO mark (“Applicant’s Mark™) based on the grounds
that the proposed mark is likely to cause confusion with U.S. Registration Nos. 3578576 and
4619744. The application was originally filed on September 17, 2014 for the word mark
REGENXBIO without claim to any particular font, style, size or color. Applicant respectfully

submits the information herein in full response to the Examining Attorney’s inquiries.

I Likelihood of Confusion Rejection

The Examining Attorney has cited U.S. Registration No. 3578576 for the mark
REGENEXX (design plus word) and U.S. Registration 4619744 for the mark REGENEXX
(word mark) (collectively, the “Cited Marks”) as so resembling Applicant’s Mark as to likely
cause confusion when used on or in conjunction with the identified goods and services

(Applicant’s Mark and the Cited Marks are collectively referred to as the “Marks”).

a. Citation of U.S. Registration No. 3578576 Should Be Withdrawn

Applicant respectfully requests that the citation of U.S. Registration No. 3578576 be
withdrawn as this registration is now listed as “Dead” due to Registrant’s failure to timely submit
a Section 8 renewal affidavit. U.S. Registration No. 3578576 has been dead since September 25,
2015. Due to the lapse of this Registration, Applicant respectfully requests that the likelihood of

confusion refusal based on U.S. Registration No. 3578576 be withdrawn.

b. The Marks’ Goods and Services Are Dissimilar
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“The fundamental inquiry mandated by §2(d) goes to the cumulative effect of differences
in the essential characteristics of the goods and differences in the marks.” In re Thor Tech, Inc.,
90 U.S.P.Q.2d 1634 (T.T.A.B. 2010) quoting Federated Foods, Inc. v. Fort Howard Paper Co.,
544 F.2d 1098, 192 USPQ 24, 29 (CCPA 1976). “[T]he test 1s not that goods and services must
be related if used together, but merely that that finding is part of the underlying factual inquiry as
to whether the goods and services at issue ... can be related in the mind of the consuming public
as to the origin of the goods.” Shen Mfg. Co., Inc. v. Ritz Hotel, Ltd., 393 F.3d 1238, 73
U.S.P.Q.2d 1350 (Fed. Cir. 2004) quoting Packard Press, Inc. v. Hewlett-Packard Co., 227 F.3d
1352, 1358 (Fed.Cir.2000).

Applicant’s services are completely different from the services provided with the Cited
Marks—there is no overlap or chance that the services at issue are related in the mind of the
consuming public as to the origin of the goods. This dissimilarity of the services for the Cited
Marks and the services for Applicant’s Mark mitigates any likelihood of confusion. The goods
and services recited for the Cited Marks are “Dietary and nutritional supplements” in
International Class 5, “Medical and scientific research in the field of stem cell therapy; Medical
and scientific research information in the field of stem cell therapy; Medical and scientific
research, namely, conducting clinical trials for others; Medical laboratories; Medical research;
Scientific research; Scientific research and development” in International Class 42, and “Medical
clinics; Medical consultations; Medical services; Medical services utilizing stem cell therapy
procedures.” in International Class 44.

The services recited in Applicant’s Mark as previously amended are “Custom
development of biochemical reagents, namely, synthesis for others of clinical medical reagents

for use in gene therapy, development of pharmaceutical preparations for use in gene therapy, and
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therapeutic compositions that include recombinant adeno-associated viral (rAAV) vectors to
provide a platform for specific expression of biologics with therapeutic effect in gene therapy,
and RNA interference (RNA1); Scientific and medical research and development; genetic
engineering services, biotechnology research services, and research and development of new
products in the field of gene therapeutics and research tools, including those based on
recombinant adeno-associated viral vectors” in International Class 42.

The underlying services covered by Applicant’s Mark and the Cited Marks are not
sufficiently related that purchasers are likely to be confused or mistaken that the services
originate from or are sponsored by the same source. Hilson Research Inc. v. Soc’y for Human
Res. Mgmt., 27 U.S.P.Q.2d 1423 (TTAB 1993); Devries v. NCC Corp., 227 USPQ 705 (TTAB
1985); Chemetron Corp. v. Self-Organizing Sys., Inc., 166 USPQ 495 (TTAB 1970); See also In
re Majestic Distilling Co., 315 F.3d 1311. The Cited Marks’ services are narrowly defined to
encompass stem cell therapy. Meanwhile, Applicant’s Mark’s related to services that are
narrowly defined to encompass the development of pharmaceutical preparations and therapeutic
compositions for gene therapy.

There is no doubt that stem cell therapy services, such as those listed in the Cited Marks,
and genetic therapy services, such as those listed in Applicant’s Mark, are sufficiently different
to mitigate any likelihood of confusion between the Cited Marks. The Cited Marks’ services are
narrowly tailored to stem cell therapy, while Applicant’s services are narrowly tailored to genetic
therapy and genetic engineering services. Although both can be used to cure and assist with
disease, the treatment methods are undoubtedly distinct and sufficiently different so as to obviate
confusion. For example, gene therapy can be used for altering or improving physical appearance,

metabolism, and physical capabilities and mental faculties such as memory and intelligence.
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Meanwhile, stem cell therapy is commonly used to treat cancer patients with conditions such as
leukemia and lymphoma. (See Exhibit A).

Applicant’s applied-for services, as amended, are specifically tailored for gene therapy
services. Applicant’s services are used therapeutic delivery of nucleic acid polymers into a
patient's cells as a drug to treat disease — these services do not encompass providing stem cells
to a patient. Applicant’s Mark’s amended services specifically limits its services to “gene
therapy” and “genetic engineering services.” The services associated with the Cited Marks, on
the other hand, are specifically tailored to use of stem cells to treat or prevent a disease or
condition, including stem cell therapy. Due to the specificity of the applied-for services, the
services associated with Applicant’s Mark do not overlap with the narrowly defined services in
the Cited Marks.

Because the Marks’ respective services are each narrowly tailored to exclude the other’s
services, coupled with the fact that Applicant’s Mark’s services do not overlap with the Cited
Marks’ services, the consuming public will not be confused as to the origin of the respective
services.

c. Marketing Channels and Consumers Are Dissimilar

In addition, the marketing channels used and consumers targeted by Applicant and the
Cited Marks through those channels are entirely different. Standard Knitting, Ltd. v. Toyota
Jidosha Kabushiki Kaisha, 77 U.S.P.Q.2d 1917 (T.T.A.B. 2006): In re The W.W. Henry
Company, L.P., 82 U.S.P.Q.2d 1213 (T.T.A.B. 2007). The Cited Marks’ services target
consumers seeking specific types of stem cell therapy which can assist in the treatment of certain

diseases.
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These types of consumers are significantly different from Applicant’s target consumers,
namely laboratories and professional entities (such a medical practice entities) which provide
genetic therapy services to treat various diseases suffered by those entities’ patients. Indeed, the
inherent sophistication of the respective services provided under the Marks further demonstrates
the degree of care a consumer would undertake prior to utilizing these services. Namely,
consumers purchasing or seeking either the Cited Marks’ or Applicant’s Mark’s services would
consult a professional (likely a doctor or licensed therapist) who would recommend, perform,
and monitor the patient during all courses of treatment. Prior to undergoing any such treatment,
the consumer (which is ultimately a patient receiving the services) will make an educated
decision whether to go forward with a procedure after understanding and contemplating the
benetits of the procedure, what the procedure entails, possible side-effects, possible
complications that could arise, the costs involved, the likelihood of success, and recovery time.
The complexity involved in both stem cell therapy and genetic therapy, along with the
extraordinary care a consumer will take prior to engaging those types of services, demonstrates
that the consumers are unlikely to be confused.

In addition, the Applicant’s Mark’s and Cited Marks’ identified services also target
licensed doctors who specialize in specific fields and who perform those services on their
patients. The inherent sophistication of the professional consumers using, recommending, or
providing either stem cell therapy or gene therapy services to aid in the cure or treatment of
disease illustrates that Applicant’s targeted consumers are extremely knowledgeable and careful
purchasers who are unlikely to be confused between the Applicant’s Mark and the Cited Marks.

In re HerbalScience Group LLC, 96 U.S.P.Q.2d 1321 (TTAB 2010).
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Although both the Applicant’s Mark’s services and the Cited Marks’ services may relate
to the treatment of disease, the commercial relationship or nexus between the services provided
under Applicant’s Mark and the Cited Marks is non-existent or de minimis. See Electronic
Design & Sales, Inc. v. Electronic Data Systems Corp., 21 U.S.P.Q.2d 1388 (although some
overlap in medical field, E.D.S. for computer services and EDS for power supplies and battery
chargers not confusingly similar). The purpose of the respective services, along with the
consumers seeking these types of services, are significantly different. Applicant’s services are
meant to target consumers seeking a specific type of treatment which is a viable option in order
to treat certain ailments—gene therapy is only available to treat certain ailments. Meanwhile the
Cited Marks’ services provides a wholly different avenue of treating ailments and diseases when
gene therapy is not an option. These types of therapies, although both therapies, are significantly
different, are provided in different manners, are provided through different channels, target
different diseases, and are carefully considered by consumers prior to utilizing those services.
(See Exhibit A).

Similar to the marks in M2 Software, Inc. v. M2 Communications, Inc., the Cited Marks’
services ultimately reside in the realm of stem cell therapy while Applicant’s Mark resides in the
realm of genetic therapy—these different lines of trade that Applicant’s genetic engineering and
gene therapy services and the Cited Marks’ stem cell therapy services focus on are sufficiently
different to find no likelihood of confusion. M2 Software, Inc. v. M2 Communications, Inc., 450
F. 3d 1378 (no conflict between similar marks for multimedia products sold to different line of
trade: one to pharmaceutical and medical industries, the other to the music and entertainment
industries). As such, there is absolutely no overlap, relationship, or connection between the two

parties’ goods and services, target consumers, areas of business, or manner of use of their Marks,
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and thus no likelihood of confusion—especially when considered in light of the distinct
differences in commercial impression and connotation.
d. The Cited Marks and the Applicant’s Mark are Visually Dissimilar
1. The Cited Marks and Applicant’s Mark Look Different

Applicant respectfully submits that the Marks are visually distinct and, in light of the
differences in the associated goods/services, are unlikely to be confused by consumers.

Here, the Cited Marks are comprised of the term REGENEXX, consisting of eight
characters and concludes with the letters “EXX" and the distinct sound \’ecks\. Meanwhile,
Applicant’s Mark is comprised of the term REGENXBIO consisting of nine characters and a
wholly distinct ending in “BIO” with the distinct sound \'b1-( )o\.

As such, due the dissimilarities in portions of the respective Marks, the term “BIO” in
Applicant’s Mark is the dominant portion of Applicant’s Mark and rightly differentiates it from
the Cited Marks, creates a unique connotation and commercial impression for the mark as a
whole, and eliminates any potential confusion.

For the foregoing reasons, Applicant respectfully requests that the refusal of Applicant’s
Mark be withdrawn and that the Examining Attorney allow Applicant’s Mark to continue to
publication.

ii. The Cited Marks and Applicant’s Mark are Phonetically Different

Applicant respectfully submits that the Marks, as a whole, are phonetically dissimilar.
The Cited Marks are phonetically pronounced as \ri-'je-no-ex\. Meanwhile, Applicant’s Mark is
phonetically pronounced as \ri-'je-na-ex-\'bi-(,)0\. The additional word element of “BIO” in
Applicant’s Mark, pronounced as \'bi-( )0\, along with the dissimilarity of the Marks’

connotations and visual appearance, distinguish the Marks as a whole and eliminate any
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likelihood of confusion. It is readily apparent that the Cited Marks and Applicant’s Mark are
phonetically distinct; it is further demonstrated by the differing dominant features of each
respective Mark. The Coca-Cola Company v. Essential Products Co., Inc., 164 USPQ 628

(C.C.P.A. 1970). As such, there 1s no likelihood of confusion between the Marks.

For the foregoing reasons, Applicant respectfully requests that the Applicant’s Mark be

allowed to continue to publication.

. The Cited Marks and Applicant’s Mark have Different Connotations
The mental impact of a similarity in meaning may be so pervasive as to outweigh any
visual or phonetic differences between the Marks. Kenner Parker Toys, Inc. v. Rose Art
Industries, Inc., 22 U.S.P.Q.2d 1453 (Fed. Cir. 1992). Indeed, the psychological imagery evoked
by the Cited Marks and Applicant’s Mark may overpower any respective similarities in

appearance and sound. Vornado, Inc. v. Breuer Electric Mfg. Co., 156 USPQ 340 (CCPA 1968).

Marks comprised of similar elements are not necessarily confusingly similar when
potential marks each have an aura of suggestion, but each suggests something different to the
buyer. Smith v. Tobacco By-Products & Chemical Corp., 243 F.2d 188 (C.C.P.A. 1957) (No
likelihood of confusion between GREEN LEAF and BLACK LEAF); See Republic Steel Corp.

v. M.P.H. Mfg. Corp., 312 F.2d 940 (C.C.P.A. 1963) (different connotation of TRUSS-SKIN vs.
TRUSCON for metal building parts); Morrison Milling Co. v. General Mills, Inc., 436 F.2d 1050
(C.C.P.A. 1971) (different connotation of CORN-KITS and CORN KIX); General Mills, Inc. v.
Frito-Lay, Inc., 176 USPQ 148 (T.T.A.B. 1972) (no likely confusion between FUNYUMS and
ONYUMS: different suggestive connotations); Hard Rock Café Licensing Corp. v. Elsea, 48

U.S.P.Q.2D 1400 (T.T.A.B. 1998) (No likelihood of confusion between HARD ROCK CAFE
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and COUNTRY ROCK CAFE); Fruit of Loom, Inc. v. Fruit of Earth, Inc., 3 U.S.P.Q.2d 1531
(T.T.A.B. 1987) (FRUIT OF THE LOOM and FRUIT OF THE EARTH connote different
meanings). Moreover, marks may be phonetically similar, but confusion is prevented by the
different suggestive connotations of the marks. Gulf States Paper Corp. v. Crown Zellerbach

Corp., 417 F.2d 795 (C.C.P.A. 1969).

As is the case here, the allegedly similar Marks create a distinctly different suggestive
connotation and commercial impression than that of Applicant’s Mark. A mark’s overall
appearance 1s seen by consumers because consumers read the whole mark, and the whole mark
makes a general impression. Applicant’s Mark, when read as a whole, evokes and suggests to
consumers regeneration and renewal of biological being or bodily function. That is, Applicant’s
Mark connotes imagery of renewal, recreation, and a sense of revitalization of an organic system.

The Cited Marks, on the other hand, evoke and suggest an image of reuse, recovery, and
salvaging of any particular item. Indeed the use of the term “EXX,” along with the first word
portion of “REGEN” used by the Cited Marks emphasize the taking of an item, and then reusing
or recreating that item.

As such, the aura of suggestion between the Cited Marks and Applicant’s Marks are
distinct— the Cited Marks suggest recreation of something that previously existed, while

Applicant’s Mark connotes vitalization and enablement of an organic system.

For the foregoing reasons, Applicant respectfully requests that the refusal of Applicant’s
Mark be withdrawn and that the Examining Attorney allow Applicant’s Mark to continue to
publication.

11. Conclusion



U.S. Trademark Application for REGENXBIO
Serial No.: 86/397,653

In light of the foregoing, Applicant respectfully requests that its Application Serial No.
86/397,653 be cleared for publication. If the Examining Attorney has any further questions
regarding this application, Applicant respectfully notes that the Examining Attorney may contact

the Attorney of Record at the telephone number provided.
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