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ORALLY ADMINISTERED
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(Only for new nonprovisional applications under 37 CFR 1.53(b)} Express Mail Label No. /
Commissioner for Patents
APPLICATION ELEMENTS ADDRESS TO: P.0. Box 1450
See MPEP chapter 600 concerning utility patent application contents. Alexandria VA 22313-1450
[ Fee TransmitalForm ACCOMPANYING APPLICATION PARTS
or equivalent
2. D Applicant asserts small entity status. 10. I:l Assignment Papers
See 37 CFR 1.27. (cover sheet & document(s))
3. |:| Applicant certifies micro entity status. See 37 CFR 1.29. Name of Assignee
Applicant must attach form PTO/SB/15A or B or equivalent.
4. & Specification [Total Pages 32] 11. & 37 CFR 3.73(c) Statement x Power of Attorney
Both the claims and abstract must start on a new page. (when there is an assignee)
(See MPEP § 608.01(a) for information on the preferred arrangement) 12 |:| Enlish T lation D ¢
. nglish Translation Documen
5. |:| Drawing(s). (35 U.S.C. 113) [Total Sheets __|] (ifSpp/icab/e)
6. Inventor's Oath or Declaration [Total Sheets 8] . .
(including substitute statements under 37 CFR 1.64 and assignments 13. D Igigrrsr;(t;;n 2?;"1’:;':2 Statement
serving as an oath or declaration under 37 CFR 1.63(e)) (PTO/ or B )
a. D Newly executed (original or copy) Copies of citations attached
b. & A copy from a prior application {37 CFR 1.63(d)) 14. D Preliminary Amendment
7. Application Data Sheet  *See Note below. 15. D Return Receipt Postcard » o
See 37 CFR 1.76 (PTO/AIA/14 or equivalent) (MPEP § 503) (Should be specifically itemized)
3 D CD-ROM or CD-R 16. l:l Certified Copy of Priority Document(s)
in duplicate, large table or Computer Program (Appendix) (if foreign priority is claimed)
Landscape Table on CD 17. D Nonpublication Request
9. Nucleotide and/or Amino Acid Sequence Submission Under 35 U.5.C. 122(b)(2)(B)(i). Applicant must attach form
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18. D Other:

a. D Computer Readable Form (CRF)
b. |:| Specification Sequence Listing on:
i I:l CD-ROM or CD-R (2 copies); or

ii. D Paper

c. D Statements verifying identity of above copies

*Note: (1) Benefit claims under 37 CFR 1.78 and foreign priority claims under 1.55 must be included in an Application Data Sheet (ADS).
(2) For applications filed under 35 U.S.C. 111, the application must contain an ADS specifying the applicant if the applicant is an
assignee, person to whom the inventor is under an obligation to assign, or person who otherwise shows sufficient proprietary
interest in the matter. See 37 CFR 1.46(b).
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IE The address associated with Customer Number: 91543 OR D Correspondence address below
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Name . Registration No.
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This collection of information is required by 37 CFR 1.53(b). The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO

to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.11 and 1.14. This collection is estimated to take 12 minutes to complete,

including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on

the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and

Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND

TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.
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. . Attorney Docket Number | ADAR-119/05US 325049-2804
Application Data Sheet 37 CFR 1.76

Application Number

Title of Invention ORALLY ADMINISTERED CORTICOSTEROID COMPOSITIONS

The application data sheet is part of the provisional or nonprovisional application for which it is being submitted. The following form contains the
bibliographic data arranged in a format specified by the United States Patent and Trademark Office as outlined in 37 CFR 1.76.

This document may be completed electronically and submitted to the Office in electronic format using the Electronic Filing System (EFS) or the
document may be printed and included in a paper filed application.

Secrecy Order 37 CFR 5.2:

[ Portions or all of the application associated with this Application Data Sheet may fall under a Secrecy Order pursuant to
37 CFR 5.2 (Paper filers only. Applications that fall under Secrecy Order may not be filed electronically.)

Inventor Information:

Inventor 1

Legal Name

Prefix| Given Name Middle Name Family Name Suffix
Stephen Perrett

Residence Information (Select One) (® US Residency (O Non US Residency () Active US Military Service

City | Princeton | State/Province | NJ | Country of Residencé us

Mailing Address of Inventor:

Address 1 142 Leabroock Lane

Address 2

City Princeton | State/Province NJ

Postal Code 08540 | Countryi us

Inventor 2

Legal Name

Prefix| Given Name Middle Name Family Name Suffix
Fredric Jay Cohen

Residence Information (Select One) (® US Residency (O Non US Residency (O Active US Military Service

City | Washington Crossing | State/Province | PA | Country of Residencé | US

Mailing Address of Inventor:

Address 1 52 Bailey Drive

Address 2

City Washington Crossing ‘ State/Province PA

Postal Code 18977 ‘ Countryi us

Inventor 3

Legal Name

Prefix| Given Name Middle Name Family Name Suffix
Gopi Venkatesh

Residence Information (Select One) (® US Residency (O Non US Residency (O Active US Military Service

EFS Web 2.2.12
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Approved for use through 04/30/2017. OMB 0651-0032

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB control number.

Attorney Docket Number | ADAR-119/05US 325049-2804

Application Data Sheet 37 CFR 1.76

Application Number

Title of Invention | ORALLY ADMINISTERED CORTICOSTEROID COMPOSITIONS

City | Vandalia State/Province | OH | Country of Residencd | US

Mailing Address of Inventor:

Address 1 780 Waldsmith Way

Address 2

City Vandalia | State/Province | OH
Postal Code | 45377 ’ Countryi us

All Inventors Must Be Listed - Additional Inventor Information blocks may be
generated within this form by selecting the Add button.

Correspondence Information:

Enter either Customer Number or complete the Correspondence Information section below.
For further information see 37 CFR 1.33(a).

[ ] An Address is being provided for the correspondence Information of this application.

Customer Number 91543

Email Address zpatdcdocketing@cooley.com

Application Information:

Title of the Invention ORALLY ADMINISTERED CORTICOSTEROID COMPOSITIONS

Attorney Docket Number| ADAR-119/05US 325049-2804 Small Entity Status Claimed [ ]
Application Type Nonprovisional

Subject Matter Utility

Total Number of Drawing Sheets (if any) Suggested Figure for Publication (if any)

Filing By Reference:

Only complete this section when filing an application by reference under 35 U.S.C. 111(c) and 37 CFR 1.57(a). Do not complete this section if
application papers including a specification and any drawings are being filed. Any domestic benefit or foreign priority information must be
provided in the appropriate section(s) below (i.e., “Domestic Benefit/National Stage Information” and “Foreign Priority Information”).

For the purposes of a filing date under 37 CFR 1.53(b), the description and any drawings of the present application are replaced by this
reference to the previously filed application, subject to conditions and requirements of 37 CFR 1.57(a).

Application number of the previously Filing date (YYYY-MM-DD) Intellectual Property Authority or Country
filed application

Publication Information:
[1 Request Early Publication (Fee required at time of Request 37 CFR 1.219)

Request Not to Publish. 1 hereby request that the attached application not be published under

35 U.S.C. 122(b) and certify that the invention disclosed in the attached application has not and will not be the
subject of an application filed in another country, or under a multilateral international agreement, that requires
publication at eighteen months after filing.

EFS Web 2.2.12
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Approved for use through 04/30/2017. OMB 0651-0032
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB control number.

Application Data Sheet 37 CFR 1.76

Attorney Docket Number

ADAR-119/05US 325049-2804

Application Number

Title of Invention

ORALLY ADMINISTERED CORTICOSTEROID COMPOSITIONS

Representative Information:

Representative information should be provided for all practitioners having a power of attorney in the application. Providing
this information in the Application Data Sheet does not constitute a power of attorney in the application (see 37 CFR 1.32).

Either enter Customer Number or complete the Representative Name section below. If both sections are completed the customer
Number will be used for the Representative Information during processing.

Please Select One:

@ Customer Number I O US Patent Practitioner | O Limited Recognition (37 CFR 11.9)

Customer Number

91543

Domestic Benefit/National Stage Information:

This section allows for the applicant to either claim benefit under 35 U.S.C. 119(e), 120, 121, 365(c), or 386(c) or indicate
National Stage entry from a PCT application. Providing benefit claim information in the Application Data Sheet constitutes
the specific reference required by 35 U.S.C. 119(e) or 120, and 37 CFR 1.78.
When referring to the current application, please leave the “Application Number” field blank.
Prior Application Status | Pending
Filing or 371(c) Date
Application Number Continuity Type Prior Application Number (YYYY-MM-DD)
Continuation of 15205390 2016-07-08
Prior Application Status | Patented
Application - Prior Application Filing Date Issue Date
Number Continuity Type Number (YYYY-MM-DD) Patent Number (YYYY-MM-DD)
15205390 Continuation of 14311732 2014-06-23 9387167 2016-07-12
Prior Application Status | Patented
Application - Prior Application Filing Date Issue Date
Number Continuity Type Number (YYYY-MM-DD) Patent Number (YYYY-MM-DD)
14311732 Division of 12896005 2010-10-01 8771729 2014-07-08
Prior Application Status | Expired
Filing or 371(c) Date
Application Number Continuity Type Prior Application Number (YYYY-MM-DD)
12896005 Claims benefit of provisional 61247642 2009-10-01
Additional Domestic Benefit/National Stage Data may be generated within this form
by selecting the Add button.

Foreign Priority Information:

EFS Web 2.2.12
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Approved for use through 04/30/2017. OMB 0651-0032

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB control number.

Attorney Docket Number | ADAR-119/05US 325049-2804

Application Data Sheet 37 CFR 1.76

Application Number

Title of Invention | ORALLY ADMINISTERED CORTICOSTEROID COMPOSITIONS

This section allows for the applicant to claim priority to a foreign application. Providing this information in the application data sheet
constitutes the claim for priority as required by 35 U.S.C. 119(b) and 37 CFR 1.55. When priority is claimed to a foreign application
that is eligible for retrieval under the priority document exchange program (PDX)l the information will be used by the Office to
automatically attempt retrieval pursuant to 37 CFR 1.55(i)(1) and (2). Under the PDX program, applicant bears the ultimate
responsibility for ensuring that a copy of the foreign application is received by the Office from the participating foreign intellectual
property office, or a certified copy of the foreign priority application is filed, within the time period specified in 37 CFR 1.55(g)(1).

Application Number Coun’[ryi Filing Date (YYYY-MM-DD) Access Code' (if applicable)

Additional Foreign Priority Data may be generated within this form by selecting the
Add button.

Statement under 37 CFR 1.55 or 1.78 for AlA (First Inventor to File) Transition
Applications

This application (1) claims priority to or the benefit of an application filed before March 16, 2013 and (2) also

contains, or contained at any time, a claim to a claimed invention that has an effective filing date on or after March
[ ] 16, 2013.

NOTE: By providing this statement under 37 CFR 1.55 or 1.78, this application, with a filing date on or after March

16, 2013, will be examined under the first inventor to file provisions of the AlA.

EFS Web 2.2.12
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Approved for use through 04/30/2017. OMB 0651-0032

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB control number.

Attorney Docket Number | ADAR-119/05US 325049-2804

Application Data Sheet 37 CFR 1.76

Application Number

Title of Invention | ORALLY ADMINISTERED CORTICOSTEROID COMPOSITIONS

Authorization or Opt-Out of Authorization to Permit Access:

When this Application Data Sheet is properly signed and filed with the application, applicant has provided written
authority to permit a participating foreign intellectual property (IP) office access to the instant application-as-filed (see
paragraph A in subsection 1 below) and the European Patent Office (EPO) access to any search results from the instant
application (see paragraph B in subsection 1 below).

Should applicant choose not to provide an authorization identified in subsection 1 below, applicant must opt-out of the
authorization by checking the corresponding box A or B or both in subsection 2 below.

NOTE: This section of the Application Data Sheet is ONLY reviewed and processed with the INITIAL filing of an
application. After the initial filing of an application, an Application Data Sheet cannot be used to provide or rescind
authorization for access by a foreign IP office(s). Instead, Form PTO/SB/39 or PTO/SB/69 must be used as appropriate.

1. Authorization to Permit Access by a Foreign Intellectual Property Office(s)

A. Priority Document Exchange (PDX) - Unless box A in subsection 2 (opt-out of authorization) is checked, the
undersigned hereby grants the USPTO authority to provide the European Patent Office (EPO), the Japan Patent Office
(JPO), the Korean Intellectual Property Office (KIPO), the State Intellectual Property Office of the People’s Republic of
China (SIPO), the World Intellectual Property Organization (WIPO), and any other foreign intellectual property office
participating with the USPTO in a bilateral or multilateral priority document exchange agreement in which a foreign
application claiming priority to the instant patent application is filed, access to: (1) the instant patent application-as-filed
and its related bibliographic data, (2) any foreign or domestic application to which priority or benefit is claimed by the
instant application and its related bibliographic data, and (3) the date of filing of this Authorization. See 37 CFR 1.14(h)
1.

B. Search Results from U.S. Application to EPO - Unless box B in subsection 2 (opt-out of authorization) is checked,
the undersigned hereby grants the USPTO authority to provide the EPO access to the bibliographic data and search
results from the instant patent application when a European patent application claiming priority to the instant patent
application is filed. See 37 CFR 1.14(h)(2).

The applicant is reminded that the EPO’s Rule 141(1) EPC (European Patent Convention) requires applicants to submit a
copy of search results from the instant application without delay in a European patent application that claims priority to
the instant application.

2. Opt-Out of Authorizations to Permit Access by a Foreign Intellectual Property Office(s)

A. Applicant DOES NOT authorize the USPTO to permit a participating foreign IP office access to the instant
X application-as-filed. If this box is checked, the USPTO will not be providing a participating foreign IP office with
any documents and information identified in subsection 1A above.

B. Applicant DOES NOT authorize the USPTO to transmit to the EPO any search results from the instant patent
X application. If this box is checked, the USPTO will not be providing the EPO with search results from the instant
application.

NOTE: Once the application has published or is otherwise publicly available, the USPTO may provide access to the
application in accordance with 37 CFR 1.14.

EFS Web 2.2.12
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Approved for use through 04/30/2017. OMB 0651-0032

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB control number.

. . Attorney Docket Number | ADAR-119/05US 325049-2804
Application Data Sheet 37 CFR 1.76

Application Number

Title of Invention | ORALLY ADMINISTERED CORTICOSTEROID COMPOSITIONS

Applicant Information:

Providing assignment information in this section does not substitute for compliance with any requirement of part 3 of Title 37 of CFR
to have an assignment recorded by the Office.

Applicant 1

If the applicant is the inventor (or the remaining joint inventor or inventors under 37 CFR 1.45), this section should not be completed.
The information to be provided in this section is the name and address of the legal representative who is the applicant under 37 CFR
1.43; orthe name and address of the assignee, person to whom the inventor is under an obligation to assign the invention, or person
who otherwise shows sufficient proprietary interest in the matter who is the applicant under 37 CFR 1.46. If the applicant is an
applicant under 37 CFR 1.46 (assignee, person to whom the inventor is obligated to assign, or person who otherwise shows sufficient
proprietary interest) together with one or more joint inventors, then the joint inventor or inventors who are also the applicant should be
identified in this section.

(® Assignee (O Legal Representative under 35U.S.C. 117 O Joint Inventor

O Person to whom the inventor is obligated to assign. O Person who shows sufficient proprietary interest

If applicant is the legal representative, indicate the authority to file the patent application, the inventor is:

Name of the Deceased or Legally Incapacitated Inventor:

If the Applicant is an Organization check here. X

Organization Name | »q,e pharmaceuticals, Inc.

Mailing Address Information For Applicant:

Address 1 1200 Lenox Drive, Suite 100

Address 2

City Lawrenceville State/Province NJ
Country’ | us Postal Code 08648
Phone Number Fax Number

Email Address

Additional Applicant Data may be generated within this form by selecting the Add button.

Assignee Information including Non-Applicant Assignee Information:

Providing assignment information in this section does not substitute for compliance with any requirement of part 3 of Title
37 of CFR to have an assignment recorded by the Office.

EFS Web 2.2.12
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PTO/AIA/14 (11-15)

Approved for use through 04/30/2017. OMB 0651-0032

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB control number.

Attorney Docket Number | ADAR-119/05US 325049-2804

Application Data Sheet 37 CFR 1.76

Application Number

Title of Invention | ORALLY ADMINISTERED CORTICOSTEROID COMPOSITIONS

Assignee 1

Complete this section if assignee information, including non-applicant assignee information, is desired to be included on the patent
application publication. An assignee-applicant identified in the "Applicant Information" section will appear on the patent application
publication as an applicant. For an assignee-applicant, complete this section only if identification as an assignee is also desired on the
patent application publication.

If the Assignee or Non-Applicant Assignee is an Organization check here. ]

Prefix Given Name Middle Name Family Name Suffix

Mailing Address Information For Assignee including Non-Applicant Assignee:

Address 1

Address 2

City State/Province
Countryi Postal Code
Phone Number Fax Number

Email Address

Additional Assignee or Non-Applicant Assignee Data may be generated within this form by
selecting the Add button.

Signature:

NOTE: This Application Data Sheet must be signed in accordance with 37 CFR 1.33(b). However, if this Application
Data Sheet is submitted with the INITIAL filing of the application and either box A or B is not checked in
subsection 2 of the “Authorization or Opt-Out of Authorization to Permit Access” section, then this form must
also be signed in accordance with 37 CFR 1.14(c).

This Application Data Sheet must be signed by a patent practitioner if one or more of the applicants is a juristic
entity (e.g., corporation or association). If the applicant is two or more joint inventors, this form must be signed by a
patent practitioner, all joint inventors who are the applicant, or one or more joint inventor-applicants who have been given
power of attorney (e.g., see USPTO Form PTO/AIA/81) on behalf of all joint inventor-applicants.

See 37 CFR 1.4(d) for the manner of making signatures and certifications.

Signature (/Jonathan M. Cousin/ Date (YYYY-MM-DD)| 2017-11-17

First Name | Jonathan M. Last Name | Cousin Registration Number | 66418

Additional Signature may be generated within this form by selecting the Add button.

EFS Web 2.2.12
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PTO/AIA/14 (11-15)
Approved for use through 04/30/2017. OMB 0651-0032

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB control number.

L Attorney Docket Number
Application Data Sheet 37 CFR 1.76

ADAR-119/05US 325049-2804

Application Number

Title of Invention | ORALLY ADMINISTERED CORTICOSTEROID COMPOSITIONS

This collection of information is required by 37 CFR 1.76. The information is required to obtain or retain a benefit by the public which
is to file (and by the USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This
collection is estimated to take 23 minutes to complete, including gathering, preparing, and submitting the completed application data
sheet form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you require to
complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and
Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR
COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.
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Privacy Act Statement

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain information in connection with your submission of the attached form related to a patent
application or patent. Accordingly, pursuant to the requirements of the Act, please be advised that: (1) the general authority for the collection of this information
is 35 U.S.C. 2(b)(2); (2) furnishing of the information solicited is voluntary; and (3) the principal purpose for which the information is used by the U.S. Patent and
Trademark Office is to process and/or examine your submission related to a patent application or patent. If you do not furnish the requested information, the U.S.
Patent and Trademark Office may not be able to process and/or examine your submission, which may result in termination of proceedings or abandonment of
the application or expiration of the patent.

The information provided by you in this form will be subject to the following routine uses:

1 Theinformation on this form will be treated confidentially to the extent allowed under the Freedom of Information Act (5 U.S.C. 552) and the Privacy
Act (5 U.S.C. 552a). Records from this system of records may be disclosed to the Department of Justice to determine whether the Freedom of
Information Act requires disclosure of these records.

2. Arecord from this system of records may be disclosed, as a routine use, in the course of presenting evidence to a court, magistrate, or administrative
tribunal, including disclosures to opposing counsel in the course of settlement negotiations.

3 Arecord in this system of records may be disclosed, as a routine use, to a Member of Congress submitting a request involving an individual, to whom
the record pertains, when the individual has requested assistance from the Member with respect to the subject matter of the record.

4. Arecord in this system of records may be disclosed, as a routine use, to a contractor of the Agency having need for the information in order to perform
a contract. Recipients of information shall be required to comply with the requirements of the Privacy Act of 1974, as amended, pursuant to 5 U.S.C.
552a(m).

5. Arecordrelated to an International Application filed under the Patent Cooperation Treaty in this system of records may be disclosed, as a routine use,
to the International Bureau of the World Intellectual Property Organization, pursuant to the Patent CooperationTreaty.

6.  Arecordin this system of records may be disclosed, as a routine use, to another federal agency for purposes of National Security review (35 US.C. 181)
and for review pursuant to the Atomic Energy Act (42 U.S.C. 218(c)).

7. Arecord from this system of records may be disclosed, as a routine use, to the Administrator, General Services, or his/her designee, during an
inspection of records conducted by GSA as part of that agency's responsibility to recommend improvements in records management practices and
programs, under authority of 44 U.S.C. 2904 and 2906. Such disclosure shall be made in accordance with the GSA regulations governing inspection of
records for this purpose, and any other relevant (i.e., GSA or Commerce) directive. Such disclosure shall not be used to make determinations about
individuals.

8.  Arecord from this system of records may be disclosed, as a routine use, to the public after either publication of the application pursuant to 35 U.S.C.
122(b) or issuance of a patent pursuant to 35 U.S.C. 151. Further, a record may be disclosed, subject to the limitations of 37 CFR 1.14, as a routine use,
to the public if the record was filed in an application which became abandoned or in which the proceedings were terminated and which application is
referenced by either a published application, an application open to public inspections or an issued patent.

9. Arecord from this system of records may be disclosed, as a routine use, to a Federal, State, or local law enforcement agency, if the USPTO becomes
aware of a violation or potential violation of law or regulation.
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Approved for yse tirough 04/31/2014. OMB 0651-0032

.S, Patent and Tragemark Office; ULS, DEPARTMENT QF COMMERGE

Under the Paperwark Reduation Ak of 1885, ne parsons ars requited to respond o s cotledtion ofinfonnation. unless it displays a vaild OMB controf number,

DECLARATION (37 CFR 1.83) FOR UTILITY OR DESIGN APPLICATION USING AN
APPLICATION DATA SHEET {37 CFR 1.76)

Title of ORALLY ADMINISTERED CORTICOSTEROID COMPOSITIONS

invention

As the balow named inventar, § hereby declars that

This daciaration r”]

o giracted fa b The attachad application, or

14/311,732

B United States application of PCT intermational application rumber

Jung 22, 2014

filad on

The above-idantified application was made or authotized 1o bs made by me.

{ believa that | am the oniginal inventor er an original joint inventor of & slaimen invention in the apglioation.

{ haraby acknowledge that any willful falce slatemeant mads iy this declaration is punishable ynder 18 U.S.C. 1601
by fine or fmprisonment of not more than five {8) years, or baih.

WARNING:

Petitioner/applicant Is cauticned to avoid submitting parsonal information in decuments filed in g patent applioation that may
contribute toidentily helt. Personal information sugh as social sacurity mumbers, bank account numbers, or credit card numbers
{othar than a oheck or¢radit cand autharization forv PTO-2038 subiited for paymeant purposes) is never required by the USPTD
to suppart & petition or an application. If this type of persanal information is included in dosuments submitted 1o the USPTQ,
petiioners/applicants should consider redacting such personal information front the documents before aubmitting thent o the
LUSPFTO. Patitinnarfappdicant e advised that the record of a patant application is available {o the public after publicaiion of the
application {unless a non-publication reguast in complianca with 37 CFR 1.213{a) is made in the applicstion) or issuanca of 3
patent. Furtharmore, the record from an abandoned application raay also be avallable to the public ifthe application is
referenced i a published application or an issued patent {sae 37 OFR 1.144). Checks and cradil card authorizalion forms
PTO-2038 submitted for payment purposes are not retained in the application file and therafora are rint. publicly avaflable.

LEGAL NAME OF INVENTOR

Inventor: Stephen PERRETT | : Date(Opflional) : 10 May 2016

TR

Signature:

Moter An application data sheet (PTOISR14 or eguivalent), including naming the entire inventive antity, must accompany this form or must have
been praviotsty fled, Use an additional PTOIAIAGT form for each addiional inventor,

This solfection of information is requieed by 35 LL6.C. 115 and 37 OFR 1.63% The irdormstion isrequirsd 1o oblain orretain s beneff by the public which is to file {and
By the USPTO to process) an-application. Confidentiality is.govemed by 38 U.B.C. 122.and 37 CFR L1171 ang 1.14. This scliectinn is extimated o take 1 minute 't
complete, including gathering, prepaiing, and submitling the.completed agplication fore: to the USPTO, Time will vary depeading upon the individusl case. Any
comgnents on the amount of fime you reguire to complete this Torm andlor suggestions for reducing this turdan, should be sent o the Chisf Informetion Officer, 4.8,
Patent and Trademark Office, 1.8, Depariment of Comrasres, P.O. Box 1450, Aleyandiia, VA 22313-1480. D0 NOT SEND FEES OR CONMPLETED FORMS TQ
THIS ADDRESS. SEND TG: Commisgioney for Patents, Pa3. Bax 1480, Alexandria, VA 32312-1450.

¥ you peed assistance in compleling fhe form, cali 1-800-PTO-518% and sefect aplion 2.

11 Dr. Falk Pharma Ex. 1099
PGR Petition - USP 12,290,598

b
H
H

3
3
3
3
H
3
§



Privacy Act Statement

The Privacy Act of 1974 {P.L. 93-579} requires that you be given certain information in connection
with your submission of the attached form related (¢ a patent application or patent. Accordingly,
pursdant to the requirements of the Act, please be advised that: (1) the general authority for the
collection of this information is 35 U.S.C. 2(b}(2); (2) furnishing of the information solicifed is voluniary;
and (3) the principal purpose for which the information is used by the U.S. Patent and Trademark
Office Is to process and/or examine your submission related to a patent application or patent. If you do
not fumnish the requested information, the U.S. Patent and Trademark Office may not be able to
process andfor examine your submission, which may result in termination of proceedings or
abandonment of the application or expiration of the patent.

Tha information provided by you in this form will be subject to the following routine uses:

1. The information on this form will be treated confidentially {o the extent allowed under the
Freadom of Information Act (5 U.8.C. 5582) and the Privacy Act {5 U.8,C 552a). Records from
this system of records may be disclosed {o the Department of Justice to determine whether
disclosure of these records is required by the Freedom of information Adt.

2. Arecord from this system of records may be disclosed, as a routine use, in the course of
presenting evidence to & court, magisirate, or administrative fribunal, including disclosures to
apposing counsel in the course of setilement negotiations.

3. Avrecord in this system of records may be disclosed, as a routine use, {0 a Member of
Congress submitting a request involving an individual, to whom the record pertains, when the
individual has requested assistance from the Member with respect to the subject matter of the
record,

4, A record in this system of records may be disclosed, as a routine use, to a contracior of the

Agency having need for the information in order to perform a contract. Recipients of

information shall be required to comply with the requirements of the Privacy Act of 1974, as

amendad, pursuant to 5 U.S.C. 552a(m).

A record related to an International Application filed under the Patent Cooperation Treatly in

this system of records may be disclosed, as a routine use, {0 the international Bureau of the

World Intellectual Property Organization, pursuant to the Patent Cooperation Treaty.

&. A record in this system of records may be disclosed, as a routine use, io another federal
agency for purposes of National Security review (35 U.8.C. 181) and for review pursuant to
the Atomic Energy Act (42 U.8.C. 218(c)}.

7. Arecord from this system of records may be disclosed, as a routine use, to the Administraior,
General Services, or hisfher designee, during an inspection of records conducted by GSA as
part of that agency's responsibility to recommend improvements in records managemant
practices and programs, under authority of 44 U.5.C. 2904 and 2908. Such disclosure shall
be made in accordance with the GSA regulations governing inspection of records for this
purpose, and any other relevant { f.e., G3A or Commerce) directive. Such disclosure shall nof
be used to make determinations about individuals.

8. Arecord from this system of records may be disclosed, as a routine use, to the public after
aither publication of the application pursuani to 35 U.8.C. 122(b) or issuance of a pateni
pursuant to 35 U.8.C. 151. Further, a record may be disclosed, subject {o the limitations of 37
CFR 1.14, as a routine use, to the public if the record was filed in an application which
bacame abandoned or in which the proceedings were terminated and which application is
referanced by either a published application, an application open to public inspection or an
issued patent.

9. A record from this system of records may be disclosed, as a routine use, to a Federal, State,
or local law enforcement agency, if the USPTO becornas aware of a violation or potential
violation of law or regulation.

&

12 Dr. Falk Pharma Ex. 1099
PGR Petition - USP 12,290,598



PTO/AIADT (06-12)

Approved for use through 01/31/2014. OMB 06510032

nd Tradernark Office; U.S. DEPARTMENT OF COMMERCE
of information unless it displays a valid OMB control number,

U.s. &
Under the Paperwork Reduction Act of 1885, no persons are required to respond o a coil

DECLARATION {37 CFR 1.63) FOR UTILITY OR DESIGN APPLICATION USING AN N
APPLICATION DATA SHEET (37 CFR 1.78) Y,

Title of ORALLY ADMINISTERED CORTICOSTEROID COMPOSITIONS

Invention

As the below named inventor, | hereby declare that:

This declaration ["}

is directed to- The attached application, or

14/311,732

D United States application or PCT international application number

June 23, 2014

filed on

The above-identified application was made or authorized to be made by me.

i believe that | am the original inventor or an original joint inventor of a claimed invention in the application.

| hereby acknowledge that any wiliful false staternent made in this declaration is punishable under 18 U.S.C. 1001
by fine or imprisonment of not more than five (3) years, or both.

WARNING:

Petitioner/applicant is cautioned 1o avoid submitting personal information in documents filed in a patent application that may
contribute to identity theft. Personal information such as social security numbers, bank account numbers, or credit card numbers
{other than a check or credit card authorization form PTO-2038 submitted for payment purposes) is never required by the USPTO
to suppori a petiticn or an application. |f this type of personal information is included in documents submitted 1o the USPTO,
petitionaers/applicants shouid consider redacting such personal infoermation from the documents before submitting them {o the
USPTO. Petitioner/appiicant is advised that the record of a patent application is available to the public after publication of the
application (uniess a non-publication request in compliance with 37 CFR 1.213(a) is made in the application) or issuarnce of a
patent. Furthermore, the record from an abandoned application may also be available to the public if the application is
referanced in a published application or an issued patent {(see 37 CFR 1.14). Checks and credit card authorization forms
PTO-2038 submitted for pavment purposes are not retained in the application file and therefore are not publicly available,

LEGAL NAME OF INVENTOR

Fredric Jay GOHEN 11 May 2016

inventor: Date {Optional)

Signature:

Note: An application data sheet (PTO/SB/M4 or equivalent), including naming the entire inventive entity, must accompany this form or must have
been previously filed. Use an additional PTO/AIA/01 form for each additional inventor.

This coliection of information is required by 35 U.8.C. 115 and 37 CFR 1.83. The information is required to obtain or retain a benefit by the public which is to file (and
by the USPTO to process) an application. Confidentiality is governed by 35 U.8.C. 122 and 37 CFR 1.11 and 1.14. This collection is esti to take 1 minute to
compiete, including gathering, preparing. and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any
commentis on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent io the Chief Information Officer, U.S.
Paient and Trademark Office, U 8. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO
THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

i you need assistance in completing the form, call 1-800-PTD-919% and select option 2.
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Privacy Act Statement

The Privacy Act of 1974 (P.L. 33-878) requires that you be given certain information in connedlion
with your submission of the atiached form related {0 a patent application or patent. Accordingly,
pursuani to the requirements of the Act, please be advised that: (1) the general authority for the
collection of this information is 35 U.S.C. 2(b}(2); (2) furnishing of the information solicited is voluntary;
and (3} the principal purpose for which the information is used by the U.S. Patent and Trademark
Office is to process and/or examine your submission related 10 a patent application or patent. if vou do
not furnish the requested information, the U.S. Patent and Trademark Office may not be able to
process and/or examine your submission, which may result in termination of proceedings or
abandonment of the application or expiration of the patent.

The information provided by you in this form will be subject to the following rouiing uses:

1.

The information on this form will be treated confidentially to the extent allowed under the
Freedom of Information Act (& U.S.C. 552) and the Privacy Act (& U.S.C 552a). Records from
this system of records may be disclosed o the Department of Juslice to determine whether
disclosure of these records is required by the Freedom of information Act.

A record from this system of records may be disclosed, as a routine use, in the course of
preseniing evidence to a court, magisirate, or administrative tribunal, including disclosures o
opposing counsel in the course of seftiement negotiations.

A record i this system of records may be disclosed, as a routine use, to a Member of
Congress submitting a request involving an individual, 10 whom the record periains, when the
individual has requested assistance from the Member with respect {0 the subject matier of the
record.

A record in this system of records may be disclosed, as a routine use, to a coniractor of the
Agency having need for the information in order to perform a contract. Recipients of
information shall be required {o comply with the requirements of the Privacy Act of 1974, as
amended, pursuant fo 5 U.S.C. 552a(m).

A record related to an international Application filed under the Patent Cooperation Treaty in
this system of records may be disclosed, as a routine use, to the International Bureau of the
World Intalleciual Property Organization, pursuant {0 the Palent Cooperation Trealy.

A record in this sysiem of records may be disclosed, as a rouiine use, o another federal
agency for purposes of National Security review (35 U.8.C. 181) and for review pursuant io
the Atomic Energy Act (42 U.8.C. 218(c)).

A record from this system of records may be disclosed, as a routine use, to the Administrator,
General Services, or his/her designee, during an inspection of records conducted by GSA as
pait of that agency's responsibility 1o recommend improvements in records management
practices and programs, under authority of 44 U.8.C, 2804 and 28086, Such disclosure shail
be made in accordance with the GSA regulations governing inspection of records for this
purpose, and any other relevant {/.e., GSA or Commerce) directive. Such disclosure shall not
be used to make determinations about individuals.

A record from this system of records may be disclosed, as a routine use, 1o the public after
either publication of the application pursuant to 35 L1.S.C. 122(b) or issuance of a patent
pursuant to 35 U.S.C. 1581, Further, a record may be disclosed, subject {0 the limitations of 37
CFR 1.14, as a routine use, to the public if the record was filed in an application which
became abandoned or in which the proceedings were ferminated and which application is
referenced by either a published application, an application open o public inspection or an
issued palent.

A record from this sysiem of records may be disclosed, as a rouling use, {o a Federal, State,
or local law enforcement agency, if the USPTO becomes aware of a violation or potential
viclation of law or ragulation.
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PTO/AL01 {06-12)

Approvad for use through 01/31/2D14. OMB 08510032

.S, Patent and Tradsmark Office: U.S, DEPARTMENT OF COMMERCE

Under the Papawerk Reduction Act of 1905, no persons are reguired (o respond to a coilzction of information uniess it displays 2 valid OMB condrol number,

DECLARATION (37 CFR 1.63) FOR UTILITY OR DESIGN APPLICATION USING AN
APPLICATION DATA SHEET (37 CFR 1.78}

Tileof | ORALLY ADMINISTERED CORTICOSTERCID COMPOSITIONS

{nvention

As the below narmed inventor, | hersby declare that:

This declaration attached annication
is directad for D The attached appiication, or wai
14/311,732

United States application or PCT international application number
June 23, 2014

fited on

The sbove-identified application was made or authorized to be made by me.

| belleve that | sm the original inveator or an origingl joint inventor of a claimed invention in the application.

| hereby acknowledge that any willful false statement made in this declaration is punishable under 18 U.8.C. 1C01
by fine or imprisonment of not more than five (8) years, or both.

WARNING:

Petitionarigpplicant is cautioned te avald submitting parsonal information in documents filed in a patent application that may
confribute to identity theft, Parsonal information such as social securily numbers, bank account numbers, or credit card nuimbers
{other than a chack or credit card authorization form PT0-2038 submitted for payment purposes} is never required by the USPTO
o aupport a petition or an application. i this type of personal information is inciuded in decuments submitted to the USPTO,
petitionersfapplicants should consider redacting such personal information from the documents before submitling them to the
USPTO, Petitioner/apglicant is advised that the record of a palert application is avsilable to the public after publication of the
appiication: (unless & non-publication request in compliance with 37 CFR 1.213(a) is made in the application} or issuance of a
patent. Furthermore, the record from an abandoned appli n ray alse be avaiiabie to the public if the application is
referenced in 2 published application or an issuad patent {ses 37 CFR 1.14). Checks and cradit card authorization forms
PTO-2038 submitted for payment pumoses are not retained in the application fie and therafore are not publicly availabie.

LEGAL NAME OF INVENTOR

inventor. S0P YENKATESH Date (Optional) - &‘0“? 280, “Zjls“»{

Signature: ,@! » M\j @,&W\/

Note: An appiication data sheet (PTOISR/14 or equivalent), including naming the endire inventive entily, must accompany ihis form or must have
been previcusly Bled, Use an additional PTO/AINGT form for sach additional inventor,

quired {o obialn or retain @ benelit by the public which is to file (and

This cotlection of information is required by 38 U.8.C. 118 and 37 CFR 1.85. The informaiion is
by the USPTO to process) an spplication. Confidentiality s govarned by 35 U.8.C. 122 and 37 CFR 1,11 and 1,14, This collection is eslimaled tc take { minuie fo
compiete, including gathedng, preparing, and submitting the completed application form to the USPTO. Time will vaty depending upan the individusl cass. Any
commenis on the amount of time you requirs to complets this form andior suggestions for reducing this burdan, shouid be sen{ 3o the Chisl information Officer, U.S,
Patend and Trademark Office, U.S. Departraent of Commerca, P.O. Box 1450, Aloxandria, VA 22313-1450. DO NOT SEND FEEB OR COMPLETED FORMS TO
THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1480, Alexandria, VA 22313-1450.

i yau nead assistance in compleling the fonm, calf 1-500-PTC-0199 and salscl opllon 2,
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Attorney Docket No, ADAR-TID PATENT

INTHE UMITED STATES PATENT AND THADEMARK OFFICE

In Be Application off  Sce Attached Schedule A
i
Serial No.: See Attached Schedule &

Filed: See Attached Schedule A

Fore SEE ATTAUHED SCHETD

{Commdssioner fi
PO, Box 1450
Adoxandria

POWER BY ABSIGNEE
AND STATEMENT UNDER 37 CF.H §3.73)

The Assignee ol the entire vight, title, and imerest in and to the applications in

Selwduie A borehy granis the rogistored gractitioners of Uooley LLp inclided in the

Castomer Numboer provided below power o aci, p oute, apd ransact all business i
g4 2 5

the ULE. Patent and Trademark Office in commection with the applications in Schedule A,

any applications olaiming petority o the applicanions in Schedule A, and any patents

iseaing therefrom.

The Aszsignee gertifics that 3o the best of s knowledge and belisf it 5 the owner
of the entive right, Hie, and nteres! in and o the applicatons in Schedule A as evidenced

by

] A assh
being recorded
herswith;

grunent document, a copy of which is énclosed herewithiand is
fwith the U.R, Fatent and Trademark Qffice concurrently

B An assigiunest previoushy recorded fmothe 1S Patery and Tradernork
Office at Reel See Schedule A, Frame See Schedule AL

127968934 vi
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Attorney Docket Mo, ADAR- ZE‘G
Application Serial No. Sse Attached Schedule

Page 2

Please direct all telephone calls and corvespondence to;

UMEER: DIA43

f:ﬂ()“fi‘z’ L m‘x‘
;EJE"ET‘N

The "gnf,nramm‘é whose title 18 supy
statement on bebalf of the Assignes,

).,.A
..¢ v

L0,

Datel

Signaturs:
Name:
Title:
Cormpany:  Adare i’igaim suticals, In
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Application S I

Docket No, ADRAR-

1i9
2 Attached Bchedule A

?aJt E
SCHEDULE A
Appiieations
Title PatenUAppiication Filing Date ReelfFrame

Serizi Mumber

OFALLY ADMINISTEREDR
CORTICOSTERGD
COMPOSITIONS

51/247,842

Oatober 1, 2000

u'si

ORALLY ADMINISTERED
CORTICOSTEROID
COMPOSITIONS

ODFRALLY ADMINISTERED
CORTICOSTERGID
COMPOSITIONS

12/896,0086

Qetobert, 2010

June 3, 2014

/ Q063
O""Z
0048

(36278 7 Q804
03631870203

CRALLY ADMINISTERED
CORTH CQST ERQID
COMPOSITIONS

Jdune 23, 2014

(36278 [ 086D
035314 / 0231

239628933 x|
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