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1001 U.S. Patent No. 11,617,795 B2 795 Patent
Spielberg et al., “Pharmaceutical Syrup Formulation or
Suspension” (filed as USSN 17/817,637 on Aug. 4, 2022;
issued on Apr. 4, 2023)

1002 Prosecution History of U.S. Patent Application No. | ’637 Appl. PH
17/817,637 (which issued as U.S. Patent No. 11,617,795 B2)

1003 Declaration of Michael Crowley, PhD Crowley Decl.

1004 Corrected French Patent Publication 2,993,458 and certified | FR458
English translation of French Patent Publication 2,993,458

1005 U.S. Patent No. 4,684,666 ’4666 Patent
Haas, R. T. “Stabilized Liquid Analgesic Compositions”
(filed on Aug. 19, 1986; issued on Aug. 4, 1987)

1006 WO 95/00133 WO0133

1007 WO02012/018742A2 w0742

1008 US2009/0148580A1 ’580 Publ.

1009 Prosecution History of U.S. Patent Application No. | the ’529 Appl.
16/827,529 PH

1010 Prosecution History of U.S. Patent Application No. |the ’414 Appl.
17/342,414 PH

1011 Redline comparison of the specification of the‘529 | Redline  ’529
application (as originally filed) and the specification of | versus ’414
the‘414 application (as originally filed)

1012 Crowley, M. M., (2005) “Solutions, Emulsions, | Crowley 2005
Suspensions, and Extracts.” Remington: The Science and
Practice of Pharmacy. Chapter 39

1013 Manrique, Y.J. et al. (2016 ), “Oral medication delivery in | Manrique 2016

impaired swallowing: thickening liquid medications for safe
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swallowing alters dissolution characteristics,” Drug
Development and Industrial Pharmacy, vol. 42, no. 9,

1014

Kumar, R.S. and Yagnesh, T. N. S., (2016) “Pharmaceutical
Suspensions: Patient Compliance Oral Dosage Forms,”
World Journal of Pharmacy and Pharmaceutical Sciences,
vol. 5, no. 12, 1471-1537

Kumar 2016

1015

Ameer, B. and Greenblatt, D. J., (1977) “Acetaminophen,”
Annals of Internal Medicine, vol. 87, 202-2009.

Ameer 1977

1016

McNeil Consumer Healthcare Company History of Tylenol.
http://www.nancywest.net/pdfs/McNeilConsumerHealthcar
eCompany.pdf

(Last accessed, May 18, 2023)

McNeil

1017

Physicians’ Desk Reference to Pharmaceutical Specialties
and Biologicals, 1966 (20" Ed.) — “Tylenol® Elixir, Drops,
acetaminophen”

PDR 1966

1018

Physicians’ Desk Reference to Pharmaceutical Specialties
and Biologicals, 1998 (52" Ed.) — “Children’s Tylenol®
acetaminophen”

PDR 1998

1019

Pein, M. et al., (2015) “Independent comparison study of six
different electronic tongues applied for pharmaceutical
analysis,” Journal of Pharmaceutical and Biomedical
Analysis, vol. 114, 321-329

Pein 2015

1020

Tahara, Y. and Toko, K. (2013) “Electronic Tongues — A
Review,” INEE Sensors Journal, vol. 13, no. 18, 3001-3011

Tahara 2013

1021

Latha, R.S. and Lakshmi, P. K., (2012) “Electronic tongue:
An analytical gustatory tool,” Journal of Advanced
Pharmaceutical Technology & Research, vol. 3, no. 1, 3-8

Latha 2012

1022

Ansel, H. C. and Allen, L. V., (2014) “Pharmaceutical
Dosage Forms and Drug Delivery Systems,” Ansel’s

Pharmaceutical Dosage Forms and Drug Delivery Systems,
10" Ed. — Chapter 4

Ansel 2014
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1023

Singh, P. and Mohan, N., (2020) “Sugar and Sugar
Derivatives: Changing Consumer Preferences,” Springer
Nat Singapore Pte Ltd. 2020

Singh 2020

1024

Tanzi, M. G. and Gabay, M. P., (2002) *“Association
Between Honey Consumption and Infant Botulism,”
Pharmacotherapy, vol. 22, no. 11, 1479-1483

Tanzi 2002

1025

Jani, G.K. et al., (2009) “Gums and Mucilages: Versatile
Excipients for Pharmaceutical Formulations,” Asian Journal
of Pharmaceutical Sciences, vol. 4, no. 5, 308-322

Jani 2009

1026

Bhosale, R.R. et al., (2014) “Natural Gums and Mucilages:
A Review on Multifaceted Excipients in Pharmaceutical
Science and Research,” [International Journal of

Pharmacognosy and Phytochemical Research, vol. 6, no. 4,
901-912

Bhosale 2014

1027

Barclay, A. et al., (2014) “The Ultimate Guide to Sugars &
Sweeteners: Discover the Taste, Use, Nutrition, Science, and
Lore of Everything from Agave Nectar to Xylitol,” The
Experiment, LLC New York

Barclay 2014

1028

Priya, K. et al., (2011) “ Natural Sweeteners: A Complete
Review,” Journal of Pharmacy Research, vol. 4, no. 7,
2034-2039

Priya 2011

1029

Rowe, R.C., ed., Handbook of Pharmaceutical Excipients
(6" Ed.)

Rowe 2009

1030

Soto, J.L.M., et al., (2011) “Enzymatic production of high
fructose syrup from agave tequilana fructans and its

physicochemical characterization,” African Journal of
Biotechnology, vol. 10, no. 82, 19137-19143

Soto 2011

1031

Vera-Guzman, A. M., Aquino-Gonzalez, L. V., & Lopez, M.
G. (2011). “Rheology of Agave syrup,” Paper presented at
the Abstracts of Papers of the American Chemical Society

Vera- Guzman

2011

1032

Starbird, R., et al., Design of Microspheres for Drug
Delivery to the Colon from Blue Agave Fructans. Part 1.

Starbird 2007
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Esterification of Agave Fructans, J. Biobased Materials and
Bioenergy, vol. 1, no. 2, 1-7, (2007),

1033

Chatterjee, P. and Alvi, M. M., (2014) “Excipients and
Active Pharmaceutical Ingredients.” Pediatric Formulations
A Road Map, Department of Pharmaceutical Sciences ,
College of Pharmacy and Health Sciences, Chapter 24

Chatterjee 2014

1034

Sohi, H. et al., (2004) “Taste Masking Technologies in Oral
Pharmaceuticals: Recent Developments and Approaches,”

Drug Development and Industry Pharmacy, vol. 30, no. 5,
429-448

Sohi 2004

1035

Sinko, P. J., (2011) “Martin’s Physical Pharmacy and
Pharmaceutical Sciences.” Physical and Biopharmaceutical
Principles in the Pharmaceutical Sciences (6™ Ed.)

Martin 2011

1036

Valinoti, A.C., et al, (2016) “Are Pediatric Antibiotic
Formulations Potentials Risk Factors for Dental Caries and
Dental Erosion?” The Open Dentistry Journal, vol. 10, 420-
430

Valinoti 2016

1037

Perrot, D.A., et al, (2004) “Efficacy and Safety of
Acetaminophen vs Ibuprofen for Treating Children’s Pain or
Fever,” Arch. Pediatr. Adolesc. Med., vol. 158, 521-526

Perrot 2004

1038

Temple, A.R., et al., (2017), “Comparison of the Efficacy
and Safety of 2 Acetaminophen Dosing Regimens in Febrile
Infants and Children: A Report on 3 Legacy Studies,” J
Pediatr Pharmacol Ther, vol. 22, no. 1

Temple 2017

1039

Al-Achi, et al., (2005), “Physical Characteristics of Selected
Over-the-Counter Medications,” International Journal of
Pharmaceutical Compounding; Jan/Feb 2005; vol. 9, no. 1;
Health Research Premium Collection

Al-Achi 2005

1040

AMETEK® Brookfield, Inc., (2017) “More Solutions to
Sticky Problems, A guide to getting more from your
Brookfield Viscometer & Rheometer”

Brookfield 2017
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1041

US 2019/0125881 Al

’881 Publ.

1042

French Patent Publication 2,993,457 and certified English
translation of French Patent Publication 2,993,457

FR457

1043

Paul, I. M. et al, (2014), “Placebo Effect in the Treatment
of Acute Cough in Infants and Toddlers,” A Randomized
Clinical Trial, JAMA Pediatrics 168(12): 1107-1113, 2014.

Paul 2014

1044

Declaration of Shantelle L. LaFayette ISO Motion for Pro
Hac Vice Admission

N/A

1045

Mayer Brown Professional Profile of Shantelle L. LaFayette

N/A

1046

Neves et al. (2010), “Are paediatric medicines risk factors
for dental caries and dental erosion? Community Dental
Health, 27, 46-51

Neves 2010

1047

Page-Vault captured screen shot of U.S. Food & Drug
Administration’s Precision FDA webpage showing Unique
Ingredient Identifier (UNII) for “Agave Tequilana Juice,”
https://precision.fda.gov/uniisearch/srs/unii/GVG8G02070.
Last accessed on August 12, 2024.

UNII Agave

1048

Screen shot of National Health Institute’s DailyMed entry
for  “Little = Remedies Infant Essentials Kit.”
https://dailymed.nlm.nih.gov/dailymed/fda/fdaDrugXsl.cfm
?setid=be96e¢634-0dae-4c0b-87b2-
a000da2543d3&type=display. Last accessed on August 12,
2024.

Little Remedies
2011

1049

Sun, T. and Teja, A. S. (2004), “Density, Viscosity and
Thermal Conductivity of Aqueous Solutions of Propylene
Glycol, Dipropylene Glycol, and Tripropylene Glycol
between 290K and 460K,” J. Chem. Eng. Data, 49, 1311-
1317.

Sun 2004

1050

Herkenne, C. et al. (2008), “Effect of Propylene Glycol on
Ibuprofen Absorption into Human Skin /n Vivo, Journal of
Pharmaceutical Sciences, Vol. 97, No. 1, 185-197.

Herkenne 2008
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1051 Transcript of deposition of Dr. Cory Berkland, taken on | Berkland Dep.
August 14, 2024. Tr.

1052 Page-Vault captured screen shot of National Health Natussa  Baby
Institute’s DailyMed entry for “Natussa Honey Free Baby Drops 2019
Drops.”
https://dailymed.nlm.nih.gov/dailymed/fda/fdaDrugXsl.cfm
7setid=07cbbe02-400f-4e52-
83dc2d2d1336dba3&type=display. Last accessed August
12,2024

1053 Screen shot of U.S. Department of Agriculture Food Data | USDA  Agave
Central Search Results for ‘“Sweetener, syrup, agave,” | 2019
https://fdc.nal.usda.gov/fdc-app.html#/food-
details/170277/nutrients

1054 Petitioner’s Demonstrative
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CERTIFICATE OF SERVICE

I hereby certify that on this 10th day of December, 2024, a copy of the
attached PETITIONER’S UPDATED EXHIBIT LIST was served by electronic

mail to the attorneys of record, at the following addresses:

LEAD COUNSEL BACK-UP COUNSEL
Daniel J. Knauss (Reg. No. 56,393) Stephen R. Smith (Pro hac vice
dknauss@cooley.com application to be filed)
COOLEY LLP stephen.smith@cooley.com
ATTN: Patent Group COOLEY LLP
1299 Pennsylvania Ave. NW ATTN: Patent Group
Suite 700 1299 Pennsylvania Ave. NW
Washington, DC 20004 Suite 700
Tel: 650-843-5287 Washington D.C. 20004
Fax: 650-849-7400 Tel: 703-456-8035

Fax: 202-842-7899

Adam Pivovar (Pro hac vice
application to be filed)
apivovar@cooley.com
COOLEY LLP

ATTN: Patent Group

1299 Pennsylvania Ave. NW
Suite 700

Washington D.C. 20004

Tel: 202-842-7889

Fax: 202-842-7899

Brianna (Chamberlin) Patterson (Pro
hac vice application to be filed)
bchamberlin@cooley.com
COOLEY LLP

ATTN: Patent Group

30 S. 9th Street, Floor 7
Minneapolis, MN 55402

Tel: 312-881-6381

Fax: 312-881-6598




Case PGR2023-00051
U.S. Patent No. 11,617,795
Petitioner’s Updated Exhibit List

Rachel L. Preston (Reg. No. 79,280)
RPreston@cooley.com

COOLEY LLP

ATTN: Patent Group

1299 Pennsylvania Ave. NW

Suite 700

Washington D.C. 20004

Tel: 202-776-2315

Fax: 202-842-7899

Dated: December 10, 2024

/Brian W. Nolan/

Brian W. Nolan, Reg. No. 45,821
Attorney for Petitioner
KinderFarms LLC




