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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Application of: CLARK, Sam & THOMPSON, Scott Confirmation No: 7061
Serial No.: 18/553,170 Group No.:
Filing or 371(c) Date: 28 September 2023 Examiner:

Entitled: METHODS AND COMPOSITIONS RELATING TO PSYCHEDELICS AND SEROTONIN
RECEPTOR MODULATORS

1. Int’l Pat. App. Pub. No. W0O/2020/157,569 “Methods and compositions comprising a Sht receptor
agonist for the treatment of psychological, cognitive, behavioral, and/or mood disorders”
(Published August 6, 2020)

2. HARTEJ GILL (2020) “The emerging role of psilocybin and MDMA in the treatment of
mental illness” Expert Review of Neurotherapeutics. Vol 20(12): 1263-1273.

3. LAURA C SULLIVAN (2017) “Atypical Antipsychotics and Inverse Agonism at 5-HT2
Receptors” Current Pharmaceutical Design. Vol 21(26): 3732-3738.

4. JOHN A GRAY (2001) “Paradoxical trafficking and regulation of 5-HT2A receptors by
agonists and antagonists” Vol 56(5): 441-451.

5. PREM N YADAV (2011) “ANTAGONIST FUNCTIONAL SELECTIVITY: 5-HT2A
SEROTONIN RECEPTOR ANTAGONISTS DIFFERENTIALLY REGULATE 5-HT2A
RECEPTOR PROTEIN LEVEL IN VIVO” The Journal of Pharmacology and
Experimental Therapeutics. Vol 391(3).

Examiner:

The following documents, which are also identified in the Form PTO/SB/429 filed herewith, are
submitted for your consideration as being of potential relevance to the examination of the present
application:

Attached hereto is a claim chart providing a concise description of the relevance of each reference in the
document list to the elements of the presently pending claims.

U.S.S.N. 18/498,563 References

Pending Claims

1. A composition 1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising: comprising a Sht receptor agonist for the treatment of psychological,

a) a psychedelic; cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)




b) a serotonin receptor
modulator; and

¢) an excipient,
wherein the serotonin
receptor modulator is
released at most about 3
hours prior to the
release of the
psychedelic.

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.




2. The composition

of claim 1, wherein the
psychedelic is an
agonist for a serotonin
receptor.

1. Int’l Pat. App. Pub. No. W0O/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Abstract: Provided herein are methods and compositions for the
treatment of psychological, cognitive, behavioral, and/or mood disorders,
the composition comprising a SHT agonist (e.g. psilocybin)

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).




From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

3. The composition

of claim 2, wherein the
serotonin receptor is
serotonin receptor 1B,
serotonin receptor 4,
serotonin receptor 6, or
serotonin receptor 7.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Abstract: Provided herein are methods and compositions for the
treatment of psychological, cognitive, behavioral, and/or mood disorders,
the composition comprising a SHT agonist (e.g. psilocybin)

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or




different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

2. HARTEJ GILL (2020) “The emerging role of psilocybin and MDMA in
the treatment of mental illness” Expert Review of Neurotherapeutics. Vol
20(12): 1263-1273.

From Mechanism of action for psilocybin: The putative target of
psilocin and psilocybin is the agonism of the SHT2 receptor class;
however, studies have confirmed that there is also an affinity for SHT1,
SHT4, SHTS, SHT6, SHT7, D1, and D3 receptors.

4. The composition

of claim 1, wherein the
psychedelic is selected
from psilocybin,
psilocin, baeocystin,
norbaeocystin,
lisurgide, LSD,
dimethyltryptamine,
carboxamindotryptamin
e, ibogaine,
tabernanthalog, 3,4-
methylenedioxy-
methamphetamine
(MDMA), 1-acetyl
LSD, O-acetyl psilocin,
mescaline (3,4,5-
trimethoxy
phenethylamine),
proscaline (2-(3,5-
dimethoxy-4-
propoxyphenyl)ethana
mine), metaescaline (2-
(3-ethoxy-4,5-
dimethoxyphenyl)ethan
amine), allylescaline (4-

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Abstract: Provided herein are methods and compositions for the
treatment of psychological, cognitive, behavioral, and/or mood disorders,
the composition comprising a SHT agonist (e.g. psilocybin)

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.




Allyloxy-3,5-
dimethyloxy
phenylethylamine),
methallylescaline (4-
Methallyloxy-3,5
dimethoxyphenethylami
ne), and asymbescaline
(3,4-Diethoxy-5-
methoxyphenethylamin
e),ora
pharmaceutically
acceptable salt, solvate,
metabolite, deuterated
analogue, derivative,
prodrug, or
combinations thereof.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

5. The composition of
claim 1, wherein the
psychedelic is LSD or a
pharmaceutically
acceptable salt, solvate,
metabolite, deuterated
analogue, derivative, or
prodrug thereof.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From [042]: Any suitable SHT (e.g.SHT2, such as 5-HT2A) agonist is
utilized in any composition, formulation, method, therapy, or the like
described herein. In some preferred embodiments, the SHT agonist of a
formulation, composition, method, or the like described herein is a 5-
HT2A agonist... In certain embodiments, the S-HT2A agonist provided
herein is one of the following classes of 5S-HT2A agonists: the ergolines,
tryptamines and phenethylamines

From [044]: In certain instances, the ergoline is an ergoline derivative,
such as a lysergic acid amide or a peptide alkaloid

From [045]: Exemplary lysergic acid amides include Ergine (LSA, D-
lysergic acid amide), Ergonovine (ergobasine), Methergine (ME-277),
Methysergide (UML-491), LSD (D-lysergic acid diethylamide)




From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.




6. The composition

of claim 5, wherein the
LSD derivative is 1P-
LSD, 1B-LSD, ETH-
LAD, 1P-ETH-LAD,
AL-LAD, LSZ, LSM-
775, or 1-(4-
Bromofuro[2,3-
f][1]benzofuran-8-
yl)propan-2-amine.

1. Int’l Pat. App. Pub. No. W0O/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From [042]: Any suitable SHT (e.g.SHT2, such as 5-HT2A) agonist is
utilized in any composition, formulation, method, therapy, or the like
described herein. In some preferred embodiments, the SHT agonist of a
formulation, composition, method, or the like described herein is a 5-
HT2A agonist... In certain embodiments, the 5S-HT2A agonist provided
herein is one of the following classes of 5S-HT2A agonists: the ergolines,
tryptamines and phenethylamines

From [044]: In certain instances, the ergoline is an ergoline derivative,
such as a lysergic acid amide or a peptide alkaloid

From [045]: Exemplary lysergic acid amides include Ergine (LSA, D-
lysergic acid amide), Ergonovine (ergobasine), Methergine (ME-277),
Methysergide (UML-491), LSD (D-lysergic acid diethylamide)

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT?2) receptor agonist. In specific instances,




the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

7. The composition

of claim 1, wherein the
psychedelic is
mescaline or a
pharmaceutically
acceptable salt, solvate,
metabolite, deuterated
analogue, derivative, or
prodrug thereof.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From [042]: Any suitable SHT (e.g.SHT2, such as 5-HT2A) agonist is
utilized in any composition, formulation, method, therapy, or the like
described herein. In some preferred embodiments, the SHT agonist of a
formulation, composition, method, or the like described herein is a 5-
HT2A agonist... In certain embodiments, the 5S-HT2A agonist provided
herein is one of the following classes of 5-HT2A agonists: the ergolines,
tryptamines and phenethylamines

From [051]: Examples of phenethylamines include, but are not limited to
those presented in the table below:




Substitution

Short Name Full Name Amin Ethylen Phen Biological activity
o [ vl

Amphetamine a-methylphenethylamine ¥ Stimulant
P-Methyl | P > 8
phenethylamine B-methylphencthylamine Stimulant
Mephedrone 4-methyimethcathinone v v v Stimulant
Ethcathinone N-cthylcathinone ¥ v Stimulant
Ephedrine § N-methyl-f- v 7 Stimulant;
Pseudoephedrine  hydroxyamphetamine decongestant
Methamphetamine  N-methylamphetamine v v Stimulant; neurotoxin
Phentermine a-methylamphetamine ¥ Stimulant, anorectic
Onetamine 2-methylamphetamine v v Sumulant, anorectic
Amfepramone N-diethyl-p- ’

2 4 W -
{dicthylpropion) l:unamphc‘laminc ARk
Phenylephrine B.3-dihydroxy-N- v v v Decongestant

methylphenethylamine
No-butylene-f-methoxy v

M i ! i N
lethylphenidaie carbonylphensthylamine Stimulani; NDRI
Depamine 34- v Catecholamine
o dihvdrencyphenethylamine neurotransmitier
B- 2 4, 5-nhydroxy v .
Hydroxydopamine phenethylamine Neurotoxic agent
Epinephrine -3 A-trihydrowy-N- " v v Catecholamine
(Adrenaline) methviphenethylamine neuratransmitter
Nerepinephrine B3 d-trihydroxy 7 v Catecholamine
(Noradrenaline) phencthylamine neurotransmiiier
. P-d-dihydroxy Trace aminergic a-
Octopam " . ¥ v =
para-Ue ne phenethylamine adrencceptor agonisi
fr-4-dihydroxy-3- . o
Salbutamol hydrosymethyl-N-ters- ¥ v L fi;;ﬁ‘ln::cn:q: st p2-
butylphenethylamine Bic Agon
N-Methy! . N-methylphencthylamine  « Amphetamine isomer
phenethylamine °
Cathing d-f-hydroxyvamphetamine ¥ Releasing agent
Cathinone p-ketoamphetamine ¥ Releasing agent
Metheathinone N-methylcathinone v Releasing agent
. S-chloro-N-teri-butyl-fi-
v W v
Bupropion ketoamphetamine NDRI
. J-trifluoromethyvl-
Norfentl § metn - v RA
erfenfluramine amphetamine 55
- Jetri ==
Fenfluramine - 'r'_ﬂwmm“hi\rlm‘ v v v SSRA
Mescaline 3.4, 5-tri I'!'IL‘I'I.L].‘G}' v Psychedelic
phenethylamine

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically




acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

8. The composition

of claim 7, wherein the
mescaline derivative is
mescaline-NBOMe,
proscaline (2-(3,5-
dimethoxy-4-
propoxyphenyl)ethana
mine), or metaescaline
(2-(3-ethoxy-4,5-
dimethoxyphenyl)ethan
amine).

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From [042]: Any suitable SHT (e.g.SHT2, such as 5-HT2A) agonist is
utilized in any composition, formulation, method, therapy, or the like
described herein. In some preferred embodiments, the SHT agonist of a
formulation, composition, method, or the like described herein is a 5-
HT2A agonist... In certain embodiments, the S-HT2A agonist provided
herein is one of the following classes of 5-HT2A agonists: the ergolines,
tryptamines and phenethylamines

From [051]: Examples of phenethylamines include, but are not limited to
those presented in the table below:




Substitution

Short Name Full Name Amin Ethylen Phen Biological activity
o 3 ¥l
Amphetamine u-methylphenethylamine v Stimulant
P-Methyl y p . - -
phenethylanias p-methylphenethylamine Stimulant
Mephedrone 4-methylmethcathinone b o v Stimulant
Ethcathinone N-gthylcathinone v v Stimulant
Ephedrine { N-methyl-p- # v Stimmulant.
Pseudoephedrine  hydroxyamphetamine decongestant
Methamphetamine  N-methylamphetamine v ¥ Stimulant; neurotoxin
Phentermine a-methylamphetamine o Stimulint, anorectic
Ortetamine 2-methylamphetamine v v Stimulant, anorectic
Amfepramone Ne-diethyl-f- .r # s
(dicthylpropion)  ketoamphetamine Anorectic
. . B, 3-dihydroscy-N-
Phenylephrine meihylphenethylamine ¥ v ¥ Decongestant
N o-butylene-f-methoxy . ;
| ) v 7 .
Methylphenidate carbonylphenethylamine Stimalant; NDRI
. 34 Catecholamine
4 v
Dopamine dilyydrecy phenethy lamine neurotransmitter
f- 2.4, 5-trihvdroxy .
A, 3 3 v
Hydroxydopamine phenethylamine Neurataxic agent
Epinephrine Pe3 A=trihydroxy-N- o 7 - Catecholamine
{ Adrenaline) methylphenethy lamine neurotransmitter
Norepinephrine B=3 d-trihydroxy 7 7 Catecholamine
i Noradrenaline) phenethylamine nEurobransmitter
) . [-4-dihivdrosy ¢ - Trace aminergic o-
para-Qctopaming o dlamine adrenoceplor agoni st
[-4-dihvdroxy-3- - 5
Salbutamol hydroxymethyl-N-feri- v ¥ v E!;::l:‘ uc:U:uum ot Bz
butylphencthylaming EiC 3g
N-Methyl . .
] Mo ! ; ¥ ;
phenethylamine N-methylphenethylamine Amphetamine isomer
Cathine d-f-hydroxyamphetamine o Releasing agent
Cathinone f-ketcamphetaming « Releasing agent
Methcathinone N-methylcathinone b o Releasing agent
3-chloro-N-teri-butyl -fi-
: Ed ¥ ¥
Bupropion ketoarm phetamine NDRI
Norfenfluramine -trifluoromethyl- 7 - SSRA
amphetamine
. 3t A-N-
Fenfluramine J-trifluacomaiind v v v S5RA

ethylamphetamine
3,4, 5-trimethoxy

Mescaline e ¥ Psychedelic
L 23, 5-dimethoxy-4- v s I
|I'rmcmlm: propoxyphenyl jethanamine Psyehedelic

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically




acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

9. The composition

of claim 1, wherein the
psychedelic is a
phenethylamine or a
tryptamine, or a
pharmaceutically
acceptable salt, solvate,
metabolite, deuterated
analogue, derivative, or
prodrug thereof.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From [042]: Any suitable SHT (e.g.SHT2, such as 5-HT2A) agonist is
utilized in any composition, formulation, method, therapy, or the like
described herein. In some preferred embodiments, the SHT agonist of a
formulation, composition, method, or the like described herein is a 5-
HT2A agonist... In certain embodiments, the S-HT2A agonist provided
herein is one of the following classes of 5-HT2A agonists: the ergolines,
tryptamines and phenethylamines

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience




From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

10. The composition
of claim 9, wherein the
phenethylamine or the
tryptamine deuterated
analogue is selected
from the group
consisting of 25I-
NBOH, N-(2-
Methoxybenzyl)-2-
(3,4,5-
trimethoxyphenyl)ethan
amine, N-(2-

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From [042]: Any suitable SHT (e.g.SHT2, such as 5-HT2A) agonist is
utilized in any composition, formulation, method, therapy, or the like
described herein. In some preferred embodiments, the SHT agonist of a
formulation, composition, method, or the like described herein is a 5-
HT2A agonist... In certain embodiments, the 5S-HT2A agonist provided
herein is one of the following classes of 5-HT2A agonists: the ergolines,
tryptamines and phenethylamines




hydroxybenzyl)-2,5-
dimethoxy-4-iodo-
phenethylamine, N-(2-
hydroxybenzyl)-2,5-
dimethoxy-4-chloro-
phenethylamine, N-(2-
hydroxybenzyl)-2,5-
dimethoxy-4-bromo-
phenethylamine, 4-
Allyloxy-3,5-
dimethyloxyphenylethy
lamine, N-(2-
fluorobenzyl)-2,5-
dimethoxy-4-iodo-
phenethylamine, 2,5-
dimethoxy-4-tert-
butylthio-
phenethylamine, 2,5-
dimethoxy-4-
propylthio-
phenethylamine, 2,5-
dimethoxy-4-
propylphenethylamine,
2,5-dimethoxy-4-
nitrophenethylamine,
2,5-dimethoxy-4-
nitroamphetamine, 2,5-
dimethoxy-4-
methylphenethylamine,
2,5-dimethoxy-4-
methylamphetamine,
2,5-dimethoxy-4-
isopropylthio-
phenethylamine, 2,5-
dimethoxy-4-
iodophenethylamine,
2,5-dimethoxy-4-
iodoamphetamine, 2,5-
dimethoxy-4-
fluorophenethylamine,
2,5-dimethoxy-4-
ethylthio-
phenethylamine, 2,5-
dimethoxy-4-
ethylphenethylamine,
2,5-dimethoxy-4-
cyclopropylmethylthio-
phenethylamine, 2,5-
dimethoxy-4-
chlorophenethylamine,
2,5-dimethoxy-4-
chloroamphetamine,
2,5-dimethoxy-4-

From [051]: Examples of phenethylamines include, but are not limited to
those presented in the table below:

Substitution

Short Name Full Name Amin Ethylen Phen Biological activity
o [ vl
Amphetaminge u-methylphenethylamine ¥ Stimulant
f-Methyl ) L y )
phiesatliylanias p-methylphenethylamine Stimulant
Mephedrone 4-methylmethcathinone hd v v Stimulant
Etheathinone N-gthylcathinone + ¥ Stimulant
Ephedrine { N-methyl-p- - v Stimulant;
Pseudoephednne  hydroxyamphetamine decongestant
Methamphetamine  N-methylamphetamine v v Stimulant; neurotoxin
Phentermine a-methylamphetamine ¥ Stimulant, anorectic
Ortetamine 2-methylamphetamine ¥ ¥ Stimulant, anorectic
Amfepramone N-diethyl-p- - v "
{diethylpropion)  ketoamphetamine Anorclle
. X B3 -dihydrony-N- v v
Phenylephrine methylphenethylamine Decongestant
N.o-butylene-f-methoxy . ;
Methylphen p . b v & lant; DRI
ety idate carbanylphenethylamine timulant; NI
\ 34 Catechol arming
X . v
Dopamine dibydroxyphenethy lamine neurotransmitter
- 2.4 5-rihydroxy .
't ¥ ) ¥
Hydroxydopamine phenethylamine Neuroiaric agent
Epinephrine =3 A-tritiydroxy -V v 7 Catecholamine
{Adrenaline) methylphenethylamine neurotransmitter
Norepinephrine P=3.d=trihydroxy v - Catecholamine
{Noradrenaline) phenethylamine neurolransmitler
) . [-4-dilivdroxy v s Trace aminergic o-
para-Qciopaming o ihyiamine adrenccepton agomi st
P-4-dihydroxy-3- - "
Salbutamol hydroxymethyl-N-feri= v ¥ ¥ f.:llrt:;:‘-:'lcu:zomst B2
butylphenethylaming o ag
N-Methyl . N-methylphenethylamine  « Amphetaming isomer
phenethylamine N
Cathine d-f-hydroxyamphetamine v Releasing agent
Cathinone f-ketoamphetamine v Releasing agent
Methcathinone N-methylcathinone ¥ ¢ Releasing agent
3-chloro-N-terv-butyl-fi-
B o~ 1=buty v v v NDRI
Hpropion ketoamphetamine
Norfenfluramine .!-:nﬂmro_mclh)-l- ’ 7 SSRA
amphetamine
. 3t A-N-
Fenfluramine J-viftuorcmathy! v v v S5RA

Mescaline
Proscaline

Meiaescaline

Allylescaline

Methallylescaline

Asymbescaline

ethylamphetamine

3,4, 5-trimethoxy
phenethylamine

243, S-dimethoxy-4-
propoxyphenyl jethanamine
2 3-ethoxy -4, 5-
dimethoxyphenyljethanami

ng

4-Allyloxy-3.5-
dimethyloxy
phenylethylamine
4-Methallyloxy-3,5-

dimethoxyphenethylamine

3.4-Diethoxy-5-
methaxyphenethvlamine

¥ Psychedelic
v Psychedelic

v Psychedelic

¥ Paychedelic

v Psychedelic

¥ Psychedelic

From [048]: Examples of naturally occurring substituted tryptamines
include, by way of non- limiting example:




bromophenethylamine,
2,5-dimethoxy-4-
bromoamphetamine,
2,5-dimethoxy-4-
bromo-8-
ketophenethylamine,
2,5-dimethoxy-4-(2-
fluoroethylthio)-
phenethylamine, 2-(4-
propyl-2,5-
dimethoxyphenyl)-N-
[(2-
methoxyphenyl)methyl]
ethanamine, 2-(4-
methyl-2,5-
dimethoxyphenyl)-N-
[(2-
methoxyphenyl)methyl]
ethanamine, 2-(4-iodo-
2,5-dimethoxyphenyl)-
N-[(2-
methoxyphenyl)methyl]
ethanamine, 2-(4-
fluoro-2,5-
dimethoxyphenyl)-N-
[(2-
methoxyphenyl)methyl]
ethanamine, 2-(4-ethyl-
2,5-dimethoxyphenyl)-
N-[(2-
methoxyphenyl)methyl]
ethanamine, 2-(4-
chloro-2,5-
dimethoxyphenyl)-N-
[(2-
methoxyphenyl)methyl]
ethanamine, 2-(4-
bromo-2,5-
dimethoxyphenyl)-N-
[(2-
methoxyphenyl)methyl]
ethanamine, 4-AcO-
MET, 4-AcO-MALT,
4-AcO-DALT,
Aeruginascin, N,N,N-
trimethyl-4-
phosphoryloxytryptami
ne, 4-Hydroxy-N,N,N-
trimethyltryptamine, 5-
meo-DMT, Ibogaine,
[3-(2-
Dimethylaminoethyl)-
1H-indol-4-yl]

Short/Comman

Full Name R R R’ R R
Name
_ S 2-aminochyDisdale
Tryplamice e IH=tndol-3ey Dethanamine H H H H
S-hvdrosy-ALN- y
Bufotenin dimeiliyliry plamine O H H CH, CH;
W=
Methvlserotonin  S-hvdroxy-V-methy irvplamine . OH H H CH: H
{norbufotening
Scrotonin S-hvdrosy iy plaming OoH H H H H
NMT Nemethy ey pranine H H H H CHy
S=MeO-NMT Semethoxy -N-methyliyplamine  OCHs H H CH;, H
DMT N N<dimethy Hryplamine H H H CH» CH»
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Morbacocysiin H-phosphoryloxy-trvpiamine H ﬁt’ﬂ' H H H
. H-phosphoryloxy-V-methyl- QP
Baeocysiin iypiamine H H, H CH; H
Pilocybin 4-phosphoryloxy-ALA- H PO, H CH CH;
damet by Iy plamane
. H-hydrosy-ALN- . :
Psilocin dimetliyliry plamine H OH H CH: CHs
Tryplophan a-carboxy iy plaming H H COOH H H

From [049]: Examples of synthetic substituted tryptamines include, by
way of non-limiting example:

Shori Name  Name R! R R’ R R*
aET a=cthyltryptamine H H ;'_-]"( H H
aMT a-methyitrvptamine H H CH: H H
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DiPT NN-fiisopropylirvptamine  H H H CHICH: ) CHICH):
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S-Me- S-methosoy-NA- - H:C=CH- H:C=CH-
DALT diallyltrvptamine OCH; H H CH: CH:
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From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to




dihydrogen phosphate,
4-hydroxytryptamine,
4-hydroxy-N,N-
dimethyl-tryptamine,
[3-(2-
methylaminoethyl)-1H-
indol-4-yl] dihydrogen
phosphate, 4-hydroxy-
N-methyltryptamine,
[3-(aminoethyl)-1H-
indol-4-yl] dihydrogen
phosphate, [3-(2-
trimethylaminoethyl)-
1H-indol-4-yl]
dihydrogen phosphate,
4-hydroxy-N,N,N-
trimethyltryptamine, 6-
Allyl-N,N-diethyl-NL,
N,N-Dibutyl-
tryptamine, N,N-
Diethyl-tryptamine,
N,N-Diisopropyl-
tryptamine, 5-
Methyoxy-alpha-
methyl-tryptamine,
N,N-Dimethyl-
tryptamine, 2,alpha-
Dimethyl-tryptamine,
alpha,N-Dimethyl-
tryptamine, N,N-
Dipropyl-tryptamine,
N-Ethyl-N-isopropyl-
tryptamine, alpha-
Ethyl-tryptamine,
6,N,N-Triethyl-NL, 3,4-
Dihydro-7-methoxy-1-
methyl-C, 7-Methyoxy-
1-methyl-C, N,N-
Dibutyl-4-hydroxy-
tryptamine, N,N-
Diethyl-4-hydroxy-
tryptamine, N,N-
Diisopropyl-4-hydroxy-
tryptamine, N,N-
Dimethyl-4-hydroxy-
tryptamine, N,N-
Dimethyl-5-hydroxy-
tryptamine, N,N-
Dipropyl-4-hydroxy-
tryptamine, N-Ethyl-4-
hydroxy-N-methyl-
tryptamine, 4-Hydroxy-
N-isopropyl-N-methyl-

provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.




tryptamine, 4-Hydroxy-
N-methyl-N-propyl-
tryptamine, 4-Hydroxy-
N,N-tetram ethylene-
tryptamine, N,N-
Diethyl-L, N-Butyl-N-
methyl-tryptamine,
N,N-Diisopropyl-4,5-
methylenedioxy-
tryptamine, N,N-
Diisopropyl-5,6-
methylenedioxy-
tryptamine, N,N-
Dimethyl-4,5-
methylenedioxy-
tryptamine, N,N-
Dimethyl-5,6-
methylenedioxy-
tryptamine, N-
Isopropyl-N-methyl-
5,6-methylenedioxy-
tryptamine, N,N-
Diethyl-2-methyl-
tryptamine, 2, N, N-
Trimethyl-tryptamine,
N-Acetyl-5-methoxy-
tryptamine, N,N-
Diethyl-5-methoxy-
tryptamine, N,N-
Diisopropyl-5-
methoxy-tryptamine, 5-
Methoxy-N,N-
dimethyl-tryptamine,
N-Isopropyl-4-
methoxy-N-methyl-
tryptamine, N-
Isopropyl-5-methoxy-
N-methyl-tryptamine,
5,6-Dimethoxy-N-
isopropyl-N-methyl-
tryptamine, 5-Methoxy-
N-methyl-tryptamine,
5-Methoxy-N,N-
tetramethylene-
tryptamine, 6-Methoxy-
I-methyl-1,2,3,4-
tetrahydroisoquinoline,
5-Methoxy-2,N,N-
trimethyl-tryptamine,
N,N-Dimethyl-5-
methylthio-tryptamine,
N-Isopropyl-N-methyl-
tryptamine, alpha-




Methyl-tryptamine, N-
Ethyl-tryptamine, N-
Methyl-tryptamine, 6-
Propyl-N L, N,N-
Tetramethylene-
tryptamine, Tryptamine,
7-Methoxy-1-methyl-1,
2,3,4-
tetrahydroisoquinoline,
and alpha, N-Dimethyl-
5-methoxy-
tryptaminedeuterated
analogue.

11. The composition
of claim 1, wherein the
psychedelic is
psilocybin or a
pharmaceutically
acceptable salt, solvate,
metabolite, deuterated
analogue, derivative, or
prodrug thereof.

1. Int’l Pat. App. Pub. No. W0O/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Abstract: Provided herein are methods and compositions for the
treatment of psychological, cognitive, behavioral, and/or mood disorders,
the composition comprising a SHT agonist (e.g. psilocybin)

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,




the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

12. The composition
of claim 1, wherein the
psychedelic is
psilocybin or a
pharmaceutically
acceptable salt, solvate,
metabolite, deuterated
analogue, derivative, or
prodrug thereof.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Abstract: Provided herein are methods and compositions for the
treatment of psychological, cognitive, behavioral, and/or mood disorders,
the composition comprising a SHT agonist (e.g. psilocybin)

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically




acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

13. The composition
of claim 1, wherein the
psychedelic is O-acetyl
psilocin, or a
pharmaceutically
acceptable salt, solvate,
metabolite, deuterated
analogue, derivative, or
prodrug thereof.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From [042]: Any suitable SHT (e.g.SHT2, such as 5-HT2A) agonist is
utilized in any composition, formulation, method, therapy, or the like
described herein. In some preferred embodiments, the SHT agonist of a
formulation, composition, method, or the like described herein is a 5-
HT2A agonist... In certain embodiments, the S-HT2A agonist provided
herein is one of the following classes of 5-HT2A agonists: the ergolines,
tryptamines and phenethylamines

From [049]: Examples of synthetic substituted tryptamines include, by
way of non-limiting example:




Short Name Name R! R R* R R*

oET o=cthyltryptamine H H ;'_-]"{ H H
oMT o-methyltrvptamine H H CH: H H
DALT N N-diallylirvpramine H H H E.'I{'FH' ]("“"F'm
DET N N-diethy lryptamine H H H CHACHs CH:CHs
iPFT NN-fiisopropalirvplamine . H H H CHICH: ) CHiCH:):
DPT N N-dipropy liryplamine H H H CHA2CHCHs CHACHC
S-methoxy -a-
5. . 4 % i
FMeQ-aMT methyltrvplamine OCH H CH H H
S-Meld- S-methosy =N V- . H:C=CH- H:C=CH-
DALT dially ltrvptamine OCH; H H CH: CH:
SMe- Semethoxy -N-Methyl-N- . H:C=CH- y
MALT  allyltryptamine OCH, HoH oy CH,
o Aehvdroxy N - - _—
4HOpET  Hvdroxy-NA H O H CH,CH, CHACH,
o
4-AcO-DMT ‘cstoxy .- H VO . CH, CH,
N & T [ R T B e " HaH,
A-HO-MET cthyltryptamine H o H CHy CHAH
- =N N .
aHo-pipy  HhvdroxeA N H o H CHICH):  CHICH )
dhnsogropy liry plaming
—_ =N N . . . S
S-MeO-pipy Smethoxs NN OCH, H o H  CHICH)  CHICH)
dissopropy liry plamine
S-hlgld- S-mathoxy =N V- . y T e
MiPT methylisopropy ltryplamine OCH, H H CHa CHICH:):
- EhTE == S .
4-HO-MipT ‘Fhydroxy-Meiscpropyl-N- o O H CHICH::  CH,
methy ltryplamine
S={methy laning
Sumatnptan  sulfonyimethylene =N N- CH:50,MHCH: H H CH; CH:
dimethyltrypamine
54 4-(%-13-oxazolidin-2- . . .
Lolmitriptan — one p-M N-dimethy CHNHCI0)0C H H CHa CHx

ltryptamine Ha

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically




acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

14. The composition of
any one of claims 1-13,
wherein the serotonin
receptor modulator is a
serotonin receptor
antagonist.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Abstract: Provided herein are methods and compositions for the
treatment of psychological, cognitive, behavioral, and/or mood disorders,
the composition comprising a SHT agonist (e.g. psilocybin)

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.




From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

15. The composition of
any one of claims 1-13,
wherein the serotonin
receptor modulator is a
serotonin receptor
inverse agonist.

1. Int’l Pat. App. Pub. No. W0/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From [074]: In some embodiments, the pharmaceutical composition
further comprises an effective amount of a second agent... In some
embodiments, the second agent is a SHT receptor antagonist. In some
embodiments, the second agent is an anti-psychotic agent. In some
embodiments, the anti-psychotic agent is olanzapine...

From Abstract: Provided herein are methods and compositions for the
treatment of psychological, cognitive, behavioral, and/or mood disorders,
the composition comprising a SHT agonist (e.g. psilocybin)

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:




a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

3. LAURA C SULLIVAN (2017) “Atypical Antipsychotics and Inverse
Agonism at 5-HT2 Receptors” Current Pharmaceutical Design. Vol 21(26):
3732-3738.




From Atypical antipsychotics as 5-ht2 receptor inverse agonists:
Additional studies that examined the effects of the atypical
antipsychotics clozapine, olanzapine, and risperidone also found that they
had inverse agonist properties at 5-HT2C receptors in vitro

16. The composition of
any one of claims 14-
15, wherein the
serotonin receptor is 5-
HT2A receptor.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From [074]: In some embodiments, the pharmaceutical composition
further comprises an effective amount of a second agent... In some
embodiments, the second agent is a SHT receptor antagonist. In some
embodiments, the second agent is an anti-psychotic agent. In some
embodiments, the anti-psychotic agent is olanzapine, clozapine...

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top




layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

4. JOHN A GRAY (2001) “Paradoxical trafficking and regulation of 5-
HT2A receptors by agonists and antagonists” Vol 56(5): 441-451.

From Paradoxical Down-regulation of 5S-HT2A by Antagonists: In
addition to the effects of antidepressants on 5-HT2A down-
regulation, other S-HT2A antagonists, such as typical and atypical
antipsychotics, have been shown to induce down-regulation of
5-HT2A receptors in vivo and in vitro. Clozapine was the first
antipsychotic drug to be demonstrated to down-regulate 5S-HT2A
Receptors.

17. The composition of
any one of claims 1-16,
wherein the serotonin
receptor modulator is
selected from the group
consisting of ketanserin,
volinanserin (MDL-
100907), eplivanserin
(SR-46349),
pimavanserin (ACP-
103), glemanserin
(MDL-11939),
ritanserin, flibanserin,
nelotanserin,
blonanserin, mianserin,
mirtazapine,
roluperiodone (CYR-
101, MIN-101),
quetiapine, olanzapine,
altanserin,
acepromazine,
nefazodone,
risperidone,
pruvanserin, AC-90179,
AC-279, adatanserin,

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From [074]: In some embodiments, the pharmaceutical composition
further comprises an effective amount of a second agent... In some
embodiments, the second agent is a SHT receptor antagonist. In some
embodiments, the second agent is an anti-psychotic agent. In some
embodiments, the anti-psychotic agent is olanzapine, clozapine,
risperidone, paliperidone, aripiprazole, quetiapine, iloperidone,
ziprasidone, asenapine, lurasidone, sertindole, amisulpride, clotiapine,
mosapramine, perospirone, sulpiride, zotepine, haloperidol, benperidol,
loxapine, molindone, pimozide, thioridazine, mesoridazine, thiothixene,
chlorprothixene, fluphenazine, trifluoperazine, chlorpromazine,
perphenazine, prochlorperazine, droperidol, and zuclopenthixol.

From Abstract: Provided herein are methods and compositions for the
treatment of psychological, cognitive, behavioral, and/or mood disorders,
the composition comprising a SHT agonist (e.g. psilocybin)

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or




fananserin, HY 10275,
benanserin, butanserin,
manserin, iferanserin,
lidanserin, pelanserin,
seganserin, tropanserin,
lorcaserin, ICI-169369,
methiothepin,
methysergide,
trazodone, cinitapride,
cyproheptadine,
brexpiprazole,
cariprazine,
agomelatine,
setoperone, 1-(1-
Naphthyl)piperazine,
LY-367265,
pirenperone,
metergoline,
deramciclane,
amperozide, AMDA,
cinanserin, LY-86057,
GSK-215083,
cyamemazine,
mesulergine, BF-1, LY-
215840, sergolexole,
spiramide, LY-53857,
amesergide, LY-
108742, pipamperone,
LY-314228, 5-1-
R91150, 5-MeO-
NBpBrT, 9-
Aminomethyl-9,10-
dihydroanthracene,
niaprazine, SB-215505,
SB-204741, SB-
206553, SB-242084,
LY-272015, SB-
243213, SB-200646,
and RS-102221, ora
pharmaceutically
acceptable salt, solvate,
metabolite, deuterated
analogue, derivative,
prodrug, or
combinations thereof.

prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

18. The composition of
any one of claims 1-17,
wherein the serotonin
receptor modulator is
ketanserin or a

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)




pharmaceutically
acceptable salt, solvate,
metabolite, deuterated
analogue, derivative, or
prodrug thereof.

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.




5. PREM N YADAYV (2011) “ANTAGONIST FUNCTIONAL
SELECTIVITY: 5-HT2A SEROTONIN RECEPTOR ANTAGONISTS
DIFFERENTIALLY REGULATE 5-HT2A RECEPTOR PROTEIN LEVEL
IN VIVO” The Journal of Pharmacology and Experimental Therapeutics.
Vol 391(3).

From Abstract: ... we assessed the effect of ... several 5-HT2A
antagonists (ketanserin, altanserin, M100907, M11939, SR46349B and
pimavanserin)...

19. The composition of
any one of claims 1-17,
wherein the serotonin
receptor modulator is
pimavanserin or a
pharmaceutically
acceptable salt, solvate,
metabolite, deuterated
analogue, derivative, or
prodrug thereof.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,




phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

5.PREM N YADAV (2011) “ANTAGONIST FUNCTIONAL
SELECTIVITY: 5-HT2A SEROTONIN RECEPTOR ANTAGONISTS
DIFFERENTIALLY REGULATE 5-HT2A RECEPTOR PROTEIN LEVEL
IN VIVO” The Journal of Pharmacology and Experimental Therapeutics.
Vol 391(3).

From Abstract: ... we assessed the effect of ... several 5-HT2A
antagonists (ketanserin, altanserin, M100907, M11939, SR46349B and
pimavanserin)...

20. The composition of
any one of claims 1-19,
wherein the serotonin
receptor modulator is
released at most about
2.5 hours prior to the
release of the
psychedelic.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Abstract: Provided herein are methods and compositions for the
treatment of psychological, cognitive, behavioral, and/or mood disorders,
the composition comprising a SHT agonist (e.g. psilocybin)

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject




in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

21. The composition of
any one of claims 1-19,
wherein the serotonin
receptor modulator is
released at most about 2
hours prior to the
release of the
psychedelic.

1. Int’l Pat. App. Pub. No. W0O/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Abstract: Provided herein are methods and compositions for the
treatment of psychological, cognitive, behavioral, and/or mood disorders,
the composition comprising a SHT agonist (e.g. psilocybin)

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience




From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

22. The composition of
any one of claims 1-19,
wherein the serotonin
receptor modulator is
released at most about
1.5 hours prior to the
release of the
psychedelic.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Abstract: Provided herein are methods and compositions for the
treatment of psychological, cognitive, behavioral, and/or mood disorders,
the composition comprising a SHT agonist (e.g. psilocybin)

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising;:

a therapeutically effective amount of one or more SHT receptor agonist or




a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

23. The composition of
any one of claims 1-19,
wherein the serotonin
receptor modulator is

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)




released at most about 1
hour prior to the release
of the psychedelic.

From Abstract: Provided herein are methods and compositions for the
treatment of psychological, cognitive, behavioral, and/or mood disorders,
the composition comprising a SHT agonist (e.g. psilocybin)

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different




pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

24, The composition of
any one of claims 1-19,
wherein the serotonin
receptor modulator is
released at about 1 hour
prior to the release of
the psychedelic.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the




two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

25. The composition of
any one of claims 1-19,
wherein the serotonin
receptor modulator is
released at least about
0.5 hours prior to the
release of the
psychedelic.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,




ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

26. The composition of
any one of claims 1-19,
wherein the serotonin
receptor modulator is
released at least about 1
hour prior to the release
of the psychedelic.

1. Int’l Pat. App. Pub. No. W0O/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top




layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

27. The composition of
any one of claims 1-24,
wherein the psychedelic
is provided at a dose of
about 100 milligrams
(mg) to about 1 gram

(2)

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Paragraph [012]: Embodiment 55 is the pharmaceutical
composition of any one of embodiments 39-48, wherein the controlled
release core comprises from about 40 mg to about 100 mg of the SHT
receptor agonist or a pharmaceutically acceptable salt, solvate,
metabolite, derivative, or prodrug thereof.

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.




From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

28. The composition of
any one of claims 1-24,
wherein the psychedelic
is provided at a dose of
about 100 mg to about
800 mg.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Paragraph [368]: Embodiment 55 is the pharmaceutical
composition of any one of embodiments 39-48, wherein the controlled
release core comprises from about 40 mg to about 100 mg of the SHT
receptor agonist or a pharmaceutically acceptable salt, solvate,
metabolite, derivative, or prodrug thereof.

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.




From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

29. The composition of
any one of claims 1-24,
wherein the psychedelic
is provided at a dose of
about 100 mg to about
500 mg.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Paragraph [368]: Embodiment 55 is the pharmaceutical
composition of any one of embodiments 39-48, wherein the controlled
release core comprises from about 40 mg to about 100 mg of the SHT
receptor agonist or a pharmaceutically acceptable salt, solvate,
metabolite, derivative, or prodrug thereof.

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug




thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

30. The composition of
any one of claims 1-24,
wherein the psychedelic
is provided at a dose of
about 10 mg to about
400 mg.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Paragraph [012]: In some embodiments, the SHT receptor agonist
or a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof is present in an amount of from about 0.1 mg to about
50 mg (e.g. about 0.1 mg to about 10 mg, about 0.2 mg to about 5 mg,




about 10 mg to about 50 mg, or the like).

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.




31. The composition of
any one of claims 1-24,
wherein the psychedelic
is provided at a dose of
about 20 mg to about
200 mg.

1. Int’l Pat. App. Pub. No. W0O/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Paragraph [012]: In some embodiments, the SHT receptor agonist
or a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof is present in an amount of from about 0.1 mg to about
50 mg (e.g. about 0.1 mg to about 10 mg, about 0.2 mg to about 5 mg,
about 10 mg to about 50 mg, or the like).

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,




ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

32. The composition of
any one of claims 1-24,
wherein the psychedelic
is provided at a dose of
about 10 mg to about
100 mg.

1. Int’l Pat. App. Pub. No. W0O/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Paragraph [012]: In some embodiments, the SHT receptor agonist
or a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof is present in an amount of from about 0.1 mg to about
50 mg (e.g. about 0.1 mg to about 10 mg, about 0.2 mg to about 5 mg,
about 10 mg to about 50 mg, or the like).

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release




core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

33. The composition of
any one of claims 1-24,
wherein the psychedelic
is provided at a dose of
about 10 micrograms
(ng) to about 400 pg.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Paragraph [070]: [70] In some embodiments, the SHT receptor
agonist or a pharmaceutically acceptable salt, solvate, metabolite,
derivative, or prodrug thereof is present in an amount of from about 0.1
mg to about 50 mg...

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective




amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

34. The composition of
any one of claims 1-24,
wherein the psychedelic
is provided at a dose of
about 20 ug to about
200 pg.

1. Int’] Pat. App. Pub. No. W0O/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Paragraph [070]: [70] In some embodiments, the SHT receptor
agonist or a pharmaceutically acceptable salt, solvate, metabolite,
derivative, or prodrug thereof is present in an amount of from about 0.1
mg to about 50 mg...

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.




From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

35. The composition of
any one of claims 1-24,
wherein the psychedelic
is provided at a dose of
about 10 pg pg to about

100 pg pg.

36. The composition of
any one of claims 1-35,
wherein the serotonin
receptor modulator is
provided at a dose of
about 10 mg to about
350 mg.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Paragraph [070]: [70] In some embodiments, the SHT receptor
agonist or a pharmaceutically acceptable salt, solvate, metabolite,
derivative, or prodrug thereof is present in an amount of from about 0.1
mg to about 50 mg...




From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.




37. The composition of
any one of claims 1-35,
wherein the serotonin
receptor modulator is
provided at a dose of
about 20 mg to about
200 mg.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Paragraph [070]: [70] In some embodiments, the SHT receptor
agonist or a pharmaceutically acceptable salt, solvate, metabolite,
derivative, or prodrug thereof is present in an amount of from about 0.1
mg to about 50 mg...

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the




two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

38. The composition of
any one of claims 1-35,
wherein the serotonin
receptor modulator is
provided at a dose of
about 10 mg to about
100 mg.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Paragraph [070]: [70] In some embodiments, the SHT receptor
agonist or a pharmaceutically acceptable salt, solvate, metabolite,
derivative, or prodrug thereof is present in an amount of from about 0.1
mg to about 50 mg...

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described




herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

39. The composition of
any one of claims 1-38,
wherein the psychedelic
is provided at a dose of
about 10 mg to about
100 mg and the
serotonin receptor
modulator is provided
at a dose of about 10
mg to about 100 mg.

40. The composition of
any one of claims 1-39,
wherein the psychedelic
is psilocybin or a
pharmaceutically
acceptable salt, solvate,
metabolite, deuterated
analogue, derivative, or
prodrug thereof and the
serotonin receptor
modulator is ketanserin
or a pharmaceutically
acceptable salt thereof.

41. The composition of
any one of claims 1-40,
wherein the psychedelic
is psilocybin or a
pharmaceutically
acceptable salt, solvate,
metabolite, deuterated
analogue, derivative, or
prodrug thereof and
provided at a dose of
about 10 mg to about
100 mg; and the
serotonin receptor




modulator is ketanserin
or a pharmaceutically
acceptable salt thereof
provided at a dose of
about 10 mg to about
100 mg.

42. The composition of
any one of claims 1-41,
wherein the
composition is in a
form of a single pill,
single ampoule, or

single unit dosage form.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Parapraph [140]: 140] In some embodiments, the pharmaceutical
formulations include, but are not limited to, aqueous liquid dispersions,
self-emulsifying dispersions, solid solutions, liposomal dispersions,
aerosols,

, powders, immediate-release formulations, controlled release formulations,
fast melt formulations, tablets, capsules, pills

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top




layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

43. The composition of
any one of claims 1-39,
wherein the
composition is in a
single unit dosage form.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,




the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

44. A method of
treating a disease or
disorder in a subject in
need thereof, the
method comprising
administering to the
subject a composition
comprising:

a) a psychedelic;

b) a serotonin receptor
modulator; and

) an excipient,
wherein the serotonin
receptor modulator is
released at most about 3
hours prior to the
release of the
psychedelic.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Abstract: Provided herein are methods and compositions for the
treatment of psychological, cognitive, behavioral, and/or mood disorders,
the composition comprising a SHT agonist (e.g. psilocybin)

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist
or a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically




acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

45. The method of
claim 44, wherein the
disease or disorder is
depression or a disease
or disorder related to
depression.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Abstract: Provided herein are methods and compositions for the
treatment of psychological, cognitive, behavioral, and/or mood disorders,
the composition comprising a SHT agonist (e.g. psilocybin)

From Paragraph [007]: In certain embodiments, compositions provided
herein are useful in or used in the treatment depression, anxiety, apathy
and/or low motivation, attention disorders, disorders of executive function
and/or cognitive engagement, obsessive compulsive disorder, and/or
neurocognitive disorders.

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist
or a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to




provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

46. The method of
claim 44, wherein the
depression is major
depressive disorder,
persistent depressive
disorder, bipolar
disorder, treatment
resistant depression
(TRD), postpartum
depression,

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Abstract: Provided herein are methods and compositions for the
treatment of psychological, cognitive, behavioral, and/or mood disorders,
the composition comprising a SHT agonist (e.g. psilocybin)

From Paragraph [007]: In certain embodiments, compositions provided
herein are useful in or used in the treatment depression, anxiety, apathy




premenstrual dysphoric
disorder, or seasonal
affective disorder.

and/or low motivation, attention disorders, disorders of executive function
and/or cognitive engagement, obsessive compulsive disorder, and/or
neurocognitive disorders.

From Paragraph [182]: Depressive disorders which may involve feelings
of extreme sadness, reduced interest in previously enjoyable activities,
including but not limited to depression, severe depression, major
depressive disorder (MDD), premenstrual dysphoric disorder (PMDD) and
the like.

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist
or a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).




From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

47. The method of
claim 44, wherein the
disease or disorder
related to depression is
anxiety.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Abstract: Provided herein are methods and compositions for the
treatment of psychological, cognitive, behavioral, and/or mood disorders,
the composition comprising a SHT agonist (e.g. psilocybin)

From Paragraph [007]: In certain embodiments, compositions provided
herein are useful in or used in the treatment depression, anxiety, apathy
and/or low motivation, attention disorders, disorders of executive function
and/or cognitive engagement, obsessive compulsive disorder, and/or
neurocognitive disorders.

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist
or a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein




at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

48. The method of any
one of claims 44-47,
wherein the psychedelic
is an agonist for a
serotonin receptor.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Abstract: Provided herein are methods and compositions for the
treatment of psychological, cognitive, behavioral, and/or mood disorders,
the composition comprising a SHT agonist (e.g. psilocybin)

From Paragraph [007]: In certain embodiments, compositions provided
herein are useful in or used in the treatment depression, anxiety, apathy
and/or low motivation, attention disorders, disorders of executive function
and/or cognitive engagement, obsessive compulsive disorder, and/or
neurocognitive disorders.

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist
or a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.




From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

49. The method of
claim 48, wherein the
serotonin receptor is
serotonin receptor 1B,
serotonin receptor 4,
serotonin receptor 6, or
serotonin receptor 7.

1. Int’l Pat. App. Pub. No. W0/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Abstract: Provided herein are methods and compositions for the
treatment of psychological, cognitive, behavioral, and/or mood disorders,
the composition comprising a SHT agonist (e.g. psilocybin)

From Paragraph [007]: In certain embodiments, compositions provided
herein are useful in or used in the treatment depression, anxiety, apathy
and/or low motivation, attention disorders, disorders of executive function
and/or cognitive engagement, obsessive compulsive disorder, and/or
neurocognitive disorders.

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising




administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist
or a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.




2. HARTEJ GILL (2020) “The emerging role of psilocybin and MDMA in
the treatment of mental illness” Expert Review of Neurotherapeutics. Vol
20(12): 1263-1273.

From Mechanism of action for psilocybin: The putative target of
psilocin and psilocybin is the agonism of the SHT2 receptor class;
however, studies have confirmed that there is also an affinity for SHT1,
SHT4, SHTS, SHT6, SHT7, D1, and D3 receptors.

50. The method of any
one of claims 44-47,
wherein the psychedelic
is selected from
psilocybin, psilocin,
baeocystin,
norbaeocystin,
lisurgide, LSD,
dimethyltryptamine,
carboxamindotryptamin
e, ibogaine,
tabernanthalog, 3,4-
methylenedioxy-
methamphetamine
(MDMA), 1-acetyl
LSD, O-acetyl psilocin,
mescaline (3,4,5-
trimethoxy
phenethylamine),
proscaline (2-(3,5-
dimethoxy-4-
propoxyphenyl)ethana
mine), metaescaline (2-
(3-ethoxy-4,5-
dimethoxyphenyl)ethan
amine), allylescaline (4-
Allyloxy-3,5-
dimethyloxy
phenylethylamine),
methallylescaline (4-
Methallyloxy-3,5
dimethoxyphenethylami
ne), and asymbescaline
(3,4-Diethoxy-5-
methoxyphenethylamin
e),ora
pharmaceutically
acceptable salt, solvate,
metabolite, deuterated
analogue, derivative,
prodrug, or
combinations thereof.

1. Int’l Pat. App. Pub. No. W0O/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Abstract: Provided herein are methods and compositions for the
treatment of psychological, cognitive, behavioral, and/or mood disorders,
the composition comprising a SHT agonist (e.g. psilocybin)

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist
or a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top




layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

51. The method of any
one of claims 44-47,
wherein the psychedelic
isLSDora
pharmaceutically
acceptable salt, solvate,
metabolite, deuterated
analogue, derivative, or
prodrug thereof.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From [042]: Any suitable SHT (e.g.SHT2, such as 5-HT2A) agonist is
utilized in any composition, formulation, method, therapy, or the like
described herein. In some preferred embodiments, the SHT agonist of a
formulation, composition, method, or the like described herein is a 5-
HT2A agonist... In certain embodiments, the 5S-HT2A agonist provided
herein is one of the following classes of 5S-HT2A agonists: the ergolines,
tryptamines and phenethylamines

From [044]: In certain instances, the ergoline is an ergoline derivative,
such as a lysergic acid amide or a peptide alkaloid

From [045]: Exemplary lysergic acid amides include Ergine (LSA, D-
lysergic acid amide), Ergonovine (ergobasine), Methergine (ME-277),
Methysergide (UML-491), LSD (D-lysergic acid diethylamide)

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.




From Paragrap [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

52. The method of
claim 51, wherein the
LSD derivative is 1P-
LSD, 1B-LSD, ETH-
LAD, 1P-ETH-LAD,
AL-LAD, LSZ, LSM-
775, or 1-(4-
Bromofuro[2,3-
f][1]benzofuran-8-
yl)propan-2-amine.

53. The method of any
one of claims 44-47,
wherein the psychedelic
is mescaline or a
pharmaceutically
acceptable salt, solvate,
metabolite, deuterated

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From [042]: Any suitable SHT (e.g.SHT2, such as 5-HT2A) agonist is
utilized in any composition, formulation, method, therapy, or the like
described herein. In some preferred embodiments, the SHT agonist of a




analogue, derivative, or
prodrug thereof.

formulation, composition, method, or the like described herein is a 5-
HT2A agonist... In certain embodiments, the S-HT2A agonist provided
herein is one of the following classes of 5-HT2A agonists: the ergolines,
tryptamines and phenethylamines

From [051]: Examples of phenethylamines include, but are not limited to

those presented in the table below:

Substitution

Short Name Full Name Amin Ethylen Phen Biological activity
] 3 vl
Amphetamine a-methyviphenethylamine v Stmulant
P-Methyl p-methylphenethylamine v Stimulant
phenethylamine vip ¥
Mephedrone 4-methyimethcathinone ¥ . v Stimulant
Ethcathinone N-ethyleathinone v v Stimulant
Ephedrine [ N-methyl-fi- 7 7 Stimulant,
Pseudoephedrine  hydroxyamphetamine decongestant
Methamphetamine  N-methylamphetamine v v Stimulant; neurotoxin
Phentermine a-methylamphetamine ¥ Stimulant, anorectic
Oretamine 2-methylamphetamine ¥ v Stmulant, anorectic
Amfepramone Nediethyl-p- v J "
(dicthylpropion)  ketoamphetaming Anorectic
. B3 -dihydroney-N-
Phenyleph . ¥ v v D tant
enylepnne methviphenethylamine eoongEsIan
i N.o-butyl -methoxy ' !
Methvlphenidaie ..u bu:;\' ene-f rne.t oy v ¥ Stimulant; NDRI
carbonylphenethylamine
Dopamine 34 v Catecholamine
op dihydroxyphenethylamine neurotransmitter
- 2.4, 5-trihydroxy - .
Hyvdrexydopamine phenethylamine Neurotoxic agent
F.pinephr.ine =3 A-trihydrox }I'N'. v v v L'mecholami_ne
(Adrenaline) methyiphenethylamine neurolransmitler
Norepinephrine B3 darihydroxy 7 7 Catecholamine
{Noradrenaline) phenethylamine neurotransmitier
seara-Oct ine P-d-dihydroxy > v Trace aminergic a-
f f phenethylamine adrenoceplor agonist
f-4-dihydroxy-3- . \
Salbutamol hydroxymethyl-Nejerr- + v ¥ fil::::ct_l:u: ist p2
butvlphenethylamine gic agon
N-Methy] . N-methylphencthylamine Amphetamine isomer
phenethylamine -
Cathine d-p-hydroxvamphetamine ¥ Releasing agent
Cathinone p-ketoamphetamine v Releasing agent
Metheathinone N-methylcathinone v v Releasing agent
. 3-chloro-N-feri-butyl-fi- v
v v
Bupropian ketoamphetamine NDRI
Norfenfluramine 3-uifluoromethyl- ¥ v SSRA
amphetamine
) 3etri 1=
Fenfluramine - rinuoromethyl.] v v v ssRA

ine
Mescaline 3.4,5-n rnulhlux}'
phenethylamine

v Psychedelic

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising;:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.




From Paragrap [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

54. The method of
claim 53, wherein the
mescaline derivative is
mescaline-NBOMe,
proscaline (2-(3,5-
dimethoxy-4-
propoxyphenyl)ethana
mine), or metaescaline
(2-(3-ethoxy-4,5-
dimethoxyphenyl)ethan
amine).

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From [042]: Any suitable SHT (e.g.SHT2, such as 5-HT2A) agonist is
utilized in any composition, formulation, method, therapy, or the like
described herein. In some preferred embodiments, the SHT agonist of a
formulation, composition, method, or the like described herein is a 5-
HT2A agonist... In certain embodiments, the S-HT2A agonist provided
herein is one of the following classes of 5-HT2A agonists: the ergolines,
tryptamines and phenethylamines

From [051]: Examples of phenethylamines include, but are not limited to
those presented in the table below:




Substitution

Short Name Full Name Amin Ethylen Phen Biological activity
o 3 ¥l
Amphetamine u-methylphenethylamine v Stimulant
P-Methyl y p . - -
phenethylanias p-methylphenethylamine Stimulant
Mephedrone 4-methylmethcathinone b o v Stimulant
Ethcathinone N-gthylcathinone v v Stimulant
Ephedrine { N-methyl-p- # v Stimmulant.
Pseudoephedrine  hydroxyamphetamine decongestant
Methamphetamine  N-methylamphetamine v ¥ Stimulant; neurotoxin
Phentermine a-methylamphetamine o Stimulint, anorectic
Ortetamine 2-methylamphetamine v v Stimulant, anorectic
Amfepramone Ne-diethyl-f- .r # s
(dicthylpropion)  ketoamphetamine Anorectic
. . B, 3-dihydroscy-N-
Phenylephrine meihylphenethylamine ¥ v ¥ Decongestant
N o-butylene-f-methoxy . ;
| ) v 7 .
Methylphenidate carbonylphenethylamine Stimalant; NDRI
. 34 Catecholamine
4 v
Dopamine dilyydrecy phenethy lamine neurotransmitter
f- 2.4, 5-trihvdroxy .
A, 3 3 v
Hydroxydopamine phenethylamine Neurataxic agent
Epinephrine Pe3 A=trihydroxy-N- o 7 - Catecholamine
{ Adrenaline) methylphenethy lamine neurotransmitter
Norepinephrine B=3 d-trihydroxy 7 7 Catecholamine
i Noradrenaline) phenethylamine nEurobransmitter
) . [-4-dihivdrosy ¢ - Trace aminergic o-
para-Qctopaming o dlamine adrenoceplor agoni st
[-4-dihvdroxy-3- - 5
Salbutamol hydroxymethyl-N-feri- v ¥ v E!;::l:‘ uc:U:uum ot Bz
butylphencthylaming EiC 3g
N-Methyl . .
] Mo ! ; ¥ ;
phenethylamine N-methylphenethylamine Amphetamine isomer
Cathine d-f-hydroxyamphetamine o Releasing agent
Cathinone f-ketcamphetaming « Releasing agent
Methcathinone N-methylcathinone b o Releasing agent
3-chloro-N-teri-butyl -fi-
: Ed ¥ ¥
Bupropion ketoarm phetamine NDRI
Norfenfluramine -trifluoromethyl- 7 - SSRA
amphetamine
. 3t A-N-
Fenfluramine J-trifluacomaiind v v v S5RA

ethylamphetamine
3,4, 5-trimethoxy

Mescaline e ¥ Psychedelic
L 23, 5-dimethoxy-4- v s I
|I'rmcmlm: propoxyphenyl jethanamine Psyehedelic

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragrap [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically




acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

55. The method of any
one of claims 44-47,
wherein the psychedelic
is a phenethylamine or
a tryptamine, or a
pharmaceutically
acceptable salt, solvate,
metabolite, deuterated
analogue, derivative, or
prodrug thereof.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From [042]: Any suitable SHT (e.g.SHT2, such as 5-HT2A) agonist is
utilized in any composition, formulation, method, therapy, or the like
described herein. In some preferred embodiments, the SHT agonist of a
formulation, composition, method, or the like described herein is a 5-
HT2A agonist... In certain embodiments, the S-HT2A agonist provided
herein is one of the following classes of 5-HT2A agonists: the ergolines,
tryptamines and phenethylamines

From [051]: Examples of phenethylamines include, but are not limited to
those presented in the table below:




Substitution

Short Name Full Namie Amin Ethylen Phen Biological activity
o (3 sl
Amphetamine a-methylphenethylamine Stimulant
f-Methyl ] . p ]
phenethylamine p-methylphenethylamine Stifmulant
Mephedrone 4-methylmethcathinone L ¥ ¥ Stimulant
Ethcathinone N-gthylcathinone v v Stimulant
Ephedrine I Nemethyl-p- v v Stimulant,
Pseudoephednne  hydroxyamphetamine decongestant
Methamphetamine  N-methylamphetamine v ¥ Stimulant; neurotoxin
Phentermine a-methylamphetamine ¥ Stimulant, anorectic
Orietamine 2-methylamphetamine v v Stimulant, anorectic
Amfepramone N-diethyl-p- v v .
(diethylpropion)  ketoamphetamine Anorectic
. [, 3 -di hydroney-A- v v v
Phenylephrine methylphenethylamine Decongestant
. N,a-butylene-f-methoxy 7 - .
Methylphenidate carbonyiphenethylaming Stimulant; NDRI
. 34 Catechalamine
d v
Dopamine dibydroxyphenethy lamine neurotransmitter
- 2.4 5-trihydroxy .
STy Crony v
Hydroxydopamine phenethylamine Neurolaic agent
Epingphrine P-3.4-trihydroxy-N- v - Catechol aming
{Adrenaline) methylphenethylamine neurotransmitter
Norepinephrine B=3 d=trihydroxy ’ " Catecholamine
(Noradrenaling)  phenethylamine nEurotransmittes
. f-4-dihydroxy v . Trace aminergic a-
para-Octopamine phenethylamine adrenoceptor agonist
[-4-dihy droxy-3- -
Salbutamel hydroxymethyl-N-feri- v ¥ v Emllcu;emlis[ iy
butylphenethylaming Bic ag
N-Methyl . - .
phenethylamine N-methy|phenethylamine Amphetaming isomer
Cathine d-f-hydroxyamphetamine ¥ Releasing agent
Cathinone f-ketoamphetaming ¥ Releasing agent
Methcathinone N-methylcathinone v v Releasing agent
3-chloro-N-feri-butyl-fi-
’ v v
Bupropion ketoamphetaming NDRI
Norfenfluamine  J-lluotomethyl- v v S5RA
amphetamine
. . J-mfluoromethyl-N- v
Fenfluramine ethylamphetamine v ¥ SSRA
. 34, 5-rimethoxy » -
Mescaline phenethylamine Psychedelic
\ 243, Sdimethoxy4- \
0 ') 'l )
Proscaline propoxyphenyljethanamine Psychedelic
" 2 3-ethoxy-4,5- "
¥ v
Metacscaline dimethoxyphenyl jethanami Psychedelic
ne
4-Allyloxy-3,5-
Allylescaline dimethyloxy v Psychedelic

_phenylethylamine
4-Methallyloxy-3,5-
dimethoxyphenethyl amine
3 4-Diethoxy-5-
methoxyphenethylamine

Asymbescaline

o Psychedelic

v Psychedelic

From [048]: Examples of naturally occurring substituted tryptamines
include, by way of non- limiting example:




Short/Comman

Full Name R R R’ R R
Name
_ 3 2-aminoethy Dindole
Tepplaming 2<( I H=indol Dethanamine H H H i H
S-hvdrosy-ALN- y
Bufotenin dimeiliyliry plamine O H H CH, CH;
W=
Methvlserotonin  S-hvdroxy-V-methy irvplamine . OH H H CH: H
{norbufotening
Scrotonin S-hvdrosy try plaming OoH H H H H
NMT Nemethy ey pranine H H H H CHy
S=MeO-NMT Semethoxy -N-methyliyplamine  OCHs H H CH;, H
DMT N Ndimeihy Hrypiamine H H CH; CH:
S-Brome-DMT  S-bromo-N A -dimethy irypamine Br H H CH; CHy
SMeO-DMT ety OCHy H  H  CHy  CHs
dimethy iy plamane
Melatonin S-methooy-V-acetylinplamine OCHs H H CipCH: H
N-Aceiylsemtonin S-hvdroxy-N-acety linvpiamine oH H H COMCH: H
Morbacocysiin H-phosphoryloxy-trvpiamine H ﬁt’ﬂ' H H H
. H-phosphoryloxy-V-methyl- QP
Bacocysiin irypiamine H Ha H CH: H
Psilocybin 4-phosphoryloxy-ALA- H PO, H CH, CH;
damet by Iy plamane
T H-Ivdrony-NA- .
Psilocin wliry plamine H OH H CH: CH;
Tryplophan a-carboxy iy plaming H H COOH H H

From [049]: Examples of synthetic substituted tryptamines include, by
way of non-limiting example:

Shori Name  Name R! R R’ R R*
aET a-cthyltryptamine H H ;‘1"']-'( H H
aMT a-methyitrvptamine H H CH: H H
DALT N.N-diallylryptamine H H H ?l-'i"—"' ﬁf_‘m'
DET N N-diethyliryplamine H H H CH:CH: CHCHy
DiPT NA¥diisopropirvplamine H H H CH{CH:): CHICH:):
DPT N N-dipropylrvptamine H H H CHACHCH: CHACH:CH
S-methoxy-a-
5-Me )
S-MeO-ahT methyliryplaming OCH, H CH: H H
S-Me- S-methosoy-NA- - H:C=CH- H:C=CH-
DALT diallyltrvptamine OCH; H H CH: CH:
5-Me0- Semethosy -A-Methyl-N- - HiC=CH- .
MALT allyltryptamine OCH, L T CH;
o Ahydroxy=NN- o, T,
4-HO-DET diothy lerypramine H o H CHACHy CHAH
N o depcetony =N N OO0 . .
A=AcO-DMT dimethyltryptaming H He H CHy CHy
- Ahydrosy -Nemethyl-N- " Lp
A=-HO-ME ’ ’ ’ i OH H AHy
HO-MET cthyltrypeamine t b H CH CHAH
dHopipy  Hhvdrony R AL 1] o H CH{CHy);  CHICHL),
dusopropy iy planune
5:Me-pipy JMetoN NN OCH, H o H CHICH)  CHICH):
dusopropy liny ptamine
S-Meld- Semethoxy -N N- - " ST e
MIPT meihylisopropyliryplamine OCH: H H CHy CHCH:)
4-HOMipT  Fhdroxy-Neisopropyl-N- -y ol H CHCH:);  CH,
methyliryplamine
J r
Sumatniptan  sul fonylmethylene =N M- CHS0NHCH: H H CH: CH:
dimethvltrypamine
S A-(8)-1 Foxazolidin-2- . .
Aolmitnptan  onep-N AN -dimethy CHNHC(0)OC H H CH; CH:

liryplamine Ha

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to




provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

56. The method of
claim 55, wherein the
phenethylamine or the
tryptamineis selected
from 251-NBOH, N-(2-
Methoxybenzyl)-2-
(3,4,5-
trimethoxyphenyl)ethan
amine, N-(2-
hydroxybenzyl)-2,5-

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From [042]: Any suitable SHT (e.g.SHT2, such as 5-HT2A) agonist is
utilized in any composition, formulation, method, therapy, or the like
described herein. In some preferred embodiments, the SHT agonist of a
formulation, composition, method, or the like described herein is a 5-
HT2A agonist... In certain embodiments, the 5S-HT2A agonist provided




dimethoxy-4-iodo-
phenethylamine, N-(2-
hydroxybenzyl)-2,5-
dimethoxy-4-chloro-
phenethylamine, N-(2-
hydroxybenzyl)-2,5-
dimethoxy-4-bromo-
phenethylamine, 4-
Allyloxy-3,5-
dimethyloxyphenylethy
lamine, N-(2-
fluorobenzyl)-2,5-
dimethoxy-4-iodo-
phenethylamine, 2,5-
dimethoxy-4-tert-
butylthio-
phenethylamine, 2,5-
dimethoxy-4-
propylthio-
phenethylamine, 2,5-
dimethoxy-4-
propylphenethylamine,
2,5-dimethoxy-4-
nitrophenethylamine,
2,5-dimethoxy-4-
nitroamphetamine, 2,5-
dimethoxy-4-
methylphenethylamine,
2,5-dimethoxy-4-
methylamphetamine,
2,5-dimethoxy-4-
isopropylthio-
phenethylamine, 2,5-
dimethoxy-4-
iodophenethylamine,
2,5-dimethoxy-4-
iodoamphetamine, 2,5-
dimethoxy-4-
fluorophenethylamine,
2,5-dimethoxy-4-
ethylthio-
phenethylamine, 2,5-
dimethoxy-4-
ethylphenethylamine,
2,5-dimethoxy-4-
cyclopropylmethylthio-
phenethylamine, 2,5-
dimethoxy-4-
chlorophenethylamine,
2,5-dimethoxy-4-
chloroamphetamine,
2,5-dimethoxy-4-
bromophenethylamine,

herein is one of the following classes of S-HT2A agonists: the ergolines,
tryptamines and phenethylamines

From [051]: Examples of phenethylamines include, but are not limited to
those presented in the table below:

Substitution

Short Name Full Name Amin Ethylen Phen Biological activity
[} 3 sl
Amphetamine a-methylphenethylamine Stitmulant
[-Methyl y P v .
plissedlylossius p-methylphenethylamine Stimulant
Mephedrone 4-methylmethcathinone v v ¥ Stimulant
Etheathinone N-cthyleathinone L v Stimiulant
Ephedrine { N-methyl-f- . v Stimulant.
Pseudoephednne  hydroxyamphetamine decongestant
Methamphetamine  A-methylamphetamine v v Stimulant; neurotoxin
Phentermine a-methylamphetamine v Stimulant, anorectic
Ortetarmine 2-methylamphetamine v v Stimulant, anorectic
Amfepramone N-diethyl-p- . » L
(diethylpropion)  ketoamphetamine Anaretic
. X B, 3 -dihydrony-N- v v
Phenylephrine methylphenethylamine Decongestant
N.a-butylene-fi-methoxy . e
Methylphen : | v o 5 lant; NIJRI
ety idate carbonylphenethylamine timulant; NI
. 34 Catecholamine
& ¥
Dopamine ditiydroxyphenethy lamine neurotransmitier
fi- 2.4 5-trihydroxy .

. - - v Meuroter
Hydroxydopamine  phenethylamine eurolaxic agent
Epinephrine =3 A=trihydroxy-N- v - Catechol aming
(Adrenaline) methylphenethylamine neurolransmitter
Norepinephrine B-_‘.q-liih\-dt!.r.\:.‘ v - Catecholamine
(Moradrenaling) phenethylamine neuroransmitler

) . -3-dihydroxy v - Trace aminergic o-
pan-Octopamine phenethylamine adrenoceptor agonist
P-4-dihydroxy-3- ot 2.
Salbutamol hydroxymethyl-N-feri- v ¥ v Short-action 2
A adrenergic agonist
butylphenethylaming
:h;::‘ﬂ'm"m ine N-methylphenethylaming  « Amphetamine isomer
Cathine d-f-hydroxyamphetamine v Releasing agent
Cathinomne f-ketoamphetaming o Releasing agent
Methcathinone Nemethylcathingne ¥ o Releasing agent
3-chloro-N-feri-butyl-fi-
B o~ Ut " Y NDRI
Hpropion ketoamphetaming
_— . Jan -
Norfenfluramine trifluoromethy] ¥ v SSRA
amphetamine
. 5 J-tnfluoromethyl-N- 7 -
o ¥ 55K
Fenfluramine ethylamphetamine 55RA
. 3,4, 5-rimethoxy .
M | . ¥ Psych
escaline phenethylamine sychedelic
- 243, Sedimethony-4- o’ '
Proscaling prepoxyphenyljethanamine Psychedelic
. I+ 3-ethoxy -4, 5- ’
¥4, v g
Metaescaline dimethoxyphenylethanami Psychedelic
ne
4-Allvloxy-3,5-
Allylescaline dimethyloxy v Psychedelic

Methallylescaline

Asymbescaling

From [048]: Examples of naturally occurring substituted tryptamines

phenylethylamine
4-Methallyloxy-3,5-

dimethoxyphenethyl amine

3 4-Diethoxy-5-

imethoxyphenethylamine

v Psychedelic

L Psychedelic

include, by way of non- limiting example:




2,5-dimethoxy-4-
bromoamphetamine,
2,5-dimethoxy-4-
bromo-8-
ketophenethylamine,
2,5-dimethoxy-4-(2-
fluoroethylthio)-
phenethylamine, 2-(4-
propyl-2,5-
dimethoxyphenyl)-N-
[(2-
methoxyphenyl)methyl]
ethanamine, 2-(4-
methyl-2,5-
dimethoxyphenyl)-N-
[(2-
methoxyphenyl)methyl]
ethanamine, 2-(4-iodo-
2,5-dimethoxyphenyl)-
N-[(2-
methoxyphenyl)methyl]
ethanamine, 2-(4-
fluoro-2,5-
dimethoxyphenyl)-N-
[(2-
methoxyphenyl)methyl]
ethanamine, 2-(4-ethyl-
2,5-dimethoxyphenyl)-
N-[(2-
methoxyphenyl)methyl]
ethanamine, 2-(4-
chloro-2,5-
dimethoxyphenyl)-N-
[(2-
methoxyphenyl)methyl]
ethanamine, 2-(4-
bromo-2,5-
dimethoxyphenyl)-N-
[(2-
methoxyphenyl)methyl]
ethanamine, 4-AcO-
MET, 4-ACO-MALT,
4-AcO-DALT,
Aeruginascin, N,N,N-
trimethyl-4-
phosphoryloxytryptami
ne, 4-Hydroxy-N,N,N-
trimethyltryptamine, 5-
meo-DMT, Ibogaine,
[3-(2-
Dimethylaminoethyl)-
1H-indol-4-yl]
dihydrogen phosphate,

Short/Comman

Full Name R R R’ R R
Name
_ S 2-aminochyDisdale
Tryplamice e IH=tndol-3ey Dethanamine H H H H
S-hvdrosy-ALN- y
Bufotenin dimeiliyliry plamine O H H CH, CH;
W=
Methvlserotonin  S-hvdroxy-V-methy irvplamine . OH H H CH: H
{norbufotening
Scrotonin S-hvdrosy iy plaming OoH H H H H
NMT Nemethy ey pranine H H H H CHy
S=MeO-NMT Semethoxy -N-methyliyplamine  OCHs H H CH;, H
DMT N N<dimethy Hryplamine H H H CH» CH»
S-Brome-DMT  S-bromo-N A -dimethy irypamine Br H H CH; CHy
sMeD-DMT  Smethoxy-NAs OCH: H H  CH  CH
dimethy iy plamane
Melatonin S-methooy-V-acetylinplamine OCHs H H CipCH: H
N-Aceiylsemtonin S-hvdroxy-N-acety linvpiamine oH H H COMCH: H
Morbacocysiin H-phosphoryloxy-trvpiamine H ﬁt’ﬂ' H H H
. H-phosphoryloxy-V-methyl- QP
Baeocysiin iypiamine H H, H CH; H
Pilocybin 4-phosphoryloxy-ALA- H PO, H CH CH;
damet by Iy plamane
. H-hydrosy-ALN- . :
Psilocin dimetliyliry plamine H OH H CH: CHs
Tryplophan a-carboxy iy plaming H H COOH H H

From [049]: Examples of synthetic substituted tryptamines include, by
way of non-limiting example:

Shori Name  Name R! R R! R! R*
aET a=cthyltryptamine H H ;'_-]"( H H
aMT a-methyitrvptamine H H CH: H H
DALT N.N-diallylryptamine H H H ?l-'i"—"' ?“r-m
DET N N-diethyliryplamine H H H CH:CH: CHCHy
DiPT NN-fiisopropylirvptamine  H H H CHICH: ) CHICH):
DPT N N<dipropyltrvptamine H H H CHACHCH: CHACH:CH
S-methoxy-a-
5-Me )
S-MeO-aMT methyliryplaming OCH, H CH: H H
S-Me- S-methosoy-NA- - H:C=CH- H:C=CH-
DALT diallyltrvptamine OCH; H H CH: CH:
5-Me0- S-methoxy -V-Methyl-N- - HiC=CH- .
MALT allyltryplamine OCH, L T CH;
o Ahydroxy=NN- o, T,
A-HO-DET diethylryplamine H OH H CHACH CHAH
N o depcetony =N N OO0 . .
A=AcO-DMT dimethyltryptaming H He H CHy CHy
R “Nemetlhiv]-N- \ L
4-HOMET  Hhydroxy-N-methyl H o H O CHCH,

cthyliryplamine
dehiydrxy N N-
dusopropy iy planune
Semethoxy =N V-
dusopropy liny ptamine

AHO:DIFT H OH H CH{CH ), CHUCH )

S-MeO-DIPT OCH, H H CHICH);  CHECH ).

S-Meld- Semethoxy -N N- - " ST e

MIPT meihylisopropyliryplamine OCH: H H CHy CHCH:)
- -N-i3 N

AHoapr Hhvdrexy-Aisopropyl-Ne -y, o H CHICH:):  CHL

methyliryplamine
Se{methy lamine
Sumatriptan sl fonylmethyleng )=V V- CHS0NHCH: H H CH; CH:
dimethvltrypamine
S A-(8)-1 Foxazolidin-2- . .
Aolmitnptan  onep-N AN -dimethy CHNHC{0)0C H

Hs H CH; CH.
liryplamine -

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to




4-hydroxytryptamine,
4-hydroxy-N,N-
dimethyl-tryptamine,
[3-(2-
methylaminoethyl)-1H-
indol-4-yl] dihydrogen
phosphate, 4-hydroxy-
N-methyltryptamine,
[3-(aminoethyl)-1H-
indol-4-yl] dihydrogen
phosphate, [3-(2-
trimethylaminoethyl)-
1H-indol-4-yl1]
dihydrogen phosphate,
4-hydroxy-N,N,N-
trimethyltryptamine, 6-
Allyl-N,N-diethyl-NL,
N,N-Dibutyl-
tryptamine, N,N-
Diethyl-tryptamine,
N,N-Diisopropyl-
tryptamine, 5-
Methyoxy-alpha-
methyl-tryptamine,
N,N-Dimethyl-
tryptamine, 2,alpha-
Dimethyl-tryptamine,
alpha,N-Dimethyl-
tryptamine, N,N-
Dipropyl-tryptamine,
N-Ethyl-N-isopropyl-
tryptamine, alpha-
Ethyl-tryptamine,
6,N,N-Triethyl-NL, 3,4-
Dihydro-7-methoxy-1-
methyl-C, 7-Methyoxy-
1-methyl-C, N,N-
Dibutyl-4-hydroxy-
tryptamine, N,N-
Diethyl-4-hydroxy-
tryptamine, N,N-
Diisopropyl-4-hydroxy-
tryptamine, N,N-
Dimethyl-4-hydroxy-
tryptamine, N,N-
Dimethyl-5-hydroxy-
tryptamine, N, N-
Dipropyl-4-hydroxy-
tryptamine, N-Ethyl-4-
hydroxy-N-methyl-
tryptamine, 4-Hydroxy-
N-isopropyl-N-methyl-
tryptamine, 4-Hydroxy-

provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.




N-methyl-N-propyl-
tryptamine, 4-Hydroxy-
N,N-tetramethylene-
tryptamine, N,N-
Diethyl-L, N-Butyl-N-
methyl-tryptamine,
N,N-Diisopropyl-4,5-
methylenedioxy-
tryptamine, N,N-
Diisopropyl-5,6-
methylenedioxy-T,
N,N-Dimethyl-4,5-
methylenedioxy-
tryptamine, N,N-
Dimethyl-5,6-
methylenedioxy-
tryptamine, N-
Isopropyl-N-methyl-
5,6-methylenedioxy-
tryptamine, N,N-
Diethyl-2-methyl-
tryptamine, 2,N,N-
Trimethyl-tryptamine,
N-Acetyl-5-methoxy-
tryptamine, N,N-
Diethyl-5-methoxy-
tryptamine, N,N-
Diisopropyl-5-
methoxy-tryptamine, 5-
Methoxy-N, N-
dimethyl-tryptamine,
N-Isopropyl-4-
methoxy-N-methyl-
tryptamine, N-Iso-
propyl-5-methoxy-N-
methyl-tryptamine, 5,6-
Dimethoxy-N-
isopropyl-N-methyl-
tryptamine, 5-Methoxy-
N-methyl-tryptamine,
5-Methoxy-N,N-
tetramethylene-
tryptamine, 6-Methoxy-
I-methyl-1,2,3,4-
tetrahydroisoquinoline,
5-Methoxy-2,N,N-
trimethyl-tryptamine,
N,N-Dimethyl-5-
methylthio-tryptamine,
N-Isopropyl-N-methyl-
tryptamine, alpha-
Methyl-tryptamine, N-
Ethyl-tryptamine, N-




Methyl-tryptamine, 6-
Propyl-N L, N,N-
Tetramethylene-
tryptamine, Tryptamine,
7-Methoxy-1-methyl-
1,2,3,4-tetrahydro-C,
and alpha, N-Dimethyl-
S-methoxy-T.

57. The method of any
one of claims 44-47,
wherein the psychedelic
is psilocybin or a
pharmaceutically
acceptable salt, solvate,
metabolite, deuterated
analogue, derivative, or
prodrug thereof.

58. The method of any
one of claims 44-47,
wherein the psychedelic
is 1-acetyl LSD or a
pharmaceutically
acceptable salt, solvate,
metabolite, deuterated
analogue, derivative, or
prodrug thereof.,

59. The method of any
one of claims 44-47,
wherein the psychedelic
is O-acetyl psilocin, or
a pharmaceutically
acceptable salt, solvate,
metabolite, deuterated
analogue, derivative, or
prodrug thereof.

60. The method of any
one of claims 44-59,
wherein the serotonin
receptor modulator is a
serotonin receptor
antagonist.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From [042]: Any suitable SHT (e.g.SHT2, such as 5-HT2A) agonist is
utilized in any composition, formulation, method, therapy, or the like
described herein. In some preferred embodiments, the SHT agonist of a
formulation, composition, method, or the like described herein is a 5-
HT2A agonist... In certain embodiments, the 5S-HT2A agonist provided
herein is one of the following classes of 5-HT2A agonists: the ergolines,
tryptamines and phenethylamines

From [051]: Examples of phenethylamines include, but are not limited to
those presented in the table below:




Substitution

Short Name Full Name Amin Ethylen Phen  Biological activity
o [3 hil
Amphetamine a-methylphenethylamine ¥ Stimulant
fi-Methyl P . v i
phenethylamine p-methylphenethylamine Stifmulant
Mephedrone 4-methylmethcathinone v v v Stimulant
Ethcathinone N-gthylcathinone v v Stimulant
Ephedrine I N-tethyl-p- 7 . Stimulant,
Pscudoephedrine  hydroxysmphetamine decangestant
Methamphetamine  N-methylamphetamine v v Stimulant; neurotoxin
Phentermine a-methylamphetamine v Stimulant, anorectic
Orietamine 2-methylamphetamine v v Stimulant, anorectic
Amfepramone N-diethyl-p- 7 . .
(diethylpropion)  ketoamphetamine Anorectic
. B, 3 -cihydroey-N- v v v
Phenylephrine methylphenethylamine Decongestant
] Nao-butylene-B-methoxy v - .
Methylphenidate carbonyiphenethylamine Stimulant; NIDRI
. 34 Catecholamine
s v
Dopamine ditiydroxyphenethylamine neuratransmither
fi- 2.4, 5-trihvdroxy )
3, ATy rony v
Hydroxydopamine  phenethylamine Neurctaxic agent
Epinephrine =3 A=trihydroxy-V- - - - Catecholamine
(Adrenaline) methylphenethylamine TeUroLTanSmiter
Norepinephrine B-3.4-wrihydroxy V. v Catecholamine
{Moradrenaline) phenethvlamine nEurotransmier
. [i~-ditiy droncy v . Trace aminergic  o-
para-Geiopamine phenethylamine adrenoceplor Ao st
[-4-dity droxy-3- .
Salbutamol hydroxymethyl-N-ieri- v v s i];:‘t-ullm - pz-
butylphencthylaming SAEIC aghs
N-Methyl . 7 .
phenethylamine N-methylphenethylamine Amphetaming isomer
Cathine d-fi-hydroxyamphetamine \ Releasing agent
Cathinone f-ketpamphetamine ¥ Releasing agent
Methcathinone N-methylcathingne v v Releasing agent
3=chloro-M-tert-butyl-fi-
’ o v
Buprogion ketoamphetamine v NDRI
Norfeafluramine  -iruoromethyl- v v SSRA
amphetamine
. . J-mfluoromethyl-N-
Fenfluramine ethylamphetamine v v v SSRA
. 3.4, 5-inimethoxy v .
Mescaline phenethylamine Psychedelic
) 243, Sdlimethoxy<4- .
0 ') v i
Proscaline propoxyphenyljethanamine Psychedelic
" 2 3-ethoxy-4,5- "
¥t v
Metaescaline dimethoxvphenyl jethanami Psychedelic
ne
4-Allyloxy-3,5-
Allylescaline dimethyloxy v Psychedelic
o _phenylethylamine
) - 3.5
Methallylescaline 4-Methallyloxy-3. ¥

dimethoxyphen ethylamine Psychedelic

3 4-Diethoxy-5-

Asymbescaline methoxyphenethylamine

v Psychedelic

From [048]: Examples of naturally occurring substituted tryptamines
include, by way of non- limiting example:




Short/Comman

Full Name R' K R? R* R*
Name
. 3= 2-aminoethy indale
Tryptaming Dethanamine H H L H
Bufotenin dl‘n‘l:”l_l‘l[‘rj pL.'nm'n: o4 H H CH: CHs
Nii=
Methylserotomin  S-hvdroxy-NVemethylinplamine  OH  H H CH; H
{norbufodening
Serodonin S-hvdroxyiry plamine OH H H H H
MNMT Nemet by ey plaming H H H H CHs
S-MeQ-NMT Semethocsy -Nemethylyplamine OCH; H H CH: H
DMT N N<dimethy Hryplamine H H H CHy CHs
S-Bromo-DMT  3-bromo-N, AV-dimethy lirypiamine Br H H CH; CHs
L ST
SMeD-DMT  omethosy-b - OCHi H H  CH CH,
dimethy ity plamine
Melstonin S-methocy-NV-acctyliyplamine OCH: H H CiOyCH: H
N-Acetylserotonin S-hvdroxy-V-acety lirvpLamine OH H H CiOyCH, H
Morbacocystin 4-phosphory loxy-trypramine H 3?0' H H H
. 4-phosphoryloxy-V-methy]- QP
Bacocysin \ryptamine H H H CH: H
Psilocybin 4-phospboryloxy-ALN- H PO H CHy CHs
dumethy iy plamine
o 4-hvdroxy-ALN- .
Psilocin dimethy iy praming H OH H CH: CHs
Tryprophan a=carboxy Ly plamine H H COOH H H

From [049]: Examples of synthetic substituted tryptamines include, by
way of non-limiting example:

Shori Name _Name R’ R! R’ R R*
aET a-cthylirvptamine H H 5?’-‘" H H
aMT a-methyitrvptamineg H H CH: H H
DALT N N-diallyltrypiamine H H H ?;i'r"' 1(-@;:—:‘]—(-
DET N N-dicthy liryptamine H H H CHACH: CH:CHy
DiPT N N-diisopropylirypramine H H H CH{CH:): CHICH: )2
DPT NN-dipropy lrvptamine H H H CH,CH,CH:  CHCH:CH
S-methoxy-a-
S-Me y 1 1
3-MeQ-aMT methyliryplamine OCH H CH H H
S-Meld- S-methosxy-MN- - H:C=CH- H:C=CH-
DALT diallylrrvpramine OCH, H H Cl CH:
S-Med- Semethoxy=N-Methyl-N- - H:C=CH- :
MALT  allyltryptamine OCH; HoH oy, CH,
- Aehiydrosy =N N= e .
4-HO-DET diethyltryptamine H o H CH:CH, CHAH,
N o Ancetony =N N- 0Cac . .
A=AcO-DMT dimthy itrypaming H He H CHy CHy
< Aeydiosy-Ne-methyl-N- ’ _
d=HO-ME ’ ’ ’ 1 OH Hy #LHy
HO-MET sthyltryplamine I I H CH CHAH
apoppy HhvdrosyN N H O H CHCH);  CHICH)):
disopropy iy planine
. ol e
5-MeO-Dip methoxy-A. ) OCH, H H CHICHY,  CHICH):
disopropy iy plamine
LR S-mathoxy=, N- - ’ T
MiPT miethylisopropy itryplamine OCH, H H CH CHICH:):
4eHoMipy  Hydrosy-Neisopropyl-Ne o4 M CHICH:):  CHy
methylrypamine
Se(methylaming
Sumatnptan  sulfonylmethylene)=N A= CHS0NHCH: H H CHy CH:
dimethyltrypaming
S 44N-1 J-oxazolidin-2- . . .
Zolmitriptan  one j-N N-dimecthy CHNHC(O)0C H H CH: CH.

Ity ptamine

H:

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to




provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

61. The method of any
one of claims 44-59,
wherein the serotonin
receptor modulator is a
serotonin receptor
inverse agonist.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From [074]: In some embodiments, the pharmaceutical composition
further comprises an effective amount of a second agent... In some
embodiments, the second agent is a SHT receptor antagonist. In some
embodiments, the second agent is an anti-psychotic agent. In some
embodiments, the anti-psychotic agent is olanzapine...




From Abstract: Provided herein are methods and compositions for the
treatment of psychological, cognitive, behavioral, and/or mood disorders,
the composition comprising a SHT agonist (e.g. psilocybin)

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different




pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

3. LAURA C SULLIVAN (2017) “Atypical Antipsychotics and Inverse
Agonism at 5-HT2 Receptors” Current Pharmaceutical Design. Vol 21(26):
3732-3738.

From Atypical antipsychotics as 5-ht2 receptor inverse agonists:
Additional studies that examined the effects of the atypical
antipsychotics clozapine, olanzapine, and risperidone also found that they
had inverse agonist properties at 5-HT2C receptors in vitro

62. The method of any
one of claims 60-61,
wherein the serotonin
receptor is 5-HT2A
receptor.

1. Int’l Pat. App. Pub. No. W0O/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From [074]: In some embodiments, the pharmaceutical composition
further comprises an effective amount of a second agent... In some
embodiments, the second agent is a SHT receptor antagonist. In some
embodiments, the second agent is an anti-psychotic agent. In some
embodiments, the anti-psychotic agent is olanzapine, clozapine...

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising;:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thercof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled




release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

4. JOHN A GRAY (2001) “Paradoxical trafficking and regulation of 5-
HT2A receptors by agonists and antagonists” Vol 56(5): 441-451.

From Paradoxical Down-regulation of 5-HT2A by Antagonists: In
addition to the effects of antidepressants on 5-HT2A down-
regulation, other 5-HT2A antagonists, such as typical and atypical
antipsychotics, have been shown to induce down-regulation of
5-HT2A receptors in vivo and in vitro. Clozapine was the first
antipsychotic drug to be demonstrated to down-regulate S-HT2A
Receptors.

63. The method of any
one of claims 44-59,
wherein the serotonin
receptor modulator is
selected from
ketanserin, volinanserin
(MDL-100907),
eplivanserin (SR-
46349), pimavanserin
(ACP-103),
glemanserin (MDL-
11939), ritanserin,
flibanserin,
nelotanserin,
blonanserin, mianserin,
mirtazapine,
roluperiodone (CYR-
101, MIN-101),

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From [074]: In some embodiments, the pharmaceutical composition
further comprises an effective amount of a second agent... In some
embodiments, the second agent is a SHT receptor antagonist. In some
embodiments, the second agent is an anti-psychotic agent. In some
embodiments, the anti-psychotic agent is olanzapine, clozapine,
risperidone, paliperidone, aripiprazole, quetiapine, iloperidone,
ziprasidone, asenapine, lurasidone, sertindole, amisulpride, clotiapine,
mosapramine, perospirone, sulpiride, zotepine, haloperidol, benperidol,
loxapine, molindone, pimozide, thioridazine, mesoridazine, thiothixene,
chlorprothixene, fluphenazine, trifluoperazine, chlorpromazine,
perphenazine, prochlorperazine, droperidol, and zuclopenthixol.




quetiapine, olanzapine,
altanserin,
acepromazine,
nefazodone,
risperidone,
pruvanserin, AC-90179,
AC-279, adatanserin,
fananserin, HY 10275,
benanserin, butanserin,
manserin, iferanserin,
lidanserin, pelanserin,
seganserin, tropanserin,
lorcaserin, ICI-169369,
methiothepin,
methysergide,
trazodone, cinitapride,
cyproheptadine,
brexpiprazole,
cariprazine,
agomelatine,
setoperone, 1-(1-
Naphthyl)piperazine,
LY-367265,
pirenperone,
metergoline,
deramciclane,
amperozide, AMDA,
cinanserin, LY-86057,
GSK-215083,
cyamemazine,
mesulergine, BF-1, LY-
215840, sergolexole,
spiramide, LY-53857,
amesergide, LY-
108742, pipamperone,
LY-314228, 5-1-
R91150, 5-MeO-
NBpBrT, 9-
Aminomethyl-9,10-
dihydroanthracene,
niaprazine, SB-215505,
SB-204741, SB-
206553, SB-242084,
LY-272015, SB-
243213, SB-200646,
and RS-102221, ora
pharmaceutically
acceptable salt, solvate,
metabolite, deuterated
analogue, derivative,
prodrug, or
combinations thereof.

From Abstract: Provided herein are methods and compositions for the
treatment of psychological, cognitive, behavioral, and/or mood disorders,
the composition comprising a SHT agonist (e.g. psilocybin)

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different




pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

64. The method of any
one of claims 44-59,
wherein the serotonin
receptor modulator is
ketanserin or a
pharmaceutically
acceptable salt, solvate,
metabolite, deuterated
analogue, derivative, or
prodrug thereof.

65. The method of any
one of claims 44-59,
wherein the serotonin
receptor modulator is
pimavanserin or a
pharmaceutically
acceptable salt, solvate,
metabolite, deuterated
analogue, derivative, or
prodrug thereof.

66. The method of any
one of claims 44-59,
wherein the serotonin
receptor modulator is
eplivanserin (SR-
46,349) or a
pharmaceutically
acceptable salt, solvate,
metabolite, deuterated
analogue, derivative, or
prodrug thereof.

67. The method of any
one of claims 44-66, the
serotonin receptor
modulator is released at
most about 3 hours
prior to the release of
the psychedelic.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Abstract: Provided herein are methods and compositions for the
treatment of psychological, cognitive, behavioral, and/or mood disorders,
the composition comprising a SHT agonist (e.g. psilocybin)

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist
or a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to




provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

68. The method of any
one of claims 44-66, the
serotonin receptor
modulator is released at
most about 2.5 hours
prior to the release of
the psychedelic.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Abstract: Provided herein are methods and compositions for the
treatment of psychological, cognitive, behavioral, and/or mood disorders,
the composition comprising a SHT agonist (e.g. psilocybin)




From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist
or a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.




69. The method of any
one of claims 44-66,
wherein the serotonin
receptor modulator is
released at most about 2
hours prior to the
release of the
psychedelic.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Abstract: Provided herein are methods and compositions for the
treatment of psychological, cognitive, behavioral, and/or mood disorders,
the composition comprising a SHT agonist (e.g. psilocybin)

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist
or a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the




two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

70. The method of any
one of claims 44-66,
wherein the serotonin
receptor modulator is
released at most about
1.5 hours prior to the
release of the
psychedelic.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Abstract: Provided herein are methods and compositions for the
treatment of psychological, cognitive, behavioral, and/or mood disorders,
the composition comprising a SHT agonist (e.g. psilocybin)

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist
or a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described




herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

71. The method of any
one of claims 44-66,
wherein the serotonin
receptor modulator is
released at most about 1
hour prior to the release
of the psychedelic.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Abstract: Provided herein are methods and compositions for the
treatment of psychological, cognitive, behavioral, and/or mood disorders,
the composition comprising a SHT agonist (e.g. psilocybin)

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist
or a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thercof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled




release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

72. The method of any
one of claims 44-66,
wherein the serotonin
receptor modulator is
released at about 1 hour
prior to the release of
the psychedelic.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Abstract: Provided herein are methods and compositions for the
treatment of psychological, cognitive, behavioral, and/or mood disorders,
the composition comprising a SHT agonist (e.g. psilocybin)

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist
or a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject




in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

73. The method of any
one of claims 44-66, the
serotonin receptor
modulator is released at
least about 0.5 hours
prior to the release of
the psychedelic.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Abstract: Provided herein are methods and compositions for the
treatment of psychological, cognitive, behavioral, and/or mood disorders,
the composition comprising a SHT agonist (e.g. psilocybin)

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist
or a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience




From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

74. The method of any
one of claims 44-66, the
serotonin receptor
modulator is released at
least about 1 hour prior
to the release of the
psychedelic.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Abstract: Provided herein are methods and compositions for the
treatment of psychological, cognitive, behavioral, and/or mood disorders,
the composition comprising a SHT agonist (e.g. psilocybin)

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist




or a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

75. The method of any
one of claims 44-74,
wherein the psychedelic
is provided at a dose of

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)




about 100 milligrams
(mg) to about 1 gram

(2)

From Paragraph [012]: Embodiment 55 is the pharmaceutical
composition of any one of embodiments 39-48, wherein the controlled
release core comprises from about 40 mg to about 100 mg of the SHT
receptor agonist or a pharmaceutically acceptable salt, solvate,
metabolite, derivative, or prodrug thereof.

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical




compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

76. The method of any
one of claims 44-74,
wherein the psychedelic
is provided at a dose of
about 100 mg to about
800 mg.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Paragraph [012]: Embodiment 55 is the pharmaceutical
composition of any one of embodiments 39-48, wherein the controlled
release core comprises from about 40 mg to about 100 mg of the SHT
receptor agonist or a pharmaceutically acceptable salt, solvate,
metabolite, derivative, or prodrug thereof.

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an




anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

77. The method of any
one of claims 44-74,
wherein the psychedelic
is provided at a dose of
about 100 mg to about
500 mg.

1. Int’l Pat. App. Pub. No. W0O/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Paragraph [012]: Embodiment 55 is the pharmaceutical
composition of any one of embodiments 39-48, wherein the controlled
release core comprises from about 40 mg to about 100 mg of the SHT
receptor agonist or a pharmaceutically acceptable salt, solvate,
metabolite, derivative, or prodrug thereof.

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising;:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thercof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled




release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

78. The method of any
one of claims 44-74,
wherein the psychedelic
is provided at a dose of
about 10 mg to about
400 mg.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Paragraph [012]: In some embodiments, the SHT receptor agonist
or a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof is present in an amount of from about 0.1 mg to about
50 mg (e.g. about 0.1 mg to about 10 mg, about 0.2 mg to about 5 mg,
about 10 mg to about 50 mg, or the like).

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.




From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

79. The method of any
one of claims 44-74,
wherein the psychedelic
is provided at a dose of
about 20 mg to about
200 mg.

1. Int’l Pat. App. Pub. No. W0O/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Paragraph [012]: In some embodiments, the SHT receptor agonist
or a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof is present in an amount of from about (0.1 mg to about
50 mg (e.g. about 0.1 mg to about 10 mg, about 0.2 mg to about 5 mg,
about 10 mg to about 50 mg, or the like).

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug




thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

80. The method of any
one of claims 44-74,
wherein the psychedelic
is provided at a dose of
about 10 mg to about
100 mg.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Paragraph [012]: In some embodiments, the SHT receptor agonist
or a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof is present in an amount of from about 0.1 mg to about
50 mg (e.g. about 0.1 mg to about 10 mg, about 0.2 mg to about 5 mg,




about 10 mg to about 50 mg, or the like).

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.




81. The method of any
one of claims 44-74,
wherein the psychedelic
is provided at a dose of
about 10 micrograms
(ug) to about 400 pg.

1. Int’l Pat. App. Pub. No. W0O/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Paragraph [012]: In some embodiments, the SHT receptor agonist
or a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof is present in an amount of from about 0.1 mg to about
50 mg (e.g. about 0.1 mg to about 10 mg, about 0.2 mg to about 5 mg, about
10 mg to about 50 mg, or the like).

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,




ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

82. The method of any
one of claims 44-74,
wherein the psychedelic
is provided at a dose of
about 20 pg to about
200 pg.

1. Int’l Pat. App. Pub. No. W0O/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Paragraph [012]: In some embodiments, the SHT receptor agonist
or a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof is present in an amount of from about 0.1 mg to about
50 mg (e.g. about 0.1 mg to about 10 mg, about 0.2 mg to about 5 mg, about
10 mg to about 50 mg, or the like).

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release




core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

83. The method of any
one of claims 44-74,
wherein the psychedelic
is provided at a dose of
about 10 pug to about
100 pg.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Paragraph [012]: In some embodiments, the SHT receptor agonist
or a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof is present in an amount of from about 0.1 mg to about
50 mg (e.g. about 0.1 mg to about 10 mg, about 0.2 mg to about 5 mg, about
10 mg to about 50 mg, or the like).

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective




amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

84. The method of any
one of claims 44-83,
wherein the serotonin
receptor modulator is
provided at a dose of
about 10 mg to about
350 mg.

85. The method of any
one of claims 44-83,
wherein the serotonin
receptor modulator is
provided at a dose of
about 20 mg to about
200 mg.

86. The method of any
one of claims 44-83,
wherein the serotonin
receptor modulator is
provided at a dose of
about 10 mg to about
100 mg.

87. The method of any
one of claims 44-86,




wherein the psychedelic
is provided at a dose of
about 10 mg to about
100 mg and the
serotonin receptor
modulator is provided
at a dose of about 10
mg to about 100 mg.

88. The method of any
one of claims 44-86,
wherein the psychedelic
is psilocybin or a
pharmaceutically
acceptable salt, solvate,
metabolite, deuterated
analogue, derivative, or
prodrug thereof and the
serotonin receptor
modulator is ketanserin
or a pharmaceutically
acceptable salt thereof.

89. The method of any
one of claims 44-86,
wherein the psychedelic
is psilocybin or a
pharmaceutically
acceptable salt, solvate,
metabolite, deuterated
analogue, derivative, or
prodrug thereof and
provided at a dose of
about 10 mg to about
100 mg; and the
serotonin receptor
modulator is ketanserin
or a pharmaceutically
acceptable salt thereof
provided at a dose of
about 10 mg to about
100 mg

90. The method of any
one of claims 44-89,
wherein the
composition is in a
form of a single pill,
single ampoule, or
single unit dosage form.

91. The method of any
one of claims 44-89,
wherein the
composition is in a
single unit dosage form.

1. Int’l Pat. App. Pub. No. W0O/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)




From Parapraph [140]: 140] In some embodiments, the pharmaceutical
formulations include, but are not limited to, aqueous liquid dispersions,
self-emulsifying dispersions, solid solutions, liposomal dispersions,
aerosols,

, powders, immediate-release formulations, controlled release formulations,
fast melt formulations, tablets, capsules, pills

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered




simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

92. A method of
treating a disease or
disorder in a subject in
need thereof, the
method comprising
administering to the
subject a psychedelic
and a serotonin receptor
modulator, wherein the
serotonin receptor is
administered prior to
the administration of
the psychedelic, and
wherein the serotonin
receptor modulator is
administered at most
about 3 hours prior to
the administration of
the psychedelic.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Abstract: Provided herein are methods and compositions for the
treatment of psychological, cognitive, behavioral, and/or mood disorders,
the composition comprising a SHT agonist (e.g. psilocybin)

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,




phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

93. A method of
treating a disease or
disorder in a subject in
need thereof, the
method comprising (i)
administering to the
subject a serotonin
receptor modulator to
pretreat the subject, and
(i1) administering to the
subject a psychedelic,
and wherein the
serotonin receptor
modulator is
administered at most
about 3 hours prior to
the administration of
the psychedelic.

1. Int’l Pat. App. Pub. No. W0O/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Abstract: Provided herein are methods and compositions for the
treatment of psychological, cognitive, behavioral, and/or mood disorders,
the composition comprising a SHT agonist (e.g. psilocybin)

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release




core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

94. A method of
reducing the adverse
effects of a psychedelic
in the treatment of a
disease or disorder in a
subject in need thereof,
the method comprising
(1) administering to the
subject a serotonin
receptor modulator to
pretreat the subject, and
(i1) administering to the
subject a psychedelic,
and wherein the
serotonin receptor
modulator is
administered at most
about 3 hours prior to
the administration of
the psychedelic.

1. Int’l Pat. App. Pub. No. WO/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Abstract: Provided herein are methods and compositions for the
treatment of psychological, cognitive, behavioral, and/or mood disorders,
the composition comprising a SHT agonist (e.g. psilocybin)

From Paragraph [064]: Further provided herein are methods wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof is provided to the subject in need thereof in an amount
insufficient to provide an adverse side effect, such as hallucinogenic
experience.

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising
administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist or
a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.




From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.

95. The method of any
one of claims 92-94,
wherein the disease or
disorder is depression
or a disease or disorder
related to depression.

1. Int’l Pat. App. Pub. No. W0/2020/157,569 “Methods and compositions
comprising a Sht receptor agonist for the treatment of psychological,
cognitive, behavioral, and/or mood disorders” (Published August 6, 2020)

From Abstract: Provided herein are methods and compositions for the
treatment of psychological, cognitive, behavioral, and/or mood disorders,
the composition comprising a SHT agonist (e.g. psilocybin)

From Paragraph [007]: In certain embodiments, compositions provided
herein are useful in or used in the treatment depression, anxiety, apathy
and/or low motivation, attention disorders, disorders of executive function
and/or cognitive engagement, obsessive compulsive disorder, and/or
neurocognitive disorders.

From Claim 1: A method of managing a neurological condition or one or
more symptoms thereof in a subject in need thereof, comprising




administering to the subject a pharmaceutical composition comprising:

a therapeutically effective amount of one or more SHT receptor agonist
or a pharmaceutically acceptable salt, solvate, metabolite, derivative, or
prodrug thereof; and a pharmaceutically acceptable excipient wherein
the therapeutically effective amount of the SHT receptor agonist or a
pharmaceutically acceptable salt, solvate, metabolite, derivative, or prodrug
thereof is provided to the subject in need thereof in an amount insufficient to
provide an adverse side effect, such as hallucinogenic experience

From Claim 18: The method of any one of the preceding claims, wherein
the pharmaceutical composition further comprises an effective amount
of a second agent.

From Claim 22: The method of claim 18, wherein the second agent is a
SHT receptor antagonist.

From Paragraph [056]: Further provided herein are methods of
managing neurological conditions or the symptoms thereof in a subject
in need thereof, comprising administering to the subject a
pharmaceutical composition comprising a therapeutically effective
amount of one or more SHT receptor agonist or a pharmaceutically
acceptable salt, solvate, metabolite, derivative, or prodrug thereof and a
pharmaceutically acceptable excipient.

From Paragraph [088]: In some embodiments, the bi-layer formulation is
an oral dosage form comprising an (e.g. immediate release or controlled
release) top layer or coating and a controlled release core, such as wherein
at least one of (i) the top layer or coating, or (ii) the controlled release
core comprise a SHT (e.g. SHT2) receptor agonist. In specific instances,
the (e.g. immediate release or controlled release) top layer or coating and the
controlled release core both comprise a SHT (e.g. SHT2) receptor
agonist, the core and coating SHT receptor agonist being the same or
different. Additional agents are contemplated in either or both the (i) top
layer or coating and (ii) the core, such as any additional agent described
herein (e.g. stimulant, an antihistamine, an antiemetic, an antidepressant, an
anti-inflammatory, a growth factor, a lithium compound, resveratrol,
phosphatidylcholine, curcumin, magnesium, melatonin, pregnenolone,
ginseng, tryptophan, lysergic acid diethylamide, a SHT receptor
antagonist, or any combination thereof).

From Paragraph [208]: In some embodiments, two or more different
pharmaceutical compositions are co-administered. In some instances, the
two or more different pharmaceutical compositions are co-administered
simultaneously. In some cases, the two or more different pharmaceutical
compositions are co-administered sequentially without a gap of time
between administrations. In other cases, the two or more different
pharmaceutical compositions are co-administered sequentially with a
gap of about 0.5 hour, 1 hour, 2 hour, 3 hour, 12 hours, 1 day, 2 days, or
more between administrations.
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