From: BOIP-PATENT

Sent: Wednesday, March 3, 2021 1:26 AM

To: Tyler Eller

CC: Docketing WN; syin@boip.com.cn; John M. Guynn

Subject: [Invoice] Filing report for Malaysian National Phase Application; your Ref.: 15257.20b.8; BOIP
Ref.: BY21XM0291FGPC-MY

Attachments: BY21XMO0291FGPC-MY _Preliminary Examination Report.pdf; BY21XM0291FGPC-

MY _Invoice.pdf; BY21XMO0291FGPC-MY _Official filing receipt.pdf; BY21XMO0291FGPC-MY _Patent
Application Filed.pdf

Dear Sirs,
This is further to our email below.

Please find attached the application documents as filed, official filing receipt, Preliminary Examination Report and our
Invoice for services rendered.

Malaysian Application No.: P12021000684
Official filing date: February 22, 2021

Deadline for response to Preliminary Examination Report: 22 May 2021 (to file the executed Form 17); 7 November 2022
(to file the request for Substantive Examination)

Thank you for entrusting these filings with us. Please do not hesitate to contact us if you have any questions.

Please acknowledge receipt of this email by return. DOCKETED
Aty IMG s 15257.20B.8

By Jaclyn Boone on 03 Mar 2021

Sincerely yours,

Huijuan QIE (Ms.)
For Larry Min (GM)

Instruct - Instruct - Response Due - Request Exam

3/5121 - 4/22/21 - 5/22/21 - 11/7/22

Action

Filing Department Response Due
[ % —h .
H an rﬁiﬂ IH,I""'*H Submit IDR
BEYOMD ATTORMNEYS AT LAW
Beyond Attorneys at Law Verified
F6, Xijin Centre, 39 Lianhuachi East Rd., Haidian District, Beijing 100036, China
Tel: +86-10-8292 4510 | Fax: +86-10-6337 7018 By: DPeterson on: 03 Mar 2021

E-mail: patent@boip.com.cn | Website: www.boip.com.cn

This message may contain privileged and confidential information. If you are not the intended recipient, you should not
disseminate, copy or take any action or place any reliance on it. If you have received this message in error, please
immediately notify patent@boip.com.cn and delete the message and any attachment accompanying it.

Please consider the environment before printing this email.

KAEN: BOIP-PATENT [mailto:patent@boip. com. cn]

RIERTE: 2021452 H8H 14:54

BN Tyler Eller’

#i%:  JGuynn' ; ’Tyler Eller’ ; docketing@wnlaw. com; syin@boip. com.cn

F/: RE: Instructions for Malaysian National Phase Application Filing due February 7, 2021; Our Ref.:
15257. 20b. 8; BOIP Ref.: BY21XM0291FGPC-MY

Dear Colleagues,



This is further to our email below.

Enclosed please find the Form 17 to be signed by the applicant for the subject application. Please have it signed and the
return the original documents to us as soon as possible.

As for the Form 22, please confirm whether the applicant acquired the rights of the invention from the inventor by virtue of
assignment from the inventor’'s employer.

Thank you for your assistance in this matter. Should you have any question, please feel free to contact us.

Please acknowledge receipt of this email by return.

Sincerely yours,

Huijuan QIE (Ms.)
For Larry Min (GM)
Filing Department
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BEYOMD ATTORMNEYS AT LAW
Beyond Attorneys at Law
F6, Xijin Centre, 39 Lianhuachi East Rd., Haidian District, Beijing 100036, China
Tel: +86-10-8292 4510 | Fax: +86-10-6337 7018
E-mail: patent@boip.com.cn | Website: www.boip.com.cn

This message may contain privileged and confidential information. If you are not the intended recipient, you should not
disseminate, copy or take any action or place any reliance on it. If you have received this message in error, please
immediately notify patent@boip.com.cn and delete the message and any attachment accompanying it.
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From: BOIP-PATENT [mailto:patent@boip.com.cn]

Sent: Monday, February 01, 2021 5:23 PM

To: Tyler Eller'

Cc: 'JGuynn'; 'Tyler Eller'; docketing@wnlaw.com; syin@boip.com.cn

Subject: Re: Instructions for Malaysian National Phase Application Filing due February 7, 2021; Our Ref.: 15257.20b.8;
BOIP Ref.: BY21XM0291FGPC-MY

Please consider the environment before printing this email.

Dear Colleagues,
Thank you for entrusting us with this new Malaysian National Phase patent application.

Please note that our reference number for this case is BY21XM0291FGPC-MY. We would appreciate it if you would use it
in the future correspondence.

Should you have any questions, please feel free to contact us.

Please acknowledge receipt of this email by return.

Sincerely yours,

Huijuan QIE (Ms.)
For Larry Min (GM)
Filing Department
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BEYOMND ATTORNEYS AT LAW
Beyond Attorneys at Law
F6, Xijin Centre, 39 Lianhuachi East Rd., Haidian District, Beijing 100036, China
Tel: +86-10-8292 4510 | Fax: +86-10-6337 7018
E-mail: patent@boip.com.cn | Website: www.boip.com.cn

This message may contain privileged and confidential information. If you are not the intended recipient, you should not
disseminate, copy or take any action or place any reliance on it. If you have received this message in error, please
immediately notify patent@boip.com.cn and delete the message and any attachment accompanying it.

% Please consider the environment before printing this email.

RMEN: syin@boip. com. cn [mailto:syin@boip. com. cn]

RiERTE: 20214E1H30H 8:19

ek N : * Tyler Eller’ : patent@boip. com. cn

#i%: JGuynn; Tyler Eller’ ; docketing@wnlaw. com

FH: Re: Instructions for Malaysian National Phase Application Filing due February 7, 2021; Our Ref. :
15257. 20b. 8

Dear John:

Thank you for your email today. Your instruction and the attachments have been received. We will take care of the case.

Best regards,

Shenmin

Shenmin Yin, Ph.D.
Patent Attorney/ Trademark Attorney/ Partner

) CEHEE Iyt 3

BEYOND ATTORMNEYS AT LAW

Beyond Attorneys at Law

New York Representative Office

9213 51st Avenue, EImhurst, NY11373

Tel: 347-935-8012 | Fax: 212-845-9516

E-mail: syin@boip.com.cn | Website: www.boip.com.cn

From: Tyler Eller

Date: 2021-01-29 15:44

To: syin@boip.com.cn; patent@boip.com.cn

CC: jguynn@wnlaw.com; teller@wnlaw.com; docketing@wnlaw.com

Subject: Instructions for Malaysian National Phase Application Filing due February 7, 2021; Our Ref.: 15257.20b.8
VIA E-MAIL ONLY

Beyond Attorneys at Law

F6 Xijin Centre

39 Lianhuachi East Rd.

Haidian District, Beijing 100036
China

Re: Malaysian Patent Application



Compositions and Methods for Treating Sexual Dysfunction and Enhancing Sexual Response and Pleasure
Serial No.:  PCT/US2018/059712

Filed: November 7, 2018
WN Ref.: 15257.20b.8
Your Ref.: Please Advise

Dear Shenmin:

We represent ILYLT, LLC, a limited liability corporation organized and existing under the laws of the United States
of America, which has a principal place of business at 6591 South Cottonwood Street, Murray, Utah 84107. Please see the
attached 92bis and 1B306 documents confirming the above listed applicant information.

Our client desires to proceed with entry into the national stage of the above-identified PCT international
application. The 30 month deadline for entering the national stage is February 7, 2021. Please file the application on or prior
to that date.

In connection with entry into the national stage with respect to the PCT application, we are sending the following documents
to you by e-mail only:

1. a copy of the application in Word format;
2. a copy of the published international application;
3. a copy of the International Search Report & Written Opinion; and
4. an amended claim set for submission with the application filing.

You are authorized to proceed with the translations required for the application filing. If you require any further
documentation in order to complete entry into the national stage, please notify us immediately.

Standing Instructions. In handling this matter, please take notice of and observe the following standing instructions:

1. Please note that no surcharges for expedited handling or translation work will be honored unless they are specifically identified
to us and authorized in advance and, in any case, do not exceed 15% of the normal fee.

2. Please direct all correspondence concerning this matter to the attention of the undersigned.

3. All correspondence concerning this matter, including debit notes, should include reference to our file number, namely
15257.20b.8.

4. Please notify us immediately of any official communication. Please do not unduly delay its dispatch even if, for example, there

is a delay in obtaining copies of the cited prior art. If you have not received instructions from us at least three (3) days prior
to any final deadline, please contact the undersigned by telephone or facsimile for instructions. If you have not received
instructions from us at least three (3) days prior to any extendable deadline, please apply for an extension of time and send us
a reminder, which includes the new, extended deadline for responding.

5. Please forward one (1) copy of each prior art patent or publication cited.

6. In the absence of specific instruction from us, please take any action necessary to prevent abandonment during the application’s
pendency before the Patent Office.

Please note that responsibility for annuities other than those due at the time of filing will be handled by our annuities
service, CPA.

Please immediately confirm receipt of these instructions by return e-mail.

We look forward to hearing from you. If you have any questions, please do not hesitate to contact us.

Sincerely,



(N L, —

John M. Guynn

Tyler Eller
Paralegal
Office-Direct: 801-321-8822
EMAIL: TELLER@WNLAW.COM

Workman 60 East South Temple  +  Suite 1000

Salt Lake City, UT 84111

nydegger | "

Intellectual Property Law wWwwownlaw.corm

- F:(801) 3281707

PRIVACY: This e-mail may contain information that is privileged or confidential. If you are not the intended recipient, please delete the e-mail and any
attachments and notify the sender immediately, and do not use, copy, or disclose to anyone any of the contents hereof.



PERBADANAN HARTA INTELEK MALAYSIA
INTELLECTUAL PROPERTY CORPORATION OF MALAYSIA M_’yl.
(Agensi dibawah KPDNHEP)

Unit 1-7 & Mezzanine, Aras 12-19
Tower B, Menara UOA Bangsar

& e Thes . L o
MALAYSIA Laman Web (Web) : www.myipo.gov.my
APPLICATION NO : Pl2021000684
APPLICANT : ILYLT, LLC
APPLICANT'S/AGENT’S REF. : TFL/VL/346277/21/PTN
DATE OF MAILING : 22 FEBRUARY 2021

PRELIMINARY EXAMINATION - ADVERSE FORMALITIES REPORT

Please find attached a copy of the Preliminary examination report under Section 29 of the Patents
Act, relating to the following deficiencies :

ANNEX A: Deficiencies as to Regulation 5 to 11,50 and 51

0 ANNEX D: Deficiencies as to Regulation 18.

You are invited to correct the deficiencies. Corrections should be received at the above Office or
Branch Offices in Sabah or Sarawak within 3 months of the above date of mailing, otherwise the
application may be refused.

Date . 22 FEBRUARY 2021 (ASMAWATI JUSOH)
For Registrar of Patents

asmawati@myipo.gov.my
03 — 22998811

To : TAIFOONG LAM
C/O GAN PARTNERSHIP
D-32-02, MENARA SUEZCAP 1, KL GATEWAY
2 JALAN KERINCHI, GERBANG KERINCHI LESTARI
59200 KUALA LUMPUR
MALAYSIA

(Agensi di bawah Kementerian Perdagangan Dalam Negeri Dan Hal Ehwal Pengguna)

B o1 RN

CERTIFIED TO M§ IS0 S001:2615  CERT. NO 1 ARS1T



ANNEX A

APPLICATION NO. : PI12021000684

i

M O

OO O

ADVERSE PRELIMINARY EXAMINATION REPORT
[Section 29(1) of Patents Act 1983, Regulation 26(1)]
[Regulations 5, 6, 7(1), 8, 9, 11 and 51)]

The application does not contain all the required documents (Reg. 5) i.e.
Request, Description, Claim, Abstract

The application does not contain the name and address of the inventor
(Reg. 6)

The Request is not made on Form 1 or 14. [Reg. 7(1)]
Names and addresses are not given in full in the Request (Reg. 8)

The applicant's nationality/residence is not/incorrectly stated in the
Request (Reg.9)

The application does not designate a common representative (Reg. 11)
The Request is not accompanied by Form 17 (Reg. 10)

The Request is not accompanied by Form 22 (Reg. 10)

Address for service not provided (Reg. 51)

Other

Further explanations/observation:

Date

To

22 FEBRUARY 2021 (ASMAWATI JUSOH)
For Registrar of Patents

asmawati@myipo.gov.my
03 — 22998811

TAI FOONG LAM

C/O GAN PARTNERSHIP

D-32-02, MENARA SUEZCAP 1, KL GATEWAY

2 JALAN KERINCHI, GERBANG KERINCHI LESTARI
59200 KUALA LUMPUR

MALAYSIA



PERBADANAN HARTA INTELEK MALAYSIA
INTELLECTUAL PROPERTY CORPORATION OF MALAYSIA lld'yl.
(Agensi dibawah KPDNHEP)

Unit 1-7 & Mezzanine, Aras 12-19
Tower B, Menara UOA Bangsar

No. 5, Jalan Bangsar Utama 1

' Tel : +603 — 2299 8400
59000 KUALA LUMPUR Faks(Fax) © +603 — 2299 8989
MALAYSIA Laman Web (Web) © www.myipo.gov.my

NOTICE OF ENTERING THE NATIONAL PHASE
[SECTION 780 OF PATENTS ACT 1983]

APPLICANT ¢ ILYLT, LLC
APPLICATION NO. : P12021000684
INTERNATIONAL APPLICATION NO. : PCT/US2018/059712
REQUEST RECEIVED ON : 08 FEBRUARY 2021
INTERNATIONAL FILING DATE : 07 NOVEMBER 2018
AGENT’S/APPLICANT’S FILE REF. : TFL/VL/346277/21/PTN

Please take note that upon entering the national phase, the applicant is required to comply with
the requirement of the national phase in accordance with the requirements of the national phase
in accordance with the Patents Act 1983.

Date : 22 February 2021
(ASMAWATI JUSOH)
For Registrar of Patents
asmawati@myipo.gov.my
03 — 22998811
To

TAI FOONG LAM

C/O GAN PARTNERSHIP

D-32-02, MENARA SUEZCAP 1, KL GATEWAY

2 JALAN KERINCHI, GERBANG KERINCHI LESTARI
59200 KUALA LUMPUR

MALAYSIA

Annex A

(Agensi di bawah Kementerian Perdagangan Dalam Negeri Dan Hal Ehwal Pengguna)

CERTIFIED TO MS IS0 $001:2015  CERT.NO : ARS617



*ADVICE TO APPLICANTS - TIME PERIODS/
REQUEST FOR EXAMINATION
[PCT - National Phase]

During the prosecution of an application the applicant is required to take certain actions within
specified time periods. If no action is taken then the application may be refused or considered
withdrawn. The attention of applicants is drawn, in particular, to the following important action
required of the applicant:

(a) A request for Substantive Examination should be made by the applicant on Form 5,
together with the prescribed fee, within 4 years from the international filing date of
the application, failing which the application shall be deemed to be withdrawn.

OR

(b) A request for Modified Substantive Examination should be made by the applicant on
Form 5A, together with the prescribed fee, within 4 years from the international
filing date of the application, failing which the application shall be deemed to
be withdrawn.

In accordance with regulation 27, the request for substantive examination should be
accompanied by information relating to any corresponding Australian, Japan, Korean, United
Kingdom, United States, European Patent Office or PCT application and its search and
examination results. Note that, under Section 56(2)(e) of the Patents Act 1983, a patent may
be invalidated due to failure to provide the information. Information not available at the time
of requesting substantive examination may be lodged at the Registry at a later date when it
becomes available.

In accordance with Section 29A(8) of the Patents Act 1983, the 4-year period cannot be
extended under the provisions of Section 82. However, deferment of both examination and the
provision of the information may be requested under Section 29A(6) but the request for
deferment must be filed within the 4 year period.

With a view of expediting substantive examination the applicant is encouraged to lodge
voluntary amendments at any time to take into account of the Malaysian legislation, to take
into account of any search and examination results in order to bring the Malaysian application
into substantial conformity with any Australian, Japan, Korean, United Kingdom, United States
or European granted patent.

*Kindly take note that the advice provided herein is not exhaustive, and kindly refer to the
Patents Act 1983 for further details.
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Your Ref:  Please advise Mo M tan
intellectual Property Corporation of Malaysia By Hand only (270 (emseeriatorsen
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Vincent Liew Chee Keang
Dear Sirs,

Malaysia Entry into National Phase Entry Application

PCT Application No. : PCTIUS2018/059712

International Filling Date. : November 7, 2018

Title : Compositions and Methods for Treating Sexual Dysfunction
and Enhancing Sexual Response and Pleasure

Applicant : ILYLT, LEC

We refer to the above matter.
Piease find enclosed the following documents in support of the above application:

(b) Two (2) copies of the Patent Form No. 2A;

(c) Two (2) copies of the Patent Form No. 22;

(d) Two (2) sets of Specifications comprising the:

(i) description;

(iy  claims; and

(i)  abstract;

{e) Two (2) copies of the signed PCT Assignment;

{N Two (2) copies of the published PCT Application with publication number
WO0/2020/032988,

[{s})] Two (2) copies of the PCT International Search Report and Written Opinion of the
International Searching Authority; and

{h) Our MBB cheque No. I&J(‘,Oﬁ() for the sum of RM 470.00 as requisite flling fees for
the Form No. 2A {(RM290.00) with 15 claims (RM20.00 x B) [RM100.00], Form No. 17
(RMB80.00) and Farm No. 22 {RM80.00).

Please note that we will file the Patent Form No, 17 in due course once our client has
transmitted to us the duly executed Patent Form No. 17,

PI2021000685"



gonparinership Page 2

Kindly acknowledge receipt of this letter and the enclosures by signing and returning to us the
duplicate copy of this letter.

Thank you for your assistance in this matter.

Yours faithfully,
ganparfnership

zm
incent Liew

Associate
Emall: vincent@ganlaw.my
Encls.

PI2021000684-



Patents Form No. 2A For Officiat Use
PATENTS ACT 1983

FEE FOR ENTERING Fee received on: .....ccverveveinreeiernnnnn
THE NATIONAL PHASE
Amount: .
(Regulations 25A)
*Cheque / Postal Order / Money Qrder / Draft /
To: The Registrar of Patents CashNo! ...ovve

Patents Registration Office

Kuala Lumpur, Malaysia

Please submit this Form in duplicate together | Applicant's or Agent's file reference :
with the prescribed fee and/or reinstatement
fee for internationat application. TFL/VL/346277/21/PTN

. APPLICANT{(S).

Name :ILYLT,LLC
Address : 6591 South Cottonwood Street, Murray, Utah 84107, United States of

America.

li. THE APPLICANT(S) REQUEST(S) ENTRY INTO THE NATIONAL PHASE IN
ACCORDANCE WITH:

*SECTION 780 [X
*SECTION 780A [

INTERNATIONAL APPLICATION NO.: PCT/US2018/059712

. AGENT :
Applicant has appointed a patent agent in the accompanying Patents Form No. 1/
Yes[X] Noll
Agent's Registration No.: PA/2000/0102
\/3 ‘

05/02/2021
** (Applicant/Agent) (Date)

If Agent, indicate Agent's Registration No. PA/2000/0102

For Official Use

Date applicalion received: .. ...ccviiiiiiiiiiiiiieniicien

PI2021000684 -




*

Tick whichever is applicable
** Type name under signature and delete whichever does not apply




Patents Form No. 22 For Official Use
e -
PATENTS ACT 1983 APPLICATION NO.:

Filing Date:
STATEMENT JUSTIFYING THE APPLICANT’S

Request received on :
RIGHT TO A PATENT/CERTIFICATE quest yeceivea on

(Regulations 10(2)) Fee Received on :
To:  The Registrar of Patents Aumount :
Patent Registration Office *Cheque / Postal Order / Maoney Order / Draft / Cash No.
Kuala Lumpur
Malaysia Date of mailing:
Please submit this Form in duplicate Applicant’s or Agent’s file reference
together with the prescribed fee.
I. INTHE MATTER OF ;
Patent Application No.: Filing Date :
Certificate Application No, Filing Date :

II. TITLE OF INVENTION; COMPOSITIONS AND METHODS FOR TREATING SEXUAL
DYSFUNCTION AND ENHANCING SEXUAL RESPONSE AND

PL.LEASURE
III. APPLICANT (S)
Name: ILYLT, LLC
Address : 6591 South Cottonwood Street, Murray, Utah 84107, United States
of America.

IV, I/WE BELIEVE THAT THE INVENTOR(SYINNOVATOR(S) OF THE ABOVE MENTIONED APPLICATION
IS AS FOLLOWS:

JENN, Dennis

V. STATEMENT JUSTIFYING THE APPLICANT’S RIGHT TO A PATENT/CERTIFICATE :

The applicant acquired the rights of the invention from the inventor by virtue of
assignment from the inventor's employer.

VI ADDITIONAL INFORMATION accompanies this Form :

Yes No
VIL. SIGNATURE: L\\_,_
. 5 February 2021

Tai Foong Lam
D
*% (applicant / Agent ) (Date)
If Agend, indicate Agent’s Registration No. PAJ2000/0102

*  Delete whichever does not apply.
rex¥  Type name under signature and delete whichever does not apply

PI202100068¢-




20

COMPOSITIONS AND METHODS FOR TREATING SEXUAL DYSFUNCTION

AND ENHANCING SEXUAL RESPONSE AND PLEASURE

TECHNICAL FIELD

The invention is in the field of pharmaceutical preparations, particularly for scxual

enhancement in men, woemen, the disabled, and the aged.

BACKGROUND ART

There are a variety of health issues that can impact the ability or desire to engage in intimate
sexual relations, which form a healthy part of adult relationships. These include sexual
dysfunction in men and women and a loss of sensitivity and pleasure. The inability to
perform and/or lack of desire to engage in sexual relations can detrimentally impact a
relationship and can lfead to divorce, breakup, or long-term boredom. It can lead to loss of

sclf-esteem or even mental illness,

Men are more likely than women to have threshold desire to have sex, which is both a
physical and psychological need, and are therefore more likely to initiate sex with a partner.
When a man is extremely stressed, anxious or insecure, however, his ability to perform can
also be inhibited physically (temporary erectile dysfunction). Older or sick men can suffer
chronic erectile dysfunction (“ED™), which can be completely incapacitating relative to
ability to perform. Particularly as men age and/or if suffering from chronic iliness, they can
experience lack of threshold desire, loss of sensitivity, foss of pleasure (collectively “arousal

disorder”) and/or difficulty in climaxing (“orgasmic disorder”). At the opposite end of the

PI207 1000684~
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spectrum is premature ejaculation which can severely curtail duration and satisfaction for

both participants.

In women, sexual dysfunction is more complex and difficult to define but can involve lack of
threshold desire, loss of sensitivity, loss of pleasure (collectively “sexual arousal disorder”)
and/or inability to climax (“orgasmic disorder”). Emotional and psychological sexual
dysfunction may be more common among women. There are many studies that show that
women commonly have insecurities about body image and carry their stresses and anxieties
of life with them into the bedroom. These insecuritics and stresses greatly impact the mood-
factor (cmotional and psychological state) and inhibit physiological arousal, such as

decreased blood flow to the clitoris and labia, often making orgasm unattainable.

Compared to men, women have more complex emotions that can be barriers to threshold
desire. Women are more sensitive sexually to insecurities, stresses, and anxieties than men.
Books and commentators have been known to say: “sex is much more emotional for women
than men.” Also, men often view sex as a way to release and reduce stress and tension. In
contrast, women often identify sex with increased stress and anxiety, particularly women who
both work outside the home and raise children. Examples of hypothetical stresses include:
“I'm not in the mood.” “I'm stressed or tired from work, the kids, play dates, managing the
household, dirty dishes.” “Really? We're doing this now, etc.?” So, sex can becomes another
item on an alrcady stressful checklist. Examples of hypothetical anxicties include: “T think
I've put on a few pounds.” “My butt doesn’t look good.” “I feel bloated and hormonal.”
“How do 1 compare?” “Will I be able to perform for my partner, act sufficiently interested, be

interested, ete.?”

PI202100068%-
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While there are drugs (e.g., Viagra®, Cialis® and Levitra®) that can remedy the
physiological condition of ED and permit men to perform sexually, they generally do not
restore lost scnsitivity, diminished cnjoyment, or difficulty in climaxing. Such drugs are
generally ineffective for women because they do not adequately address issues involving lack
of threshold desire, loss of sensitivity, loss of pleasure, or inability to climax (i.e., because

they do virtually nothing to address powerful psychological forces affecting women).

In fact, the main reason physiological enhancers for women on the market today do not work
is because they fail to address the mood-factor. Unlike men, who feel buildup of semen and
equate it with sexual tension and need to find sexual release, the trigger for women to desire
sex is typically not physical but psychological and strongly correlated with mood and self-
image. Their emotional and psychological state can actually dictate physiological response,
arousal and performance significantly more than in men. And while men are notorious
finishers during sex, women are not so prone (50% reportedly never achicving orgasm during
sex). This is generally not due to a lack of physical stimulation but rather emotional barriers
or inhibitions. Only enhancing the physiological response in women does not adequately

address the inability to reach climax.

Many of the foregoing problems are particularly acute in men and women who suffer from
physical ailments and/or age-related conditions that cause sexual dysfunction and/or lack of
desire and enjoyment. Again, it must be emphasized that performance does not necessarily
coincide with normal enjoyment of sexual relations. Drugs that only address lack of
performance but fail to address diminished desire, sensitivity, and pleasure are incomplete

solutions,

PI20710006g4-
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While there are herbal supplements that purport to address some or all of the foregoing
issues, there remains a long-felt but unmet need to find compositions that effectively and
reliably addresses diminished performance while also increasing desire, sensitivity and

enjoyment.

SUMMARY OF THE INVENTION

The present invention relates to pharmaceutical preparations and related mcthods of
manufacture and use for enhancing various aspects of sexual activity, and treating sexual
dysfunction in men and women. To accomplish these results the pharmaccutical preparations
include a combination of: (1) one or more cannabinoid compounds derived from the plant
genus Cannabis, which are included in an effective amount and/or in a ratio effective to
enhance sexual pleasure (e.g., threshold desire, sensitivity and/or enjoyment); and (2) onc or
more compounds that enhance blood flow to the genital region in order to enhance sexual
response (e.g., ability to perform and/or time to arousal). The combination results in
increased ability to perform and enjoyment of intimate sexual activities by men and women,
which treats one or more of arousal disorder, orgasmic disorder, and erectile dysfunction in

both mmales and females.

According to several embodiments, the pharmaceutical preparations can be delivered in a
manner so that the time of enhanced sexual response and sexual pleasure coincide or
complement each other (i.e., so that both arc present at the same time at least some of the
time). Methods of delivery include oral delivery, topical delivery, injection, inhalation, or
combinations thereof. Advantageously, the components of the pharmaccutical preparations

can be delivered together in a single mode of delivery for simplicity and proper dosage (e.g.,

Pi2021000684~
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in a combined oral preparation or a topical preparation). Alternatively, the components of the

pharmaceutical preparations can be pre-packaged in a kit and delivered individually, whether

simultaneously or sequentially.

According to several embodiments, the one or more cannabinoid compounds derived from
the plant genus Cannabis include at least two cannabinoid compounds that are included in
amounts and/or ratios in order to address a particular condition being treated. By way of
example, it has been found that persons (men or women) suffering from lack of threshold
desire, sensitivity, pleasure and/or ability to climax can benefit from preparations that have a
relatively higher quantity or ratio of tetrahydrocannabinoi (THC) as compared to cannabidiol
(CBD) (e.g., more than 2:1 THC/CBD). Alternatively, persons suffering from premature
cjaculation (men) or who are prone to nervousness or anxicty when engaging in sexual
activity (men or women) can benefit from preparations that have a relatively lower quantity
THC/CBD ratio (e.g., less than 0.5:1 THC/CBD). Persons with normal sexual responsc can

benefit from an intermediate THC/CBD ratio (e.g., between 0.5:1 to 2:1 THC/CBD).

As discussed above, women can have very real insccurities about body image and cairy
stresses and anxieties into the bedroom. Similarly, when a man is extremely stressed, anxious
or insecure, his ability to perform sexually can also be inhibited. Insecurities and stresses can
greatly impact emotional and psychological state and inhibit physiological arousal, often
making sex impossible for the man and/or orgasm unattainable for the woman. However, by
addressing both the mood-factor (emotional and psychological state) and blood flow to the
genitalia, physical arousal occurs easicr and more naturatly, which permits awareness and
focus to shift to sensuality, sexual sensitivity, and sexual stimulation, enhancing sexual

pleasure for both men and women, and promoting orgasms and sometimes multiple orgasms.
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DETAILED DESCRIPTION OF THE PREFERRED EMBODIMENTS

Disclosed hercin are pharmaceutical preparations that include at feast one compound that
enhances sexual pleasure and at least one other compound that enhances sexual response.

Also disclosed are methods of manufacturing and using such pharmaceutical preparations,

The term “sexual pleasure” can include a variety of physiological and/or psychological
aspects or conditions that affect the amount of cnjoyment of sexual activity. Examples
include, but are not limited to, threshold desire to commence sexual activity, physical
sensitivity during sexual activity, psychological pleasure or awareness during sexual activity,

ability to reach climax, amount of pleasure leading up to climax, quality of climax, duration

- of climax, and the like.

The term “sexual response” can include a variety of physiological andfor psychological
aspects that affect the ability to perform sexual activities. In men, the most common condition
is the inability to achieve or maintain an erection. In women, conditions that inhibit sexual
response are more varied and complex but include, for example, inability or delay in
becoming aroused while being kissed or touched in erogenous zones. In many cases such

inability can be more psychological than physiological.

The term “sexual arousal disorder” can apply to men and women and is where a person has
pply

difficulty with arousal or arc unablc to become aroused or maintain arousal during sexual

activity.

PI2072100068}%-



10

15

20

‘The term “orgasmic disorder” can apply to men and women and is where a person has
persistent or recurrent difficulty in achieving orgasm after sufficient sexual arousal and

ongoing stimulation,

The term “low sexual desire™ can apply to men and women and is where the person has lack

of sexual interest and willingness to be sexual.

According to several embodiments, the one or more compounds that enhance sexual pleasure
(“pleasure-enhancing component”) include one or more cannabinoid compounds from the
plant genus Cannabis. Examples of cannabinoid compounds include tetrahydrocannabinol
(“THC™), which is a subgenus of several different isometrs having different chiral centers and
is the main psychoactive constituent of Cannabis; cannabidiol (“CBD"), which is less or
perhaps even non-psychoactive but may modulate certain effects of THC in the nervous
system, cannabinol (“CBN"), tetrahydrocannabivarin (“THCV"), and cannabigerol ("CBG”).
Examples of synthesized cannabinoid compounds include dronabinol (Marinol) (a pure
isomer of THC, (-)-trans-A9-tetrahydrocannabinol, which is the main isomer found in
cannabis) and nabilone (a synthetic racemic mixture consisting of the (8,5) and the (R,R)
isomers of THC). Synthetic forms of THC and CBD can function the same as plant-based

THC and CBD, respectively, and are therefore “cannabis extracts” unless expressly excluded.

Without being bound to any particular theory, it is postulated that pharmaceutical
preparations that have higher quantities of THC have a more excitatory cffcct on the central
nervous system while pharmaceutical preparations that have lower quantities of THC and/or

higher quantities of CBD can have a more calming effect. Selecting the optimal combination
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of excitatory and calming effects can be advantageous in treating a particular sexual

dysfunction.

In some embodiments, optimal results can be achieved when the pharmaceutical preparation
includes at least fwo cannabinoid compounds that are inciuded in amounts and/or ratios in
order to address a particular condition being treated. It should be understood that Cannabis
plants typically have dozens of cannabinoids and that the THC/CBD ratios expressed herein
may work best when a substantial quantity (e.g., most or all) of the minor cannabinoid
compounds found in Cannabis plants are included. Tn fact, the THC/CBD ratios may, in at
least some cases, be a proxy for the ratio of other cannabinoid compounds found in a
patticular Cannabis species. Thus, the term “consisting essentially of” does not exclude any
of the minor cannabinoid compounds-—any or all may be present—so long as they do not

deactivate or so substantially alter the effects of TCH and/or CBD that it/they can no longer

be recognized.

By way of illustration, it has been found that persons (imen or women) suffering from lack of
threshold desire, sensitivity, pleasure and/or ability to climax (arousal disorder and/or
orgasmic disorder) can benefit from preparations that have a relatively higher quantity or
ratio of tetrahydrocannabinol (THC) as compared to cannabidiol (CBD). Such preparations
may be euphemistically called “high excitement preparations” or “amplifying preparations”.

Amplifying preparations may, in some cases, include THC and no CBD.

Alternatively, persons suffering from premature ¢jaculation (men) or who are prone to
nervousness or anxiety when engaging in sexual activity (men or women) can benefit from

preparations that have a relatively lower quantity or ratio of THC as compared to CBD (or
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higher ratio of CBD to THC). Such preparations may be euphemistically called “calming
preparations” or “stabilizing preparations™. Calming preparations may, in some cases, include

CBD and no THC.

In yet other cases, people who do not suffer from any particular condition but nevertheless
wish to enhance sexual experience can benefit from preparations that have a balanced
quantity or ratio of THC as compared to CBD. Such preparations may be euphemistically
called “intermediate preparations” or ‘“balanced preparations”, Such preparations will

typically include both THC and CBD.

According to several embodiments, the quantity of THC in amplifying preparations can be in
a range of about 50 mg to about 500 mg per dose, or about 75 mg to about 400 mg per dose,
or about 100 mg to about 300 mg per dose. To complement the THC, the quantity of CBD in
amplifying preparations can be in a range of about 10 mg to about 250 mg per dose, or about
15 mg to about 200 mg per dose, or about 25 mg to about 150 mg per dose. The ratio of THC
to CDB in amplifying preparations can be at least about 2:1 THC/CBD, or in a range of about

2:1 to about 25:1 THC/CBD, or about 3:1 to about 20:1 THC/CBD, or about 4:1 to about

15:1 THC/CBD.

According to several embodiments, the quantity of THC in stabilizing preparations can be in
a range of about 10 mg to about 250 mg per dose, or about 15 mg to about 200 mg per dose,
or about 25 mg to about 150 mg per dose. To complement the THC, the quantity of CBD in
stabilizing preparations can be in a range of about 50 mg to about 500 mg per dose, or about
75 mg to about 400 mg per dose, or about 100 mg to about 300 mg per dose. The ratio of

THC to CDB in stabilizing preparations can be less than or equal to about 0.5:1 THC/CBD.
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Stated another way, the ratic of CBD to THC can be at least about 2:} CBD/THC, or in a
raﬁge of about 0.5:1 to about 25:1 CBD/THC, or about 3:1 to about 20:1 CBD/THC, or about

4:1 to about 15:1 CBD/THC.

According to several embodiments, the quantity of THC in balanced preparations can be in a
range of about 25 mg to about 400 mg per dose, or about 50 mg to about 300 mg per dose, or
about 75 mg to about 250 mg per dose. To complement the THC, the quantity of CBD in
balanced preparations can be in a range of 25 mg to about 400 mg per dose, or about 50 mg
to about 300 mg per dose, or about 75 mg to about 250 mg per dose. The ratio of THC to
CDB in balanced preparations can be in a range of about 0.1:1 to about 10:1 THC/CBD, or

about 0.25:1 to about 5:1 THC/CBD, or about 0.5:1 to about 2:1 THC/CBD.

While pharmaccutical preparations can fall within the meaning of an amplifying preparation,
stabilizing preparation, or balanced preparation, it will be understood that these are merely
euphemistic or arbitrary categories created for the purpose of tcaching general principles
regarding how to manufacture a preparation designed to treat one or more particular
conditions. Nevertheless, preparations may include amounts and/or ratios of cannabinoid
compounds in order to have a desired balance between excitement and stabilization. In many
cases the preparations may be formulated to both excite and stabilize. The relative degrees of

excitement and stabilization can be selected for a specific condition or gender.

In view of this, compositions containing THC, alonc or in combination with CBD, may
inchede THC in a range of about 10 mg to about 500 mg per dose, or about 15 mg to about
400 mg per dose, or about 25 mg to about 300 mg per dose, or about 50 mg to about 250 mg

per dose, or about 75 mg to about 150 mg per dose. The amount of THC can be at least 5 mg,
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7.5 mg, 10 mg, 15 mg, 20 mg, 25 mg, 30 mg, 35 mg, 40 mg, 50 mg, 60 mg, 75 mg, or 100
mg (lower values) and up to 750 mg, 500 mg, 450 mg, 400 mg, 350 mg, 300 mg, 250 mg,
200 mg, 175 mg, 150 mg, 120 mg, or 100 mg (upper valucs) of THC per dosc, and a ranges

bounded by a lower and upper value.

Similarly, compositions containing CBD, alone or in combination with THC, may includc
CBD in a range of about 10 mg to about 500 mg per dose, or about 15 mg to about 400 mg
per dose, or about 25 mg to about 300 mg per dose, or about 50 mg to about 250 mg per dose,
or about 75 mg to about 150 mg per dose. The amount of CBD can be at least 5 mg, 7.5 mg,
10 mg, 15 mg, 20 mg, 25 mg, 30 mg, 35 mg, 40 mg, 50 mg, 60 mg, 75 mg, or 100 mg (lower
values) and up to 750 mg, 500 mg, 450 mg, 400 mg, 350 mg, 300 mg, 250 mg, 200 mg, 175
mg, 150 mg, 120 mg, or 100 mg (upper values) of CBD per dose, and a ranges bounded by a

lower and upper value.

It turns out there are different strains of Cannabis which include differing amounts and/or
ratios of the various cannabinoid compounds. For example, Cannabis sativa typically has a
relatively high THC/CBD ratio. Conversely, Cannabis indica has a relative low THC/CBD
ratio compared to Cannabis sativa (although the absolute amount of THC can be higher in
Cannabis indica than in Cannabis sativa). There arc also several hybrid varieties or strains of
Cannabis sativa and Cannabis indica that have intermediate amounts and/or ratios of
cannabinoid compounds, The amounts and/or ratios of cannabinoid compounds can change
depending on the maturity of the plant, how the plant was grown, amount of artificial or
natural light, climate, nutrients, and plant parts being used. In general, the buds and leaves

have the highest quantities of cannabinoid compounds, while the stems and seeds have the
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lowest. In addition, the leaves, stems and seeds can have lower THC/CBD ratio than the buds

of the same plant.

According to several embodiments, a single strain or variety of Cannabis can be used as the
source of cannabinoid compounds in a given pharmaceutical preparation. By way of example,
amplifying preparations can be made by extracting cannabinoid compounds from Cannabis
sativa or hybrids of Cannabis sativa and Cannabis indica which are dominant toward
Cannabis sativa. Conversely, stabilizing preparations can be made by extracting cannabinoid
compounds from Cannabis indica or hybrids of Cannabis sativa and Cannabis indica which
are more dominant toward Cannabis indica. Balanced preparations can be made by cxtracting
cannabinoid compounds from hybrids of Cannabis sativa and Cannabis indica which are
more balanced between THC and CBD (i.e., there is less dominance of one over the other as

compared to hybrids used to make either amplifying or stabilizing preparations).

According to other embodiments, multiple strains or varieties of Cannabis can be used as
sources of the cannabinoid compounds in a given pharmaceutical preparation. By way of
example, amplifying preparations can be made by extracting cannabinoid compounds from
both Cannabis sativa and Cannabis indica, wherein the quantity of Cannabis sativa is
substantially higher. Alternatively, amplifying preparations can be made by extracting
cannabinoid compounds from Cannabis sativa and one or more hybrids of Cannabis sativa
and Cannabis indica, such as those which are dominant toward Cannabis sativa. Amplifying

preparations may contain plant-derived and/or synthetic THC and/or CBD.

Similarly, stabilizing preparations can be made by extracting cannabinoid compounds from

both Cannabis sativa and Cannabis indica, wherein the quantity of Cannabis indica is
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higher. Alternatively, amplifying preparations can be made by extracting cannabinoid
compounds from Cannabis indica and one or more hybrids of Cannabis sativa and Cannabis
indica, such as those which are dominant toward Cannabis indica. In addition, lcaves, stems
and seeds of Cannabis sativa can naturally have a lower THC/CBD than buds of the same

plant. Amplifying preparations may contain plant-derived and/or synthetic CBD and/or THC.

Balanced preparations can be made by extracting cannabinoid compounds from both
Cannabis sativa and Cannabis indica, wherein the quantities of Cannabis indica and
Cannabis indica are similar. Alternatively, balanced preparations can be made by extracting
cannabinoid compounds from hybrids of Cannabis sativa and Cannabis indica, such as one
or more that is dominant toward Cammabis sativa and one or more that is dominant toward
Cannabis indica. Balanced preparations may contain plant-derived and/or synthetic CBD

and/or THC.

Examples of Cannabis sativa dominant strains include Santa Maria, AK-47, Malawi gold,
Bazooka, Dutban Poison, Maui Waui, Early Bud, Early Pearl, Early Skunk Plant, Great
White Shark, Green Spirit, Haze, Haze Skunk, Hempstar, Jack Herer, Kali Mist, Ice,
LamsBread x Skunk, Leda Uno, Malawi gold, Niagra x Shiva, Night Queen, Northern Lights
x Haze, Power Plant, Purple Haze, Purple Skunk, Smokey Bear, Silver Haze, Shaman,
Strawberry Cough, Sweet Island Skunk, Super Silver Haze, Swazi x Skunk, Thai, Voodoo,

and White Cloud,

Examples of Cannabis indica dominant strains include Afghani#i, Amstel Gold, Bella Caio,
Big Bud, Black Domina, Black African, Black Jack, Chitral, Celtic Cross, Celtic Stone,

Chronic, DoubleGum, Early Girl, Early Skunk, Eclipse, Euforia, Green Spirit, G-13,
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Granddaddy Purple, Hawaiian Skunk, Hindu Kush, Holland’s Hope, Hypno, HashPlant, Jack
Flash, K2, Lemon Stinky, Mango, Master Kush, Mazar, Mighty Might, Niagra, Northern
Lights, Romulan, Pink Indica, Purple High, Purple Urkel, Purple Star, Ruderalis Indica,

Shiva, Sour Bubble, Southern Afghani, Super Chrystal, and Twilight.

Examples of more balanced sativa-indica hybrid strains include Blueberry kush, Rainbow
Kashmiri, Blue Velvet, Blueberry, BubbleBerry, Bubblegum, Buddha Plant, Cali Orange
Plant, Durban Poison x Mighty Might, Flo, First Mature, Fourway#1, Fruity Pebbles, Full
Moon, Jamaican Pearl, Juicy Fruit, GrapeFruit Haze, Himalayan Gold, Island Lady, KC-33,
Kerala x Skunk, Kushage, Northern Berry, NYC Diesel, Purple#l, Purple Kush, Rombeny,

Shiva Shanti, Skunk Red Hair, Skunk Passion, Skunk Haze, Swiss Miss, Turtle Power, and

White Widow,

The cannabinoid compounds can be extracted from one or more Cannabis plants using
known methods, including organic solvent extraction, water extraction using hot or boiling
water, mixed solvents using both an organic solvent and water, heat vaporization, fractional
distillation, and the like. Depending on the methiod of extraction, the identifies and/or ratios
of cannabinoid compounds can be altered or selected as desired. In general, extraction is able
to provide a better approximation of the actual ratios of cannabinoid compounds found in a
particular Cannabis plant as compared to combustion (i.e., smoking). Combustion causes
significant destruction of some of the cannabinoid compounds and can change the THC/CBD

ratio.

According to scveral embodiments, the at least one compound that enhances sexual responsc

(“response-enhancing component™) includes one or more compounds that enhance blood flow
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to the genital region. Examples of response-enhancing components include compounds that
dilate blood vessels, such as compounds that increase the amount of nitric oxide (NO) in the
blood. These include known pharmaceutical drugs as well as herbal supplements that have
been shown to enhance sexual response and improve performance. The response-enhancing
component can address ED in men and/or physical problems in women that can inhibit or

delay performance, whether from a physical or psychological standpoint.

Specific examples of response-enhancing components include sildenafil (Viagra®), tadalafil
(Cialis®), and vardenafil (Levitra®), which are pharmaceuticals, and their precursors and
metabolites. Compositions within the scope of the invention may include a pharmaceutically
acceptable dose of one or more of the foregoing. A pharmaceutically acceptable dose may
depend on the gender, weight and/or age of the recipient and will be within known guidelines

for these well-known compounds.

Herbal supplements can also increase NO levels in the blood to enhance sexual response and
improve performance. They include at least 500 mg, 1 g, 1.5g,2¢8,2.5g,3g,4g,5g,0r6¢
andupto 20 g, 15¢g,12 g, 10 g, 9 g, or 8 g, or any range between lower and upper values of:
L-arginine, L-citrulline, yahimbe root, ginseng (e.g., Korean red ginsing), ginkgo biloba,
hormy goat weed, goosefoot, Chenopodium ambrosioides, Chlorophytum borivilianum,
Desmodium gangeticum, garlic combined with vitamin C, and/or damiana. Compositions
within the scope of the invention may include a pharmaceutically acceptable dose (or dose
that is effective to raise blood NO levels) of one or more of the foregoing in order to enhance
sexual response and improve performance. A pharmaccutically acceptable (or effective) dose
may depend on the gender, weight and/or age of the recipient and will be within known

guidelines for these compounds and compositions.
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Others herbal supplemental are sold under various tradenames and include Zytenz, Vydexafil,
Oxysurge, Testosyn, KOR Test Booster, Virility Ex, Natural Gain Plus, ExtenZe, Alpha T1,
Happy Endings, Libido Boost Plus, Virectin, Male Extra, Climadex, Vendexafil Ullra,
TestoRev, Magnum Pump XR, VigRX Plus, Ageless Male, Nugenix, Vigorplex®, Libidus,
Maxidus, Xzen XPress, Xzen Gold, Xzen Platinum, Xzen 1200, Vydexafil, Al Sports
Perform, VitalKoR, Athletic Edge APE, Axcite Magnum, VitMax, Virilis Pro, Vitility-X,
XZone, Reload, Mojo Risen, Zoom-Zooma-Zoom, Love Rider, Ninja Mojo, Mojo Nights,
EreXite, VMaxx Rx, Firminite, ZenMaxx, Black Ant, RigiRx Plus, France T253, ViaXtreme,
Man Up, Herbal Vigor Quick Fix, Miraculous Evil Root, Zhen Gong Fu, GoldReallas, Liu
Bian Li, MVS5 Days, S.W.A.G., Weekend Warrior, Bali Mojo, Vimax, Tiger King, Alpha
Male, Vitalikor Fast Acting, MVP Mega, MaxTreme Zen, Vicerex, Affirm XL, Kaboom
Action Strips, and X-Rock. Compositions within the scope of the invention may include a
pharmaceutically acceptable dose (or dose that is effective to raise blood NO levels) of one or
more of the foregoing in order to enhance sexual response and improve performance. A
pharmaceutically acceptable (or effective) dose may depend on the gender, weight and/or age

of the recipient and will be within known guidelines for these compounds and compositions.

The amount of the foregoing compounds or compositions can vary depending on the potency
and mode of action. In general, such compounds or compositions enable men to achieve and
maintain an erection by increasing blood flow to the genital region, such as by causing the
body to produce nitric oxide. For reasons that may not be well-understood, they also aid
women when combined with one or more cannabinoid compounds as disclosed herein, which

is surprising and unexpected since they typically have no effect on women when used alone.
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While enabling sexual activity can, by itself, increase sexual pleasure, response-enhancing
components do not enhance sexual pleasure per se (e.g., in a petfectly healthy man who does
not suffer from erectile dysfunction, the use of response-enhancing drugs may not
significantly affect the pleasure of the sexual act, including climax). They may simply
provide the fun and novelty of longer-lasting and/or quicker threshold erections. Similarly,
while cannabinoids can make a person “high” and therefore more relaxed and wainhibited,
they are also known to diminish sexual response and performance, particularly in men. In
some cases, they can prevent achieving or maintaining an erection. In other cases, they can
unnecessarily prolong or prevent climax. Unexpectedly, however, it has now been found that
combining one or more response-enhancing components with one or more pleasure-
enhancing components optimizes the beneficial effects of both while offsetting or eliminating

the negative effects. This greatly enhances the overall sexual experience.

Even more unexpectedly, combining one or more responsc-enhancing components with one
or more pleasure-enhancing components can provide the elusive aphrodisiac (or “Spanish
fly”) that has been the subject of myth and lore but not actually achieved in reality. Unlike
men, in which sexual activity is predominately (and logistically) physical and secondarily
psychological, women can technically engage in sexual activity whether or not they care to or
are aroused. As such, sexual pleasure is more complicated in women and is as much or more
psychological as it is physical. For this reason, in both humans and animals, sexual activity is
typically initiated by males rather than females. The pharmaceutical preparations disclosed
herein can shift this balance and give women more initial threshold desire as well as actual
sexual pleasure, which inure to the benefit of both women and their sexual partners. Without
being bound to any particular theory, it is postulated that increasing blood flow to the genital

region of women, while not itself having been proven to increase sexual pleasure or sexual
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response, increases the effects of the cannabinoid compounds, both physically and
psychologically so that, when used together, they synergistically act together to provide

increased sexual pleasure and response as compared to when using either alone.

The pharmaceutical preparations can have a variety of different modes of delivery, which can
be gender-specific or otherwise tailored for the specific needs or desires of the paticnt.
According to an embodiment, the pharmaceutical preparation can be designed as a topical
(external or internal, including body cavity, but excluding oral and nasal), e.g., massage oils,
lotions, gels, creams, lubricants, genital sprays, vaginal patch, vaginal suppository, or anal
suppository. Alternatively or in addition, they can be formulated for ingestion, e.g., capsules,
tablets, oral drops, lozenges, lollipops, and food preparations, i.e., “edibles” (aka ingestible,
in contrast to sublingual or buccal absotption), such as brownies, cookies, chocolates, chews,
gum drops, soft candies, hard candies, liquid shots, and the like). Alternatively, they can be

formulated for inhalation into the lungs (e.g., by a heat vaporizer (“vape”) or nebulizer).

Capsules include any delivery form that includes an outer covering enclosing the actives. The
outer covering can be any suitable material known in the art, such as gelatin, starch, cellulose
ether, gum, protein, or polysaccharide. Tablets include actives compressed into a solid form,
sometimes with a binder or inert component. While many capsules and tablets are configured
to be swallowed whole, they may also be divided into pieces and swaltlowed, in some cases
chewed and swallowed, sometimes crushed by the teeth to release a liquid, gel or solid that is
swallowed. Some tablets or capsules can be used vaginally or anally as suppositories. Or they

may be used buccally or sublingually.
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A “solid ingestible” includes dosage forms that can be swallowed with no or minimal
chewing (e.g., some types of capsules and tablets);, dosage forms that are chewed and
swallowed, such as food preparations and other edibles (e.g., brownies, cookies, desserts,
chocolates, chews, gum drops, soft candies, and some types of capsules and tablets); dosage
forms that dissolve in the mouth and arc swallowed (e.g., hard candies, loflipops, lozenges,
some types of capsules and tablets). A characteristic of a solid ingestible is that the active is

intended to be absorbed in the stomach, gut and/or small intestine, as opposed to being

primarily absorbed buccally or sublingually.

A “liquid ingestible” includes a liquid or gel that can be swallowed with little or no chewing.
A characteristic of a solid ingestible is that the active is intended to be absorbed in the
stomach, gut and/or small intestine, as opposed to being primarily absorbed buccally or

sublingually. A liquid ingestible can be a shot, a drink, gel pack, oral drops, and the like.

“Dual delivery” compositions can be applied and absorbed in more than one way. Examples
include flavored body oils, creams, lotions, liquids, gels, and lubricants, which can be placed
on areas of the body where they can be readily absorbed, such as on the skin, especially on or
in the genital region, anal region, or armpits of a man or woman, and optionally licked or
ingested by the other partner during application and sex play. In some cases, a composition
can be placed on or in the genital (or anal) region of one partner and transferred to the genital
(or anal) region of the other partner during sex play and intercourse. Such compositions can
be placed on or in sex toys, vibrators, dildos, condoms, other prophylactic devices, props, and

the tike.
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In general, extraction of cannabinoids and then delivery without combustion provides
superior results compared to smoking weed and ingesting an ED drug. Combustion destroys a
significant quantity of cannabinoid compounds and can change their ratios, which makes
proper dosing difficult. Smoking weed and ingesting an ED drug also suffers from the
inability to control the timing of each, since smoking causes almost instantancous high while
ingesting an ED drug takes time for the body to metabolize. The result can be premature
cannabinoid effect, with delayed blood-flow increasing effect coupled with reduced
cannabinoid effect when it is desirable for both to be maximized. Delivering both the
pleasurc-enhancing and performance-enhancing components in a single preparation and/or in

the same manner can better control dosing and timing.

Where it is desired to inhale a cannabinoid infused material, such as a liquid, gel or pastc,
vaporizing apparatus known in the art for delivering nicotine can be used. The concentration
of cannabinoids in the vape juice or oil can be adjusted, similar to how it is done when
delivering nicotine using a vape stick, hookah, or mod box, so that a predetermined number

of puffs will deliver a predetermined amount of the one or more cannabinoids of interest.

Nebulizers known in the art used in hospitals, for hospice or for home care can be used to

deliver a predetermined amount of cannabinoids.

In addition to the cannabinoids, the other active for increasing blood flow can be delivered by
any suitable means to provide a predetcrmined quantity of the active. These include oral
ingestion, topical delivery, and inhalation, although oral ingestion by capsule or table is

currently the most prescribed delivery method.
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EXAMPLES

For purposcs of the following examples, sexual pleasurc and sexual response are assigned a
value on a scale of 1 to 10, with I being the lowest and 10 being the highest. Three categories
in men were measured: hardness of erection on a scale of 1 to 10; sensitivity on a scale of 1 to
10; and strength of orgasm on a scale of 1 to 10. Three categories in women are measured:

threshold desire on a scale of 1 to 10; sensitivity on a scale of 1 to 10; and strength of orgasm

on a scale of 1 to 10.

EXAMPLE 1A

The subject was a 41 year old male. The marijuana strain used to provide the cannabinoid
compounds was AK-47 hybrid strain. The cannabinoid compounds from marijuana were
delivered orally usable an edible. Marijuana plant parts (mostly leaves and buds) were ground
up and simmered in vegetable oil for 3 hours to extract cannabinoid compounds (primarily
THC and CBD) and then strained. The cannabinoid infused oil was assumed to contain
roughly the same ratio of THC to CBD in the plant parts (as well as other cannabinoids in the
plant parts). The minor cannabinoids did not negate or substantially alter the predominating

effects of the THC and CBD.

The infused oil was used in place of the oil called for in normal preparation of brownies per
instructions., The cannabinoid infused oil was blended in an amount of 1/4 ounce per 18
ounce fudge brownie mix. Brownies containing the extracted cannabinoid compounds were
prepared from the mixed batter by placing into a small cake pan (6 in?) and baked in the over

according to instructions. A small pan of brownies was cut up into 3 inch squares.
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The subject ingested two brownies and one XZEN pill. [Note: it was later discovered that
XZEN used in this and other examples herein may have been tainted with a pharmaceutical,
such as sildenafil, tadalafil, or vardenafil, or biosimilar compound, because it was pulled
from the market and modified.] The subject started noticing the effects of both after about |
hour and commenced sexual activity with a female partner shortly thercafter. The subject was
able to obtain and maintain a hard erection and sensitivity and pleasure during sex were
increased. The subject was able to last longer than usual and, in this case, sex lasted about 30
minutes. At the culmination, ejaculation was very intense. The statistics were {on a scale of 1

to 10): hardness of crection: 9; seasitivity: 8; strength of orgasm: 10.

EXAMPLE iB

The female partner in Example 1A weighed less than the male subject in Example 1A and
ingested one cannabinoid infused brownie square and also experienced heightened sensitivity
(8) and pleasure during the sexual activity, which was attributed to reduced anxicty and
inhibition and increased threshold desire, The female did not ingest any blood flow
enhancements. It is postulated that the female partner would further benefit from combining
ingestion of the cannabinoid edible with a component that increases blood flow to the female
genital region in order to increase threshold desire (e.g., 8 as a result of swelling and
thickening of the clitoris and labia), as well as more intense orgasm (e.g., 8) as a result of the
combined psychological and physiological effects of ingesting both the pleasure-enhancing

and performance-enhancing component.
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EXAMPLE 1C

The female partner ingests the cannabinoid edible with a component that increases blood
flow to the female genital region. The combination increases threshold desire (e.g., 8 as a
result of swelling and thickening of the clitoris and labia), as well as more intense orgasm
(e.g., 8) as a result of the combined psychological and physiological effects of ingesting both

the pleasure-enhancing and performance-enhancing component.

EXAMPLE 2A

The subject was a 70 year old male. The marijuana strain used to provide the cannabinoid
compounds was AK-47. The cannabinoid compounds were extracted by simmering 1/4 ounce
of marijuana in I cup avocado oil to make butter. The subject spread approximately 1
tablespoon of the butter onto toast and then ingested the toast and one XZEN pill on an empty

stomach, Afier 45 minutes the subject felt some flushing and effects of the cannabinoid

compounds.

After one hour the subject had a hard erection and proceeded to have sex with a female
partner of similar age. The sex lasted an amazing 2 hours and the subject was able to
ejaculate 5 times within that time span, which would be remarkable for a young man, but in
this case the subject was a 70 year old man. The statistics were (on a scale of 1 to 10):
hardness of erection: 10; sensitivity: 9; strength of orgasm: 9. This example exemplifies the
benefit to an older man of using cannabinoids with a higher ratio of THC:CBD (at least 2:1).

The subject’s opinion was that the sex was like being a young man all over again (“21
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again™), and his overall mood in general improved dramaticatly (demeanor and disposition),

which was another unexpected benefit.

The female partner in Example 2A did not ingest any enhancements. However, it is
postulated that the female partner would benefit from ingesting the preparations disclosed
herein and experience increased threshold desire (8), heightened sensitivity and pleasure (8),

and more powerful orgasm (8).

EXAMPLE 2B

This example is repeated but with the man ingesting Viagra® instead of XZEN with similar
results, The example is modified by substituting Viagra® or XZEN with any other known

male enhancement, such as Cialis®, Levitra®, L-arginine, horny goat weed, and the like.

EXAMPLE 3A

The subject was a 41 year old male. The marijuana strain used to provide the cannabinoid
compounds was Blueberry Kush. The cannabinoid compounds were delivered orally using an
edible. The marijuana plant parts (mostly leaves and buds) were ground up and simmered in
vegetable oil for 3 hours to extract cannabinoid compounds and then strained. The
cannabinoid infused oil was assumed to contain roughly the same ratio of THC to CBD in the
plant parts (as well as other cannabinoids in the plant parts). The minor cannabinoids did not

negate or substantially alter the predominating effects of the THC and CBD.
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The infused oil was used in place of the oil called for in normal preparation of brownies per
instructions. The cannabinoid infused oil was blended in an amount of 1/4 ounce per 18
ounce fudge brownic mix. Brownies containing the extracted cannabinoid compounds were
prepared from the mixed batter by placing into a small cake pan (6 in?) and baked in the over

according to instructions. A small pan of brownies was cut up into 3 inch squares.

The subject ingested two brownies and one XZen pill. The subject started noticing the effects
of both after about 1 hour and commenced sexual activity shortly thereafter. The subject was
able to maintain a hard erection and sensitivity was increased. The subject was able to last
longer and sex lasted about 45 minutes with a female partner. Ejaculation was very intense.
The subject was thereafter able to achieve another erection after 30 minutes and commenced
sexual activity again, which lasted about 30 minutes, and able to achieve a second orgasm.
The statistics were (on a scale of 1 to 10): hardness of erection: 9; sensitivity: §; strength of
orgasm: 9. This example, as compared to Examples 1 and 2, demonstrates the beneficial
effects for a relatively young, healthy man when using a cannabinoid having a more balanced
ratio of THC to CBD (which was closer to 1:1 than in Example 1 and possibly less 1:1),

relative to the ability to last longer.

EXAMPLE 3B

The female partner in Example 3A ingested one cannabinoid infused brownie square and also
experienced hecightened sensitivity and pleasure (8) during the sexual activity, which was
attributed to reduced anxiety and inhibition and increased threshold desire. The female did
not ingest any blood flow enhancements. It is postulated that the female partner would further

benefit from combining ingestion of the cannabinoid edible with a component that increases
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blood flow to the female genital region in order to increase threshold desire (e.g., 8 as a result
of swelling and thickening of the clitoris and labia), as weli as more intense orgasm (8)asa
result of the combined psychological and physiological effects of ingesting both the pleasure-

enhancing and performance-enhancing component.

EXAMPLE 4A

The subject was a 70 year old male. The marijuana strain used to provide th.c cannabinoid
compounds was Blueberry Kush. The cannabinoid compounds were extracted by simmering
1/4 ounce of marijuana in 1 cup avocado oil to make butter. The subject spread
approximately 1 tablespoon of the butter onto toast and then ingested the toast and one XZEN

pill on an empty stomach. After 45 minutes the subject felt some flushing and eftects of the

cannabinoid compounds.

After one hour the subject had a hard erection and proceeded to have sex with a female
partner of similar age. The sex lasted 2 hours and the subject was able to ejaculate 3 times
within that time span. The statistics were (on a scale of 1 to 10): hardness of erection: 10;
sensitivity: 9; strength of orgasm: 9. This example demonstrated that while a clear benefit
was obtained by (he subject ingesting a balanced ratio of THC:CBD, the results were not
quite as dramatic as Example 2, in which the subject ingested a higher ratio of THC:CBD and

was able to achieve 5 orgasms instead of 3.

The female partner did not ingest any enhancements. However, it is postulated that the female

partner would benefit from ingesting the preparations disclosed herein and experience
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increased threshold desire (8), heightened sensitivity and pleasure (8), and more powerful

orgasm (8).
EXAMPLE 5

A 50 year old malc ingested a single brownie prepared according to Examplc 3 and one XZen
pill. The subject felt the effects of both components and was able to achieve an erection more
quickly and maintain it longer. The subject engaged in sexual activities with a female partner
within about 1-2 hours of ingestion lasting about 30 minutes. The subject had an erection of
about an 8, heightened sensitivity of about 8; and a more intense orgasm of about 8. It is
postulated that the male subject might have benefitted more using the higher THC:CBD

preparation and/or ingesting an increased quantity of the edible.

The female partner did not ingest any enhancements. However, it is postulated that the female
partner would benefit from ingesting the preparations disclosed hercin and expericnce
increased threshold desire (8), heightened sensitivity and pleasure (8), and more powerful

orgasm (8).

EXAMPLE 6

The subject is a 22 year old male who is provided with an infused edible made according to
any of the foregoing Examples. The subject is strong and virile but prone to premature
cjaculation. The subject ingests the infused edible together with a component that increases
blood flow to the genital region {e.g., XZen or part of a Viagra®). After 20-30 minutes the

subject has a hard crection and proceeds to have sex with a partner, When using an edible

Pj2021000685-
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with high THC:CBD ratio, the sex is brief (about 1-3 minutes) but intense. The statistics are

(on a scale of 1 to 10): hardness of erection: 10; sensitivity: 8; strength of orgasm: 8.

Alternatively, the subject ingests a cannabinoid infused edible having a higher ratio of
CBD:THC and experiences the same quality of erection, sensitivity, and strength of orgasm
but is able to last much longer than usual (e.g., 15-45 minutes), which greatly boosts the
subject’s confidence when engaging in sexual activities with others. Due to the subject’s age,

he is able to achieve multiple orgasms with fast or immediate recovery between ejaculations.

This example demonstrates that, while a clear benefit is obtained by the subject ingesting a
high ratio of THC:CBD, the results are objectively much better when the subject ingests a
much lower ratio of THC:CBD (or higher ratio of CBD:THC). It is postulated that a more

balanced ratio of THC:CBD would provide an intermediate benefit between the extremes

described herein.

EXAMPLE 7

The subject is a 21 year old female who is provided with an infused edible made according to
any of the foregoing Examples. The subject is healthy but inexperienced and nervous when
engaging in sexual activity, which decreases threshold desire, pleasure and fulfillment, and
makes it difficult or impossible for the subject to achieve orgasm. The subject ingests the
infused edible together with a component that increases blood flow to the genital region (e.g.,
XZen for Women or part of a Viagra®). After about 1 hour the subject feels flushing and the
effects of the cannabinoid compounds and the blood flow enhancer, including increased

swelling of the vulva and nipples which, although largely physiological, combine with the

Pr2o21000684-
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enhanced psychological effects of excitement and decreased anxiety provided by the infused

edible to increase threshold desire (e.g., 9).

When the subject ingests an edible containing a high THC:CBD ratio, the subject may be
more physically aggressive but might still have difficulty acﬁieving orgasm regularly. 1t is
postulated that a higher CBD:THC ratio would provide a calming effect that permits deeper
psychological appreciation and enjoyment of sexual activity, leading to more reliable and
fulfilling orgasms. Depending on the woman, an intermediate TCD:CBD ratio may be

sufficiently calming, yet more excitatory so as to promote quicker and/or multiple orgasms.

EXAMPLE §

A 25 year old female subject is provided with an infused edible made according to any of the
foregoing Examples. The subject ingests the infused edible together with a component that
increases blood flow to the genital region (e.g., XZen for Women or part of a Viagra®). Afier
about 1 hour the subject feels flushing and the effects of the cannabinoid compounds,
including increased swelling of the vulva and nipples which, although largely physiological,
combine with the enhanced psychological effects of excitement and decrcased anxiety

provided by the infused edible to increase threshold desire.

After one hour the subject commences sexual activity with a 41 year old male partner. The
subject experiences heightened sensitivity (9) and pleasure and is able to climax more quickly
and more powerfully (9) than usual. Depending on the endurance of her male sex partner, the
female subject is able to achieve multiple orgasms as a result of the increased physiological

and psychological awareness and scnsitivities provided by the combined usc of pleasure-

Pl20710006¢4-
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enhancing and performance-enhancing components. Because of the female subject’s age (25)
and sexual confidence, it is postulated that the subject would, like the 41 year old subject of

Examples 1 and 3, benefit from an edible having a balanced THC:CBD ratio.

EXAMPLE 9

A 68 year old female subject of normal sexual experience and activity for her age is provided
with an infused edible made according to any of the foregoing Examples. The subject ingests
the infused edible together with a component that increases blood flow to the genital region
(e.g., XZen for Women or part of a Viagra®). After about | hour the subject feels flushing
and the effects of the cannabinoid compounds and blood flow enhancer, including increased
swelling of the vulva and nipples which, although largely physiological, combine with the
enhanced psychological effects of excitement and decreased anxiety provided by the infused

edible to increase threshold desire.

After one hour the subject commences sexual activity with a male partner of similar age. The
subject experiences high threshold desire (7), heightened sensitivity (9) and is able to climax
more quickly and more powerfully (9) than usual. Depending on the endurance of her male
sex partner, the female subject is able to achicve multiple orgasms as a result of the increased
physiological and psychological awareness and sensitivitics provided by the combined usc of
pleasure-enhancing and performance-enhancing components. Because of the female subject’s
age (68), it is postulated that the subject would, like the 70 year old subject of Examples 2

and 4, benefit more from an edible having a higher THC:CBD ratio.

PI7021000b84-
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EXAMPLE 10

A 45 year old female subject is provided with an infused cdible made according to any of the
foregoing Examples. The subject ingests the infused edible together with a comnponent that
increases blood flow to the genital region (e.g., XZen for Women or part of a Viagra®). After
about 1 hour the subject feels flushing and the effects of the cannabinoid compounds and
blood flow enhancer, including increased swelling of the vulva and nipples which, although
largely physiological, combine with the enhanced psychological effects of excitement and

decreased anxiety provided by the infused edible to increase threshold desire (9).

After one hour the subject commences sexual activity with a male partner of similar age. The
subject experiences heightened sensitivity (9) and pleasure and is able to climax more quickly
and more powetfully (9) than usual. Depending on the endurance of her male sex partner, the
female subject is able to achieve multiple orgasins as a result of the increased physiological
and psychological awareness and sensitivities provided by the combined use of pleasure-
enhancing and performance-enhancing components. Because of the female subject’s age (45),
it is postulated that the subject would, like the 50 year old subject of Example 5, benefit more
from an edible having a higher THC:CBD ratio and/or ingesting a higher quantity of edible

having a balanced THC:CBD ratio.

EXAMPLE 1]

A 70 year old female subject who rarely engages in sexual activity because of lost desire and
pleasure is provided with an infused edible made according to any of the foregoing

Examples. The subject ingests the infused edible together with a component that increases

PI2021000684~
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blood flow to the genital region (e.g., XZen for Women or part of a Viagra®). After about |
hour the subject feels flushing and the effects of the cannabinoid compounds and blood flow
enhancer, including increased swelling of the vulva and nipples which, although largely
physiological, combine with the enhanced psychological effects of excitement and decreased

anxiety provided by the infused edible to increase threshold desire (7 or 8).

After one hour the subject commences sexual activity with a male partner of similar age. The
subject experiences heightened sensitivity (7 or 8) and pleasure and is able to achieve climax
(6 or 7), perhaps for the first time in a long time or ever. Depending on the endurance of her
male sex partner, the female subject is able to achieve multiple orgasms as a result of the
increased physiological and psychological awareness and sensitivities provided by the
combined use of pleasure-enhancing and performance-enhancing components. Because of the
female subject’s age (70), it is postulated that the subject might, like the 70 year old subject

of Examples 2 and 4, benefit morc from an edible having a higher THC:CBD ratio.

EXAMPLE 12

Any of the foregoing examples is modified by providing at least one of the components (e.g.,
pleasure-enhancing component) in a preparation that can delivered by inhalation. Examples
include, for example, vaporizers that heat onc or more components of the pharmaceutical
preparation with water or “vape juice” (e.g., glycerin and/or propylene glycol) to provide a
vapor that carries the components of interest and can be inhaled. The temperature and/or

selection of vaporizing liquids can affect the concentration and/or ratio of cannabinoids

delivered to the user,

Pi2021000684-




EXAMPLE 13

Any of the forcgoing examples is modified by providing at icast one of the components (e.g.,
pleasure-enhancing component) in a topical preparation that can be applied to any region of
the body able to rapidly absorb the active components. Examples include, for example, the

genital and/or anal regions of men and women.

The present invention may be embodied in other specific forms without departing from its
spirit or essential characteristics. The described embodiments are to be considered in all
respects only as illustrative and not restrictive. The scope of the invention is, therefore,
indicated by the appended claims rather than by the foregoing description. All changes which

come within the meaning and range of equivalency of the claims are to be embraced within

their scope.
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CLAIMS

1. A pharmaceutical composition for treating sexual dysfunction in a human, comprising one

ar more dosage forms configured to deliver:

a cannabinoid component comprised of at least one of 5 mg to 500 mg of

tetrahydrocannabinol {THC) or 5 mg to 500 mg of cannabidiol (CBD); and

a therapeutically effective amount of a sexual response enhancing component selected from

the group consisting of sildenafil, tadalafil, and vardenafil.

2. The pharmaceutical composition of claim I, wherein the one or more dosage forms

comprise a tablet, capsule, or suppository.

3. An ingestible dosage form for enhancing sexual response and sensitivity in a human,

comprising:

an ingestible cannabinoid component comprising at least one of 5 mg to 500 mg of

tetraliydrocannabinol (THC) or 5 mg to 500 mg of cannabidiol (CBD); and

a tablet or capsule that contains a sexual response enhancing component selected from a
therapeutically effective amount of sildenafil, tadalafil, or vardenafil and/or at least 1 g, such
as at least 2 g, of an herbal supplement comprising one or more of L-arginine, L-citrulline,

yahimbe root, ginseng (e.g., Korean red ginsing), ginkgo biloba, horny goat weed, goosefoot,

PI26210006814 -
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Chenopodium ambrosioides, Chlorophytum borivilianum, Desmodium gangeticum, garlic

combined with vitamin C, and/or damiana.

4. The ingestible dosage form of claim 3, wherein the ingestible cannabinoid component is

- selected from the group consisting of tablet, capsule, oral drops, lozenges, lollipops, food

preparations, such as brownies, cookies, or chocolates, chews, gum drops, soft candies, hard

candies, and liquid shots.
5. A composition for enhancing sexual response and sensitivity in a human, comprising:

a topical cannabinoid dosage form comprising at least onc 5 mg to 500 mg of

tetrahydrocannabinol (THC) or 5 mg to about 500 mg of cannabidiol (CBD); and

a tablet or capsule that contains a sexual response enhancing component selected from a
therapeutically effective amount of sildenafil, tadalafil, or vardenafil in and/or at least 1 g,
such as at least 2 g, of an herbal supplement comprising one or more of L-arginine, L-
citrulline, yahimbe root, ginseng (e.g., Korean red ginsing), ginkgo biloba, horny goat weed,
goosefoot, Chenopodium ambrosioides, Chlorophytum  borivilianum, Desmodium

gangeticum, garlic combined with vitamin C, and/or damiana.

6. The composition of claim 5, wherein the topical cannabinoid dosage form is selected from
the group consisting of massage oils, lotions, gels, creams, lubricants, genital sprays, vaginal

patch, vaginal suppository, and anal suppository.

7. A composition for enhancing sexual response and sensitivity in a human, comprising:

Pi2021000684 -~
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a vaporizable and inhalable cannabinoid dosage form configured to provide at least one of a
dose of 5 mg to 500 mg of tetrahydrocannabinol (THC) or a dose of 5 mg to 500 mg of

cannabidiol (CBD); and

a tablet, capsule, or topical dosage form that contains a sexual response enhancing component
selected from a therapeutically effective amount of sildenafil, tadalafil, or vardenafil in and/or
at least 1 g, such as at least 2 g, of an herbal supplement comprising one or more of L~
arginine, L-citrulline, yahimbe root, ginseng (¢.g., Korean red ginsing), ginkgo biloba, horny
goat weed, goosefoot, Chenopodium ambrosioides, Chlorophytum borivilianum, Desmadium

gangeticum, garlic combined with vitamin C, and/or damiana.

8. The composition of claim 7, wherein the vaporizable and inhalable cannabinoid dosage

form is fornnetated for vaporization and inhalation using a heat vaporizer or a nebulizer.

9. A composition for treating sexual dysfunction and/or enhancing scxual response and

sensitivity in a human, comprising:

a cannabinoid configured to be administercd by ingestion, inhalation, or topically, the
cannabinoid comprising at least one of tetrahydrocannabinol (THC) or cannabidiol (CBD);

and

a sexual response component configured to be administered by ingestion and including an
effective amount of a scxual response component sclected from the group consisting of

sildenafil, tadalafil, vardenafil, herbal supplement, and combinations thereof.
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10. The composition of claim 9, wherein the cannabinoid comprises 5-500 mg, or 7.5-450
mg, or 10-400 mg, or 15-350 mg, or 20-300 mg, or 25-250 mg of THC and/or 5-500 mg, or

7.5-450 mg, or 10-400 mg, or 15-350 mg, or 20-300 mg, or 25-250 mg of CBD.

11. The composition of claim 9 or [0 at least onc of claims 19 to 22, wherein the
cannabinoid is configured to be administered as an infused cdible, oral drop, liquid shot,

capsule, or tablet.

2. The composition of claim 9 or 10, wherein the cannabinoid is configured to be

administered by inhalation of a heat vaporized cannabis cxtract.

13. The composition of claim 9 or 10, wherein the cannabinoid is administered topically as
an oil, lotion, gel, cream, lubricant, genital spray, vaginal patch, vaginal suppository, or anal

suppository.

14. The composition of any one of claims 9 to 13, wherein the sexual response component is
an herbal supplement selected from the group consisting of L-arginine, L-citrulline, yahimbe
root, ginseng (e.g., Korean red ginsing), ginkgo biloba, homy goat weed, goosefoot,
Chenopodium ambrosioides, Chlorophytum borivilianum, Desmodium gangeticum, garlic

combined with vitamin C, damiana, and combinations thereof.

15. A composition for treating sexual dysfunction and/or enhancing sexual response and

sensitivity in a human, comprising:

PI20210006¢4-
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a tablet or capsule comprising at least one of tetrahydrocannabinol (THC) or cannabidiol

(CBD); and

a tablet or capsule comprising an effective amount of a sexual response component selected
from the group consisting of sildenafil, tadalafil, vardenafil, L-arginine, herbal supplement,

and combinations thereof.
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ABSTRACT

COMPOSITIONS AND METHODS FOR TREATING SEXUAL DYSFUNCTION

AND ENHANCING SEXUAL RESPONSE AND PLEASURE

Pharmaceutical preparations include at least one component that enhances sexual
response and at least one other compound that enhances sexuval sensitivity and pleasure, The
component that cnhances sexual responsc enhances blood flow to the genital region.
Examples include compounds that dilate blood vessels, such as compounds that increase the
amount of nitric oxide (NO) in the blood. The component that enhances sexual sensitivity and
pleasure includes one or more cannabinoid compounds from the plant genus Cannabis,
including extracted compounds, synthetic forms, and derivatives thereof. Examples include
tetrahydrocannabinol (THC), the main psychoactive constituent of Cannabis, and cannabidiol
(CBD), which is less or non-psychoactive and modulates THC activity. The ratio of
THC/CBD can be selected depending on age, gender, physical health, and/or psychological

condition of the user,
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ASSIGNMENT

WHEREAS, Assignor, ILYSM, LLC, a limited liability company organized and existing
under the laws of the State of Utah, with a principal place of business at 65691 South Coftonwood
Street, Murray, Utah 84107, is the assignee of record of the entire right, title and interest in and
to the following patent applications and the inventions disclosed therein:

United Slates Patent Application No. 16/056,728, filed August 7, 2018

United States Patent Application No. 16/170,4486, filed October 25, 2018

International Patent Application No. PCT/US2018/0597, filed November 17, 2018; and
Canadian Patent Application No. 3,049,874, filed July 19, 2019.

WHEREAS, Assignor, ILYSM, LLC wishes 1o assign the entire right, title, and interest in
and to the said patent applications and the inventions disclosed therein to ILYLT, LLC, a limited
liability company organized and existing under the laws of Utah and having a principal place of
business at 6591 South Cotlonwood Street, Murray, Utah 84107.

WHEREAS, Assignee, ILYLT, LLC, desires to secure the entire right, title, and interest in
and to said patent applications and the inventions disciosed therein.

NOW THEREFORE, in exchange for good and valuable consideration paid to Assignor by
Assignee, the receipt and sufficiency of which is hereby acknowledged,

ASSIGNOR HEREBY ASSIGNS TO ASSIGNEE:

The entire right, title, and interest in and to said patent applications and the
inventions disclosed therein, and in all divisions, continuations and continuations-in-part
thereof, and in any reissues or extensions of Letters Patent or Patents granted thereon,
and in all corresponding appfications which may be filed in the United States and countries
foreign to the United States, and in all patents issuing thereon in the United States and
foreign countries, as well as the right to sue for past infringement and damages under any
and all such patents.

The right to file foreign patent applications on said invention in ifs own name,
wherever such right may be legally exercised, including the right to claim the benefits of
the International convention for such applications.

Assignar hereby authorizes and requests the United States Commissioner of Patents and
Trademarks and such Patent Office officials in foreign couniries as are duly authorized by their
patent laws to issue patents to issue any and all patents on said invention to the Assignee as the
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owner of the entire interest, for the sole use of Assignes, its successors, assigns, and legal
representatives.

Assignor hereby agrees, without further consideration and without expense, to sign all
lawful papers and to perform all other lawful acts which Assignee may request of Assignor to
make this Assignment fully effective, including, by way of example but not of limitation, the
following:

Prompt execution of all original, divisional, substitute, reissue and other United
States and foreign patent applications on the invention, and all lawful documents
requested by Assignee to further the prosecution of any of such patent applications.

Cooperation to the best of Assignor's ability in the execution of all lawful
documents, the production of evidence, nullification, reissue, exlension or infringement
proceedings involving the invention.

oateD _~Jan. 2.1 AZLE! ASSIGNOR
ILYSM, LLC

By: /Ot/mjﬂ;m

Dennis M. Jennt
Manager and Member

By: ﬂ%/ %
ohn M. Guynn
Manager and Member

ACCEPTED_JLH. A, 02 ASSIGNEE
ILYLT, LLC

By:

Derris j'é%

Manager and Member

By:

hn M, Guynn
Manager and Member
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"0" document referring to an oral disclosure, use, exhibition or other cambined with one or more other such d nts, such ¢

means being obvious 1o a person skilled in the anl
“f  document published prior to the international filing date but laterthan . g+ p

> priorin'r,dal: clnigod &" document member of the same patent famity

Date of the actusl completion of the international search

20 December 2018

Date of mailing of the intcrnational search report

16 JAN 2019

Name and mailing address of the 1ISA/US

Mai! Stop PCY, Attn: ISA/US, Commissioner for Patents
P.0. Box 1450, Alexandria, VA 22313-1450

Facsimile Mo. §71.273-8300

Authorized officer
Biaina R, Copenhaaver

PCT Hepetk: §7 1.272-4200
PLT OSP 8702721174

Faom PCTASA2 ) (second Isheet)){Janvary 20453
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INTERNATIONAL SEARCH REPORT Intemational application No.
PCT/S2018/059712

Box No. 11 Observationswhere certein claims were found unsearchable (Continuation of itern 2 of first sheet)

This intemationat search report has ot been established in respect of centain claims under Articte 17(2)(a) for the following reasons:

1. D Claims Nos.:

because they relate to subject matter not required to be searched by this Authority, namely:

2. [::l Claims Nos,:
because they relaie 1o parts of the intemationsl application that do not comply with the prescribed requirements 1o such an
extent that no meaningful infernatignal search can be carried out, specificatly:

3. X Claims Nos.: 4-10, 22:30
because they are dependent claims and are not drafled in accordance with the second and third sentences of Rule 6.4(a).

Box No. 111 Observations where unity of invention I3 backing (Continuation of item 3 of first sheet)

This Intemnational Searching Authority found muttiple inventions in this international application, as follows:

. D As gl required additional search fees were timely paid by the applicany, this intemational search report covers all scarchable
claims.

2. I_] As ol searchable claims could be searched without effort justifying additional fees, this Authority did not invite payment of
additional fees,

3. [:} As only some of the required additional search fees were timely paid by the applicant, this internalional search report covers
only those ctaims for which fees were paid, specifically claims Nos.:

4. D No required additional search fees were timely paid by the applicant. Consequently, this interational search repodt is
restricted to the invention first mentioned in the ¢laims; it is covered by claims Nos.:

Remark on Protest D The additional scarch fees were accompanicd by the applicant’s protest and, where applicsble, the
payment of a protes| fee.
D The additional search fees were accompanied by the applicant’s protest but the applicable protest
fee was not paid within the time limit specificd in the invitalion.

D No protest accompanicd the payment of additional search fees.

Form PCT/ASA2 10 (continuation of first sheet (21} (January 201 53
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By: kplatt

Verifled
on: 18 Jan 2018

PATENT COOPERATION TREATY

From the INTERNATIONAL SEARCHING AUTHORITY

DOCKETED
pry IMG  prey 15257.208
gy DAnderson On 18 Jan 2018
Adion Artide 19 Amendments

Raosponss Due 127118
Submit IDR

PCT

To: JOHN M. GUYNN
WORKMAN NYDEGGER
60 EAST SOUTH TEMPLE
SUITE 1000 WOTIFICATION OF TRANSMITTAL OF
SALT LAKE CTiY, UT 84111 THE INTERNATIONAL SEARCH REPORT AND

THE WRITTEN OPINION OF THE INTERNATIONAL
SEARCHING AUTHORITY, OR THE DECLARATION

(PCT Rule 44.1)

Date of mailing
{day'month‘year}

16 JAN 2019

Applicant’s or agent's fite reference

15267-20B

FOR FURTHER ACTION  Sce paragraphs 1 and 4 below

International application No.
PCT/US2018/059712

Intemational filing date
(day’menthyear)

G7 November 2018

Applicant | v om, LLC

1. The applicant is hereby notified that the intemnationsl seasch report and the written opinion of the Internationsl Searching

Authoerity have been established and are transmitied herewith.

Fiting of amendmenisand sintement under Article 19;
The applicant is entitled, if he so wishes, 10 amend the claims of the intemational appliceation {see Rule 46):

When? Thetime limit for filing such amendments is normatly two months from the date of ransmittal of the intemnational
search report.

How?  Direcly 10 the Internetional Bureau of WiPO preferably through ¢PCT or on paper te, 34 chemin des Colombeties
1211 Geneva 20, Switzerland, Facsimile No.: +41 22 338 82 70
For more detsiled Instructions, see PCT Applicant's Guide, International Phase, paragraphs 9.004 - 2,011,

2, D The applicant is hereby notified thal no international search report will be established and that the declaration under
Article 17(2)(a} 10 that effect and the writien opinion of the Intemational Searching Authority are transmitted herewith.

k) D With regard to any protest against payment of {an) additional fee(s) under Rule 40.2, the applicant is notified (hat:

the protest together wvith the decision thercon has been transmitted 1o the Intemational Bureau together with any
request 1o farward the texts of botl the protest and the deeision therson to the designated Offices.

no decision has been made yet on the protest; the applicant will be notified as soon as a decision is made.

4. Reminders

The applicant may submit comments on &n informel basis on the written opinion of the Internationai Searching Authority
1o the International Bureau. These comments will be made available 10 the public sfier intemational publication. The
International Bureau will send & copy of such comments to all designated Offices unless an internationa preliminary
examination report has been or is 10 be established.

Shortly after the expiration of I8 months from the priority dale, the international application will be published by the
Intemationa} Bureav. {f the applicant wishes to avoid or postpone publication, 8 notice of withdrawa! of the infemational
application, or of the priority claim, must reach the Intemations! Bureau before the completion of the technical preparations for
intemationel publication (Rules 904is.t and 90bis.3).

Within 19 months from the priority daie, but only in respect of some designated Offices, » demand for intemational preliminary
cxamination must be filed if the applicant wishes to postpone the entry into the national phase untit 30 months from the priority
date {in some Offices cven later); otherwise, the applicant musi, withln 20 months from the priorily date, perfoim the
prescribed acts for entry Inta the national phase before those designated Offices. In respect of other designated Offices, the
time limit of 30 months {or later) will apply even ifno demand is filed within 19 months. For details nbout the applicable time
limits, Office by Office, set www.wipo.intpetentiexishime_limits.html and the PCT Applicant’s Guide, National Chapters,
Within 22 months from the priority date, the applcant may request that a supplemeniary inteenational search be earried
out by a different Intemationnl Searching Aul?lon'ty that offers this service {Rule 45bis.1). The procedure for requesting
supplementary intemational search is described in the PCT Applicant s Guide, Intemational Phase, paragraphs 8.006-8.032,

Name and mailing address of the ISA/US

Mail Stop PCY, Alin: IBAVUS
Commissioner for Patans
P.0. Box 1450, Aloxandda, VA 22313-1450

Facsimile Mo, 571-273-8300

Authorized officer

Telephone No. pey pap 710727774

Blaine R, Copenheaver
PCT Helpdosic B71-272-4300

Form PCTASAZZ0 (July 2017)

PI202 1000635, -




PATENT COOPERATION TREATY

PCT

INTERNATIONAL SEARCH REPORT
(PCT Article 18 and Rules 43 and 44)

Applicant’s or agent's file reference FOR FURTHER sea Form PCTASA20

15257.208 ACTION as well as, where pplicable, item 5 below.
international application No. Internmional filing date (daymonthdear) | (Earliest) Priority Dote (day/monthivear)
PCTIUS201810557 12 07 Hovember 2018 07 August 2018

Applicant

ILYSM, LLC

This intemnational search report has been prepared by this intemationsl Searching Authority and is transmitied to the applicant
according to Article 18, A copy is being transmitted Lo the Intemational Bureau.

This international scarch report consists of & total of 3 sheets,

D 1vis also sccompanied by & copy of each prior art document cited in this report.

1. Basls of the report
8. Wilh regard to the [angusge, the internations] search was carvied out on the basis of!
E the intemationa) application in the language in which it was filed.

D & tragslation of the intemnational application into which is the language of
a transtation furnished for the purposes of intemationsl search (Rutes 12.3(a) and 23.1{b)).

b. D This international search report has been established taking into account the rectification of an obvious mistake
authorized by or notified to this Authority under Rule 91 (Rufe 43.654s{8)).

[\ D With regard to any nucleotide and/or amino xeid sequence disclosed in the international application, s¢¢ Box No. [

2. [E Certain claims were found unsearchable (see Box No. 1i).

3. D Unity of lnventlon is [acking {se¢ Box No. 113).

E

. With regard to the titke,
the text is approved as submitted by the applicant.
[T] the text nas been established by this Authority ta rexd as follows:

5. With regard to the abstract,
] the text is approved as submitted by the spplicant,

[:] the text has been established, according to Rule 38.2, by this Authority as it appeers in Box No. IV. The applicant may,
within one month from the date of mailing of this intemational search report, submil comments to this Authority.

-

With regard to the drawlinps,
2 the figure of the drawings to be published with the abstract is Figure No.
D as suggested by the spplicant,
D as selected by this Authonty, because the applicant failed to suggest & figure,
D as selected by this Authority, because this figure better characterizes the invention,
b. [ ] none of the figures is to be published with the sbstract,

Foris PCT/ISAR 1D (first sheet) (Januery 20135)
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INTERNATIONAL SEARCH REPORT Intemational application No.
PCTNS2018/058712

Box No. 11 Observations where certain cltalms were found unsearchable (Continuation of item 2 of first sheet}

This international search report has nol been established in respect of certain claims under Article 17(2)a) for the following reasons:

i D Claims Nos.:

becsuse they 1efate 10 subject matter not required to be searched by this Authority, namely:

2, D Claims Nos.;

becruse they refate to parts of the intemational application that do not comply with the prescribed requirements 10 such en
extent thal no mieaningfu] internationat search can be carried out, specifically:

kS Claims Nos.: 4-10, 22.30
because they are dependent cleims and are not drafted in accordance with tlie second and third sentences of Rule 6.4(a).

Box No. Il Observations where unity of invention i3 lacking (Conlinustion of jtem 3 of first sheet)

This International Searching Authority found multiple inventions in this inlemational application, as follows:

i D As atl required edditional search fees were timely paid by the applicant, this intemnationsl search report tovers all searchable
claims.

2. D As atl searchable cfaims could be scarched without effort justifving additional fees, this Authority did not invite payment of
additional fees.

3. [:] As only some of the required additional search fees were timely paid by the npplicant, this intemaiional search report covers
only those claims for which fees were paid, specifically claims Nos.:

4, I_—_I No required additional scarch fees were timely paid by the applicant. Consequently, this international search report is
restricted 1o the invention first mentioned in the cleims; it is covered by claims Nos.:

Remark on Protest D The additional search fees were accompanizd by the epplicant’s protest and, where applicable, the
payment of a protest fee.
D The additional search fees were sccompanied by the applicant’s protest but the spplicable protest
fee was not paid within the time limit specificd in the invitation.
D No protest accompanied the payment of additional search fees.

Form PCT/ASAR210 (continuation of first sheet (2)) (Yanuary 2015}

Pr202¢0006g4-




INTERNATIONAL SEARCH REPORT International application No.

PCTAS2018/059712

A. CLASSIFICATION OF SUBJECT MATTER

IPC(B) - ABIK 31/352; AB1K 31/05; AB1K 36/185; AG1P 15/00 (2018.01)
CPC-  AB1K 31/352; AB1K 31/05; AG1K 36/185 (2048.08)

According to Internationa) Patent Classification (IPC) or to both national classification and IPC

B. FIiELDS SEARCHED

See Search Hislory documant

Minimum documentation searched (classification system foltowed by classification symbols)

USPC - 4247725: 5141483: 514/454 (keyword detimited)

Documentation seazched other than minimum documentation to the extent that such documents are included in the fields searched

Sea Search History documant

Flectronic dals base consulted during the international search {name of data base and, where practicable, search terms used)

C. DOCUMENTS CONSIDERED TO BE RELEVANT

Calcgory* Citation of document, with indication, where approprinte, of the relevant passages Relevant to claim No.
X US 2018/0181284 A1 (CAPRID) 44 June 2018 (14.06.2018) enlire documant :1”23;1 12, 1416, 18921,
v 3,13, 17, 18 )
Y US 2014/0287068 A1 (BIOTECH INSTITUTE LLC) 25 Septombar 2014 [25.00.2014) entire 3, 13,17, 18

document
P.X US 10,064,905 B1 {ILYSM LLC) 04 Ssplomber 2018 (04.09.2018) entire document 1-3, 11.21,31.36

D Further documenis are fisted in the continuation of Box C.

D See patent family annex.

*  Specinl categories of cited documants:

“A" dogument defining the general state of the ant which is not considered
%0 be of particular relevance

"B earlier spplication of paten! bul published on of afler the interational
filing date

“L”  document which may throw doubls on priorty claimy(s) or which is
cited (o establish the publication date of andiher citation of other
special reason {as specified)

“Q" document Teferring to an oral disclosure, wse, exhibition or other

means being obvious to a person skilled in the ant
P document published priot 1o the intzmations] filing date butlster than  wgw ;
the priority date ctaimed &"  document member of the same patent family

T later document pubdished efier the intemational filing date or prionity
date and not in confiict with the application but <ited 10 understand
the prisciple or theory underlying the invention

document of panicular relevance; the claimed invention cannot be
considered novel or cannol be considered to involve an inventive
siep when the document iy taken slone

"Y' document of particutar relevance; the claimed invention cannol be
considered 10 involve an inventive slep when the document is
combinad with one of more olher such & ms, such combi

yg

Date of the sctusl completion of the international search

20 Dacember 2018

Date of mailing of the international scarch report

16 JAN 2019

Name and mailing address of the ISA/US

Mail Siep PCT, Aln: ISAAS, Commissioner for Patonts
P.O. Box 1450, Alexandria, VA 22313-1450

Facsimile No. 571.272-8300

Authorized officer
Bigino R. Copenheaver

PCT Halpdask: ST1.272-4300
PCT 03P 3T1-212-7TT4

Form PCTASAS10 (sccond sheet) (Januery 2015)
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DOCKETED

Verified atty IMG _ ey 15257.208
By: kplatt on: 18 Jan 2019 gy DAnderson on 18 Jan 2019
Action Written Opinion
PATENT COOPERATION TREATY Response Due 3/16/19
From the

INTERNATIONAL SEARCHING AUTHORITY

To: JOHN M. GUYNN
WORKMAN NYDEGGER
60 EAST SOUTH TEMPLE
SUITE 1000
SALT LAKE CTIY, UT 84111

PCT

WRITTEN OPINION OF THE
INTERNATIONAL SEARCHING AUTHORITY

(PCT Rule 43bis.1)

Date ef mailing

16 JAN 2019

{day/monthAear)
Applicant’s or agent's file reference FOR FURTHER ACTION
16257-20B See paragraph 2 below
International application No. International filing dote {day monthyear) Priority date {day/monthiyear)
PCTIUS2016/059712 07 November 2018 07 August 2018

CPC-

International Patent Classification (IPC) or both nationel classification and IPC
{PC(8} - AB1K 31/352; AG1K 31/05; AB1K 36/185; AG1P 15/00 (2018.01)

AB1K 311352, ABTK 31/05; AG1K 36/185 (2018.08)

Applicant || vem LLC

<

2. FURTHER ACTION

1. Thiz opinion conlains indications relating to the following items:

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability

Reasoned statement under Rule 43375, 1(a){i) with regard to novelty, inventive step and industrial applicability;
citations and explanations supporting such statement

& Box No.!  Basis of the opinion

D BoxNo. Hl  Prionity

Box No. Bl

D Box No, IV Lack of unity of invention
Bax No. V

D Box No. VI Certsin documents cited
D Box No. VIl

Cerisin defects in the infernalional application

Box No, VIII Cerlain observations on the international application

If a demand for intemational preliminary examination is made, this opinion will be considered 1p by a written opinion of the
International Preliminary Examining Authority (“IPEA") except that this does not apply where the applicant chooses an Authority
other than this one 1o be the IPEA and the chosen IPEA hag notified the International Bureau under Ruts 66.15is(b) that written
opinions of this Intematione! Searching Authority will not be so considered,

1fthis opinion is, as provided above, considered to be & written opinion of the IPEA, the applicant is invited to submit 1o the IPEA
& writlen 1eply together, where appropriate, with amendments, before the expiration of 3 months from the date of maiting of Form
PCTASAS220 or before the expiration of 22 months from the prionity date, whichever expires later.

For further oplions, se¢ Form PCT/ISA/220.

Name and mailing sddress of the ISA/US

MNaR Stop PCT, Attn: IBAUS.
Cammissionar for Patants
P.O. Box 1450, Aloxandra, VA 22313-1450

Facsimile No, 571-273-8300

Date of completion of this opinion

20 December 2018

Authorized officer

Blaine R. Copenheaver
PCY Halpgesk: §71:272.4300

PCTOSP. S1-212.TTM4

Form PCTASA/2YY {cover sheet) (Tanuary 2015)

Pi2021000684-




WRITTEN OPINION OF THE Intemiativnal application No.
INTERNATIONAL SEARCHING AUTHORITY

PCTAIS2018/059T12
Box No. 1 Basis of this oplnion
1. With regard to the language, this opinion has been established on the basis ol
EX] the intemnationat spplication in the fangusge in which it was fifed.
[C] o transtation of the intemational application ino which is the langusge of s transiation

firnished for the purposes of inlemnations] search (Rules 12.3(a) and 23.1(b}).

2, D This opinion has been established taking into account the rectification of an obvious mistake suthorized by or notified to
this Authority under Rule 91 (Rule 43b/s.1(s)).

3 D With regard {0 any nucleotide and/or amino acid sequence disclosed in the internalional application, this opinion has
been established on the basis of & sequence lisling:

8. [_] forming part of the intemational application as filed:
(] in the form of an Annex C/ST.25 text file.
D on paper or in the form of an image file.

b. D furnished together with the intemational application under PCT Rule 13/er.1{a} for the purposes of international
search only in the form of an Annex C/ST.25 text fite.

c. [] fumished subsequent to the intemational filing date for the purposes of international search only:
[T inthe form of an Annex C/ST.25 text file (Rule 13fer.1(a}).
D on paper orin the form of en image file (Rule 13ter. 1{b) and Administrative Instructions, Section 713).

4. D In eddition, in the case that more than one version or copy of a scquence listing has been fited or furnished, the required
statements Usat the information in the subsequent or additional copies is identical to that forming part of the application as
filed or docs not go beyond the application as filed, as appropriate, were furnished.

3. Additional comments:

Form PCT/ASA/237 (Box No, I} {January 2015)

Pizo21000684-




WRITTEN OPINION OF THE Int¢mational application No.
INTERNATIONAL SEARCHING AUTHORITY PETAIS2018/058712

Box No.Ill  Nor-establishment of opinion with regard to novelty, inventive step and industrial applicabHity

The questions whether the claimed invention appears to be novel, to involve an inventive step (10 be non obvious), or to be industriafly
applicable have not been examined in respect of:

D the entire intemational application.

claims Nos. 4-10, 22-30

because:

the said intemationa! application, or ihe said claims Nos. relate to the following
subject matter which does not require an intemnational search (specifiy):

the description, claims or drawings (indicate particular elemenis below) or said claims Nos. 4-10, 2230
are so unclear thal no meaningful opinion could be formed (specify):

Clalm 4-10 and 22-30 are mullipla dependant clalms not drafted In accordance with the second and thizd sentences of Rule 6.4(a).

D the claims, or said ¢leims Nos. are 5o inadequately supported
by the description thet no meaningful opinion could be formed {xpecifi:

10 intemational search report has been esteblished for seid elaims Nos, 4-10,22-30

D s meaningful opinion could not be formed without the sequence listing, the applicant did not, within the prescribed time limit:

D furnish & sequence listing in the form of an Annex C/ST.25 text file, and such Hsling was not available to the
Intemational Searching Authority in the form and manner acceptable to it; or the sequence listing famished did not
comply with the standard provided for in Annex C of the Administrative Instructions,

E:’ furnish a sequence listing on paper of in the form of an image file complying with the standard provided for in Annex
C ofthe Administrative Instructions, and such lisling was not available to the Ini¢mational Searching Authority in the
form and manner scceplable to it; or the sequence listing fumished did not comply with the standard provided for in
Annex C of the Administrative Instructions,

D pay the required Jate fumishing fee for the fumishing of & sequence listing in response (o an invitalion under
Rule 13rer.1(8) or {b}.

[j See Supplemental Box for further details,

Form PCTASA237 (Box Ne. Iil) {January 2015)

Pr20210006g4-




WRITTEN OPINION OF THE International application No.
INTERNATIONAL SEARCHING AUTHORITY PCTAUS2018/0509712

DoxNo. V  Reasoned statement under Rule 41475 5{a){t) with regard to novelty, inventive step ead indusieial applicabllity;
citatlons and explanations supporting such statement

1. Statement

Novelty (N} Claims 3.13,17,18 YES
Claims 1,2, 1, 12, 14-16, 19-21, 34-36 NO

Inventive step (IS) Chaims Nans YES
Claims 1-3, 1121, 31.38 NO

Industrial applicability (1A) Claims 1-3, 11-21, 31-36 YES
Claims Nona NO

2. Cilations and explanations:
Claims 1, 2, 11, 12, 14-16, 19-21, and 31-36 lack novely under PGT Adicle 33(2) as being anticipated by Caprio.

Regarding Claim 4, Caprio discloses a pharmacautical compasition for treating sexual dysfuncion (Abstradt, compositions for the
traatmant of eraclite dysfunction) In a human (Para. [0017), “subject” inthuidos...human), comprising one or more dosage forms configured
to deliver (Pars. [0023), administration...components of the composition are supplied either separatoly or mixed logether in unit dosega
form}: a cannabinold componant comprisad of al laast ona of 5 my to 500 mg of telrahydrocannatino! {THC) (Paras. {0005){0008)],
eannabls, or extract thereof, is administered In an amount from about 5 myg to gbout 50 mg... [n some embadimants, ths cannabls exiract
compiises cannabincid letrahydrocannabinol (THE)) or 5 my to 500 mg of cannabldiol (CBD); and a therapeuticaly effective amount of a
sexval tosponse enhancing component salscted from the group consisting of sikdensfd, tadalafil, and vardanafit {Paras. j000S}-10007),
composition may comprise & tharapeufically effective amount of an anti-erectile dysfunclion drup {AED), or pharmaceuticaly accaptable
sall thereok; and cannabls... AED may comprise vatdanafi, avanall, siidenafd, lsdalafil).

Ragarding Clalm 2, Caprio discloses the pharmaceutical composhion of claim 1, wherein the cannabinokd component further comprises at
leasl ons of cannsblnol (CBN}, letrahydrocannablvarin (THCV), cannablgerol (CBG), dronabinol, nablione, a derivative of THC, or s
darivative of CBD [Para. {0025), comprise one or more cannabinokd selected from...cannabidiolic acid (CBDA), cannabldivarin {CBDV),
and cannabidivarinic acid (CBDVA)).

Regarding Claim 11, Caprio discioses an ingestible dosege foim for enhancing sexual respensa (Absiradl, compaositions for the treatment
of esectila dysfunction; Para. [0032), Administration may also ba orally...capaules: Para. {0023), administration...components of tha
composition are suppliad either saparately or mixed together in unil dosage form) and sensitivity (Paras. [0005)-]0007}, cannabis, or
exiract thereof, Is administerad in an smount from ebout 5 mg 10 aboul 50 mg...composilion may comprise a tharapeautically effoctive
amount of an anti-erectile dysfuncion drug [AED), or pharmaceuticaly accaplable salt thoroof; and cannabis.. .AED may comprisa
vardanal?, avanafil, sildenafl, tadaiafii; Le., this composition is the clalmed composition; thus, tha composition must inharontly exhitit the
same properlies, such as enhancing sexual sensitivity) in a human (Para. {0017), "subjact” inciudes...human), comprising: an Ingestible
cannabinold component comptising at laast ono of S mg to 500 mg of telrahydracannabinol (THC) (Para. {0023], components of the
composition are supplied sither soparataly or mixed together in unit dosage form; Pata, [0032], Adminislration tnay also be orally...
capsulas; Paras, [0D05]-{0008], cannabis, or extract thareof, Is administered In an amount from about 5 my to about 50 mg...In some
ombodiments, the cannabls oxtract comprises cannabinold tetrahydrocannabinol {THC)) or 5 mg 16 500 mg of cannabidiol {CBDY; and 8
lablot of capsule {Para. [0023), componants of the composition are supplied either separately or mixed logelher in unkt dosage fom; Para.
[0032}, Administration may also be orally...capsules) thal conlalns a sexusl response enhancing component selecled from a
therapsutically effective amoun! of sildenalil, tadalafd, or vardenafl in {Paras, [0006}-{0007], composition may comprise a therapoutically
effactive amount of en enti-arectile dysfunclion drug (AED), or pharmaceutically acceptable salt theraof; end cannabis...AED may
comprise vardenafl, avanafl, sildanafl, tadalafil) andfor at laast 1 ¢, such as al least 2 ¢, of an hetbal supglement comprising one or mone
of |-arginine, L-Gtruling, yahimba root, ginseng (e.9., Korean red ginsing), ginkgo biloba, homy goal wead, goosefool, Chenopadium
ambrosioidas, Chiorophytum bodivilianum, Desmadium gangoticum, gaific cornbined with vitamin C, and/or damlana.

Regarding Claim 12, Caprio discioses the ingestible dosage form of claim 11, whereln the ingsastible cannabinokd component (Para.
[0023), components of the composition are supplied either separately of rmixed together in unit dosage form; Para. [0032), Administration
may also ba orally,..capsites; Paras. [0005]-{0008], cannabls, or axtract tharaof, Is administered...cannhabls extract comprises at lrast one
cannabinaid) Is a tablat or capsule (Pata. [0032), capsute).

Form PCTASA23T (Box No. V) (January 2015}

Pl2021000684-




WRITTEN OPINION OF THE Intemnational application No.

INTERNATIONAL SEARCHING AUTHORITY PCTIUSZ018/089712

Box No. VIII Certaln observations on the Interastiona! application

The following observations on the clarity of the claims, description, and drawings or on the question whethier the claims are fully
supported by the description, are made:

Clairns 31 and 33 are objecled to undar PCT Rule 66.2{a)(v} as lacking clanity under PCT Articlo 6 bacause caims 31 and 33 are
indefinite for the following reasons:

Regarding caims 31 and 33, the claims feil to provide sufficlent antacodeni basis for “the cannabis extract.” For purposas of the Written
Oplnion proposed, claims 31 and 33 have been analyzed as "a cannabls exiract” lo provide sufficlent antecedont basis lor “ths cannabis
exiracl” as best inlerproled.
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Ragarding Claim 14, Caprio discloses a composition for enhancing sexual responss and sensitivity (Abstract, compositions for the
troatmant of erectite dysfunction: Paras, [0005]-[0007), cannabls, or exitact thereof, is adminislerod in an amounl from about 5 my fo
sbout 50 mg...composilion may comprise a therapautically effaclive amount of an anli-arectfa dysfunction dnug (AED), or
pharmacouticaly accoptabla salt thereof; and cannabls... AED may comprise vardenaf¥, avanaf, siklenaf, tadalafi; Le., this composition
is the claimad composition; thus, the composition must inharaatly exhibit the same properties, such as enhancing sexual sensithvity)in a
human {Para. {0017), *subject’ includes...human), comprising: a toptcal cannabinold dosage form (Para. [6023), components of the
composttion aep supplied elther saparately; Para, {0032), administer the cannabls extract or cannablnoid/anti-ED agent comblnation, of
pharmaceutical compositions comptising sama, locally to the area in nead of treatment, such as the grein rejoln or penis. This method of
administration may be achloved by, for axample, and not by way of Emitation, local Infusion, toplcal application} comprising atleasi ong 5
mg lo 500 my ol telrahydrocannebinol {THC) (Paras. [0005)-{0008], cannabls, o extract thereo!, is adminisierad in en amounl from abit
5 my le about 50 mg...In some ambodiments, the cannabls extract comprises cannabineld telrahydrocannabinol (THC)) or 5 mg to about
500 mp of cannabidiol (CBD); and a lable! or capsule (Pera. [0023), components of the composition are supphed either saparately; Para,
[0032), Administration may also be orally...capsules) that conlalns a sexual rasponse anhancing componen! selacted from
therapeuticatly etfactive amount of silkdenafil, ladalali, or vardenafil in (Peras. {0006]-[00071, composiion may comprise a therapautically
offective amount of an anti-erectila dysfuncion drug (AED), or pharmaceulically acceplabia sall thereof; and cannabia,, AED may
comprise vardenall, avanafd, sidenafil, ladalafi) and/or atleas! 1 g, such as at least 2 g, of an horbal supplament comprsing one of
more of L-arginine, L-citrulline, yahimba root, ginseng {e.p., Korean red ginsing), pinkgo biloba, homy gost weed, gooseloot,
Chenopodium embrosioides, Chiorophytum borvilianum, Dosmodium gangeticum, garfic combined with vitamin ©, end/or damiana.

Regarding Claim 15, Capsdo discloses tha composition of daim 14, wherain the lopical cannabinold dosage form (Para. [0032],
sdminister the cannabls extract of cannabinoid/ent-ED agent combination, or pharmaceutical composiions comprising samuo, localy lo
the area in need of reatment, such as the groln rejoin or ponis. This method of sdministration may be schiaved by, for example, and not
by way ol limitation, local infusion, topica) application) is selecled from he group consisting of massege ofs, lotians, gels, creams (Para.
{0022), gels, creams), lubricants, genilal sprays, vaginal palch, vaginal supposilory, and anal suppository.

Ragarding Claim 16, Capro discloses a composition for enhancing sexval rasponsa and sensillvity {Abstract, compositions for tha
traatmant of erectila dysfuncton; Paras. [0005}-[0007], cannabls, ot exiract theteod, is administared in an amount from about 5 mg to
about 50 my...composilion may comprise a therapouticatly eteclive amount of an anti-erectie dysfuncion drug {AED), or
pharmaceutically acceplable sa'l Ihareof; and cannabls...AED may comprise vardenafl, avanalil, siidenaf, tadatafl; i.e., this composition
is the claimad composilion; thus, the composition musl inharently exhibit (ha same properies, such as enhancng sexual sensitivity) in s
human {Para. [0017}, “subject” includes,..human), comprising: 8 vaponzable and Inhalable cannabinoid dosagae form (Para. [0032],
administlar the cannabls extracl o7 cannabinoid/anil-ED agont combination, or pharmaceuticat composilions comprising same...
Adminisiealion may also be...vapors; Para. [0023), administration...components of the compositon are suppied elther separately or
mixed togethar in unil dosage form; Pleasa Sea Applicants Spatification, PCTUS/2018/059712, Para. {0089), stating "vapor that carfes
the components of intoresl and can be inhaled,” i.e., vapes dosage form is inhalable) configured to provide ol feast one of a dose of 5mg
1o 500 mg of tetrahydrocannabino! (THC) (Paras. [0005]-{0008], cannabis, or exlract thereof, Is administered In an amount from about §
mg 1o about 50 mg...In some embodiments, the cannabis extract comprises cannabinold tetrahydrocannabinol (THC)) or a dose of 5mg
to 500 mg of cannabldiol (CRD): and a 1ablal, capsule, of toplerl dosage form (Para. [0023], administration...components of the
composition are supplied either saparately or mixed togather in unil dosage form; Paza. (0032, Adminisiration may elso bo orally...
capsules) that conteins a sexual response enhancing component selecled from a therapeutically efiactive amount of sildenaf®, tadatahl,
or vardenafil in (Paras. [0006H0007], composition may comprise a therapewtically effaclive amount of an anti-erectile dysfunclion drug
(AED), or pharmacauticaly accaplab’s salt thoreof: and cannabis., AED may comprise vardenaf, avanafl, sildonafi, tadalafil andfor at
Isast 1 g, such as at loast 2 g, of an herbal supplement tomprising one or more of L-atgining, L-cinuliing, yahimbe rool, ginseng (e.4..
Koraan rad ginsing), ginkgo biteba, horny goat wead, goosafoot, Chenepodium ambrosioldes, Chloraphytum borvilianum, Dasmodium
gangaticum, gadc combined with vitamin C, andfor damiana,

Regarding Clalm 19, Caprdo distioses a method of eating sexual dysfuncion (Abstzact, methods and composttions for the treatmant of
oractile dysfunction} and/or enhancing sexual tesponsa and sensitivily In a human (Para. (0017}, “subject” includos. . .buman),
comprising: administering by ingastion (Para. {0023], components of the composition are suppied ailhes separalely of mixed togather in
unt dosage fonn; Para, {0032), Administralion may akso ba orally., .capsifes), inhalation, or topicatly a cannabinold comprising at feast
one of tetrahydrocannabino! {THC) or cannabitiol (CBD) (Para. [0008], In some embodimants, ihe cannalys exiracl comprises
cannabidio! (CBD). in some embodiments, the cannabls axtract comprises cannabinoid tetrahydrocannsbinel (THC)); and administering
by ingestion (Para. [0023), componants of Lhe composition are supplied either saparately of mixed togethar in unit dasage form: Para,
[0032}, Administration may also ba oralty,..capsufes) an effective amoun! of a sexual response component selectad from tha group
consisling of sildenafil, tadalaf, vardenafil {Paras. {0006]-{0007}, composition may comprise a therapeuticaly effsctive amount of an
anti-erecks dysfunction drug (AED}, or pharmaceutically acceptable salf thereo!; and cannabis, ., AED may comprise vardenafii, avanafil,
sildenafil, tadalafil), herba! supplement, and combinations thores!,

Regarding Claim 20, Caprio disclosss the melhod of daim 19, whereln the cannabinoid comprises 5-500 mg, of 7.5 450 mg, or 10400
M, of 15-350 mg, or 20-300 mg, or 25-250 my of THC (Paras. {0005]-{0008). cannabis, or extract thareof, is adminlstarad kv an amount
from about 5 my to about 50 mg... cannabls extract comprises cannablnold tetrahydrocannabine! (THCY)).

Regarding Claim 21, Caprio disciosas the method of cialm 19, whereln the cannabinoid comprises 5-500 mg, of 7,5-450 myg, or 10400
myg, or 15-350 mg, or 20-300 mg, or 25-250 mg of CBD {Paras. [0005]-[0008], cannabis, or extract thoreof, Is acministarad in &n amount
from about 5 mg 1o aboul 50 my...cannabls exiract comprises cannabldio! (CBD)).
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Regarding Clalm 31 (as bast intamratad), Caprio discloges a mathod of reating sexual dysfuncion {Abstract, methods and compositions
for the roatment of arectile dysfunction) andfor anhanting soxval response and sensitivity in 8 human (Para, [0017], "subledt’ Includes...
human), comprising: administaring a cannabinold via tablo! or capsute, s cannabls exiract comprising 8l loast one of
totrahydrecannabinol (THC) (Para, [0023], components of the composhion ete supplied either separataly ar mhied tagsther in unit
dosage fom; Para. {0032), Adménfsiration may also be orally...capsules; Pora. [0008], in soma embodiments, the cannabls extract
compiises cannabinold tetrahydrocannabinol {THG)) or cannabidiol (CBD}; and administering via 1ablst or capsule (Para. (0023},
compononts of the composiion are supplied either saperalaly or mixed togsther in unit dosage form; Para, {0032), Administration may
also be oralfy...capsules) an sfective amount of a sexusl 1esponse componant selected from the group consisting of sildenafi], tadatafi,
vardanafl (Paras. [0006]-{0007). composiion may comprise a therapsutically effaclive amount of an anil-eractite dysfunction drug {AED),
of pharmaceutically acceptable sall thereof; and cannabls... AED may comprise vardenalil, avanafé, sitdenafl, tadatafil), L-arginine,
herbal supplemeni, and combinations thereol.

Regarding Clalm 32, Caprio discloses the method of dalm 31, wheroin the sexus! response component {Para. {0008}, composition may
compiise...an antherectite dysfunciion drug {AED}), Is sulecled from tha group consisting of sikdenafi, tada¥fil, and vardenaft (Pata.
[0007), AED may comprise vardanafd, avanafd, slidenalt, tadalafit).

Regatding Claim 33 (83 bes! interpretad), Caprio discloses a method of trealing sexual dysfunclion (Abstract, methods and compositions
for tha treatment of srectile dysfunction) and’or enhancing sexual response end sensiltivity In @ human (Para, [0017], *subject” inciudes..,
human), comprising: administering a cannabinoid by ingestion of a tablet, a capsule, an infused adible, or iquld shot, a cannabis extract
comptising al laast ono of tetrahydrocannabinot (YHC) (Para. {0023), componients of the composition ara supplied either separataly of
mixod togeiha! In unit dosage fom; Para. [0032), Administration may also be orally...capsules; Pare. [0008), In some simbodimants, the
cannabis exiract comprisas cannabinoid tatrahydrocannabingl (THC)) of cannabidiol (CBD}; and adménistering by ingestion (Para.
[0023), componants of tha composition are suppliod oither separalely of mixed logether In unit dasape form; Para. [0032), Administration
may also be orally...capsules) an offective amount of a pharmaceutical selecled from the group consisting of sildenafil, tadaafd, and
vardenafil (Paras, (0006)-[0C0T), composiion may comprise a therapauticakty effectiva amount of an anti-erectile dysfunction dnug {AED),
ot phamaceuticatly acceplable sail thereof; and cannalis... AED may comprise vardenafil, avanalil, sitdenafif, ladalafiff).

Regarding Claim 34, Caprio discioses Ihe method of cialm 33, whereln the pharmacautical comprises siklenafi {Paras. [0006}-{0007],
composition may comprise a therapauticaly effective amoun! of an ant-ereclite dysfunction drug (AED)...AED may comprise vardenafi,
avanafl, sfdenalil),

Ragarding Claim 35, Caprio discioses the method of claim 33, whersin the pharmaceutical comprises tadalafil (Paras, {0008)-{0007],
composilion may comprise & thasapeuticaly ef{ective amount of an enti-arectito dystunction drug (AED)...AED may comprise vardenali,
avanafi, siidenafi, ladalef),

Regarding Claim 38, Ceprio discloses the method of claim 33, whareln the pharmaceutical comprises vardenafil (Paras, [0006)-[0007],
coinposilion may comprise a tharapeuticaly effective amount of an antl-erectite dysfunction drug (AED)...AED may comprise vardenafi).

Claims 3, 13, 17, and 18 fack an Invantive slap under PCT Artkels 33(3) a5 baing obvious over Cagprio in view of Bictech Inslite LLG
(hereinafisr Biotech).

Regarding Cialm 3, Caprio discioses the pharmaceulical composition of daim 1, whereln atisast a poriion of the cannabinold component
i5 obtained from plant parts of one or more plants (Para, {0025), frem the bud of a marijuana plant...extracl may compiisa 0ne or mote
cannabinokd), but falts to explicitly disclose plants sefected from Cannabls sativa, Cannabis indkes, and hybrids thereof. Blotechis In tha
fiald of composilions for the use of cannabls {Abstract), Including medically (Para. 0200)) and teaches plants sefected from Cannabis
saliva, Cannabls indica (Para. [0211), cannabinoid fourd I Cannabls salive and Cannabis indica), and hybiids thereol. It would have
baen obvious 1o one of ordinary skill in the art al the lime of tha invention lo modify Caprio with the teaching of Biotech to dotaill plants
salacted from Cannabls sativa, Cannabis Indica. The motivation for doing so would have been to detall plants that contain cannabinold
{Biolech, Para. [0211]) and thereby use A to traat oractils dystunction (Caprio, Paras. [0006}]0008)).

Regarding Claim 13, Caprio discloses the ingostible dosage fom of clalm 14, wheroin the ingestibla cannabinold component (Para.
10023), componsnts of tha composition are supphied either separately or mixed together In unit dosage fomy; Para. [0032), Administration
may also be orally...capsuies; Para. [0008], cannabis extracl comprises at laast one cannabinoid), bixt falls to explicity disclose
componan! is selected from the group consisting of oral drops, lozanges, kifipops, {food praparations, such as brownies, conkdas, or
chocolates, chews, gum drops, soft candlas, hand candias, and liquid shols. Biotech is In tha fleld of compositions for the use of
cannabls (Abstract), including madically (Para. [0200]) and leaches component is sefacled from ths group consisting of ore! dtops,
iozanges, lollipops, food proparaons, such ns brownies (Para. [0813), Cennabis edibles such as candy, brownies, and other foods are a
popular method of consuming cannabls), cookies, of chocolates, chews, gum drops, soft candies, herd candiss, and Squid shols, It
would have boan obvious to one of ordinary sxill in Lha art at the time of tha Invention 1o modify Caprio with 1he teaching of Biotech to
detall componenl s salocted from the grovp consisling of food preparations, such as brownles. The motlvation for doing so would have
been to detali & popular method for consuming cannabis for madicinal purposes (Blotach, Para. [0813]) and thereby use it lo treat sreclile
gdysfunclion (Caprio, Paras. [0006)-{0008]).
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Regarding Clalm 17, Caprio discioses the composition of clalm 18, whereln tha vaporzable and Inhalable cannabinold dosage form
(Para. [0032), administar the cannabls oxtract or cannabinoid/anti-ED agant combination. .. Administration may atso be...vopors; Pare.
[0023}, administration. ..componants of tha composition are supplied sither separately or mixed logether in unit dosege form; Please See
Applicants Specification, PCT/US/2018/059712, Para, [0088), slating "vapar that carriss the components of interesl and can be inheled;”
1.6., vepor dosage Torm is inhalabla), but falls o expficilly disclose dosage Is formulated for vaporization and Inhalalion using a heat
vaporizer, Blotech Is In tha figld of compositions for the use of cannabis {Abstract), includlng madlcally (Para. [0200]} and

teaches dosage Is formulated for vaporization and inhalation using a heal vaporizer {Paras, [0871)-{0872), Vaporization Is the procass of
heating & substance lo iis bolling polnt to 1eleasa vepor containing the active constitusnts in 8 gassous slate. This vapor can bs inhated
to defver the aclive agenls In the drug...vaporization devica requires, at its most basic, a source of heat), It would have bean obvious to
one ol ordinary skiil in the art a! the time of the inveation o madify Caprio with the teaching of Biotach to detail dosags is formudatad for
vapodzation and inhalation using a hesl vaporizer. The motivation for doing so would have beon lo detsl! how to Inhale aclive agents
withoul harmful irritants and carcinagens (Biolach, Para. [0871]} and thereby use it o treal eracifle dysfunclion {Caprio, Paras.
{0006]-[0008]).

Regarding Claim 18, Capiio discloses Lha composition of clalm 16, whereln the vaporizabla and inhalable cannabinoid dosage form
(Pars. {0032), administar thi cannabis extract or cannabinold/anti-ED agoant combination.. Administration may alse be.. .vapors: Para.
[0023), adeministzation...components of the composhion are suppiled oithor saparately of mixed together in unil dosage form; Ploase Ses
Applicanis Spetification, PCT/US/2018/0597 12, Pasa. {0089), staling "vapor that camias the components of interost and ¢an be Inhplad,”
i.e., vapor dosage form is inhalable), bul fails to explicitly disclose dosaga is formulated for vaporization and inhatation using a nabulizer,
Blotach Is in the field of compositfons for the use of cannabis (Absiract), Including medically (Para. [0200]) and toaches dosags is
formuteted for vaporization (Para. [0871), Veporization is the process of heating » substance 1o its beiling point 10 relesse vapor
containing the active constiluents in a gaseous slate, This vapor can ba Inhaled lo dallver tha aclive agents In the drug) and inhalation
using a nebulizer (Para. [0811), extracis of [he present invention are designed to preduce producls for human or animal consumption via
inhalation {via...ngbulization)). i would heve been obvious lo one of ordinary skil In the ari al the tima of the Invention to modity Caprio
with the teaching of Biolech lo detall dosaga Is formulated lor vaporization and Inhalation ueing 8 nebutizer. The molivalion for doing so
would have been 10 detel! how lo Inhale active agents (Biotech, Para, [0B11]) and lhereby use il to treat erectile dysfunction (Caprio,
Paras. [0006}-{0008]).

Clalms 1-3, 11-21, and 31-36 meot the ¢ritoria se out in PCT Article 33(4), and thus have industial applicability because the subject
rnatier claimed can be made or used in induslry,

Form PCTAISA/237 (Supplementat Box) {January 2015)

Pr202¢000684-




Verified DOCKETED
ity MO Fyen 15257.208

By: kplatt on: 18 Jan 2019 ay DAnderson On 18 Jan 2019

Action Adticle 19 Amendmen!s

PATENT COOPERATION TREATY """ =om

Submit IDR

From the INTERNATIONAL SEARCHING AUTHORITY

To: JOHN M. GUYNN PCT

WORKMAN NYDEGGER

60 EAST SOUTH TEMPLE

SUITE 1000 NOTIFICATION OF TRANSMITTAL OF
SALT LAKE CTiY, UT 841114 THE INTERNATIONAL SEARCH REPORT AND

THE WRITTEN OPINION OF THE INTERNATIONAL
SEARCHING AUTHORITY, OR THE DECLARATION

(PCT Rule 44.1)

Dateofmailing ) 5 JAN 2019

{day'monihyear}

Applicant's or agent's file reference
FOR FURTHER ACTION  Sce paragraphs 1 and 4 below

15257-20B

International application No, Insernstional filing date
PCT/US2018/059712 (daymomhiyear) 07 November 2018
APBIECE 1 YSM, LG

1. The applicant is hereby notified thet the intemationdl search report and the written opinion of the Intemnational Seerching
Authority have been established and are transmitied herewith.
Filing of amendments and sintement under Article 19:
The applicant is entitled, if he so wishes, 10 amend the claims of the inlemational spplication {see Rule 46):
When? Thetime limit for filing such amendments is normally fwo months from the date ol transmittal of the intemational
search report.

How?  Dircelly to the Intemational Bureau of WIPO preferably through ¢PCT or on paper to, 34 chemin des Colombetics
1211 Geneva 20, Switzerland, Facsimile No.: +41 22 338 82 70
For more detailed instructions, see PCT Applicant's Guide, Imerational Phase, paragraphs 9.004 - 9.011.

2, D The applicant is hereby notified that no intermetional search report will be established and that the declaration under
Article 17(2)a} to that effect and the written opinion of the Inizmational Searching Authority are transmitted herewith.

3 [:] With regard to any protest against payment of (an) additional fee(s) under Rule 40.2, the applicant is notified that:

the protest together with the decision thereon hias been transmitted to the Intemnational Bureau together with any
request to forward the texts of both the protest and the decision thereon 1o the designated Offices,

no decision has been made yet on the protest; the applicant will be notified as soon as a decislion is made.

4, Reminders

The applicant may submit comments on an informal basis on the written opinion of the Internstional Searching Authorlty
lo the Internalional Bureau. These comments will be made available 1o the public sfter intemational publication. The
Intemalional Bureau will send a copy of such comments 1o all designated Offices unfess #n international preliminary
examinafion report has been or is to be established.

Shortly efier the expitation of 18 months from ihe priority date, the int¢rnational application will be published by the
International Busezu. If the epplicant wishes to avoid or postpone publication, a notice of withdrawel of the international
application, or of the priotity claim, must reach the International Burcau before the completion of the technicel preparations for
international publication (Rules 9054s.1 and 9044.3).

Within 19 months from the priority date, but only in respect of some designated Offices, s dernand for internationsl preliminary
examination must be filed if the applicant wishes to postpane the entry into the national phase untit 30 months from the priority
date (in some Offices ¢ven later), otherwise, the applicant must, within 20 months (iom the priority dele, perform the
prescribed acts for entry inte the national phase beforé those designated Offices. In respect of other designated Offices, the
time 1imit of 30 months (or 1ater) will apply even if no demand is filed within 19 months. For details shout the epplicable time
limits, Office by Office, see www.wipo.intpetienfiextsftime, limits him) and the PCT Applicant's Guide, National Chapters.
Within 21 months feam the priorily date, the applicant may request that a supplementary international search be carried
out by a different International Searching Authority that offers this service {Rule 45bis.1). The procedure for requesting
supplementary international search is described in the PCT Applicant’s Guide, Internationa! Phase, paragraphs 8.006-8.032.

Name and mailing address of the ISA/US Authorized officer

Mag Stop PCY, Atin: ISALJS f

Commissionar for Patents Blaine R, Copenheaver
£.0. Box 1450, Aloxandda, VA 200131450 peTH R

Facsimile No, 571-273-8300 Telephone No. poy pon o74279.9m74
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INTERNATIONAL SEARCH REPORT
(PCT Article 18 and Rules 43 and 44)

Applicant's or agent’s file reference FOR FURTHER see Form PCTASARI0

15257-208 ACTION as well ns, where applicable, item 5 below.
Internationsl appiication No. Internationa! filing date (daymomih/vear) | (Enrliest) Priority Date {day/month/vear}
PCTIUS2018/058712 07 Hovember 2018 07 August 2018

Applicant

ILYSM, LLC

This intemational search report has been prepared by this intemational Searching Authority and is transmitied to the applicant
according to Article 18. A copy is being transmitied to the Intemational Bureau,

This intemnational search report consists of a tolal of 3 sheets.
D It is also accompsnied by a copy of cach prior art dbcument cited in this report.

1. Basis of the report
a. With regard to the language, the international search was earvied out on the basis of:
ﬁ the intemational application in the language in which it was filed.

[:] a transiation of the international application into which is the language of
a ransiation furnished for the purposes of internations} search (Rules 12.3(x) and 23.)(b)).

b. D This international search repont has been established taking inte account the rectification of sn obvious mistake
authorized by or notified to this Authority under Rule 21 {Rule 41.655{8)).

[ D With regard 1o any nucleotide and/or amino acid sequence disclosed in the international applicalion, see Box No. 1.

2. Certain ¢laims were found unsearchable {see Box No. 11).
3. [ unity of tnvention is tacking {see Box No. 111).

4, With regard 10 the titie,
the 1ext is approved as submitied by the applicant,
D the texi has been established by this Authority to read as foltows:

5. Withregard to the abstract,
the text is approved as submitted by the applicant.
D the text has been established, according to Rule 38.2, by this Authority as it sppears in Box No. IV, The applicant may,
within one month from the date of maiting of this intenational search report, submit comments to this Authority.
6. With regard 10 the drawings,
5. the Gpure of the drawings to be published with the abstract is Figure No.
[:_] as sugpested by the applicant.
D as selected by this Authority, because the applicant failed to supgest a figure.
[:] as selecied by this Authority, because this figure better characierizes the invention.
b. D none of the figures is to be published with the abstract.
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Box No. Il Observations where certain claims were found unsearchable (Continuation of item 2 of first sheet)

This intemational search report has not been established in respeet of certain claims under Article 17(2)(a) for the following reasons;

X D Claims Nos.:
because they relete to subject matter not sequired to be searched by this Authority, namely:

2 D Claims Mos.:

because they relate 10 parts of the intemational application that do not comply with the preseribed requisemeats 1o such an
extent that no meaningful international search can b carried out, specifically:

3 Claims Nos.: 4-10, 22.30
because they are dependent claims and are not deafted in accordance with the second snd third sentences of Rule 6.4(s),

Box No. 11l Observations where unity of invention is tacking {Continuation of Item 3 of first sheet}

This international Searching Authority found multiple inventions in this international application, as follows;

i. D As all required edditional search fees were timely paid by the applicant, this international search repon covers all searchable
claims.

2. D As all searchable claims could be searched without effort justifying additionel fees, Lhis Authority did not invite payment of
additional fees.

3. D As only some of the required additional search fees were timely paid by the applicant, this international search report covers
only those claims for which fees were paid, specilicelly claims Nos.:

4. D No required additional search fees were timely paid by the applicant. Cons¢quently, this intenational search report is
restricied 10 the invention first mentioned in the claims; it is covered by ¢laims Nos.:

Remark on Protest D The additional search fees were accompanied by the applicant's protest and, where applicable, the
payment of a profest fee.
D The edditional search fees were accompanicd by the applicant’s protest but the applicable protest
fee was not paid within the time limit specified in the invitation.

D No protest accomparied the payment of additiona) search fees.
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