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Scientific and Clinical 
Rationale



Although erectile

dysfunction does not present risks to the 

individual's life, it can provoke a

series of disorders, such as decreased self-

esteem, increased anxiety, social

relationship impairment and depression, among 

others. Such disorders may cause

repercussions on the general health of the 

patient.

This is the reason why our team  worked in 
the Complete Solution for ED.

Souza J. Sexuality in old age: A Discussion about aids, aging and medicines for erectile dysfunction. J bras Doenças Sex 
Transm 2008; 20(1): 59-64.
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Erectile dysfunction is a global issue
projected to affect 332 million people by 2025

Junior, 2002; Zhag, 2017; Hallanzy,2019; Giullinano, 2002; McKinlay, 2000; Kessler, 2017
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*Reporting by market may vary based on survey methodology, willingness to admit sexual issues, age distribution of population, etc.



ERECTILE 
DYSFUNCTION IS 

ASSOCIATED 
WITH

AGING, CHRONIC 
DISEASES, 

MEDICATIONS 
AND 

BEHAVIORAL 
HEALTH

Erectile dysfunction is exceedingly common, 
affecting 35-40 million Americans. 

1Pathophysiology of Erectile Dysfunction, Penn Clinical Manual of Urology https://www.progressivemenshealth.com/age-major-risk-factor-erectile-dysfunction-2/. 2Massachusetts Male 
Aging Study 3https://www.cdc.gov/diabetes/pdfs/data/statistics/national-diabetes-statistics-report.pdf 4CDC National Health Interview Survey 
https://ftp.cdc.gov/pub/Health_Statistics/NCHS/NHIS/SHS/2017_SHS_Table_A-1.pdf 5https://www.healthline.com/health/copd/facts-statistics-infographic#1

• Hypertension (33.1 million)
• Diabetes (15.3 million)3

• Cardiovascular disease (14.9 million)4

– Coronary artery disease, stroke 
• Depression
• Chronic bronchitis & emphysema (4.8 

million)5

• Neurological disease
– Parkinson’s Disease, Multiple Sclerosis

• Medications for hypertension, diabetes, 
etc.

• Psychological factors (10-20% of cases)
• Post-surgical complications

– Radical prostatectomy, TURP

https://www.progressivemenshealth.com/age-major-risk-factor-erectile-dysfunction-2/
https://www.cdc.gov/diabetes/pdfs/data/statistics/national-diabetes-statistics-report.pdf
https://ftp.cdc.gov/pub/Health_Statistics/NCHS/NHIS/SHS/2017_SHS_Table_A-1.pdf
https://www.healthline.com/health/copd/facts-statistics-infographic


ERECTILE DYSFUNCTION IS 
EXCEEDINGLY

COMMON, AFFECTING 35-40 
MILLION MALE AMERICANS. RISK 

FACTORS INCLUDE CORONARY
HEART DISEASE, DIABETES AND 

OPD

Pathophysiology of Erectile Dysfunction, Penn Clinical Manual of Urology https://www.progressivemenshealth.com/age-major-risk-factor-erectile-dysfunction-2/. Feldman HA, Johannes CB, Derby CA, et al. Erectile dysfunction and coronary risk 
factors: Prospective results from the Massachusetts male aging study. PrevMed 2000; 30:328. 2CDC https://ftp.cdc.gov/pub/Health_Statistics/NCHS/NHIS/SHS/2017_SHS_Table_A-1.pdf 
3https://www.cdc.gov/diabetes/pdfs/data/statistics/national-diabetes-statistics-report.pdf 4 https://www.healthline.com/health/copd/facts-statistics-infographic#1

Erectile dysfunction occurs in relatively young 
patients with diabetes and coronary artery disease

• 15.3 million American males have diabetes; 

approximately 800k million new cases per year. 

• The occurrence of ED is 10–15 years earlier in men with 

diabetes; moreover, ED is more severe and less 

responsive to oral drugs in diabetes, leading to reduced 

quality of life.

• In the Massachusetts Male Aging Study, diabetic men 

showed a threefold probability of having ED when 

compared to men without diabetes; moreover, the age-

adjusted risk of ED doubled in diabetic men when 

compared to those without diabetes.



ERECTILE
DYSFUNCTION IN 

YOUNGER MEN

OFTEN RESULT FROM PSYCHOLOGICAL CAUSES 
LIKE TENSION AND ANXIETY. OTHER FACTORS 

INCLUDE: DEPRESSION, FATIGUE, STRESS, 
FEELINGS OF INADEQUACY, PERSONAL SEXUAL 

FEARS, REJECTION BY PARENTS OR PEERS, 
SEXUAL ABUSE IN CHILDHOOD

PORN 
ADDICTION

RESEARCHERS FOUND A STATISTICAL RELATIONSHIP 
BETWEEN PORN ADDICTION AND SEXUAL DYSFUNCTION, 
ABOUT 26 % SAID THEY VIEW PORNOGRAPHY LESS THAN 
ONCE A WEEK, WHILE 25 % SAID ONE TO TWO TIMES A 
WEEK, AND 21 % SAID THREE TO FIVE TIMES WEEKLY. AT 
THE OTHER EXTREME, 5 % SAID THEY USE PORNOGRAPHY 
SIX TO 10 TIMES A WEEK, AND 4 % MORE THAN 11 TIMES A 
WEEK

https://www.webmd.com/sex/news/20170512/study-sees-link-between-porn-and-sexual-dysfunction#1
https://www.webmd.com/erectile-dysfunction/qa/what-causes-erectile-dysfunction-in-younger-men

Erectile dysfunction is NOT always about
aging; i.e., may occur for non-organic reasons



Alternative treatment modalities may be
inappropriate, ineffective or associated with adverse events

Note: Intra-cavernous injections may include phentolamine, papaverine, and alprostadil. It’s an invasive procedure that is associated with dropout rates as high as 40%–50% due to pain, priapism, penile fibrosis,hematoma, 
ecchymosis, or fear of the needle



MyoStim

ED targets a 

large global 

market with 

unmet needs

Erectile dysfunction is 
very common,

especially in the rapidly 
aging population with 

co-morbid 
cardiovascular

disease and diabetes

Unmet needs are global and 
remain despite the presence 

of several treatments 
(algorithms) in the U.S. and 
Europe; PDE-5 inhibitors as 

first line therapy and a range 
of topicals, devices and 

procedures as second line 
therapy

Patient preferences 
are integral to product 

selection and the 
trade-off between 

satisfaction and 
adverse events

Myostim represents a
potentially significant 

and differentiated 
entrant targeting the
pathophysiology of 
erectile dysfunction 

with proprietary 
signals



Scientific Basis of Competitive Advantage

• Bioelectrical stimulation (BES) is applied 
clinically for treating a variety of 

disorders, such as wound healing 
• BES is based on safely modulating 
various electrical signals to stimulate or 

inhibit the expression of specific key 
genes, to counteract the known 

molecular patho-physiology of ED and 
not just induce vasodilation

• Effects may potentially repair for a long-term 
solution: vasculature, pressure 

(vasoconstriction/dilation balance), nerves and 
penile corporal histopathology 

• The first ED treatment to not just address 
temporary blood flow improvement but to treat 

muscle and nerve damage recovery



MYOSTIM IS THE 

ONLY PRODUCT 

TARGETING THE 

SPECIFIC 

PATHOPHYSIOLOGY 

OF AGING AND

ERECTILE 

DYSFUNCTION



Proprietary precise bioelectric signaling affects local physiology 

DNA REPAIR AND ANTI 
AGING 



• Klotho: the secretory Klotho results in the reduction in TNFα and IFNγ, which can
show anti-inflammatory properties. Klotho can interact with Wnt, which results in the
inhibition of Wnt pathway activity, thus inhibiting the aging process3.

• IGF-1: improve nerve regeneration and neuromuscular recovery4.
• Follistatin: promotes muscle regeneration and recovery. Follistatin is able to

accomplish accelerated muscle restoration not only by leveraging the regenerative
effects of myostatin inhibition but potentially through modulating inflammation5.

3.  Neurological Sciences (2018) 39:1677–1682 https://doi.org/10.1007/s10072-018-3496-x
4. Muscle Nerve. 2010 March ; 41(3): 335–341. doi:10.1002/mus.21485.
5. Journal of Pharmacology and Experimental Therapeutics · March 2014 DOI: 10.1124/jpet.113.211169

The regeneration of smooth muscle cavernosa by BES should result in 
the spontaneous return of erectile1 in contrast to the oral, injection 
therapy and the use of a vacuum pump where the patient is 
treatment dependent2

1. Stief CG. Wolrd J Urol (1995) 13:243-247.
2. Feys H. PHYS THER. 2003; 83:536-543.

https://doi.org/10.1007/s10072-018-3496-x


BES FOR ED HAS BEEN STUDIED FOR MANY YEARS 



MYOSTIM ED CLINICAL TRIALS
Preliminary data suggestive of MyoStim ED safety and efficacy

Statistical significance obtained in 22-patient trial!



MYOSTIM ED CLINICAL TRIALS

An initial study on the effect of functional electrical stimulation in erectile dysfunction: a randomized controlled trial. IJIR: Your Sexual Medicine Journal (2018) 30:97–101



ELECTROSTIMULATION APPEARS SAFE AND EFFECTIVE FOR           
POST-PROSTATECTOMY ED



MYOSTIM ED II CLINICAL TRIALS
UNPUBLISHED DATA (n=?)



International Index of Erectile Function Questionnaire

p < 0.001
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Erection Hardness Score

p < 0.001
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MyoStim ED II study resultsSignificance re: ED?



Blood Flow + Muscle + Nerve 
Regeneration. We have the Only 

Complete ED Solution 
addressing ALL Causes

HOWARD LEONHARDT, CEO





U.S. Business Model 

file:///C:/Users/grube/Downloads/2018%20The%20State%20of%20the%20Urology%20Workforce%20Census%20Book.pdf 
https://www.ahrq.gov/research/findings/factsheets/primary/pcwork1/index.html#targetText=Of%20the%20624%2C434%20physicians%20in,%2C%20general%20pediatricians%2C%20and%20geriatricians.

Physician office 
application 

Physician sale 
to patient for 
personal use

OTC device 
designation 

(DTC)

Physician imprimatur (brand equity)

Urologists (12,660)1

ED subspecialists (226)

GP/FP/IM (160,000)2



127k Myostim patients – 4.2% of the referral population - at $1,600 per patient 
($200 per treatment) generates >$200m in U.S. high margin practice revenues. 
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U.S. Click-through Revenues

25% click through 10% click through Total

*Revenues also generated from premium device sales to urologists and professional sale of “basic” device to patients. Excludes use of Myostim as 
commercially available consumer product. European ED market (patients) > U.S. > Brazil. China has 3-4x number of ED patients as compared to the U.S. 
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To-date investment spending reflects leverage of technology platform 
and effective resource use; additional $1.5 million requested
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To-date Forward



HOWARD
LEONHARDT

Executive Chairman and CEO

LEADING THE 
WAY TO 
CHANGE

PROJECT 
TEAM

NESTOR
GONZALEZ-CADAVID

Chief
Scientific Advisor 

CRISTIANE
CARBONI

Chief Scientific Officer

LESLIE
MILLER

Chief Medical Officer

ALEX
RICHARDSON

Vice President

JORGE
GENOVESE

Vice President

STUART
WILLIAMS

Vice President



CONTACT INFORMATION

LEONHARDT'S LAUNCHPADS 
BY CAL-X STARS

12655 W Jefferson Blvd, Los 
Angeles, CA 90066

LEONHARDT'S 
LAUNCHPADS UTAH, INC

370 S, 300 E, Salt Lake 
City, UT 84111

EMAIL ADDRESS

hleonhardt@aol.com



Appendix
Alternative Treatments



Treatment algorithms established by AUA and European Associated of 
Urology based on severity of ED, outcomes, adverse events and satisfaction. 

Patient preferences noted



First line of treatment, PDE-5 
Inhibitors, do NOT meet the needs 

of all patients (and are contra-
indicated in angina, heart attack 
and uncontrolled hypertension)
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Efficacy: Successful intercourse for general ED population
https://www.pharmaceutical-journal.com/download?ac=1072931

Levitra

CialisViagra

https://www.pharmaceutical-journal.com/download%3Fac=1072931


Second- and third-line product offerings may impact intimacy, 
result in local adverse events or be invasive

Efficacy1
Impact on 
intimacy

Functional recovery 
period

Immediacy of 
effect

Sustainability of 
effect Adherence Safety Cost

First-line

PDE5 inhibitors 70% Low NA 15-30 minutes 4-36 hours NA

systemic side effects; drug 
interactions. Contra-indicated 

CV disease

$25-60/pill x 40 
pills/year =$1,000-

2,400/annum

Second-line

Topical alprostadil2 39-75% Moderate NA 5-30 minutes 1 hour
Dose titration often 

required
Local burning, pain erythema; 

resolve 2 hours

intra-urethral (IU) alprostadil 
(suppository) 68% Moderate NA 5-20 minutes 1 hour

Dose titration may be 
required

Penile pain (36%), urethral 
burning and pain (13%), 

erythema, bleeding $66/suppository

Vacuum devices 50-80% High NA 2-3 minutes 30 minutes
Difficult in obese men; 

need coordination

Numbness, pain, bruising, 
painful ejaculation; unnatural 

feeling $300-500/unit

Low-intensity shock-wave3
60-65% in patient 

subsets None 4-16 weeks? Spontaneous

No standard protocol     
(6-12 applications x 1-

2/week) +/- break
+/- painful during 

administration
$2,500-6,000; platelet 

rich plasma extra

MyoStim ED 70-80% None 4-8 weeks Spontaneous >6 months

Two 45 minute office 
visits per week x 4-8 

weeks No side effects $1,600
Third-line

Intra-cavernosal injections 94% High
2 session injection 

training 5-15 minutes <2-4 hours Penile injection required
wrong injection site, trauma, 

fibrosis, priapism $3-6/dose, syringes
Inflatable penile prosthesis 
(IPP)1 80-90% Moderate 2-4 weeks NA Manual controls Permanent

Infection, bleeding, scar 
tissue $20-30,000

1 Based on patient selection 
criteria;        2 Pending FDA 
approval; 3FDA status unclear

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5715181/


SHOCK WAVE THERAPY: “INVESTIGATIONAL” AND “EXPERUMENTAL”

• Targets vasculogenic source of ED i.e., atheromatous plaque 

destruction and not neovascularization, tissue regrowth, etc. 

•   Poorly designed clinical studies precludes generalizability 

of results: 

different treatment protocols (application 

frequency and duration, therapy duration), 

patient inclusion/exclusion criteria, 

types of devices (# shock waves, energy level), 

Clinical end-points, etc.*

• Pooling of data (n-873) suggests improvement in 

vasculogenic patients. 

• Registry trial planned by GAINSWave

•Urology Times; August 6, 2019; 2Int J Impot Res 2019 May;31(3):177-194

• American Urological Association: “investigational” 

(2018); Sexual Medicine Society of North America 

“experimental, for use under research protocols” 

(March 2019)

• Expensive $3-6,000 for treatment;  use in “packages” 

with platelet rich plasma and other adjunctive 

technologies (e.g., vacuum pumps)

• Use by unscrupulous clinics or spas without evidence-

based treatment protocols



ORAL AND TOPICAL ED THERAPIES HAVE
LIMITATIONS

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4977016/



IIEF Questionnaire

IIEF-5 Questionnaire

0 – Penis does not enlarge.
· 1 – Penis is larger, but not hard.
· 2 – Penis is hard, but not hard enough for penetration.
· 3 – Penis is hard enough for penetration, but not completely hard.
· 4 – Penis is completely hard and fully rigid.

Erection Hardness Score (EHS) 

VALIDATED SURVEY INSTRUMENTS


