
 

 

Futura Medical 
 

Management update details degree of 2021 progress 20 December 2021 

▪ Futura Medical continues to progress its regulatory and commercial activities 

for MED3000, a topical gel formulation for the treatment of erectile 

dysfunction (ED). MED3000 received its CE Mark, in April 2021, for OTC use 

(without a doctor’s prescription) in Europe and is undergoing final clinical 

trials for FDA approval in the US. Successful approval would mean MED3000 

is the first clinically validated OTC therapy for ED approved globally.  

▪ The FDA had clarified that MED3000’s OTC approval pathway, as a de novo 

medical device, requires only a 100-patient confirmatory trial (FM71) and a 

Human Factors Study (HFS). FM71 is designed to provide six-month efficacy 

data in a defined mix of patients (including African Americans) with mild, 

moderate, and severe ED. The first patient was enrolled in September and 

just over 100 are now being treated. Enrolment should complete shortly, a 

further ten participants would provide sufficient headroom for the inevitable 

drop out seen in such studies. Timelines suggest expectations of regulatory 

submission around end-Q322 and potential approval in Q123 are realistic.  

▪ The Human Factors Study has been completed successfully. 32 patients 

showed they were able to correctly self-diagnose ED, made the correct self-

selection decisions (considering their own health history), understood the 

instructions for use, and took appropriate heed of the warnings on the label. 

The high degree of comprehension is an important element in satisfying the 

FDA’s criteria for use in the OTC setting, and in supporting an OTC filing.  

▪ During 2021 commercialisation discussions were initiated. The first 

agreement, with Atlantis covering China and Far East, was secured in March. 

This was followed by partnerships with m8 Pharmaceuticals (moksha8) for 

Brazil and Mexico in August, and with Labatec for the Gulf and Middle East in 

September. More deals covering European and other regions are said to be in 

advanced discussions, with the emphasis still on prioritising longer-term 

value creation and brand building rather than near-term payments. Scale-up 

of manufacturing and production capacity to meet projected demand is 

progressing well. Further updates on both fronts are expected during 2022.  
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Company description: 

Futura Medical is an R&D driven small 
pharma company, with a novel 
DermaSys transdermal delivery platform. 
The lead programme, a topically applied 
gel (MED3000), has been approved as an 
OTC product for ED (erectile 
dysfunction) in Europe, with final trials 
underway in the US.  

Trinity Delta view: MED3000’s CE Mark effectively removed regulatory risk for 

the European markets (plus other geographies that recognise the CE Mark). In 

these regions the emphasis switches to commercial execution. Several 

agreements, notably addressing the important European markets, are expected 

to be struck in the coming six months. Manufacturing and capacity to meet 

projected demand should be in place to support first product launches during 

2022. The US regulatory risks remain, albeit reduced as FM71 is nearing 

completion of patient enrolment (many study enrolments have been delayed by 

Covid related factors) and the successful completion of the HFS study. Our view 

remains that, whilst not without risks, Futura Medical’s share price does not 

reflect likely prospects. Our valuation is £264m, equivalent to 92p per share. 

Analysts 

Lala Gregorek  

lgregorek@trinitydelta.org  

+44 (0) 20 3637 5043 

Franc Gregori 

fgregori@trinitydelta.org 

+44 (0) 20 3637 5041 
 

mailto:lgregorek@trinitydelta.org
mailto:fgregori@trinitydelta.org


 

 

Trinity Delta, 80 Cheapside, London, EC2V 6EE, United Kingdom. Contact: info@trinitydelta.org 
 

Trinity Delta Futura Medical 

 

 

 

 

 

Lala Gregorek lgregorek@trinitydelta.org 
 +44 (0) 20 3637 5043 
  
Franc Gregori   fgregori@trinitydelta.org 
 +44 (0) 20 3637 5041 
  

 

 

 

Disclaimer 

Trinity Delta Research Limited ("TDRL"; firm reference number:  725161), which trades as Trinity Delta, is an appointed representative of 
Equity Development Limited ("ED"). The contents of this report, which has been prepared by and is the sole responsibility of TDRL, have 
been reviewed, but not independently verified, by ED which is authorised and regulated by the FCA, and whose reference number is 
185325.  

ED is acting for TDRL and not for any other person and will not be responsible for providing the protections provided to clients of TDRL 
nor for advising any other person in connection with the contents of this report and, except to the extent required by applicable law, 
including the rules of the FCA, owes no duty of care to any other such person. No reliance may be placed on ED for advice or 
recommendations with respect to the contents of this report and, to the extent it may do so under applicable law, ED makes no 
representation or warranty to the persons reading this report with regards to the information contained in it. 

In the preparation of this report TDRL has used publicly available sources and taken reasonable efforts to ensure that the facts stated 
herein are clear, fair and not misleading, but make no guarantee or warranty as to the accuracy or completeness of the information or 
opinions contained herein, nor to provide updates should fresh information become available or opinions change.  

Any person who is not a relevant person under section of Section 21(2) of the Financial Services & Markets Act 2000 of the United Kingdom 
should not act or rely on this document or any of its contents.  Research on its client companies produced by TDRL is normally commissioned 
and paid for by those companies themselves (‘issuer financed research’) and as such is not deemed to be independent, as defined by the 
FCA, but is ‘objective’ in that the authors are stating their own opinions.  The report should be considered a marketing communication for 
purposes of the FCA rules. It has not been prepared in accordance with legal requirements designed to promote the independence of 
investment research and it is not subject to any prohibition on dealing ahead of the dissemination of investment research. TDRL does not 
hold any positions in any of the companies mentioned in the report, although directors, employees or consultants of TDRL may hold 
positions in the companies mentioned. TDRL does impose restrictions on personal dealings. TDRL might also provide services to companies 
mentioned or solicit business from them. 

This report is being provided to relevant persons to provide background information about the subject matter of the note. This document 
does not constitute, nor form part of, and should not be construed as, any offer for sale or purchase of (or solicitation of, or invitation to 
make any offer to buy or sell) any Securities (which may rise and fall in value). Nor shall it, or any part of it, form the basis of, or be relied 
on in connection with, any contract or commitment whatsoever. The information that we provide is not intended to be, and should not in 
any manner whatsoever be, construed as personalised advice. Self-certification by investors can be completed free of charge at 
www.fisma.org. TDRL, its affiliates, officers, directors and employees, and ED will not be liable for any loss or damage arising from any use 
of this document, to the maximum extent that the law permits. 

Copyright 2021 Trinity Delta Research Limited. All rights reserved. 

 

More information is available on our website:  www.trinitydelta.org 
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