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 Headline results from VAL201 trial 
 

Key points 

• On September 28th ValiRx announced headline results from its Phase 

1/2 clinical trial of lead asset VAL201, for the treatment of advanced 

prostate cancer. 

 

• Headline data broadly demonstrated the drug’s safety and tolerability.  

 

• Evidence for positive disease impact was also measured, with 54% of 

relevant patients demonstrating a response.  
  

These headline results represent a significant milestone for ValiRx, in that 

the Company’s lead asset VAL201 has shown an early efficacy signal in 

treating refractory advanced prostate cancer.  

While these results were from an early stage trial, the data indicates that 

the drug warrants further clinical investigation.  

Although certain adverse events were reported, it is worth noting that this 

is the first clinical trial using VAL201, and consequently dosing has not yet 

been established. As such, further work will investigate optimal dosing 

strategies to reduce any side effects and support the drug’s potential 

efficacy.  

ValiRx indicated that once the full results are available in Q4-2020, the 

Group intends to share them with potential industry partners to evaluate 

options for further clinical development. 

* SP Angel provides Research Services to ValiRx and therefore this information 

should be viewed as a Marketing Communication. 
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  Headline results from the VAL201 trial showed that 54% of relevant 

patients demonstrated a positive response to the treatment. Although 

this was an early stage study, the data indicate that further clinical 

investigation of the drug is warranted.  

Early efficacy signal 

In the trial, disease impact was measured using what’s known as PCWG2 

(Prostate Cancer Working Group 2) guidelines. These guidelines allow 

for the measurement and comparison of multiple disease progression 

markers over time, including primary and secondary tumour size, as well 

as other biomarkers such Prostate Specific Antigen (PSA) levels, which 

can indicate changes in a patient’s prostate cancer. These markers allow 

for calibrated measurement of disease progression.  

The trial results are summarised below:  

• 12 patients were dosed with VAL201 

• 11 patients had sufficient PCWG2-relevant data collected 

• 6 of these 11 (54%) were deemed to have responded to 

treatment with VAL201 

• patients were categorised as responding to treatment when 

they showed no disease progression by PCWG2 criteria during 

the course of the trial  

Although the trial was an early stage study, designed primarily to asses 

safety and tolerability, the data warrant further investigation of 

VAL201’s possible effect. Further clinical studies would require larger 

patient numbers and a control group.  

Safety and tolerability 

The headline results flagged a patient having severe hypertension while 

in the trial. In our discussions with the ValiRx management team we 

understand that this patient already had a history of hypertension and 

that following treatment for the raised blood pressure, the patient 

completed the remainder of the trial. Moreover, the patient completed 

the trial at the maximum drug dose (8mg of VAL201/kg) administered in 

the dose-escalation study.  

Given that a Maximum Tolerated Dose has not yet been determined for 

VAL201, all doses remain available for further testing. As such, further 

studies are expected to establish optimal dosing strategies for the drug 

to maximise its potential positive effects while mitigating against any 

unwanted side effects. 
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Prostate cancer, a major health burden 

There were 1.3 million new prostate cancer cases globally in 2018, 

making it the fourth most commonly occurring cancer overall and the 

second most commonly occurring cancer in men. Although radiotherapy 

and hormone therapies have proven to be effective, there remain 

limited options to patients whose cancers no longer respond to these 

treatments.  Consequently, potential novel treatments, such as VAL201, 

are much needed for patients with prostate cancer which has returned 

after radiotherapy.   

Full clinical report expected in Q4 

ValiRx expects to receive the full Clinical Study Report in Q4-2020, which 

will provide far more data on the trial and allow the company to 

evaluate next steps for this programme, including potential plans for 

further clinical development with possible partners.   
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Disclaimer  
This note has been issued by SP Angel Corporate Finance LLP (“SP Angel”) in order to promote its investment services and is a  

marketing communication for the purposes of the European Markets in Financial Instruments Directive (MiFID) and FCA’s Rules. 

It has not been prepared in accordance with the legal requirements designed to promote the independence or objectivity of 

investment research and is not subject to any prohibition on dealing ahead of its dissemination. 

SP Angel considers this note to be an acceptable minor non-monetary benefit as defined by the FCA which may be received 

without charge. In summary, this is because the content is either considered to be commissioned by SP Angel’s clients as part 

our advisory services to them or is short-term market commentary. Commissioned research may from time to time include 

thematic and macro pieces. For further information on this and other important disclosures please the Legal and Regulatory 

Notices section of our website Legal and Regulatory Notices. 

While prepared in good faith and based upon sources believed to be reliable SP Angel does not make any guarantee, 

representation or warranty, (either express or implied), as to the factual accuracy, completeness, or sufficiency of information 

contained herein. 

The value of investments referenced herein may go up or down and past performance is not necessarily a guide to future 

performance. Where investment is made in currencies other than the base currency of the investment, movements in exchange 

rates will have an effect on the value, either favourable or unfavourable. Securities issued in emerging markets are typically 

subject to greater volatility and risk of loss. 

The investments discussed in this note may not be suitable for all investors and the note does not take into account the 

investment objectives and policies, financial position or portfolio composition of any recipient. Investors must make their own 

investment decisions based upon their own financial objectives, resources and appetite for risk. 

This note is confidential and is being supplied to you solely for your information. It may not be reproduced, redistributed or 

passed on, directly or indirectly, to any other person or published in whole or in part, for any purpose. If this note has been sent 

to you by a party other than SPA the original contents may have been altered or comments may have been added. SP Angel is 

not responsible for any such amendments. 

Neither the information nor the opinions expressed herein constitute, or are to be construed as, an offer or invitation or other 

solicitation or recommendation to buy or sell investments. Opinions and estimates included in this note are subject to change 

without notice. This information is for the sole use of Eligible Counterparties and Professional Customers and is not intended 

for Retail Clients, as defined by the rules of the Financial Conduct Authority (“FCA”). 

Publication of this note does not imply future production of notes covering the same issuer(s) or subject matter. 

SP Angel, its partners, officers and or employees may own or have positions in any investment(s) mentioned herein or related 

thereto and may, from time to time add to, or dispose of, any such investment(s). 

SPA has put in place a number of measures to avoid or manage conflicts of interest with regard to the preparation and 

distribution of research. These include (i) physical, virtual and procedural information barriers (ii) a prohibition on personal 

account dealing by analysts and (iii) measures to ensure that recipients and persons wishing to access the research receive/are 

able to access the research at the same time. 

SP Angel Corporate Finance LLP is a company registered in England and Wales with company number OC317049 and whose 

registered office address is Prince Frederick House, 35-39 Maddox Street, London W1S 2PP. SP Angel Corporate Finance LLP is 

authorised and regulated by the Financial Conduct Authority whose address is 12 Endeavour Square, London E20 1JN. 

Recommendations are based on a 12-month time horizon as follows: 

Buy - Expected return >15% 

Hold - Expected return range -15% to +15% 

Sell - Expected return < 15% 


