
 

 

Trinity Delta

Allergy Therapeutics 

VLP Peanut heading towards US Phase I studies 

Allergy Therapeutics’ VLP Peanut vaccine ex-vivo study has successfully met all 

primary and secondary endpoints. These confirm the safety is as hoped, with clear 

indications of a material shift from a Th2-dominated (allergic) response to a Th1-

dominated (tolerant) response in a dose-dependent manner. These results, together 

with prior preclinical data, will support an IND application with the FDA. A Phase I 

trial is expected to start in Q122, with results likely before end-2023. A successful 

clinical outcome would transform the lives of peanut allergy sufferers and be equally 

transformational for the company. Medium term prospects remain underpinned by 

the resilient performance of the European allergy business and the continued progress 

of the Grass MATA MPL programme, where results from the G309 exploratory field 

study are due before end-2021. Our valuation is £344.5m,or 53.8p per share.  

Year-end: June 30 2019 2020 2021E 2022E 

Revenues (£m) 73.7 78.2 84.3 86.3 

Adj. PBT (£m) (3.7) 3.5 (0.3) (12.8) 

Net Income (£m) 3.5 6.9 (0.2) (13.0) 

Adj.EPS (p) 0.5 1.1 (0.0) (2.0) 

Cash (£m) 27.4 37.0 40.3 23.7 

EBITDA (£m) 6.5 12.2 5.7 (7.7) 

Source: Trinity Delta   Note: Adjusted numbers exclude share-based payments and exceptionals.  

▪ Imperial College study produces positive data  The P001 ex vivo peanut allergy 

biomarker study, in collaboration with Imperial College London, met all primary and 

secondary endpoints. The study confirmed that VLP Peanut was hypoallergic and 

immunogenic. Data showed that basophil activation and histamine release post 

challenge was 24-fold lower with VLP Peanut vs with recombinant peanut extract, 

and there was a notable shift from a T-helper type 2 (Th2)-dominated response to a 

Th1-dominated response in a dose-dependent manner, suggesting a lasting change 

from an allergic to a tolerant reaction.  

▪ US Phase I trials expected to start Q122  The P001 data, together with additional 

toxicology preclinical data, will support the IND application. Assuming a positive 

FDA dialogue, the Phase I PROTECT study could start patient enrolment in Q122, 

with results by end-2023. These would then guide the Phase II proof-of-concept 

trials. The need for effective treatments is significant, with peanut allergy affecting 

one million children in the US alone and strict avoidance the current mainstay.  

▪ Positive outcomes in peanut could open additional uses The VLP Peanut vaccine is 

the leading programme employing this technology platform. If successful, the 

suggested potency and flexibility mean it could be developed for other conditions 

such as cat, mould, and house dust mite allergies as well as venom and stings. It is 

worth noting management has secured broad licenses for uses as diverse as solid 

tumours (notably melanoma), asthma, atopic dermatitis, and psoriasis.  

▪ Valuation of £344.5m, or 53.8p/share  FY21 results report on September 23, after 

which we will review our forecasts and valuation. Our current valuation is £344.5m 

(53.8p/share), including cash and opex. We value the existing commercial business 

at £89.7m (14p/share) with the pipeline contributing £210.3m (32.8p/share).  
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Allergy Therapeutics: VLP Peanut in the spotlight 

Allergy Therapeutics’ continuing strong performance in its European allergy 

business underlines the resilience of its commercial operations. However, 

central to our investment case is the R&D pipeline, where two novel 

programmes, Grass MATA MPL and VLP-based peanut vaccine, have the 

potential to transform the company into a global player. Positive results of the 

recent VLP Peanut 001 ex vivo biomarker study will form the basis of an FDA 

IND filing, leading to likely start of US Phase I studies in Q122. Results would be 

expected by end-2023, with Phase II proof-of-concept trials starting in 2024. 

The clear medical need for such a potentially life-saving treatment should see an 

expedited approval pathway agreed and first availability as soon as late-2026. 

Meanwhile, top-line results of the Grass MATA MPL G309 exploratory field 

study are expected by end-2021. These will guide the design of the pivotal 

Phase III study (G306) that will support FDA filing and approval. G306, a Europe 

and US trial, is expected to start in H222 and run over the 2022/23 allergy 

season. Our valuation is £344.5m (53.8p/share), with the commercial operations 

worth £89.7m, or 14.0p/share, and the R&D pipeline £210.3m, or 32.8p/share.  

Allergy Therapeutics is a leading player in the European allergen immunotherapy 

(AIT) market. AIT also known as desensitisation, involves the repeated 

administration of specific allergens that over time provide protection against 

natural exposure to them. The AIT market is fragmented with many small regional 

players and a high degree of heterogenicity in clinical practice across geographies. 

However, rationalisation is happening, driven by the implementation of tougher 

regulatory standards, such as those of the FDA in the US and TAV 

(Therapieallergene-Verordnung) in Germany. These seek to ensure adherence to 

essential quality criteria regarding manufacture, clinical efficacy, and batch 

consistency. Against this backdrop, management’s continued investment in clinical 

and manufacturing infrastructure has seen sustained market share gains. FY21 

performance (for the year-ending June) will be presented on 23rd September.  

In this note we focus on the VLP Peanut 001 ex vivo biomarker study, carried out 

in conjunction with Imperial College London, where results were detailed in a 

recent key opinion leader presentation.  

VLP Peanut allergy vaccine progressing towards Phase I 

The VLP Peanut vaccine programme is the lead candidate employing the 

proprietary technology that Allergy Therapeutics licensed exclusively from Saiba 

AG and DeepVax GmbH. If successful, use of the VLP platform could be extended 

to other allergens such as mixed nuts, and then cat, mould, and house dust mite as 

well as venom and stings. Its potency and flexibility mean it could also be 

developed for uses as diverse as solid tumours (notably melanoma), asthma, atopic 

dermatitis, and psoriasis.  

The VLP platform uses repeated 3D protein nanostructures that mimic the 

organisation and conformation of real viruses but, crucially, lack the viral genome. 

They are designed to have highly repetitive molecular structures on their surfaces 

and, as these patterns are a recognised characteristic of pathogenic 

Focused on novel VLP 

technology and peanut allergy 

VLP could be applied to other 

allergens: peanut is the first 

VLP nanostructures lack the 

viral genome but mimic real 

viruses… 

A leading AIT player, well-

positioned in the changing 

regulatory environment 

https://www.jacionline.org/article/S0091-6749(19)30121-6/pdf
https://pubmed.ncbi.nlm.nih.gov/22373848/
https://www.saiba-biotech.com/our-technology/
https://www.saiba-biotech.com/our-technology/
https://www.deepvax.ch/technology/
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microorganisms (such as viruses and bacteria), they evoke naturally strong 

immunologic responses. These VLPs (virus-like particles) are derived from the 

plant virus Cucumber Mosaic Virus (CuMV) and include tetanus toxin epitopes to 

form an immunologically optimised construct (CuMVtt).  

Exhibit 1: VLP Peanut design – optimal activation of B and T cells 

 

Source: Allergy Therapeutics  

The benefit of such a rationally designed VLP construct means their size (20–200 

nm) and repetitive array structure result in potent immune response through: 

▪ efficient uptake by antigen-presenting cells; 

▪ direct trafficking to the lymph nodes; 

▪ stimulation of innate immune signalling; 

▪ optimal interactions with B-cell receptors (BCR) for potent antibody 

response; and 

▪ induction of auto-antibodies by the high density display of self-antigens 

on the VLP surface. 

The preclinical data to date has been encouraging, with studies showing that a 

single recombinantly produced allergen of Arachis hypogaea (either Ara h 1 or Ara 

h 2) confers immunity against a complex allergen mixture, including all the 12 

major allergens (and isoforms) found in peanuts. The selected allergens are 

immunogenic, but not reactogenic, and fail to activate human mast cells. The 

absence of reactogenicity is a key clinical attraction for any allergy vaccine, as 

severe allergic reactions are both feared and potentially dangerous. Animal studies 

showed an attractive safety profile, with no vaccine-related allergic reactions, and 

a highly promising efficacy profile, with reduction of systemic and local allergic 

effects on challenge with the whole allergen extract.  

Imperial College ex vivo biomarker study supports IND 

The VLP Peanut ex vivo biomarker study, P001, was undertaken in collaboration 

with Imperial College London to help shape understanding of likely clinical 

potential. P001 used blood samples from six peanut allergy patients, three were 

from children (aged eight to ten years old) and three from adolescents (aged 12 to 

15). An extensive array of functional and molecular biomarkers was used to 

…evoking a potent immune 

response 

VLP Peanut is immunogenic but 

not reactogenic 

VLP Peanut ex vivo biomarker 

study is an important precursor 

to human trials 

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6267129/
https://en.wikipedia.org/wiki/B-cell_receptor
https://www.sciencedirect.com/science/article/pii/S0091674919317099
https://www.nature.com/articles/s41541-019-0132-6
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evaluate the hypoallergic potential and the potency of the immune response 

induced. The results showed a significant 24-fold reduction in basophil activation 

and histamine release, a clear demonstration of the VLP’s hypoallergenic nature 

and immunological potential. As peanut allergy is one of the most common food 

allergies, and a leading cause of severe and fatal food-induced anaphylactic 

reactions, it was important to establish hypoallergenicity of the VLP Peanut 

vaccine ahead of dosing in human trials.  

Additional findings from the study showed that compared with recombinant 

peanut extract, VLP Peanut +/- MCT (microcrystalline tyrosine) adjuvant: 

▪ reduced IgE binding capacity to B cells, suggesting a promising safety 

profile with reduced potency to induce allergic reactions;  

▪ lower ability to elicit Th2 and Tfh (T follicular helper) cells; and 

▪ strong ability to promote IFN- γ and Th1 cells; and the promotion of 

selected regulatory B cell subsets. 

These finding support the view that VLP Peanut produces a shift in the 

immunological response from a T-helper type 2 (Th2)-dominated response (IgE 

mediated) to a Th1-dominated response (IgG mediated) in a dose-dependent 

manner. Such a ‘rebalancing’ of the immune response should result in a clinically 

meaningful reduction in symptoms when exposed to the allergen, with the 

likelihood of the effect being sustained for lengthy periods.  

Phase I PROTECT study could start in Q122 

The P001 data package, together with further preclinical multiple dose toxicology 

studies that have established the dose ranges for subcutaneous administration, 

will form part of the Investigational New Drug (IND) application with the FDA. 

The planned Phase I study, known as PROTECT, is expected to start in Q122. The 

format of this study will be determined in dialogue with the FDA but will likely use 

a stepwise protocol, with the first stage involving non-allergic volunteers, then 

proceeding to skin prick tests in peanut allergy patients, before embarking on 

subcutaneous injection in peanut allergy sufferers. Assuming smooth progress, 

top-line results could be available by end-2023.  

The FDA’s requirements for regulatory approval will be determined once clinical 

trial results are available, however, the Palforzia (Aimmune Therapeutics) approval 

process provides a useful context. Palforzia’s efficacy was demonstrated by a 

randomised, double-blind, placebo-controlled study conducted in the US, Canada 

and Europe in c 500 individuals known to be peanut allergic (PALISADE). Safety 

was assessed in two double-blind, placebo-controlled studies in approximately 

700 peanut-allergic individuals (PALISADE and RAMSES). As a condition of 

approval, to mitigate the risk of anaphylaxis, a Risk Evaluation and Mitigation 

Strategy (REMS) is in place, which includes elements to assure safe clinical use.  

The Phase II proof-of-concept trials for VLP Peanut could start in 2024 and, given 

the clear medical need for an effective and long-acting vaccine, we expect a 

helpful and collaborative dialogue with the regulatory agencies. The life-saving 

potential would suggest an expedited approval pathway could be likely which, if 

successful, could result in the first availability of VLP Peanut as soon as late-2026.   

Shift in immune response from 

allergic to tolerant reaction 

promises sustained effects 

IND submission imminent, 

ahead of Phase I start in Q122 

Aimmune’s Palforzia was the 

regulatory trailblazer… 

…helping define a pathway for 

future VLP Peanut trials 

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4928367/
https://www.palforzia.com/
https://www.fda.gov/news-events/press-announcements/fda-approves-first-drug-treatment-peanut-allergy-children
https://www.palforziapro.com/palisade
https://www.palforziapro.com/ramses
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Exhibit 2: Summary of financials 

      
Source: Company, Trinity Delta 

Year-end: June 30 £'000s 2018 2019 2020 2021E 2022E

INCOME STATEMENT

Revenues 68,346 73,717 78,204 84,337 86,301

Cost of goods sold (17,013) (18,379) (20,201) (22,771) (24,164)

Gross Profit 51,333 55,338 58,003 61,566 62,137

R&D expenses (16,017) (12,987) (9,000) (13,500) (17,010)

S&M expenses (27,133) (26,995) (24,853) (25,847) (30,500)

G&A expenses (15,543) (17,595) (19,627) (21,571) (26,506)

Underlying operating profit (7,360) (2,239) 4,523 648 (11,879)

Share-based payments (985) (1,367) (794) (567) (579)

Exceptionals 0 6,037 3,152 0 0

Other revenue/expenses 630 593 634 507 517

EBITDA (4,486) 6,481 12,223 5,651 (7,738)

Operating Profit (6,730) 4,391 8,309 1,155 (11,362)

Operating profit (pre R&D) 9,287 11,341 14,157 14,655 5,648

Financing costs/income (166) (98) (238) (397) (343)

Profit Before Taxes (6,896) 4,293 8,071 757 (11,705)

Adj. PBT (8,511) (3,704) 3,491 (317) (12,801)

Current tax income (637) (826) (1,159) (945) (1,276)

Net Income (7,533) 3,467 6,912 (188) (12,981)

EPS (p) (1.3) 0.5 1.1 (0.0) (2.0)

Adj. EPS (1.5) (0.5) 0.5 0.0 (2.2)

DPS (p) 0.0 0.0 0.0 0.0 0.0

Average no. of shares (m) 595.1 632.8 635.2 639.4 641.5

Gross margin 75% 75% 74% 73% 72%

EBITDA margin N/A 9% 16% 7% N/A

Underlying operating margin N/A N/A 6% 1% N/A

BALANCE SHEET

Current assets 30,928 46,625 55,170 58,202 45,884

Cash and cash equivalents 15,533 27,440 36,962 40,265 23,670

Short-term investments 0 0 0 0 0

Accounts receivable 6,587 9,776 8,076 6,932 7,211

Inventories 8,808 9,409 10,132 11,230 15,227

Other current assets 0 0 0 (224) (224)

Non-current assets 20,088 21,872 31,055 30,916 32,071

Property, plant & equipment 10,096 11,481 20,417 18,990 19,569

Intangible assets 4,949 4,840 4,736 5,012 5,288

Other non-current assets 5,043 5,551 5,902 6,914 7,214

Current liabilities (14,631) (16,859) (18,227) (21,746) (23,752)

Short-term debt (644) (694) (829) (1,229) (1,079)

Accounts payable (13,890) (15,736) (15,148) (16,335) (17,861)

Other current liabilities (97) (429) (2,250) (4,182) (4,812)

Non-current liabilities (13,351) (14,080) (24,215) (23,605) (22,838)

Long-term debt (2,414) (1,742) (2,927) (3,127) (2,827)

Other non-current liabilities (10,937) (12,338) (21,288) (20,478) (20,011)

Equity 23,034 37,558 43,783 43,768 31,366

CASH FLOW STATEMENTS

Operating cash flow (3,802) 5,600 12,010 7,841 (10,899)

Profit before tax (6,896) 4,293 8,071 757 (11,705)

Non-cash adjustments 2,834 3,531 4,736 5,037 4,546

Change in working capital 211 (2,245) 589 2,220 (2,451)

Interest paid (318) (204) (489) (397) (343)

Taxes paid 367 225 (897) 224 (945)

Investing cash flow (2,503) (3,353) (2,509) (3,662) (4,796)

CAPEX (2,184) (3,099) (2,547) (3,345) (4,479)

Acquisitions/disposals 0 0 0 0 0

Other investing cash flows (319) (254) 38 (317) (317)

Financing cash flow (294) 9,545 (110) (876) (900)

Proceeds from equity 2 10,196 1 4 0

Increase in loans (296) (651) 1,232 600 (450)

Other financing cash flow 0 0 (1,343) (1,480) (450)

Net increase in cash (6,599) 11,792 9,391 3,303 (16,595)

Exchange rate effects 10 115 131 0 0

Cash at start of year 22,122 15,533 27,440 36,962 40,265

Cash at end of year 15,533 27,440 36,962 40,265 23,670

Net cash at end of year 12,475 25,004 33,206 35,909 19,764
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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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