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ImmuPharma recently announced an update on the FDA meeting with Avion, ImmuPharma’s 
partner for Lupuzor™, on 4 December 2020 (Type ‘A’ meeting request).  Based on the positive 
guidance and feedback from FDA, there is now a clear regulatory pathway to commence the 
Phase III trial in H2 2021, fully funded by Avion.  As part of this feedback, Avion and ImmuPharma 
will develop and validate a bioanalytical assay in order to confirm the unique pharmacokinetic 
profile of Lupuzor™. This will be presented at the final guidance meeting between Avion and the 
FDA in Q2 as well as confirming the previously submitted data on study design, clinical end points 
and the pathway to approval.  ImmuPharma is also having a new batch of Lupuzor™ 
manufactured ready for use in the Phase III clinical trial.  Given the strengthened balance sheet 
position following the £6.5m placing in September 2020, a cash runway to end 2023, a fully funded 
Phase III trial (by Avion with a US$25m investment) in an attractive market, and poorly met 
medical need, we believe the shares are oversold and reiterate our BUY rating and TP of 100p.   

 
Avion’s feedback from FDA meeting:  The roadmap identified by the discussions between the 
FDA and Avion (partner for Lupuzor™) signals the start to beginning the new Phase III study in 
H2 2021.  As part of the overall programme, the FDA have requested a new bioanalytical assay 
be developed and validated to confirm the pharmacokinetic profile of Lupuzor™ in the blood. 
As a reminder, the previous Phase III study in Europe and the US, evaluated Lupuzor™ on a 
200-microgram dose administered subcutaneously every four weeks for 48 weeks.  This meant 
that each patient on the treatment arm received 13 doses.  We do not expect a significant 
amount of the drug to be circulating in the blood, in-line with the unique mechanism of action 
for the drug which educates the immune system to stop attacking its own tissues, in a similar 
way that the current mRNA COVID-19 vaccines administered intramuscularly (e.g. Moderna 
mRNA-1273), are likely not entering the blood stream and circulating, leading to any systemic 
side effects.  Also, as part of the FDA feedback from the meeting, it has been clarified that a 
Special Protocol Assessment (SPA) will not be applicable. The SPA, we believe, is not critical, as 
there is now a clear regulatory pathway going forwards for the Phase III trial. The conditional 
approval, which had a low probability of acceptance, may be an area that Avion might discuss 
with the FDA at a later stage in the Phase III trial process. 
 
Pricing of new drugs favorable for Lupuzor™:  Aurinia Pharmaceuticals successfully developed 
an oral therapy Lupkynis™, a trans-isomer of the highly immunosuppressant drug cyclosporin 
(normally used to suppress the immune system following transplants), for active lupus 
nephritis in adults, the first approval for this indication.  The drug was approved in January 
2021 by FDA.  Pricing is anticipated to generate revenues per patient of US$65,000/annum 
(average net revenue).  The drug was shown to improve renal response and reduce protein 
markers (urine protein creatinine ratio) of kidney damage.  Whilst the pricing point favors 
Lupuzor™, the drug is not competitive to ImmuPharma, as Lupkynis™ is administered at end 
stage of disease for lupus, treating kidney failure and not the underlying lupus condition.  The 
drug may cause malignancies and serious infections as highlighted in the ‘boxed warnings’ 
pertaining to serious side-effects caused by the drug.   
 
Recommendation:  We are currently putting together new forecasts for the periods 2021E and 
2022E, thus forecasts are under review.  ImmuPharma shares are deeply discounted to our 
fair value TP and given the strengthened balance sheet position following the recent £6.5m 
placing in September 2020, a cash runway to end 2023, a fully funded Phase III trial (by Avion 
with a US$25m investment) in an attractive market, we believe the shares are oversold and 
reiterate our BUY rating as a CORPORATE client and TP of 100p.   
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Several attractive areas of value for ImmuPharma 
We believe that the lupus market is set to expand significantly with new entrants.  Late last 
year, AstraZeneca released key data on its Lupus drug anifrolumab (antibody targeting subunit 
1 of type I IFNs).  New analysis of the TULIP Phase III programme highlighted a greater clinical 
reduction in disease flares and improvement in organs alongside a sustained reduction in oral 
steroid use.  Pooled analysis of TULIP I and TULIP II Phase III studies further demonstrated a 
40% reduction in oral steroid use without experiencing disease flare through 52 weeks whilst 
on anifrolumab (vs. 17% SoC).  This is a strong signal for Lupuzor™ and corroborates the 
argument that a reduction of steroid use is beneficial for both the patient and the combination 
of lupus drugs in treating the disease.  AstraZeneca has submitted regulatory packages in the 
United States, Europe and Japan; regulatory decisions are expected in the second half of this 
year, which if positive, would help expand the market significantly.           
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