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Viaskin peanut (re)filed with the FDA … 60-day clock starts ticking
Timely refiling of Viaskin peanuts with the FDA
DBV has announced the refiling of Viaskin peanut (4-11yo) with the FDA. This refiling
is very timely since the company announced earlier this year that it was expecting to
refile the product candidate during Q3. Note that under the leadership of the new
CEO, Daniel Tasse, the company withdrew the BLA for Viaskin peanut in December
2018. Since then, the team led by Julie O’Neil has been working on addressing the
FDA’s 17 observations, primarily focused on quality control and manufacturing leading
to the achievement of today’s milestone.

60-day clock now ticking!
Now that Viaskin peanut has been (re)filed, the FDA has 60 days i.e. until midOctober, to decide whether to accept the filing and start the review process of Viaskin
peanut (VP) or issue a ‘refuse to file/review’. Considering the efforts that have been
deployed, we see the former more likely.

Free upside on potential priority review
Under the standard review timeline, the FDA has 12 months to review Viaskin peanut.
However, it should be noted that the product benefits from the FDA’s Breakthrough
therapy and Fast Track designations making it eligible to the priority review (6 month
review). While Aimmune Therapeutics’ (AIMT) lead product, AR101, was also eligible
for priority review, the FDA decided not to shorten the timeline. As such, we are
sticking to a standard, 12-month review process, leaving a potential priority review
as upside to our timing estimates for approval and launch (H2 2020). We see Viaskin
Peanut reaching the market c.9months after AR-101, should the latter be approved.

AR-101 AdCom (13th Sept.) should assert VP’s competitive profile
The AdCom for AR-101 will be held on 13th September, before the FDA’s decision on
whether to accept the filing for Viaskin peanut. We would anticipate the AdCom to
focus on the safety profile of AR101 and be challenging for AIMT. While we believe
the AdCom should recommend the approval of AR101, it would not be surprising to
also recommend for a REMS, which is likely to affect the ramp-up of the product once
accepted (FDA’s decision expected in early 2020).
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Bryan Garnier stock rating system
For the purposes of this Report, the Bryan Garnier stock rating system is defined as follows:

Stock rating
BUY

NEUTRAL

SELL

Positive opinion for a stock where we expect a favourable performance in absolute terms over a period of 6 months from
the publication of a recommendation. This opinion is based not only on the FV (the potential upside based on valuation),
but also takes into account a number of elements that could include a SWOT analysis, momentum, technical aspects or the
sector backdrop. Every subsequent published update on the stock will feature an introduction outlining the key reasons
behind the opinion.
Opinion recommending not to trade in a stock short-term, neither as a BUYER or a SELLER, due to a specific set of factors.
This view is intended to be temporary. It may reflect different situations, but in particular those where a fair value shows
no significant potential or where an upcoming binary event constitutes a high-risk that is difficult to quantify. Every
subsequent published update on the stock will feature an introduction outlining the key reasons behind the opinion.
Negative opinion for a stock where we expect an unfavourable performance in absolute terms over a period of 6 months
from the publication of a recommendation. This opinion is based not only on the FV (the potential downside based on
valuation), but also takes into account a number of elements that could include a SWOT analysis, momentum, technical
aspects or the sector backdrop. Every subsequent published update on the stock will feature an introduction outlining the
key reasons behind the opinion.

Distribution of stock ratings
BUY ratings 47,9%

NEUTRAL ratings 45%

SELL ratings 7,1%
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