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Oral semaglutide approved as Rybelsus in the US and to be priced as an injectable
Rybelsus carries the same label as injectable GLP1s

Market Data

Late in the afternoon at European time, Novo-Nordisk announced that the FDA
approved oral semaglutide (to carry the brand name Rybelsus) as a new treatment for
type II diabetes, with the mention that it is not recommended as a first-line therapy
when patients are inadequately controlled by diet and exercise.
Actually, the prescribing information is a copy-paste of the ones used for injectable
GLP-1 analogues like Ozempic or Victoza, including the boxed warning to report the
risk of thyroid C-cell tumours seen in rodents and the caution required in humans,
leading to a contraindication in patients with a personal or familial history of MTC.
We do not see it as a major hurdle for the company from a marketing perspective,
although competitors in the oral space (in particular those selling SGLT-2 inhibitors)
might use it. The increasing popularity of the GLP-1 class is here to show that the box
warning has little impact, especially since exposure to the various members of the
class increases with limited reports of serious toxicity.

Bloomberg / Reuters

Instructions for administration to be more cumbersome
From a marketing standpoint, what is likely to be more inconvenient for the patient
and therefore used by competition as an argument is the obligation to take Rybelsus
under specific conditions. Here is how the label phrases it: “take Rybelsus at least 30
minutes before the first food, beverage or other oral medications of the day with no
more than 4 ounces of plain water only”. Waiting less than 30 minutes would lessen
the effect of the drug while waiting more would increase the absorption. The poor
compliance of type II diabetic patients is well documented in the literature and
therefore physicians might see this strict context of administration as a drawback.
Indeed, it might make oral semaglutide an option for third or later lines of treatment
despite unparalleled efficacy data, again presented at EASD last week (it led to
greater HbA1c reductions than Januvia, Jardiance or Victoza). But the later its use,
the closer to the positioning of Ozempic in the treatment paradigm, hence the intend
to go for metformin-failers i.e. 2L.

Novo-Nordisk has to position it right into the portfolio
The company announced that it would launch Rybelsus in the US during Q4 2019 to
specialists and in Q1 2020 to PCs. The positioning will be interesting because it
obviously shares the same active ingredient as Ozempic, which is just starting to ramp
up, requires strong attention still to capture the most of the GLP-1 injectable segment
share vs Lilly and Trucility, and is also more profitable.
During the conference call this morning, Novo-Nordisk said it would price the drug
similarly to Ozempic and injectables. Previously it said it would price it competitively
against orals. The strategy has changed a bit, likely on the base of the full data
package showing equal to superior efficacy to injectables. Nevertheless, discussions
might be tough with payers depending on whether they look at the drug as an oral or
irrespectively of its route of administration.
For the time being, the only change we make is to move the PoS from 90% to 100%,
which impacts the FV by DKK7 per share. New FV is DKK365. NEUTRAL maintained.
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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 49.4%

NEUTRAL ratings 42.9%

SELL ratings 7.6%
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A partner, director, officer, employee or agent of the Bryan Garnier Group, or a member of
such person’s household, is a partner, director, officer or an employee of, or adviser to, the
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above.
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and that the views expressed in the report accurately reflect his/her personal views about
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expressed in the report.
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