
U p d a t e  o n  D o r i a ® r e g u l a t o r y  p r o c e s s e s

M A R C H  2 0 2 1



Disclaimer

• This Presentation has been prepared by Laboratorios Farmacéuticos Rovi, S.A. (the “Company”) and comprises the slides for a presentation concerning the Company and its subsidiaries (the “Group”).
For the purposes of this disclaimer, “Presentation” means this document, its contents or any part of it, any oral presentation, any question or answer session and any written or oral material discussed 
or distributed during the Presentation meeting or otherwise in connection with it. 

• This Presentation does not constitute or form part of, and should not be construed as, any offer to sell or issue or invitation to purchase or subscribe for, or any solicitation of any offer to purchase or 
subscribe for, any securities of the Company, nor shall it or any part of it nor the fact of its distribution form the basis of, or be relied on in connection with, any contract or investment decision. 

• The information contained in this Presentation does not purport to be comprehensive. None of the Company, its respective subsidiaries or affiliates, or its or their respective directors, officers, 
employees, advisers or agents accepts any responsibility or liability whatsoever for, or makes any representation or warranty, express or implied, as to the truth, fullness, accuracy or completeness of 
the information in this Presentation (or whether any information has been omitted from the Presentation) or any other information relating to the Group, whether written, oral or in a visual or 
electronic form, and howsoever transmitted or made available or for any loss howsoever arising from any use of this Presentation or its contents or otherwise arising in connection therewith. Each of 
such persons accordingly disclaims all and any liability whatsoever, whether arising in tort, contract or otherwise in respect of this Presentation or any such information. 

• The information in this Presentation may include forward-looking statements, which are based on current expectations, projections and assumptions about future events. These forward-looking 
statements as well as those included in any other information discussed in the Presentation are subject to known or unknown risks, uncertainties and assumptions about the Group and its investments, 
including, among other things, the development of its business, its growth plan, trends in its operating industry, its future capital expenditures and acquisitions. In light of these risks, uncertainties and 
assumptions, the events in the forward-looking statements may not occur and actual results, performance or achievements may materially differ from any future results, performance or achievements 
that may be expressed or implied in this Presentation. No representation or warranty is made that any forward-looking statement will come to pass. Forward-looking statements speak as of the date of 
this Presentation and no one undertakes to publicly update or revise any such forward-looking statement, whether as a result of new information, future events or otherwise. Accordingly, undue 
reliance should not be placed on any forward-looking statement contained in this Presentation. 

• To the extent available, the industry, market and competitive position data contained in this Presentation come from official or third party sources. Third party industry publications, studies and 
surveys generally state that the data contained therein have been obtained from sources believed to be reliable, but that there is no guarantee of the accuracy or completeness of such data. While the 
Company reasonably believes that each of these publications, studies and surveys has been prepared by a reputable source, the Company has not independently verified the data contained therein. In 
addition, certain of the industry, market and competitive position data contained in this Presentation come from the Company’s own internal research and estimates based on the knowledge and 
experience of the Company’s management in the markets in which the Group operates. While the Company reasonably believes that such research and estimates are reasonable and reliable, they, and 
their underlying methodology and assumptions, have not been verified by any independent source for accuracy or completeness and are subject to change. Accordingly, undue reliance should not be 
placed on any of the industry, market or competitive position data contained in this Presentation. This Presentation also includes certain alternative performance measures ("APMs") that have not 
been prepared under IFRS-EU and have not been reviewed or audited by the Company’s auditors nor by any independent expert. Moreover, the way the Group defines and calculates these measures 
may differ to the way similar measures are calculated by other companies. Accordingly, they may not be comparable. 

• Certain financial and statistical information contained in this Presentation is subject to rounding adjustments. Accordingly, any discrepancies between the totals and the sums of the amounts listed are 
due to rounding. Certain financial information and operating data relating to the Company contained in this Presentation has not been audited and in some cases is based on management information 
and estimates, and is subject to change. 

• No reliance may or should be placed by any person for any purposes whatsoever on this Presentation, or on its completeness, accuracy or fairness. The information in this Presentation is in summary 
draft form for discussion purposes only. The information and opinions contained in this Presentation are provided as at the date of the Presentation and are subject to verification, correction, 
completion and change without notice. In giving this Presentation, none of the Company, its subsidiaries or affiliates, or its or their respective directors, officers, employees, advisers or agents, 
undertakes any obligation to amend, correct or update this Presentation or to provide the recipient with access to any additional information that may arise in connection with it. 
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We are hereWe are here
16 November 

2021

 Objective: repetition of BORIS1 study using Risperdal® 2 marketed in EU

 BORIS1 study is a clinical trial which compares the pharmacokinetics of Doria ® vs oral risperidone 
medicine, Risperdal®. Risperdal®2 marketed in USA was used in the BORIS1 study.

 ROVI expected the trial using Risperdal® 2 marketed in USA to be valid for Europe as Risperdal® 2 

marketed in USA and Risperdal® 2 marketed in EU can be considered bioequivalents based on the in 
vitro and in vivo studies conducted by ROVI

 A second major objection was received to avoid issues related to the potential lack of flexibility when 
starting with a long-acting formulation. It is expected to be solved with proposed changes in Product
Information.

 Other non-major concerns pending to be answered in D181.

ROVI requests a clock-stop to answer a major objection: Repeat BORIS1 study 
with European reference product

ROVI requests a clock-stop to answer a major objection: Repeat BORIS1 study 
with European reference product

Cost of around €6Mn

Clock-stop for D181 response granted 
by CHMP3: New information to be 
provided in November 2021

Limited clinical risk
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1. https://clinicaltrials.gov/ct2/show/NCT03527186
2. Trademark registered by Johnson and Johnson

3. Committee for Medicinal Products for Human Use

European regulatory process – Where we are?



Therapeutic Indication – Covering the Unmet Medical Need (1/2)

Requested Therapeutic Indication to EMA Treatment of Schizophrenia in adults

Doria® would be the ONLY1 Long-Acting Injectable Antipsychotic that can be administered to 

unstable patients with severe or moderate psychotic symptoms suffering a relapse
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1 In the European Union 3 Source: IQVIA 
2 LAI: Long-Acting Injectable

Dynamic market for LAIs2

(new treatment and 

changes) represents ~72%3

of total market

 Dynamic market originating in hospitals

 In Germany and UK, around 72% of prescriptions in 
hospitals correspond to patients who start treatment with 
a LAI2

 Competitive advantage because of the potential unique 
indication of Doria®



Therapeutic Indication – Covering the Unmet Medical Need (2/2)

NO LOADING DOSE/ORAL 
SUPPLEMENTATION NEEDED1-3

NO LOADING DOSE/ORAL 
SUPPLEMENTATION NEEDED1-3

ACHIEVES FAST THERAPEUTIC 
PLASMA LEVELS2,3

ACHIEVES FAST THERAPEUTIC 
PLASMA LEVELS2,3

SUSTAINED THERAPEUTIC LEVELS 
ALLOWING A ONCE MONTHLY 

POSOLOGY1-3

SUSTAINED THERAPEUTIC LEVELS 
ALLOWING A ONCE MONTHLY 

POSOLOGY1-3

1. Correll CU, et al. Efficacy and safety of once-monthly Risperidone ISM® in schizophrenic patients with an acute exacerbation. NPJ Schizophr. 2020 Nov 25;6(1):37
2. Anta L, Llaudó J, Ayani I, Martínez J, Litman RE, Gutierro I. A phase II study to evaluate the pharmacokinetics, safety, and tolerability of Risperidone ISM multiple intramuscular injections once every 4 weeks in patients with schizophrenia. 

Int Clin Psychopharmacol. 2018 Mar;33(2):79-87. 
3. Llaudó J, Anta L, Ayani I, Martínez J, Schronen J, Morozova M, Ivanov M, Gutierro I. Phase I, open-label, randomized, parallel study to evaluate the pharmacokinetics, safety, and tolerability of one intramuscular injection of risperidone ISM 

at different dose strengths in patients with schizophrenia or schizoaffective disorder (PRISMA-1). Int Clin Psychopharmacol. 2016 Nov;31(6):323-31.

Doria® has a unique Pharmacokinetic profile making the product suitable to treat stable 

schizophrenia patients as well as unstable schizophrenia patients requiring a fast onset of action

PRISMA-3: DORIA® DEMONSTRATED EFFICACY IN 

SEVERE PATIENTS AS EARLY AS DAY 81
PRISMA-3: DORIA® DEMONSTRATED EFFICACY IN 

SEVERE PATIENTS AS EARLY AS DAY 81
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USA regulatory process – Where we are?
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The 
recommended 
follow-up phases 
with the FDA1

were covered:

• Pre-IND2

• IND2

• End of phase II

• Pre-submission 
meeting

ROVI submitted 
the dossier to 
the FDA1 on 

November 24, 
2020

FDA completed its filing
review and determined that

ROVI application is
sufficiently complete to

permit a substantive review. 
Application3 considered
filed 60 days after the

application date

The user fee 
goal date is 

September 24, 
2021

The indication 

pursued in the US 

is the same as all 

other LAIs4 have, 

"Treatment of 

schizophrenia in 

adults"

The indication 

pursued in the US 

is the same as all 

other LAIs4 have, 

"Treatment of 

schizophrenia in 

adults"

1. FDA: Food and Drugs Administration
2. IND: Investigational New Drug

3. In accordance with 21 CFR 314.101 (a) 
4. LAI: Long.-Acting Injectable



Product Launch (subject to obtaining the relevant authorisations)

Commercialization in EuropeCommercialization in Europe Commercialization in USACommercialization in USA

 Due to the COVID-19 
pandemic, the launch of 
the product would 
probably have been 
delayed until the market 
conditions were more 
favorable

 Doria® expected to be 
launched in Europe in 
Q1 2022

 Germany and UK: first 
markets to enter

 2021 operating revenue 
guidance (+20%-30%) 
not impacted by the 
delay of the Doria® 
launch

Q1 2022E 2022E
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