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TREATMENT OF OPIOID USE DISORDER (OUD)

SUBLOCADE® (BUPRENORPHINE EXTENDED-RELEASE) INJECTION (US)
- US Label updates:
- N-methyl-pyrrolidone (NMP) safety: FDA approval received on August 23, 2022.

- Thorough QT (tQT) labelling information: FDA approved the labeling changes and closed the associated post-
marketing requirement (PMR) for SUBOXONE® Film on June 17, 2022.

- Phase IV studies aiming at addressing knowledge gaps in the areas of SUBLOCADE rapid induction, benefits of 300 mg
maintenance dose, alternate injection sites, long-term recovery outcomes, treatment cessation guidance, impact of
SUBLOCADE treatment in the emergency department (ED) environment, comparative effectiveness with other
medications for the treatment of OUD, and a platform for data integration/sharing with the scientific and medical
communities

- Long-term collaboration studies with internationally recognized experts in addiction medicine to understand the long-
term outcomes of SUBLOCADE treatment, its differentiation vs. current standard of care, and the journey toward
recovery:

-> RECOVER Long-Term study with Virginia Tech (Prof. Warren Bickel)

- Community Long-Acting Buprenorphine (CoLAB) study with the National Drug and Alcohol Research Centre
(NDARC), UNSW Sydney (Prof. Michael Farrell)

- Collaboration on non-fatal overdoses with Dr. Ken Lee in Canada

- Extended-release pharmacotherapy for Opioid Use disorder (EXPO) study with King’s College London (Prof. John
Marsden).

- Real world evidence (RWE) studies with workstreams clustered into three themes: (1) health disparity including social
determinants of health; (2) recovery (transfer of care, patient-centric metrics, treatment pathways, and algorithms of
treatment success), and (3) harm reduction (overdose prevention, cost-effectiveness, treatment initiation).

- Externally sponsored studies (ESS) with main research areas of interest including (1) high-risk opioid overdose; (2)
Criminal Justice System (CJS); (3) rapid initiation in different treatment settings; (4) co-morbidities; (5) long-term efficacy
and safety.

SUBUTEX® PROLONGED-RELEASE SOLUTION FOR INJECTION (ex-US):

- Regulatory approvals granted in 11 most-of-the-world countries including Canada, Australia, New Zealand, Israel,
Sweden, Finland, Denmark, Norway, Germany, Italy, and Switzerland.

- Pending approval in the UK
SUBOXONE® (BUPRENORPHINE / NALOXONE) FILM:

- Regulatory Approvals granted in 36 most-of-the-world countries including Canada, Israel, all EU Member States (+ UK,
Iceland, Norway, and Liechtenstein), Qatar, New Zealand, and United Arabic Emirates.

- Filings under review in Kuwait, Kingdom of Saudi Arabia, and Colombia.

TREATMENT OF SCHIZOPHRENIA
PERSERIS™ ONCE MONTHLY RISPERIDONE FOR EXTENDED-RELEASE INJECTABLE SUSPENSION:
- Two FDA approvals of Prior Approval Supplement (PAS) in 2022:

- extension of shelf-life to 36 months and time out of fridge from the current 7 days to 30 days on August 29, 2022

- alternate injection sites (back of the arm) on December 15, 2022

PIPELINE ACTIVITIES
=  AEF0117 (Cannabinoid-1 [CB1] synthetic Signalling Specific Inhibitor):

- Clinical Phase 2B: Central IRB approval and global protocol training achieved on March 30, 2022. First subject first visit
May 23, 2022. The estimated Last Subject Last Visit is Q1-2024 with a final CSR in H2-2024.

- Other: CMC, nonclinical toxicology and clinical workstreams are progressing in parallel as planned.
=  INDV-2000 (Selective Orexin 1 [OX1] receptor antagonist):

- SAD study: CSR finalized and published in July 2022.

- MAD study: First subject dosed on September 14, 2022.
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Other clinical, nonclinical, chemical development, and formulation development activities tracking according to plan.

INDV-1000 (GABAg receptor positive allosteric modulator):

Two lead molecules and potential backups have been chosen for the late lead optimization phase.

Ongoing synthesis of the two lead molecules to enable Maximum Tolerated Dose (MTD) / Dose Range Finding (DFR)
rat and dog studies.

Candidate Selection of lead molecule is expected by end of Q1-2023.
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