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Cognitive Symptoms / CIAS

Key Competitor profiling in the acute 
psychosis / positive symptoms segment of 
schizophrenia
Methodology: Secondary research

Market: US/EU

Client: Mid size Biotech player in Neurology

Study objective

Scoped the project to understand the positive-symptom segment of 
schizophrenia for a tailored analysis

o Market Analysis: Extensive desk research to identify the most 
relevant secondary information available;

o Conference coverage: collated information from ECNP; APA, SIRS

o High level summary SCZ segment

o Pipeline development overview 

o Asset overview

o Players profiling

Approach

Delivered clear visibility into the 
competitive landscape — 
mapping key players in the acute 
psychosis / positive- symptoms 
segment, assessing likelihood of 
success and launch timelines, and 
profiling priority assets and 
company strategies —
empowering the client with 
actionable intelligence to guide 
strategic decision-making

Business outcome

Marketing team of a neurology focused player wanted to 
understand the competitors in acute psychosis/positive symptoms 
segment of schizophrenia: competitor profile, company strategy and 
potential launch timeline

Competitor profiling

Step 1
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PP-02 Product Profile Synopsis

PP-02 (xan + tros)

Indication

MoA

Dose

Therapy type

Status

Acute psychosis of Schizophrenia

M1/M4 dual muscarinic receptor agonist

Oral, BID Capsules xan + tros) 20 mg BID; 
flexible dosing up to 125 mg/30 mg

Monotherapy and Adjunct therapy

1. AP of SCZ – Monotherapy
• US: NDA filed in Sep 2023; 

PDUFA date of Sep 26, 2024
• China: Ph III ongoing

2. AP of SCZ – Adjunct (insufficiently 
controlled pts); Ph III ongoing in US

PMO Activity AD Psychosis (Ph III ongoing)

Clinical Results and Commercialization

Efficacy o Positive symptoms: Positive results in 3 AP studies – one Ph II & two Ph III; Improvement on PANSS total score 
(1° endpoint) at week 5

o Negative symptoms: Met key secondary negative symptom endpoints (PANSS negative subscale and PANSS 
negative Marder factor subscale) at week 5 in Ph II and one Ph III study.
• In 2nd Ph III study PP-02 failed to meet statistical significance at week 5, however demonstrated a significant 

reduction on negative symptoms at week 4
o Cognitive symptoms: Positive results from post-hoc exploratory analysis of PP-02 on cognition from one Ph II and 

two Ph III acute-psychosis studies

Safety Safe and well-tolerated: No evidence of somnolence, extrapyramidal side effects or weight gain relative to placebo. No 
meaningful increase in blood pressure (BP), as seen in the ambulatory Ph I blood pressure monitoring trial

PP-02 
Positioning

o PP-02 could be 1st line, 1st switch and 1st adjunctive therapy for acute psychosis in SCZ2
o It can be an add on to partial responders in patients who experience the side effects with
o current SOC might also switch to PP-02 

Company KX 
biotech’s 
launch
strategy

o Company KX is planning to provide samples of PP-02 initially to drive the adoption and anticipates full access in 
9 to 12 months

o Company KX plans to hire >100 marketing representative
o Company KX biotech is building expertise for self-commercialization instead of focusing on partnerships

Inferred Positioning: Precisely designed for maximizing 
therapeutic potential across all domains of schizophrenia Novel MOA

Early and sustained 
improvement in core 
symptoms of schizophrenia

Potential to treat multiple 
symptom domains as 
monotherapy or adjunctive 
therapy

Not associated with common 
problematic AEs of current 
antipsychotic medications
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Company KX – a mid size biotech’s Overall Strategy

Company KX’s Overall strategy is to continue exploring the benefits of PP-02 in multiple psychosis indications along with using digital platforms for target agnostic drug 
discovery and doing commercial execution by pulling in more commercial leaders and connecting with other key stakeholders for potential launch

Company KX

Launch 
preparation

Advertising 
and promotion

People

Financials

Digital 
initiatives

Commercial Strategy Corporate Strategy

Launch readiness
o Key Focus: Providing rapid access to 3 major payer channels 

like Medicare, Medicaid (large schizophrenia population) and 
commercial insurance for PP-02 launch

o Providing samples: Provide samples for drug adoption, 
estimating the peak sales of PP-02 in schizophrenia could take 
3-5 years, in line with similar drug launches.

o Commercial infrastructure: To deploy >100 reps for 
commercial activities

Advertising and promotion
o Advertising: Advertised PP-02 phase III results in schizophrenia 

on CNBC and HPR
o Company KX's stock price doubled from > $100 to above $200 

per share around the time of the schizophrenia results and 
company ended up with $7 billion market cap.

Digital initiatives
o In partnership with Psychogenics Company KX is leveraging 

Computer vision and ML in discovering the novel 
neuropsychiatric treatments

o Company KX is leveraging the AI based target agnostic drug 
discovery program for developing KAR-501

Corporate restructuring
o Hiring: Hired the CCO on 6th Feb 2023 for ongoing commercial 

operations for its late-stage asset PP-02 .
o Switching the CEOs: Switched the CEOS before the NDA filing 

of PP-02, it signifies that company is building the Commercial 
organization and moving towards independent operations. 
Company KX grew from 60 employees to 300 employees in 
just a couple of years.

Financial outlook
o Company KX is expected to spend substantially on commercial 

execution of PP-02 launch and filing activities
o Forecast: PP-02 is to capture $7.1Bn sales in 2038
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