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Landmark Patient-Focused Drug Development Meeting on Schizophrenia  

Will Spotlight Urgent Need for New, Better Treatments 
 

November 2 event designed to tell drug developers, FDA reviewers what really matters  

to people living with the brain disease 

 

May 17, 2022 – People living with schizophrenia and other psychosis spectrum disorders are too 

often misunderstood or ignored – by the public, by the healthcare system – and current 

treatments are outdated and often cause significant side effects. On Nov. 2, the schizophrenia 

community will finally have the spotlight, as those living with the condition and their family 

members share their treatment needs and concerns with drug developers and FDA staff who 

review new drug applications. 

The Externally-Led Patient Focused Drug Development (PFDD) meeting – “Reimagine 

Schizophrenia: Transforming How We Are Treated, Function and Thrive” – offers the 

chance to make what matters to those living with the neurobiological brain disease a higher 

priority in drug development and the FDA review process. 

 

“Schizophrenia is a treatable brain disease that deserves the same urgency and attention as any 

other chronic, organ-based illness,” said Gordon Lavigne, CEO of the Schizophrenia & 

Psychosis Action Alliance. “Our care system has failed people with this condition for too long. 

This is a ground-breaking opportunity to advocate for new, better treatments that give people 

with schizophrenia a chance to recover.”  

 

The meeting will be co-hosted by the Schizophrenia & Psychosis Action Alliance, the American 

Foundation for Suicide Prevention, Mental Health America, the National Alliance on Mental 

Illness, and the National Council for Mental Wellbeing. 

The U.S. Food and Drug Administration created the PFDD program in 2012 to collect 

information about the patient perspective with regard to drug development – what people living 

with a disease consider to be meaningful treatment benefits and how they want to be involved in 

the drug-development process. 

Many new treatments for schizophrenia are in development, making it more critical than ever for 

drug developers and reviewers to understand what treatment benefits people with schizophrenia 

expect – and what risks they may be willing to tolerate to achieve those benefits. 

https://sczaction.org/insight-initiative/pfdd/
https://sczaction.org/insight-initiative/pfdd/
https://www.fda.gov/drugs/development-approval-process-drugs/cder-patient-focused-drug-development


Millions of people around the world live with schizophrenia, but many do not receive the 

treatment and support they need. This gap is caused by the complexities of the condition itself, 

but also by social stigma, health system limitations, discrimination, and poor reimbursement for 

treatment. The resulting cost to society in the United States is estimated at $281.6 billion each 

year. 

Meeting agenda and goals 

The daylong meeting will be held in the Washington, D.C., area, with a hybrid format that allows 

both in-person and remote participation. It will feature panel discussions among people living 

with schizophrenia and those who care for them, as well as polling and discussion sessions on 

key topics. People living with schizophrenia and their caregivers/family members will be central 

to both planning and participating in the event. 

More information about registration, the agenda and speakers will be available here closer to the 

meeting date. 

The goals of the meeting are: 

• To enhance FDA and treatment developers’ understanding of the challenges of living 

with schizophrenia and aspects of the disease people with schizophrenia and caregivers 

would most like to see addressed by treatments and support.  

• To provide a voice to people with a wide variety of experiences with schizophrenia, 

including those in harder-to-reach populations such as those who have struggled with 

homelessness or incarceration, and to ensure equitable representation from communities 

of color. 

• To inform FDA reviews of patient perspectives on upcoming schizophrenia treatments 

by providing insights on the treatment outcomes that matter most to people with 

schizophrenia and their caregivers – especially in terms of expected benefits and 

tolerance for specific risks. 

• To begin to shift the paradigm for how schizophrenia is viewed and treated by our 

health systems, law enforcement, and society. 

 

About schizophrenia 

Schizophrenia is a spectrum of serious neuro-psychiatric disorders in which people experience 

periods during which they interpret reality differently. Symptoms of schizophrenia may include a 

combination of visual and auditory hallucinations, false beliefs, cognitive impairments, and lack 

of awareness about how their thinking and behaviors may impair their daily life.  

Schizophrenia is thought to be a progressive neurodevelopmental disorder, with the earliest signs 

most often appearing during adolescence, and sometimes in childhood. It often is not identified 

until young adulthood. 

https://sczaction.org/about-schizophrenia/
https://sczaction.org/wp-content/uploads/2021/07/Final-Infographic.pdf


Approximately half of those with schizophrenia achieve recovery, living and working in the 

community; 25% of people need ongoing support, and approximately 15% do not see 

improvement. People with schizophrenia often experience co-occurring negative health 

outcomes, leading to a life expectancy shortened by an average of 28.5 years.  

 


