
 
 

Expanded Access Policy 

 

Sound Pharmaceuticals, Inc. (SPI) follows current FDA guidance regarding Expanded Access to 

SPI-1005, an investigational drug that has not been approved by the FDA for any indication. 

Expanded Access is intended to allow eligible patients access to an investigational medicine for a 

serious or immediately life-threatening disease or condition where no comparable or satisfactory 

alternative therapy exists and when the potential benefit of the medicine justifies the potential 

risks and those risks are not unreasonable in the context of the disease or condition being treated. 

All requests for expanded access to SPI-1005, including those under the Right-to-Try Act as 

described in the US Federal Food, Drug & Cosmetic Act must be supervised by a healthcare 

professional approved by SPI or designated Sponsor.  

Expanded Access for eligible patients must meet all of the following criteria: 

• A patient is diagnosed with a serious and/or life-threatening disease or condition and no 

comparable or satisfactory alternative therapy is available to treat the disease or 

condition. 

• The patient is not eligible to participate in an active clinical trial. 

• Sufficient data exists where the potential benefits of the treatment outweigh the potential 

risks for the disease to be treated. 

• There is adequate supply of the investigational product, and providing the investigational 

product will not interfere with ongoing clinical trials or the overall development program. 

• Investigational access provided in this setting is allowed per local laws and regulations. 

SPI is currently unable to provide expanded access to SPI-1005 due to the investigational 

product requirements of two ongoing clinical trials. Please visit www.clinicaltrials.gov to search 

for SPI-1005 clinical trials that are actively enrolling and where eligibility criteria for study 

participation are detailed. 

 


