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FAQ No.:  04  

FAQ:  Why it is necessary to have a prescription to purchase/sell restraints 
 
 
 
Federal Register Volume 61 Number 43, dated March 4, 1996, states that the FDA issued a letter 

to manufacturers in February 1992 stating that “FDA considered restraints to be prescription 

devices which must bear a prescription legend as prescribed in 801.109 (21 CFR 801.109) to 

help ensure appropriate medical intervention in the application and use of restraints.” 
Example:  CAUTION:  Federal Law restricts this device to sale by or on the order of a Physician”  

 
For complete cleaning and use instructions for all Posey products, please refer to package insert 

instructions accompanying each product.  Copies of all package insert instructions are available 

on the Posey website  at www.posey.com.  

 
We hope that this answers your questions.  If you have any further questions, please feel free to 

call Posey Customer  Service at (800) 44-Posey or (800) 447-6739. 
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