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FDA Red Flag Conditions
• Visible congenital or traumatic deformity of the ear
• History of active drainage or bleeding from the ear within 

the previous six months 
• Air-bone gaps of certain proportions 
• Asymmetric hearing loss 
• Acute or chronic dizziness 
• Visible evidence of excessive ear wax 
• Ongoing pain or discomfort 
• Sudden or Rapid Hearing Loss  



FDA Red Flag Conditions

• 250,000 visitors to national hearing aid 
retail chains 

• 4-5% Required Referral based on Red 
Flag Conditions


