
Complex 
Generics: 
Opening the Door to 
Affordable, Advanced Medicine

For people living with 
chronic or serious 
conditions, the 
medications they rely 
on are far from simple.

They might come as 
inhalers, injections or 
slow-release capsules. 
And while they may 
be generic medicines, 
they’re known as 
complex generics, and 
they’re changing the 
way patients access 
critical treatment.

What Are 
Complex Generics?
Complex generics are generic drugs 
whose innovator products have features 
that make them harder to copy than other 
chemical medicines. They may involve:

Because of their complexity, these generics require 
specialized testing to prove they are just as safe 
and effective as the original brand-name medicine.

Drug-device combinations such 
as autoinjectors, nasal sprays or 
metered-dose inhalers

�Delivery methods that work through 
the skin, lungs or bloodstream

�Unusual dosage forms, including 
long-acting injectables, implantables 
or transdermal patches

Complex active ingredients 
and formulations



The Path to Approval
Getting a complex generic approved often takes more time 
than it does for standard generics. When a drug includes 
a device or relies on a unique delivery method, the path to 
approval can be harder to navigate.

Clear standards and strong testing tools can reduce delays 

while maintaining high standards for safety and performance. 
This helps patients access more affordable options without 

sacrificing quality.

A Future Built on Access
As medicine moves forward, treatments are becoming more 
complex, making them harder to replicate and more expensive 
to access. Complex generics help close the gap by offering the 
same quality at a lower cost to patients.

For patients and families managing lifelong conditions, 
complex generics are a vital part of staying on track and 
getting the care they need.

Why Patients Need Them
Some of the most widely used treatments for conditions such 
as asthma, diabetes, schizophrenia and osteoporosis fall into the 
category of complex generics.

Complex generics help improve health care by:

• �Giving patients more affordable options

• �Lowering health care costs overall

• �Making sure more people can get the treatment they need


