
This guidance was written prior to the February 27, 1997 implementation of FDA's 
Good Guidance Practices, GGP's. It does not create or confer rights for or on any person 
and does not operate to bind FDA or the public. An alternative approach may be used if 
such approach satisfies the requirements of the applicable statute, regulations, or borh. 

This guidance will be updated in the next revision to include the standard elemnts of GGP's. 
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1) clams XI1 devicee of a type for which no marketing 
application has been approved through the preararket approval 
(PMA) proceee for any indication for we. (For prr- 
aapendmente C l r r s  111 devicee, refer to the criteria under 
Category B ) r  or 

2 )  Claee 111 devices that would otherwioe be In Category B but 
have undergone siqnificant modifichtion for a new indication 
for uee. 

Devicee, regardleee.,of the claeei f icati on, under 
inveetigation to establish substantial equivalence to a 
predicate device, i.e., to eetablieh oubatantiaL equivalence 
to a previwely/currently legally marketed device; or 

Claocr I11 devices whoee technological characterfetice and 
indicakione for use are comparable to a Pa-approved device; 
or 

3 

Class If1 devices with technological advances compared to a 
PHA-approved device, Le., a device with technological 
changee that represent advance6 to (I device that has already 
received pre-market approval (generational changee); or 

Class I11 devicee that are comparable to a PHA-approved 
device which are under inveetigation for a new indication for 
uee. For purpoeeo of studying the new indication, no 
eignificant modification6 to the device were required; or 

Pre-amendment6 Claso IS1 devicee that become the eubject of 
an IDE after PDA require@ prmarket approval, i.e., no PHA 
was submitted or the PMA was denied; or 

Hon-significant risk device inveatigationn for which FDA 
required the eukaieeion of an XDK. 

Branch Chief ( date ) 

For Category A detrrdnations onlpr 

XDB Staff concurrence (date) 


