510( k) Revi ew
Page 1

TH S FORM REPLACES THE “ SUBSTANTI AL EQUI VALENCE DECI SI ON MAKI NG DOCUMENTATI ON
FOR EXEMPT DETERM NATI ONS.

Dat e:

Exenpt Devi ce Review Form
K

Cont act :
Conpany Nane:
Addr ess:

510( k) Nunber:

Tr adenane:

Dat ed:

Recei ved:

Pr oduct Code: C ass: FR d assification No.:
Manuf act uri ng Address:

Common Narre:

I nt ended Use:
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Exenpt Devi ce Deci sion Table Yes No
1| Does the device description match the exempt
definition? Go to 2 Go to 5
2| Does the device involve new technology?
Go to 5 Go to 3
3| Does the device have new indications?
Go to 5 Go to 4
4| The device is exempt from 510(Kk). Prepare
Exempt Letter
5| Device is not 510(k) exempt, perform a normal review.
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