
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 both. 

This guidance will be up dated in the next revision to include the standard elemnt s of GGP 's . 



DEPARTMENT OF HEALTH AND HUMAN SE33VICES PUBLIC HEALTH SERVICES 

Memorandum 

RB92-G DATE: October 30, 1992 

FROM: Director, Dlvlslon of Cardlovascular, Resplratory, and 
Neurological Devlces (DCRND) 

SUBJECT: Policy for Expiratlon Datlng 

TO: DCRND Staff 

it has been brought to my attentlon that the 510(k) regulations do not expllcltly address the issue of 
expiratlon dating, and we have been challenged by at least one 510(k) submitter for this requirement. 
Thus thls memo restates our policy and wlll be added as a Redbook Memorandum. 

The following Is our policy: 

- Any devlce reviewed under a 510(k) must contaln an explration date.if the predicate devlce 
contains an explration date. 

- If the predicate device does not contaln an explration date, the new device must be packaged 
and sealed In the identical manner as the predicate devlce In order for the new device to be 
found substantlaily equlvalent without havlng an explratlon date. 

- I f  the predicate device does not contaln an expiration date and the new device Is to be 
packaged dlfferentiy and/or the devlce is made of different materials that raise concerns about 
long term stability beyond those posed by the predlcate, the new devlce must contaln an 
explratlon date. 

- Determlnatlon of the explratlon date Involves assesslng the barrier properties of the packaglng 
to assure sterllity. In addltlon, certain devlces must be tested to assure that storage and 
shlpplng condltlons do not alter their functlon and that they wlll functlon the same as when 
manufactured. For example, batteries in devices such as pacemakers should stlll be wlthln 
speclficatlon at the explratlon date. 

- All devlces cleared through the PMA process must contaln an explration date. 
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