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On September 30, 1993, Pre51dent Cllnton slgned Executive Order
12866~~Reguilatory Planning and Review. “This Exe tive o der sets
forth the Adminlstration s principles and requirements for ‘the
Federal reguiatory ‘proc¢éss. ~ Under gection 6(a) (3) (E) of the
Executlve Order, for "significant reguiatory actions," Federal
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Pursuant t the Executlve Order, FDA has attached, for
51gnif1can regulatory actlons, in this docket ‘the followinq
1nformation.

1) A copy of the draft regulatory actlon as submftted to
the Office of Mj”'gement and Budget’s (OMB) Offlce of
Information and‘ﬁ gulatory Affairs (OIRA) for review
including any materials or assessments, required by the
Executive Order, that accompanled the draft (TAB A);

2) [/ The substantive changes between the draft ‘
Submitted to OIRA for”“*vmeyéapd thgwactl P
‘subsequently ‘ahnouncéd, if any (Tﬁﬁ )3: and

3) Those changes in the regulatory action that were
‘made at the suggestion or recommendation of OIRA, 1f
any (TAB _8 ).
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