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CDR H -- Moving forward
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Appropriations for FY 2000

Allocates $114 to CDRH  & 40 M to field
for CDRH activities , mandating:
! HIJK'=(55(+.'(.*)"21"',+)'3"0(*"')"0("L
! HGJI'=(55(+.'#2&')2(1"
! M1"'+,'HN'=(55(+.',+)')"#)+*"11"3'3"0(*"1'OO
#)"=2)@"%')"0("LP'".,+)*"=".%P'+0")1(68%
! E55+*2%(+.'+,'.+'5"11'%82.'HQQJQ'=(55(+.'2.3
Q99'FRS1'?&'L8+5"'26".*&',+)'3"0(*"')"0("L
%+'=""%'1%2%$%+)&'%(=",)2="1
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Performance:
510(k)s  - Alternatives
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Disappointing review times?
Abbreviated 510(k)s
! Z"L'6$(32.*"'L(55'8"5#J'''-""[
8%%#[\\LLLJ,32J6+0\*3)8\+3"\6$(32.*"\NNGNJ8%=5
D2.$,2*%$)")1'=2&'1$?=(%[
; E'3"*52)2%(+.'+,'*+.,+)=(%&'%+'2')"*+6.(]"3'1%2.32)3
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Performance:
510(k)s  - T hird party review
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Performance:  PMA and PMA
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Pre-PMA & Pre-IDE  Meetings

! 9T'#)"OB!S''''''N9'#)"O:DE''''''''G'?+%8

! /!47'6"%1'0")&',"L')"`$"1%1

! /".%")'#+5(*&[''"2*8',()='5(=(%"3'%+
; 3/5195:54;8/.:83/1;55:8/<3/5195:54;8/.:83/1;55:8/<3/5195:54;8/.:83/1;55:8/<3/5195:54;8/.:83/1;55:8/<

; 3/51.<455;5/:1;55:8/<3/51.<455;5/:1;55:8/<3/51.<455;5/:1;55:8/<3/51.<455;5/:1;55:8/<
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GMP Domestic Inspections
FY 96 - FY 99
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L east B urdensome Path to Market

Interpretation
! a+25[''R+'6"%'%8"')(68%'(.,+)=2%(+.'%+
1$##+)%'1$?=(11(+.1'OO'.+%'=+)"P'.+%'5"11
! !2%2[''Z""3"3'2.3'2##)+#)(2%"'%+'#)+3$*%
! :)+*"11[''B.%")2*%(0"'2.3'%)2.1#2)".%
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L east B urdensome Path to Market
(cont.)

Implementation

! :$?5(*'*+==".%1'0(2'b2.J'NXXX'=""%(.6'L(%8
1%2@"8+53")1
! :)+#+125',)+='><'B.3$1%)&'R21@'F+)*"
! /+==".%1'0(2'3+*@"%P'5"%%")1P'3(1*$11(+.1
!!)2,%'6$(32.*"')"5"21"3'X\N\NXXX

; F+*$1'(1'*5(.(*25'32%2')"`$()"=".%1
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L east B urdensome Path to Market
(cont.)

Implementation (cont.)
! A;.--1B34C8/<1<43D71321EFG1H18/9D0:4IA;.--1B34C8/<1<43D71321EFG1H18/9D0:4IA;.--1B34C8/<1<43D71321EFG1H18/9D0:4IA;.--1B34C8/<1<43D71321EFG1H18/9D0:4I
:.0C1234@51/3B1;55:8/<1:3194.2:J:.0C1234@51/3B1;55:8/<1:3194.2:J:.0C1234@51/3B1;55:8/<1:3194.2:J:.0C1234@51/3B1;55:8/<1:3194.2:J
; A:.:5;5/:1321@3/@57:1./91<5/54.-1748/@87-50A:.:5;5/:1321@3/@57:1./91<5/54.-1748/@87-50A:.:5;5/:1321@3/@57:1./91<5/54.-1748/@87-50A:.:5;5/:1321@3/@57:1./91<5/54.-1748/@87-50
; G-<348:K;12341-5.0:1LD495/03;51.7743.@KG-<348:K;12341-5.0:1LD495/03;51.7743.@KG-<348:K;12341-5.0:1LD495/03;51.7743.@KG-<348:K;12341-5.0:1LD495/03;51.7743.@K

! MN1MN1MN1MN1B5L7.<5B5L7.<5B5L7.<5B5L7.<513/1O5/:54P01EFGQG1B5L08:513/1O5/:54P01EFGQG1B5L08:513/1O5/:54P01EFGQG1B5L08:513/1O5/:54P01EFGQG1B5L08:5
; K::7JRRBBB>K::7JRRBBB>K::7JRRBBB>K::7JRRBBB>29.29.29.29.>>>><3S<3S<3S<3SRRRR@94K@94K@94K@94KRRRR;39.@:;39.@:;39.@:;39.@:RRRR-5.0:LD495/03;5-5.0:LD495/03;5-5.0:LD495/03;5-5.0:LD495/03;5>K:;->K:;->K:;->K:;-

! ,DL-8@1;55:8/<134,DL-8@1;55:8/<134,DL-8@1;55:8/<134,DL-8@1;55:8/<1341:5-5@3/21:5-5@3/21:5-5@3/21:5-5@3/2>1:K8010D;;54>1:K8010D;;54>1:K8010D;;54>1:K8010D;;54
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L east B urdensome Path to Market
(cont.)

Implementation (cont.)
! T4.8/8/<1@-.005012341OFUV145S85B10:.22T4.8/8/<1@-.005012341OFUV145S85B10:.22T4.8/8/<1@-.005012341OFUV145S85B10:.22T4.8/8/<1@-.005012341OFUV145S85B10:.22

; 8/@-D95018/9D0:4I1@3;;5/:0%1S8953:.758/@-D95018/9D0:4I1@3;;5/:0%1S8953:.758/@-D95018/9D0:4I1@3;;5/:0%1S8953:.758/@-D95018/9D0:4I1@3;;5/:0%1S8953:.75
! T4.8/8/<12341.9S8034I1@3;;8::5517./5-0T4.8/8/<12341.9S8034I1@3;;8::5517./5-0T4.8/8/<12341.9S8034I1@3;;8::5517./5-0T4.8/8/<12341.9S8034I1@3;;8::5517./5-0
! G998/<1-./<D.<51:31@3445073/95/@51B8:KG998/<1-./<D.<51:31@3445073/95/@51B8:KG998/<1-./<D.<51:31@3445073/95/@51B8:KG998/<1-./<D.<51:31@3445073/95/@51B8:K
8/9D0:4I1:314.8051-5.0:1LD495/03;51@3/@54/08/9D0:4I1:314.8051-5.0:1LD495/03;51@3/@54/08/9D0:4I1:314.8051-5.0:1LD495/03;51@3/@54/08/9D0:4I1:314.8051-5.0:1LD495/03;51@3/@54/0
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Dispute Resolution

!F!EDE'O'cTKT
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L8+5"'+)'(.'#2)%'TKe'+,'%8"'%(="J

!4"*)$(%"3'+=?$31=2.
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Ombudsman

!!(1#$%"1'2.3'*+==+.'#)+?5"='2)"21
!4"#+)%1'3()"*%5&'%+'%8"'/".%")'!()"*%+)
! $̂%)"2*8
!F+55+LO$#
!f$25(%&'-&1%"=1')"52%(.6'%+'*+==+.'
#)+?5"='2)"21
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Ombudsman

Les Weinstein
! <E':+5&'-*(P'D:EP'b!
! 77-[''D"3(*2(3'#)+6)2=1P'7D 1̂
! /!47['4"6$52%(+.1P'F B̂P'B.%").2%(+.25'2)"21
! F!E'U26".*&'5"0"5V[''!"#$%&'!()JP'F B̂'-%2,,g
!".(251'h'E##"251' ,̂,(*")
! E3i$.*%':)+,JP'D/g'="=?")'+,'!/'<2)
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“Inreach” Us ing the Web

Industry and consumer feedback
!!"0(*"'E30(*"'*+==".%'5(."[''31=2j*3)8J,32J6+0
!SO=2(5[''!()"*%+)j*3)8J,32J6+0
! #̂#+)%$.(%&',+)'3()"*%',""3?2*@'0(2'%8"'k"?

; A/+==".%1C

!/+==".%(.6'+.'#)+#+1"3')"6$52%(+.1'"5"*%)+.(*255&
; :+1%=2)@"%'-$)0"(552.*"'#)+0(1(+.''U1"*%(+.'Q99V
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CDR H and HIMA

Cooperation to accomplish mutual public health
goals
!>"21%'?$)3".1+="'O'#2)%'+,'1=255'L+)@6)+$#
!k2&1'%+'"l#2.3'G)3'#2)%&')"0("L
!/+==".%(.6'+.'3+*$=".%'0(2'k"?
!M1"'+,'1%2.32)31
!!"0(*"'B.3$1%)&\F!E'a)211)++%1'/+==(%%""
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CDR H and HIMA (cont.)

!a5+?25'72)=+.(]2%(+.'R21@'F+)*"
; 7BDE'2.3'F!E'#2)%(*(#2%(.6'%+6"%8")'1(.*"'(.*"#%(+.

! Bm!'4+$.3%2?5"'O'B.3$1%)&\F!E'6)+$#',+*$1(.6'+.
; Bm!'(11$"1'2.3'*+==+.'(.%")"1%1',+)'*+552?+)2%(+.
; B=#)+0"3'(.3$1%)&\F!E'*+==$.(*2%(+.'+.'Bm!'(11$"1

!:+1%=2)@"%'1$)0"(552.*"'+,'*2)3(+021*$52)'3"0(*"1
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CDR H and HIMA (cont.)

! 4"".6(."")(.6
! 4"O=2)@"%(.6\1")0(*(.6'O'(.'EEDB'L+)@(.6'6)+$#
3"0"5+#(.6'0+5$.%2)&'2##)+2*8',+)'1"5,O)"6$52%(+.
! <5++3'65$*+1"'=+.(%+)1'O'#+%".%(25'/4E!E'%+'1$##+)%
1%$3&'+,'%L+'%"*8.+5+6("1
! R)2(.(.6
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Future

What’s  your wish lis t?


