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Re:  Medicare Program; Proposed Revisions to Payment Policies Under 
the Physician Fee Schedule, and Other Part B Payment Policies for CY 
2008; Proposed Rule [CMS-1385-P] 
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 M2. I5<&.423<B<$8 J39#%&/8 N/$;35O;&5<3 PIJNQ ;77/.45;&.% &25% <77</&#35&8 
&< 4<::.3& <3 &2. =.3&./% ></ ?.954;/. ;39 ?.954;59 @./A54.%R P=?@Q S/<7<%.9 
C#B. /.$;/953$ /.A5%5<3% &< 7;8:.3& 7<B545.% #39./ &2. 728%545;3 >.. %42.9#B. ></ 
4;B.39;/ 8.;/ 2008 ;39 <&2./ 42;3$.% &< 7;8:.3& 7<B545.% #39./ S;/& I P&2. 
US/<7<%.9 C#B.VQH1  IJN 5% &2. B;/$.%& &/;9. </$;35O;&5<3 &< %./A. ;39 /.7/.%.3& &2. 
05<&.423<B<$8 539#%&/8 53 &2. W35&.9 @&;&.% ;39 ;/<#39 &2. $B<0.H  IJN /.7/.%.3&% 
:</. &2;3 1)100 05<&.423<B<$8 4<:7;35.%) ;4;9.:54 53%&5&#&5<3%) %&;&. 
05<&.423<B<$8 4.3&./%) ;39 /.B;&.9 </$;35O;&5<3%H  IJN :.:0./% ;/. 53A<BA.9 53 
&2. /.%.;/42 ;39 9.A.B<7:.3& <> 2.;B&2 4;/.) ;$/54#B&#/;B) 539#%&/5;B ;39 
.3A5/<3:.3&;B 05<&.423<B<$8 7/<9#4&%H   
 
 IJN /.7/.%.3&% ;3 539#%&/8 &2;& 5% 9.A<&.9 &< 95%4<A./53$ 3.X &/.;&:.3&% ;39 
.3%#/53$ 7;&5.3& ;44.%% &< &2.:H  "44</953$B8) X. 4<3&53#. &< 0. 4<34./3.9 ;0<#& 
&2. 5:7;4& <> ?.954;/.R% /.5:0#/%.:.3& /;&.% ;39 7;8:.3& 7<B545.% <3 ;44.%% &< 
9/#$% ;39 05<B<$54;B%) 7;/&54#B;/B8 53 B5$2& <> &2. 9..7 4#& 53 &2. 4<3A./%5<3 >;4&</ 
&2;& 5% 7/<Y.4&.9 ></ 2008H  J> ?.954;/. 9<.% 3<& 4<:7.3%;&. 7/<A59./% 
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:;8 0. 9.35.9 ;44.%% &< .%%.3&5;B 9/#$% ;39 05<B<$54;B%H  J> 728%545;3% ;39 
2<%75&;B% %&<7 7/<A5953$ %&;&.F<>F&2.F;/& &2./;75.% &< &2.5/ 7;&5.3&% ;% ; /.%#B&) 
:;3#>;4&#/./% 4<#B9 0. 95%4<#/;$.9 >/<: 9.A.B<753$ 3.X &2./;75.%H  IJN #/$.% 
=?@ &< 7/<&.4& 0.3.>545;/8 ;44.%% &< 5:7</&;3& 9/#$ ;39 05<B<$54;B &2./;75.% 08 
.3%#/53$ &2;& 728%545;3% ;/. ;77/<7/5;&.B8 /.5:0#/%.9 ></ ;BB <> &2. %./A54.% 
;%%<45;&.9 X5&2 7/<A5953$ &2.%. &2./;75.%H  J& 5% X5&2 &2.%. 5:7</&;3& $<;B% 53 :539 
&2;& <#/ 4<::.3&%L 
 

! W/$. =?@ &< 4<3&53#. 7/.F;9:535%&/;&5<3 7;8:.3&% ></ 53&/;A.3<#% 5::#3. 
$B<0#B53 PJ]JGQ ;39 5:7B.:.3& ;3 ;995&5<3;B 7;8:.3& &< .3%#/. 0.3.>545;/8 
;44.%% &< &25% 4/5&54;B 05<B<$54;B &2./;78^ 

! @.._ >#/&2./ 4B;/5&8 /.$;/953$ &2. 9.>535&5<3 <> ; 0#39B.9 ;//;3$.:.3& #39./ 
&2. ;A./;$. %;B.% 7/54. P"@SQ :.&2<9<B<$8^ 

! @#77</& =?@R 7/<7<%;B /.$;/953$ &2. 4B<&&53$ >;4&</ >#/35%253$ >..^ 
! W/$. =?@ &< 7B;4. B5:5&% <3 5&% %#0%&5&#&5<3 <> X59.B8 ;A;5B;0B. :;/_.& 7/54. 

PK"?SQ </ ;A./;$. :;3#>;4&#/./ 7/54. P"?SQ ></ "@S^ 
! W/$. =?@ &< ;BB<X 728%545;3% &< X5&29/;X >/<: &2. =<:7.&5&5A. 

"4Z#5%5&5<3 S/<$/;: P="SQ #39./ .`5$.3& 45/4#:%&;34.% ;& ;38 &5:. ;39 &< 
.B5:53;&. &2. 14F9;8 728%545;3 05BB53$ /.Z#5/.:.3& ></ ="S 9/#$%^ 

! @&;&. &2;& &2. ;$.348R% 7/<7<%;B &< ;BB<X ="S A.39</% &< /.7;4_;$. 
05<B<$54;B% 53&< 7/.>5BB.9 %8/53$.% A5<B;&.% ><<9 ;39 9/#$ B;X ;39 /5%_% 
7;&5.3& %;>.&8 ;39 %2<#B9 0. X5&29/;X3^ 

! @#$$.%& 5:7/<A.:.3&% &< &2. 4#//.3& %8%&.: <> %.&&53$ 7;8:.3& /;&.% ></ 
533<A;&5A. 4B5354;B 95;$3<%&54 B;0</;&</8 &.%&%^ 

! @#77</& =?@R 7/<7<%;B &< /.5:0#/%. ;BB .39F%&;$. /.3;B 95%.;%. Pa@C6Q 
9/#$% ;39 05<B<$54;B% ;& "@S 7B#% %5` 7./4.3&^ 

! @#77</& =?@R 7/<7<%;B &< 7/<A59. ?.954;/. 4<A./;$. ></ A;4453.% 53 
=<:7/.2.3%5A. N#&7;&5.3& C.2;05B5&;&5<3 [;45B5&5.% P=NC[%Q^ 

! W/$. =?@ &< :<95>8 5&% B5%& <> ;44.7&.9 4<:7.395; #%.9 &< 9.&./:53. 
:.954;BB8F;44.7&.9 53954;&5<3% ></ 9/#$% ;39 05<B<$54;B% #%.9 53 ;3&54;34./ 
42.:<&2./;7.#&54 /.$5:.3% 08 /.4<$35O53$ 6/#$S<53&%b ;% ; %#44.%%</ 
7#0B54;&5<3 ;39 ;9953$ &2. c;&5<3;B =<:7/.2.3%5A. =;34./ c.&X</_R% 
6/#$% ;39 I5<B<$54% =<:7.395#:d^ 
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! a34<#/;$. =?@ &< >53;B5O. Z#;B5&8 :.;%#/.:.3&% &2;& ;/. %45.3&5>54;BB8 A;B59) 
4<3%.3%#%F0;%.9 ;39 &2;& :535:5O. 728%545;3 0#/9.3) ;39 ;%_ &2. ;$.348 &< 
&;_. &2. B.;9 <3 9.A.B<753$ ;39 5:7B.:.3&53$ 4;/. 4<</953;&5<3 Z#;B5&8 
:.;%#/.:.3&%^  

! a34<#/;$. &2. ;$.348 &< ;9<7& &2. 7/<7<%.9 Z#;B5&8 :.;%#/.% ></ &2. 
S28%545;3 e#;B5&8 C.7</&53$ J35&5;&5A. PSeCJQ /.B;&.9 &< 53>B#.3O; ;39 
73.#:<35; A;4453;&5<3^ ;39 

! W/$. =?@ &< 9< ;38&253$ X5&253 5&% 7<X./ &< :5&5$;&. &2. %#0%&;3&5;B 4#&% 53 
&2. 4<3A./%5<3 >;4&</ ;39 &< .3%#/. ?.954;/. 0.3.>545;/5.% 4<3&53#. &< 2;A. 
;44.%% &< 25$2 Z#;B5&8 4;/.H 

 
M2.%. 5%%#.% ;/. 95%4#%%.9 53 9.7&2 0.B<XH 
 
I.  CODING—PAYMENT FOR IVIG ADD-ON CODE – BIO urges CMS 

to continue pre-administration payments for IVIG and implement an 
additional payment to ensure beneficiary access to this critical 
biological therapy. 

 
 IJN ;77/.45;&.% &2;& =?@ 4<3&53#.% &< 7/<7<%. 7<B54.% &< 2.B7 .3%#/. &2;& 
?.954;/. 0.3.>545;/5.% 4;3 ;44.%% J]JG 53 &2. 728%545;3R% <>>54. %.&&53$H  IJN 2;% 
0..3 A./8 4<34./3.9 ;0<#& ?.954;/. 0.3.>545;/8 ;44.%% &< %&;39;/9 ;39 %7.45;B&8 
J]JG <A./ &2. 7;%& >.X 8.;/% ;% ; /.%#B& <> &2. 42;3$.% 53 &2. ?.954;/. 7;8:.3& 
:.&2<9<B<$5.% ></ 9/#$% ;39 05<B<$54;B%H  "% %&;&.9 53 &2. S/<7<%.9 C#B.) =?@ 
/.4.3&B8 4/.;&.9 ><#/ 3.X 4<9.% ></ B5Z#59 3<3FB8<725B5O.9 J]JG ></ #%. .>>.4&5A. 
\#B8 1) 2007H2  IJN ;$/..% X5&2 =?@ &2;& &2.%. 3.X 4<9.% %2<#B9 5:7/<A. 
0.3.>545;/8 ;44.%% &< J]JGH  
 
 "995&5<3;BB8) IJN 5% 7B.;%.9 &2;& =?@ 7/<7<%.% &< 4<3&53#. 7;8:.3& ></ 
7/.F;9:535%&/;&5<3 /.B;&.9 %./A54.% ></ J]JGH  "% 53 2007) 728%545;3% X5BB 0. ;0B. &< 
05BB G0''2 &< /.4.5A. 7/.F;9:535%&/;&5<3 7;8:.3&%H  K. 3<&. &2;& G0''2 5% 3<& 
534B#9.9 53 "99.39#: I) 2<X.A./) ;39 ;%_ &2. ;$.348 &< ;99 5& 53 &2. [53;B C#B.H  
K. ;/. 4<34./3.9 &2;& =?@ <3B8 7/<7<%.% &< 4<3&53#. 7;8:.3& ></ G0''2 &2/<#$2 
4;B.39;/ 8.;/ 2008H I.></. 7;8:.3& ></ 7/.F;9:535%&/;&5<3 /.B;&.9 %./A54.% 5% 
                                            
2 J9H ;& '8)146H  
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95%4<3&53#.9 53 &2. >#&#/.) X. ;%_ &2. ;$.348 &< .3%#/. &2;& 0.3.>545;/8 ;44.%% &< 
J]JG X5BB 3<& 0. 4<:7/<:5%.9H 
 
 IJN ;B%< 0.B5.A.% &2;& =?@ %2<#B9 .%&;0B5%2 ;3 ;995&5<3;B 7;8:.3& 53 </9./ 
&< .3%#/. 7/<A59./% ;/. ;0B. &< 7#/42;%. J]JGH  N3. :<9.B &2;& 2;% X</_.9 53 &2. 
7;%& 5% &2. ;99F<3 7;8:.3& ></ 0B<<9 4B<&&53$ >;4&</H  M25% :<9.B 5% 0;%.9 <3 ; 
\;3#;/8 200' G"N /.7</& &2;& /.4<::.39.9 &2;& =?@ .%&;0B5%2 ; %.7;/;&. 
7;8:.3& ></ &2. 4<%& <> 9.B5A./53$ 4B<&&53$ >;4&</ &< ?.954;/. 0.3.>545;/5.%H'  M2.3 
=<3$/.%% $/;3&.9 %#42 ;#&2</5&8 &< &2. @.4/.&;/8 53 </9./ &< 7/.%./A. 7;&5.3& ;44.%% 
&< 0B<<9 4B<&&53$ >;4&</H  IJN 0.B5.A.% &2;& &2. J]JG 7;8:.3& 5% ;B%< 53%#>>545.3& 
;39 /.Z#5/.% ;3 ;995&5<3;B 7;8:.3& &< 2.B7 9.B5A./ &2. &2./;78H  M2. --@ N>>54. <> 
&2. J3%7.4&</ G.3./;B 53 5&% "7/5B 2007 %&#98 <> &2. J]JG :;/_.&) 9.:<3%&/;&.% &2;& 
<3B8 5g 7./4.3& <> J]JG %;B.% &< 728%545;3% 08 &2. &2/.. B;/$.%& 95%&/50#&</% 
<44#//.9 ;& 7/54.% 0.B<X &2. ?.954;/. 7;8:.3& ;:<#3&% ;& &2. &5:. <> &2. %&#98H4  
N3. X<#B9 .`7.4& &25% 7./4.3&;$. &< >#/&2./ 9.4B53. X2.3 &;_53$ 53&< ;44<#3& 
%:;BB./ 95%&/50#&</%H  MX< <&2./ /.4.3&B8 7#0B5%2.9 /.7</&% ;B%< 7<53& &< ?.954;/. 
/.5:0#/%.:.3& ;% 4<3&53#53$ &< 0. ; 0;//5./ &< 7;&5.3& ;44.%% &< J]JGH5 
 
 M2./.></.) IJN ;%_% &2;& =?@ &/.;& J]JG %5:5B;/ &< ;3<&2./ 0B<<9F7B;%:; 
9./5A.9 &2./;78 h 0B<<9 4B<&&53$ >;4&</ h ;39 7/<A59. ;3 ;995&5<3;B 7;8:.3& &< 
;99/.%% &25% 4<3&53#.9 &2./;78 /.5:0#/%.:.3& %2</&>;BBH  M25% :.;%#/. 4<:053.9 
X5&2 &2. 7<%5&5A. %&.7% &2;& =?@ 2;% #39./&;_.3 5% ;3 5:7</&;3& >5/%& %&.7 &<X;/9 
/.4&5>853$ &2. 7;&5.3& ;44.%% 95>>54#B&5.% %#//<#3953$ J]JGH   

 
II. ASP ISSUES 
 
A. BIO seeks further clarity regarding the definition of bundled 

arrangement under the ASP methodology. 
 
  J3 &2. S/<7<%.9 C#B.) =?@ 7/<7<%.% &< /.A5%. &2. :.&2<9<B<$8 ></ 
9.&./:5353$ &2. "@S ></ S;/& I 9/#$% 08 9.>5353$ 0#39B.9 ;//;3$.:.3&% ;39 
                                            
' G.3./;B "44<#3&53$ N>>54.) ?.954;/.L S;8:.3&% ></ IB<<9 =B<&&53$ [;4&</ a`4..9% S/<A59./%R "4Z#5%5&5<3 =<%&) 
\;3#;/8) 200') G"NF0'F184H  
4 J9H 
5 J9H 
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/.Z#5/53$ &2;& 9/#$ :;3#>;4&#/./% ;BB<4;&. 0#39B.9 7/54. 4<34.%%5<3% 
7/<7</&5<3;&.B8 &< &2. 9<BB;/ A;B#. <> #35&% <> .;42 9/#$ %<B9 #39./ &2. 0#39B.9 
;//;3$.:.3& X2.3 /.7</&53$ "@S%H  IJN ;77/.45;&.% &2;& =?@ 2;% 9.459.9 &< #%. 
&2. /#B.:;_53$ 7/<4.%% &< .3$;$. %&;_.2<B9./% <3 &2. ;77/<7/5;&. 9.>535&5<3 ;39 
:.&2<9<B<$8 ></ ;99/.%%53$ 0#39B.9 ;//;3$.:.3&% ></ &2. 7#/7<%. <> 9.&./:5353$ 
"@S) ;39 #/$.% =?@ &< 4<3&53#. &< #%. /#B.:;_53$ &< :;_. 42;3$.% &< "@SH  IJN 
%#77</&% "@S 0.4;#%. 5& 5% ; :;/_.&F0;%.9 /.5:0#/%.:.3& :.&2<9<B<$8H   
 
  =?@ .`7B;53% &2;& 5&% 7/<7<%;B <3 0#39B53$ 5% 53 /.%7<3%. &< &2. ?.954;/. 
S;8:.3& "9A5%</8 =<::5%%5<3R% P?.9S"=Q \;3#;/8 2007 /.7</& &< =<3$/.%%H  
M2. S/<7<%.9 C#B. ;44#/;&.B8 3<&.% &2;& ?.9S"= /.4<::.39.9 &2;&) U&2. $<;B 
%2<#B9 0. &< .3%#/. &2;& "@S /.>B.4&% &2. ;A./;$. &/;3%;4&5<3 7/54. ></ 9/#$%HV6 
=?@ ;B%< 4<//.4&B8 7<53&% <#& &2;& ?.9S"= ;9A5%.9 &2;& &2. /.7</&53$ 
/.Z#5/.:.3&% ></ ;BB<4;&53$ 95%4<#3&% %2<#B9 0. 4B.;/ ;39 4;7;0B. <> 0.53$ 
5:7B.:.3&.9 53 ; &5:.B8 >;%25<3 08 :;3#>;4&#/./%H  K25B. ?.9S"= <753.9 &2;& 
;77B54;&5<3 <> &2. ?.954;59 0#39B53$ 7<B548 #%.9 &< 9.&./:53. "?S) X5&2 %<:. 
;9Y#%&:.3&%) :5$2& 0. %5:7B./ &< ;9:535%&./ &2;3 ;3 ;B&./3;&5A. &2;& X;% 4<3%59./.9) 
IJN 3<&.% &2;& ?.9S"= 959 3<& .`7B545&B8 /.4<::.39 &2;& &2. ?.954;59 0#39B53$ 
/#B. </ ;38 <&2./ %7.45>54 :.&2<9<B<$8 0. ;77B5.9 &< &2. "@S 4;B4#B;&5<3%H   
 
  IJN 0.B5.A.% &2;& &2. 0#39B53$ 9.>535&5<3 &2;& ;77.;/% 53 &2. "?S [53;B C#B. 
&2;& =?@ 2;% 7/<7<%.9 &< ;77B8 &< "@S X<#B9 5:7<%. ; %5$35>54;3& ;9:535%&/;&5A. 
0#/9.3 <3 :;3#>;4&#/./% 53 7;/& 0.4;#%. =?@ 2;% .`7;39.9 &2. 9.>535&5<3 <> 
U0#39B.9 ;//;3$.:.3&%V 53 %#42 ; X;8 &2;& #39./%4</.% &2. 3..9 ></ 4B;/5&8 ;39 
7/.954&;05B5&8H  "% =?@R <X3 %&;&.:.3& 53 &2. S/.;:0B. /.4<$35O.%) U&2./. 5% ; 
7<&.3&5;B ></ $/.;& A;/5;&5<3 53 &2. %&/#4&#/. <> 0#39B.9 ;//;3$.:.3&% ;39 53 &2. 
42;/;4&./5%&54% <> 7/<9#4&% 534B#9.9 53 &2<%. ;//;3$.:.3&%HV7  K25B. IJN 
;77/.45;&.% &2;& =?@ 2;% 7/<7<%.9 %7.45>54 $#59;34. /.$;/953$ &2. &/.;&:.3& <> 
0#39B.9 7/54. 4<34.%%5<3% 53 ;3 .>></& &< .3%#/. $/.;&./ 4<3%5%&.348 53 "@S 
/.7</&53$) X. 0.B5.A. 5& 5% 4/5&54;B &2;& =?@ 7/<A59. ;995&5<3;B 4B;/5&8 &< 
:;3#>;4&#/./% <3 &2. %4<7. <> =?@R% 3.X 9.>535&5<3 <> ; U0#39B.9 ;//;3$.:.3&HV   
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  IJN 4<3%59./% %.A./;B ;%7.4&% <> &2. 7/<7<%.9 U0#39B.9 ;//;3$.:.3&V 
9.>535&5<3 7;/&54#B;/B8 &/<#0B53$H  =?@ 7/<7<%.% &< 9.>53. &25% &./: ></ "@S 
4;B4#B;&5<3 7#/7<%.% &< 0. ;3 ;//;3$.:.3& #39./ X2542 &2. /.0;&.) 95%4<#3&) </ 
<&2./ 7/54. 4<34.%%5<3 5% 4<395&5<3.9 #7<3 U&2. 7#/42;%. <> &2. %;:. 9/#$ </ 
05<B<$54;B </ <&2./ 9/#$% </ 05<B<$54;B% </ %<:. <&2./ 7./></:;34. /.Z#5/.:.3& 
P></ .`;:7B.) &2. ;425.A.:.3& <> :;/_.& %2;/.) 534B#%5<3 </ &5./ 7B;4.:.3& <3 ; 
></:#B;/8) 7#/42;%53$ 7;&&./3%) 7/5</ 7#/42;%.%Q) </ X2./. &2. /.%#B&53$ 95%4<#3&% 
</ <&2./ 7/54. 4<34.%%5<3% ;/. $/.;&./ &2;3 &2<%. &2;& X<#B9 2;A. 0..3 ;A;5B;0B. 
2;9 &2. 0#39B.9 9/#$% </ 05<B<$54;B% 0..3 7#/42;%.9 %.7;/;&.B8 </ <#&%59. <> &2. 
0#39B.9 ;//;3$.:.3&HV8 IJN 5% 4<34./3.9 &2;& &25% B;3$#;$. :;8 0. 4<3%&/#.9 &<< 
0/<;9B8 53 4./&;53 53%&;34.%H   
 
  IJN ;B%< #/$.% =?@ &< 4B;/5>8 X2.&2./ &2. 7/<7<%.9 9.>535&5<3 <> ; 
U0#39B.9 ;//;3$.:.3&V 4<#B9 0. 53&./7/.&.9 &< :.;3 ; 7</&5<3 <> ; 4<3&/;4&) X2./. 
&2. &./:% /.B;&53$ &< %<:. 9/#$% #39./ &2. 4<3&/;4& 9< 3<& :..& &2. 7/<7<%.9 
9.>535&5<3H  [</ .`;:7B.) ; U0#39B.9 ;//;3$.:.3&V :;8 0. 7;/& <> ; B;/$./ 4<3&/;4& 
&2;& 534B#9.% <&2./ 7/<9#4&% &2;& ;/. 7/54.9 X5&2 3< 4<395&5<3% </ 4<3&53$.345.% 
X5&2 <&2./ 7/<9#4&%H  IJN 0.B5.A.% &2;& &2.%. <&2./ 7/<9#4&% %2<#B9 3<& 0. 534B#9.9 
53 &2. 0#39B.9 ;//;3$.:.3&) 0.4;#%. &2. 4<3&/;4& 4<3&;53% 3< 7/54. 4<34.%%5<3% ></ 
&2<%. 9/#$% X2542 ;/. U4<395&5<3.9 <3 &2. 7#/42;%. <> &2. %;:. 9/#$ </ 05<B<$54;B 
</ <&2./ 9/#$% </ 05<B<$54;B% </ %<:. <&2./ 7./></:;34. /.Z#5/.:.3&HVg   C.Z#5/53$ 
/.;BB<4;&5<3 <> &2.%. 95%4<#3&% X<#B9 3<& ;44#/;&.B8 /.>B.4& &2. 7/54.% ;A;5B;0B. 53 
&2. :;/_.&7B;4. ;39 X<#B9 95%&</& &2. "@S% <> ;BB 9/#$% #39./ &2. 4<3&/;4&H  
"44</953$B8) X. /.4<::.39 &2;& =?@ 4B;/5>8 &2;& &2.%. 9/#$% ;/. 3<& 4<3%59./.9 
7;/& <> &2. 0#39B.9 ;//;3$.:.3& ></ 7#/7<%.% <> "@S 4;B4#B;&5<3H   
 
  IJN 3<&.% &2;& %<:. 4<3&/;4&% :;8 <>>./ ; 4#%&<:./ 0<&2 4<3&53$.3& ;39 
3<3F4<3&53$.3& 95%4<#3&% <3 &2. %;:. 7/<9#4&%H  J3 %<:. 53%&;34.%) &2. 4#%&<:./ 
:;8 3<& :..& &2. A<B#:. 7#/42;%. </ <&2./ 7./></:;34. /.Z#5/.:.3& ></ &2. 
4<3&53$.3& 95%4<#3&% #39./ &2. 4<3&/;4&H  IJN /.Z#.%&% &2;& =?@ 7/<A59. %7.45>54 
$#59;34. 53 5&% >53;B /#B. /.$;/953$ X2.&2./ ; 4<3&/;4& %2<#B9 0. &/.;&.9 ;% ; 
0#39B.9 ;//;3$.:.3&) ;39 &2. 95%4<#3&% #39./ &2. ;//;3$.:.3& /.;BB<4;&.9) X2./. 

 
8 J9H ;& '8)226H 
g J9H P7/<7<%.9 42 =H[HCH i 414H802QH 
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&2. 4#%&<:./ 2;% 3<& :.& &2. 7./></:;34. </ 7#/42;%. /.Z#5/.:.3&% ></ &2. 
4<3&53$.3& 95%4<#3&H  J3 ;995&5<3) =?@ %2<#B9 7/<A59. $#59;34. <3 &2. ;BB<4;&5<3 
<> ; 3<3F4<3&53$.3& 95%4<#3& 53 &2<%. %5&#;&5<3% X2./. ; 4<3&53$.348 9<.% .`5%& 
P.H$H) ; 3<3F4<3&53$.3& 95%4<#3& <3 ; 7/<9#4& &2;& 5% ;B%< %#0Y.4& &< ;3 ;995&5<3;B 
95%4<#3& &2;& 5% 4<3&53$.3& <3 ; A<B#:. 7#/42;%. </ <&2./ 7./></:;34. 
/.Z#5/.:.3&QH  M25% ;995&5<3;B 4B;/5&8 X5BB 2.B7 &< .3%#/. &2;& :;3#>;4&#/./% .:7B<8 
; #35></: ;77/<;42 ></ /.;BB<4;&53$ 95%4<#3&% #39./ ; 0#39B.9 ;//;3$.:.3&H 
 
  -<X.A./ =?@ 7/<4..9% &< 9.>53. U0#39B.9 ;//;3$.:.3&)V IJN #/$.% &2. 
;$.348 &< 9.>53. 5& 0;%.9 #7<3 >/.. :;/_.& 7/53457B.% &2;& X5BB 4;#%. &2. B.;%& 
95%/#7&5<3 ;% 7<%%50B. 53 &2. :;/_.&7B;4.H  J3 7/<7<%53$ &< 9.>53. &25% &./: ></ 
7#/7<%.% <> /.7</&53$ "@S) =?@ :;_.% 4B.;/ &2;& 5& 5% %.._53$ U&< .%&;0B5%2 ; 
:.&2<9 ></ &/.;&53$ 0#39B.9 7/54. 4<34.%%5<3% ></ 7#/7<%.% <> "@S &2;& 5% 
4<3%5%&.3& X5&2 &2. :.&2<9 7/<7<%.9 ></ "?S 4;B4#B;&5<3% X25B. ;99/.%%53$ 
.`5%&53$ 7/<$/;: 95>>./.34.%HV10  IJN 5% 4<34./3.9 08 &2. .`7;39.9 9.>535&5<3 <> 
0#39B.9 ;//;3$.:.3& 53 &2. S/<7<%.9 C#B.) ;39 #/$.% =?@ &< 7/<A59. ;995&5<3;B 
4B;/5&8 &< :;3#>;4&#/./% &< ;99/.%% &2.%. 4<34./3%H   
 
  G5A.3 &2;& 7/<A59./ 7;8:.3& /;&.% 9.7.39 B;/$.B8 <3 /.7</&.9 "@S%) IJN 
0.B5.A.% 5& 5% .%%.3&5;B &2;& &2. :.&2<9<B<$8 #%.9 &< 9.&./:53. "@S ;44#/;&.B8 
534</7</;&.% &2. 4<%&% &< ; 7/<A59./ </ %#77B5./ ></ <#/ &2./;75.%H  ?</.<A./) &2. 
"@S 4;B4#B;&5<3 ;39 /.7</&53$ /.Z#5/.:.3&% %2<#B9 0. 4B.;/B8 ;/&54#B;&.9 53 B5$2& <> 
&2. 4#//.3& .3></4.:.3& .3A5/<3:.3& 0.4;#%. :;3#>;4&#/./% :;8 0. %#0Y.4& &< 
%5$35>54;3& 7.3;B&5.% ></ &2. %#0:5%%5<3 <> 534<//.4& "@S 9;&;H  IJN %#77</&% 4B.;/ 
$#59.B53.% %#42 &2;& :;3#>;4&#/./% 4;3 4;//8 <#& &2.5/ /.7</&53$ <0B5$;&5<3% 53 
4<:7B5;34. X5&2 ;BB ;77B54;0B. B;X% ;39 /.$#B;&5<3%H  S/.954&;05B5&8 ;39 
&/;3%7;/.348 ;/. .%%.3&5;B ></ 4<:7B5;34. /.;%<3% ;39 ;/. 7;/&54#B;/B8 5:7</&;3& 5> 
=?@ X;3&% &< 7/<:<&. 4<3%5%&.348 53 &2. &/.;&:.3& <> 0#39B.9 7/54. 4<34.%%5<3% 
></ 7#/7<%.% <> "@S /.7</&53$H 
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B.  BIO supports increasing the clotting factor furnishing fee. 
 
 =?@ 2;% 7/<7<%.9) 4<3%5%&.3& X5&2 &2. @@")11 &< 534/.;%. &2. 4B<&&53$ >;4&</ 
>#/35%253$ >.. 08 &2. 7./4.3&;$. 534/.;%. 53 &2. 4<3%#:./ 7/54. 539.` P=SJQ ></ 
:.954;B 4;/. ></ &2. 12F:<3&2 7./5<9 .3953$ 53 \#3. 2007H12  IJN %#77</&% &25% 
7/<7<%;B ;39 /.Z#.%&% &2;& =?@ 7#0B5%2 &2. #79;&.9 >#/35%253$ >.. 53 &2. >53;B /#B. 
<34. &2. =SJ 9;&; 0.4<:.% ;A;5B;0B.H   
 
 =#//.3&B8) &2. 4B<&&53$ >;4&</ >#/35%253$ >.. 5% #79;&.9 ;33#;BB8 ;39 5% .Z#;B 
&< &2. >.. ></ &2. 7/.A5<#% 8.;/ 534/.;%.9 08 &2. 7./4.3&;$. 534/.;%. 53 &2. =SJ ></ 
:.954;B 4;/. ></ &2. 12F:<3&2 7./5<9 .3953$ X5&2 \#3. <> &2. 7/.A5<#% 8.;/H1'  
I.4;#%. &2. ;33#;B \#3. =SJ 53></:;&5<3 5% 3<& ;A;5B;0B. ;& &2. &5:. &2. 7/<7<%.9 
728%545;3 >.. %42.9#B. 5% 7#0B5%2.9) =?@ 7/<7<%.% &< /.:<A. &25% ;33#;B #79;&. 
>/<: &2. /#B.:;_53$ 7/<4.%% ;39 5%%#. >#&#/. #79;&.% &2/<#$2 7/<$/;: 53%&/#4&5<3% 
53%&.;9H  IJN ;$/..% X5&2 &25% 7/<4.%% ;% B<3$ ;% =?@ 4<3&53#.% &< #%. &2. 4#//.3& 
:.&2<9<B<$8H  @2<#B9 :.&2<9<B<$54;B 42;3$.% 0. :;9. 53 &2. >#&#/.) 2<X.A./) 
=?@ %2<#B9 $< &2/<#$2 &2. ></:;B /#B.:;_53$ 7/<4.%%H 
 
C.  CMS should place limits on its substitution of WAMP or AMP for ASP 

to set reimbursement. 
 

M2. ?.954;/. %&;&#&. ;BB<X% &2. @.4/.&;/8 &< %#0%&5&#&. &2. K"?S </ "?S 
></ "@S 5> "@S .`4..9% K"?S </ "?S 08 ; 4./&;53 7./4.3&;$.H14  M2. B.$5%B;&5A. 
25%&</8 <> &25% %&;&#&</8 7/<A5%5<3 4B;/5>5.% &2;& =<3$/.%% 53&.39.9 ></ &2. @.4/.&;/8 
&< 7/<A59. U; 3#:0./ <> 7/<4.9#/;B ;39 %#0%&;3&5A. %;>.$#;/9% &< .3%#/. &2. 
/.B5;05B5&8 ;39 A;B595&8 <> &2. 9;&;V X2.3 9.45953$ &< %#0%&5&#&. K"?S </ "?S ></ 
"@SH15  M2. 7/<7<%.9 /.$#B;&5<3 %&;&.%) UJ> &2. J3%7.4&</ G.3./;B >539% &2;& &2. 
;A./;$. %;B.% 7/54. .`4..9% &2. X59.B8 ;A;5B;0B. :;/_.& 7/54. </ &2. ;A./;$. 
:;3#>;4&#/./ 7/54. 08 5 7./4.3& </ :</. 53 4;B.39;/ 8.;/ 2008) &2. 7;8:.3& B5:5& 

 
11 @@" i 1842P<QP5QP=QH 
12 72 [.9H C.$H ;& '8)152H 
1' @@" i 1842P<QP5QP=QH 
14 @.. @@" i 1847"P9QP'QP"QH 
15 ?.954;/. S/.%4/57&5<3 6/#$) J:7/<A.:.3&) ;39 ?<9./35O;&5<3 "4& <> 200' =<3>./.34. C.7</&) -HCH C.7H c<H 
108F'g1) ;& 5g2 P3<&53$ &2;& &2. %;>.$#;/9% 534B#9. U3<&54. ;39 4<::.3& /#B.:;_53$) 59.3&5>54;&5<3 <> &2. %7.45>54 
%<#/4.% <> 53></:;&5<3 #%.9 &< :;_. j; 9.&./:53;&5<3 &< #%. K"?S 53%&.;9 <> "@Sk) ;39 .`7B;3;&5<3% <> &2. 
:.&2<9<B<$8 ;39 4/5&./5; ></ %.B.4&53$ %#42 %<#/4.%VQH 
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53 &2. Z#;/&./ ><BB<X53$ &2. &/;3%:5&&;B <> &25% 53></:;&5<3 &< &2. @.4/.&;/8 5% &2. 
B.%%./ <> &2. X59.B8 ;A;5B;0B. :;/_.& 7/54. </ 10' 7./4.3& <> &2. ;A./;$. 
:;3#>;4&#/./ 7/54.HV16  IJN #/$.% &2. ;$.348 &< 7/<A59. ></ &2. 7/<4.9#/;B ;39 
%#0%&;3&5A. %;>.$#;/9% .3A5%5<3.9 08 =<3$/.%% &< .3%#/. &2. /.B5;05B5&8 <> &2. 9;&;H  
K. ;77/.45;&. &2. ;$.348R% %&;&.:.3&% &2;& 5& X5BB 7/<4..9 4;#&5<#%B8 53 &25% ;/.; 
;39 %.._ %&;_.2<B9./ 537#&) 7;/&54#B;/B8 >/<: :;3#>;4&#/./% 5:7;4&.9 08 7<&.3&5;B 
7/54. %#0%&5&#&5<3%H 

 
IJN #/$.% =?@ &< 4<3%59./ &2. /.4.3& 42;3$.% &< &2. "?S :.&2<9<B<$8) ;% 

X.BB ;% 7/<7<%.9 42;3$.% &< &2. "@S 4;B4#B;&5<3) 53 9.45953$ X2;& &2/.%2<B9 &< 7#& 
53 7B;4. ></ 2008H  [5A. 7./4.3& :5$2& 0. 53%#>>545.3& 53 B5$2& <> &2. /.4.3& 
/.Z#5/.:.3& &2;& %;B.% &< 728%545;3 4B5354% ;39 <&2./ 7#/42;%./% 0. 534B#9.9 53 
4;B4#B;&53$ "?S ;39 &2. B5_.B8 95>>./.34. 53 5:7B.:.3&;&5<3 9;&.% <> ;38 /.F
;BB<4;&5<3 /.Z#5/.:.3&% ></ "?S ;39 "@SH  M2.%. 42;3$.% 4<#B9 ;>>.4& &2. 
/.B;&5<3%257 0.&X..3 "?S ;39 "@SH 

 
[#/&2./) IJN 0.B5.A.% &2;& &2. 7/<7<%.9 /.$#B;&5<3R% B;3$#;$. 5% 534<3%5%&.3& 

X5&2 %.4&5<3 1847"P9QP'QP"Q <> &2. @@" &2;& %7.45>5.% &2;& &2. @.4/.&;/8 U:;8V 
95%/.$;/9 "@S X2./. &2. "@S .`4..9% K"?S </ "?S 08 ; 4./&;53 &2/.%2<B9H  
"44</953$B8) X. ;%_ &2;& &25% /.$#B;&5<3 0. 4B;/5>5.9 &< %7.45>8 &2;& &2. @.4/.&;/8 
2;% 95%4/.&5<3 ;% &< X2.&2./ &< %#0%&5&#&. K"?S </ "?S ></ "@SH  ?</.<A./) 
IJN #/$.% =?@ &< <0&;53 7#0B54 537#& 7/5</ &< 9.&./:5353$ X2.&2./ &< :;_. %#42 ; 
%#0%&5&#&5<3 $5A.3 &2;& :;38 9/#$% ;39 05<B<$54;B% 2;A. #35Z#. :;/_.& 983;:54% 
&2;& 4<#B9 %_.X &2.%. %&#95.%H  K5&2<#& <0&;5353$ ;BB /.B.A;3& 53></:;&5<3) 
.%7.45;BB8 53 B5$2& <> &2. /.4.3& 42;3$.% &< &2. "?S :.&2<9<B<$8) =?@ :;8 
/.9#4. 7;8:.3& /;&.% X2./. 5& %2<#B9 3<&) #B&5:;&.B8 2;/:53$ 7;&5.3& ;44.%% &< 
5:7</&;3& &2./;75.%H   

 
=<3%.Z#.3&B8) IJN %7.45>54;BB8 /.Z#.%&% &2;& =?@ /.A5%. 5&% /.$#B;&</8 &.`& 

&< :<95>8 42 =H[HCH i 414Hg04P9QP'Q &< /.;9L  UJ> &2. J3%7.4&</ G.3./;B >539% &2;& 
&2. ;A./;$. %;B.% 7/54. .`4..9% &2. X59.B8 ;A;5B;0B. :;/_.& 7/54. </ &2. ;A./;$. 
:;3#>;4&#/./ 7/54. 08 5 7./4.3& </ :</. 53 4;B.39;/ 8.;/ 2008) &2. @.4/.&;/8 :;8) 
;>&./ 7/<A5953$ 3<&54. ;39 ;3 <77</&#35&8 &< 4<::.3&) /.A5%. &2. 7;8:.3& B5:5& 53 

 
16 S/<7<%.9 42 =[C i 414Hg04P9QP'Q^ 72 [.9H C.$H ;& '8)226H   
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&2. Z#;/&./ ><BB<X53$ &2. &/;3%:5&&;B <> &25% 53></:;&5<3 &< &2. @.4/.&;/8 &< &2. 
B.%%./ <> &2. X59.B8 ;A;5B;0B. :;/_.& 7/54. </ 10' 7./4.3& <> &2. ;A./;$. 
:;3#>;4&#/./ 7/54.HV  M25% 7/<7<%.9 B;3$#;$. 5% 4<3%5%&.3& X5&2 =?@R %&;&.:.3& 
&2;& 5& X5BB U7/<4..9 4;#&5<#%B8 53 &25% ;/.; ;39 7/<A59. %&;_.2<B9./%) 7;/&54#B;/B8 
:;3#>;4&#/./% <> 9/#$% 5:7;4&.9 08 7<&.3&5;B 7/54. %#0%&5&#&5<3% X5&2 ;9.Z#;&. 
3<&54. <> <#/ 53&.3&5<3% /.$;/953$ %#42) 534B#953$ &2. <77</&#35&8 &< 7/<A59. 537#& 
X5&2 /.$;/9 &< &2. 7/<4.%%.% ></ %#0%&5&#&53$ &2. K"?S </ &2. "?S ></ &2. 
"@SHV17  J& 5% 5:7./;&5A. &2;& =?@ 7/<A59. &2. 7#0B54 ;3 <77</&#35&8 &< 4<::.3& 
<3 ;38 %#0%&5&#&5<3 <> "@S 0.></. &2. ;$.348 7/<4..9%H  ?</.<A./) 53 </9./ ></ &2. 
7#0B54 &< 4<::.3& :.;353$>#BB8) IJN #/$.% =?@ &< 7/<A59. ; &2</<#$2 
9.%4/57&5<3 <> &2. %<#/4.% <> 53></:;&5<3 #%.9 53 &2. NJGR% %&#98) &2. :.&2<9<B<$8 
;39 4/5&./5; ></ %.B.4&53$ &2.%. %<#/4.%) ; 9.%4/57&5<3 <> ;38 %#/A.8% ;39 2<X &2.8 
X./. 4<39#4&.9) ;39 =?@R 7B;3% &< #%. &2. 9;&;H   

 
III. CAP ISSUES 
 
A.  The Competitive Acquisition Program (CAP) should promote 

beneficiary access to innovative therapies while minimizing 
administrative burdens on physicians. 
 
J3 ;995&5<3 &< <>>./53$ ;BB 728%545;3% 0/<;9 ;44.%% &< ;77/<7/5;&. 9/#$% ;39 

05<B<$54;B%) ="S :#%& 3<& 5:7<%. .`4.%%5A. 0#/9.3% <3 7;/&5457;&53$ 728%545;3% 
;39 &2. ?.954;/. 0.3.>545;/5.% &2.8 &/.;&H  "44</953$B8) IJN ;$/..% X5&2 =?@ &2;& 
&2. ;77/<A.9 ="S A.39</ :;8 3<& 4<BB.4& ;38 4<53%#/;34. >/<: ; ?.954;/. 
0.3.>545;/8 </ 25% </ 2./ %#77B.:.3&;B 53%#/./ #3B.%% 5& 2;% A./5>5.9 &2;& &2. 9/#$ 
X;% ;9:535%&./.9H  IJN ;B%< %#77</&% =?@R 9.>535&5<3 <> 7/<:7&B8 h &X< X.._% h 
;% &2. &5:. 08 X2542 &2. ="S A.39</ :#%& /.>#39 ;38 7;8:.3& ></ &2. 4<%& %2;/53$ 
:5%&;_.3B8 4<BB.4&.9 08 &2. ="S A.39</ &< &2. ?.954;/. 0.3.>545;/8H18  J3 ;995&5<3) 
IJN %#$$.%&% &2;& &2. ;$.348 /.Z#5/. &2. ="S A.39</ &< 7;8 ; 7.3;B&8 ;0<A. &2. 
;:<#3& <X.9 5> 5& 9<.% 3<& /.>#39 &2. 4<%& %2;/53$ X5&253 &2. &X<FX.._ &5:. >/;:.H 

 

                                            
17 72 [.9H C.$H ;& '8)15'H  
18 J9H ;& '8)156H 
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 IJN ;B%< #/$.% =?@ &< X5&29/;X &2. 4#//.3& /.Z#5/.:.3& &2;& 728%545;3% 
X2< .3/<BB 53 ="S :#%& >5B. ; 4B;5: X5&253 14 4;B.39;/ 9;8% <> &2. 9/#$ 
;9:535%&/;&5<3H IJN 0.B5.A.% &2;& ;% ; /.%#B& <> 4./&;53 7/<A5%5<3% <> &2. M;` C.B5.> 
-.;B&2 =;/. "4& PMC-="Q) &25% /.Z#5/.:.3& 5% 3< B<3$./ 3.4.%%;/8 ;39 3<X <3B8 
%./A.% &< 2;:7./ 728%545;3 .3/<BB:.3&H1g  @7.45>54;BB8) =?@ :#%& 3<X 7;8 ></ 
9/#$% ;39 05<B<$54;B% #7<3 /.4.57& <> ; 4B;5: ></ &2<%. 7/<9#4&% 4<A./.9 #39./ &2. 
="S ;39 9<.% 3<& 3..9 &< X;5& ></ ; 728%545;3 4B;5:H  MC-=" ;B%< /.Z#5/.% =?@ 
&< .%&;0B5%2 ; 7<%&F7;8:.3& /.A5.X 7/<4.%% &< ;%%#/. &2;& 7;8:.3& 5% :;9. ></ ; 
9/#$ <3B8 5> &2. 9/#$ 2;% 0..3 ;9:535%&./.9 &< ; 0.3.>545;/8H20  S/5</ &< MC-=") ; 
="S A.39</ 4<#B9 3<& $.& 7;59 #3&5B &2. 728%545;3R% 9/#$ ;9:535%&/;&5<3 4B;5: X;% 
:;&42.9 P.H$H) ; 7/.F7;8:.3& /.A5.XQ X5&2 &2. 4B;5: ></ &2. 9/#$ %#0:5&&.9 08 &2. 
="S A.39</H  

 J3 &2. ="S >53;B /#B.)21 =?@ :;9. 4B.;/ &2;& &2. 0;%5% <> &2. 14F9;8 05BB53$ 
/.Z#5/.:.3& X;% &< ;BB<X &2. ="S A.39</ &< 0. 7;59 7/<:7&B8 ></ 9/#$% 5& 2;9 
%2577.9H  I.4;#%. MC-=" /.:<A.9 &2. 4B;5:% :;&42 7/.954;&. &< &2. ="S 
A.39</R% 7;8:.3&) X. 0.B5.A. &2;& /.Z#5/53$ 728%545;3% &< >5B. ; 4B;5: X5&253 14 
9;8% 5% 3< B<3$./ 3.4.%%;/8H  M< :;_. &2. 7/<$/;: :</. X</_;0B. ></ 728%545;3 
7/;4&54.% &2;& 9< 3<& 4#%&<:;/5B8 %#0:5& 05BB% 53 &25% &5:.>/;:.) X. /.4<::.39 
&2;& =?@ X5&29/;X &25% /.Z#5/.:.3& ></ 728%545;3% .B.4&53$ ="SH  M25% %&.7 
%2<#B9 ;B%< :;_. &2. 7/<$/;: :</. ;&&/;4&5A. &< 7/<%7.4&5A. ="S 728%545;3%H   

 
B. BIO urges CMS to extend and simplify the process for physician 

withdrawal from the CAP under exigent circumstances. 
 

 =?@ ;BB<X% 728%545;3% &< X5&29/;X >/<: &2. ="S <#&%59. <> &2. ;33#;B 
%.B.4&5<3 7/<4.%% 5> &2. ="S A.39</ 4.;%.% 7;/&5457;&5<3 53 &2. ="S^ &2. 728%545;3 
B.;A.% ; $/<#7 7/;4&54. 7;/&5457;&53$ 53 ="S^ &2. 7;/&5457;&53$ ="S 728%545;3 
/.B<4;&.% &< ;3<&2./ 4<:7.&5&5A. ;4Z#5%5&5<3 ;/.;^ </ ></ <&2./ .`5$.3& 
45/4#:%&;34.% ;% 9.>53.9 08 =?@H22  IJN ;77/.45;&.% &2;& =?@ 7/<7<%.% &< 9.>53. 

 
1g MC-=" i 108P;QH 
20 J9H  
21 70 [.9H C.$H 'g)021) 'g)050 P\#B8 6) 2005QH 
22 42 =H[HCH i 414Hg08P;QP2QH  
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.`5$.3& 45/4#:%&;34.% 0#& 5% 4<34./3.9 &2;& &2. 7/<4.%% ;39 &5:.>/;:.% ;/. 3<& 
4B.;/ </ X</_;0B.H   
 

=?@ X<#B9 $5A. ; 728%545;3 <3B8 '0 9;8% &< %#0:5& ; X/5&&.3 /.Z#.%& &< 
&./:53;&. 25% </ 2./ 7;/&5457;&5<3 53 &2. ="SH  =?@ $5A.% &2/.. .`;:7B.% &< 
5BB#%&/;&. ;3 .`5$.3& 45/4#:%&;34.^ 2<X.A./) ></ .;42 .`;:7B. '0 9;8% 5% 
53%#>>545.3& &5:. ></ :<%& 728%545;3% &< /.4<$35O. &2.5/ 4<3&53#.9 7;/&5457;&5<3 53 
="S 5% 7/<0B.:;&54H  =?@R .`;:7B.% <> .`5$.3& 45/4#:%&;34.% 534B#9. ; 
728%545;3R% 53;05B5&8 &< #79;&. 25% </ 2./ 05BB53$ %8%&.:) ; 7/;4&54.R% /.B5;34. <3 
:5%B.;953$ 53></:;&5<3) </ ; 9.:<3%&/;&5<3 <> >53;345;B 2;/9%257H  J3 .;42 <> &2.%. 
45/4#:%&;34.%) '0 9;8% 5% ;3 53%#>>545.3& ;:<#3& <> &5:. ></ 728%545;3% &< 
;44#/;&.B8 ;%%.%% &2;& ="S 7;/&5457;&5<3 4;#%.% 2;/9%257) X2542 %..:% 
#3/.;%<3;0B. 53 B5$2& <> &2. >;4& &2;& 728%545;3% ;/. 4<::5&&53$ &< &2. 7/<$/;: ></ 
; >#BB 8.;/H  M2. 7/<7<%.9 &5:. >/;:. <> '0 9;8% 9<.% 3<& $5A. 728%545;3% .3<#$2 
&5:. &< >#BB8 ;%%.%% &2.5/ >53;345;B 45/4#:%&;34. </ #7$/;9. &2.5/ 05BB53$ %8%&.:%H  
M2./.></.) X. 7/<7<%. &2;& =?@ 7B;4. 3< &5:. B5:5&;&5<3 <3 ; 728%545;3R% ;05B5&8 
&< /.Z#.%& &./:53;&5<3 >/<: &2. ="S ></ .`5$.3& 45/4#:%&;34.%H  J3%&.;9 &2. 5%%#. 
<> &5:53$ %2<#B9 0. .`;:53.9 ;% <3. <> %.A./;B .B.:.3&% X2.3 ;9Y#954;&53$ &2. 
/.Z#.%&H 
 

=?@ 7/<7<%.% &2;& 5& X5BB /.A5.X &2. 9.%5$3;&.9 4;//5./R% /.4<::.39;&5<3 
;39 :;_. &2. #B&5:;&. 9.45%5<3 /.$;/953$ &2. 728%545;3R% /.Z#.%& &< X5&29/;X >/<: 
&2. ="S X5&253 &X< 0#%53.%% 9;8% <> /.4.5A53$ &2. /.Z#.%&H  IJN ;77/.45;&.% &2;& 
=?@ X5BB :;_. ; Z#54_ 9.&./:53;&5<3) 2<X.A./) X. #/$. =?@ &< >#/&2./ 4B;/5>8 
7/.45%.B8 2<X 5& X5BB :;_. &25% 9.&./:53;&5<3H  [</ .`;:7B.) X2;& 53></:;&5<3) 5> 
;38) X5BB =?@ .`;:53. 0.8<39 &2. 9.%5$3;&.9 4;//5./R% /.4<::.39;&5<3) 2<X 
:#42 9.>./.34. 5% &2. ;$.348 ;>></953$ &2. 9.%5$3;&.9 4;//5./) ;39 X2< X5&253 &2. 
;$.348 X5BB :;_. &2. >53;B 9.45%5<3H  IJN 0.B5.A.% &2;& &2. 7/<4.%% ></ X5&29/;X53$ 
>/<: &2. ="S %2<#B9 0. ;% %5:7B. ;39 %&/;5$2&></X;/9 ;% 7<%%50B. ></ 728%545;3%H  
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C. CMS’ proposal to allow CAP vendors to repackage biologicals into 
prefilled syringes violates food and drug law and risks patient safety 
and should be withdrawn. 

 
 =?@ /.Z#.%&% 4<::.3& <3 &2. >.;%505B5&8 <> ;BB<X53$ ="S A.39</% &< 
/.7;4_;$. 4./&;53 05<B<$54;B% >/<: %&./5B. %53$B. 9<%. A5;B% 53&< 7/.>5BB.9 %8/53$.%H2' 
aA.3 &2<#$2 =?@ 0.B5.A.% &2;& ; ="S A.39</ :;8 0. ;0B. &< /.7;4_;$. 4./&;53 
05<B<$54;B% ;39 %&5BB 4<:7B8 X5&2 [6" B;X) X. 0.B5.A. &2;& &25% ;4&5A5&8 X5BB 0. 
9<3. <3 %#42 ; %4;B. ;% &< A5<B;&. [6" B;X /.$;/953$ :;3#>;4&#/53$ ;39 
4<:7<#3953$ 72;/:;48 /.Z#5/.:.3&%H  "995&5<3;BB8) &25% ;4&5A5&8 4<#B9 7#& 
7;&5.3&% ;& %#0%&;3&5;B /5%_H  @.4&5<3 1847IP0QP4QP=QP55Q <> &2. @@" .`7B545&B8 %&;&.%) 
Uc<&253$ 53 &25% %#07;/;$/;72 %2;BB 0. 4<3%&/#.9 &< /.B5.A. </ .`.:7& ;38 
4<3&/;4&</ >/<: &2. 7/<A5%5<3% <> &2. [.9./;B [<<9) 6/#$) ;39 =<%:.&54 "4& &2;& 
/.B;&. &< &2. X2<B.%;B. 95%&/50#&5<3 <> 7/.%4/57&5<3 9/#$%HV  =?@R 7/<7<%;B A5<B;&.% 
&2. [.9./;B [<<9) 6/#$ ;39 =<%:.&54 "4& P[[6="Q ;39 :#%& 0. X5&29/;X3H      
 
 @7.45>54;BB8) =?@ %&;&.% &2;& 5& 5% 4<3%59./53$ ;BB<X53$ ; ="S A.39</ &< 
7/<A59. &< 728%545;3% U/.7;4_;$.9V 9/#$% 53 7/.>5BB.9 %8/53$.% &2/<#$2 &2. ="S 
7/<$/;:H  W39./ &25% 7/<7<%;B) ; 728%545;3 X<#B9 </9./ ; 7/.>5BB.9 %8/53$. &2/<#$2 
; ="S A.39</ &2;& X<#B9 0. ; U72;/:;48 </ 2;A. ;44.%% &< 72;/:;48 %./A54.% H H H 
></ &2. %:;BB %4;B. 7/.7;/;&5<3 <> %&./5B. 9/#$ 7/<9#4&% 53 /.%7<3%. &< ; %7.45>54 
7/.%4/57&5<3 </9./ ></ ; %7.45>54 7;&5.3&HV24  M2. 7/<7<%;B $<.% <3 &< ;%%./& &2;& 5& 5% 
;B%< %.._53$ 4<::.3&% <3 X2.&2./ ; ="S A.39</ :;8 U%#77B8 0.A;45O#:;0 H H H 5> 
5& 5% /.7;4_;$.9 53 ; 7;&5.3&F%7.45>54 9<%.HV25   
 
 M25% 7/<7<%;B h %..:53$B8 9.%5$3.9 &< ;BB<X ; ="S A.39</ &< %#77B8 
0.A;45O#:;0 53 ; 9<%;$. ></: 95>>./.3& >/<: &2;& ;77/<A.9 08 [6" h /#3% 
2.;9B<3$ 53&< >5/:B8 .%&;0B5%2.9 ;39 X.BBF.3></4.9 B.$;B /.Z#5/.:.3&% ></ :;_53$ 
42;3$.% &< ;77/<A.9 9/#$ 7/<9#4&%H  J& %..:% &2;& =?@ 5% 4<3%59./53$ ;BB<X53$ 
="S A.39</% &< 4/.;&. #3;77/<A.9 3.X 9/#$ 7/<9#4&% ;39 /.4.5A. /.5:0#/%.:.3& 
></ &2<%. 7/<9#4&% #39./ ?.954;/.H   

 
2' 72 [.9H C.$H ;& '8)15gH 
24 J9H 
25 J9H 
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 [6" 2;% B<3$ &;_.3 &2. 7<%5&5<3 &2;& 4./&;53 42;3$.% &< ;3 ;77/<A.9 3.X 
9/#$ X5BB 4/.;&. ; X2<BB8 95>>./.3& 9/#$ 7/<9#4& &2;& /.Z#5/.% %.7;/;&. ;39 95%&534& 
/.A5.X ;39 ;77/<A;B 08 &2. ;$.348) 2<X.A./H  [6" 2;% 59.3&5>5.9 3#:./<#% 
>;4&</% &2;& &/5$$./ &2. 3..9 ></ %#0:5%%5<3 <> ; 3.X 9/#$ ;77B54;&5<3) 534B#953$L 

o #%. <> ; 3.X %#0%&;34. &2;& 4<:7<%.% &2. 9/#$) 534B#953$ ; 3.X U4;//5./V 
%#42 ;% ; 7/.>5BB.9 %8/53$. /;&2./ &2;3 ; A5;B </ 53&/;A.3<#% 0;$^  

o #%. <> ; 3.X 9<%;$.) </ :.&2<9 </ 9#/;&5<3 <> ;9:535%&/;&5<3 <> &2. 9/#$^ 
;39) 

o #%. <> &2. 9/#$ &< &/.;& ; 95>>./.3& 95%.;%. </ &< ;>>.4& ;3<&2./ %&/#4&#/. </ 
>#34&5<3 <> &2. 0<98H26 

 
"39) X2.3 &2. 2<B9./ <> ;3 ;77/<A.9 3.X 9/#$ ;77B54;&5<3 7/<7<%.% &< 42;3$. &2. 
X;8 ; 9/#$ 5% 9.B5A./.9) [6" /.$#B;&5<3% %7.45>8 &2;& U42;3$.% 53 &2. &87. P.H$H H H H 
A5;B &< %8/53$.Q H H H <> ; 7;4_;$53$ 4<:7<3.3&V /.Z#5/.% 7/.F;77/<A;B <> ; 
%#77B.:.3&;B 3.X 9/#$ ;77B54;&5<3 08 &2. ;$.348H27   
 
 [6" 2;% ; B<3$ 25%&</8 <> /.$#B;&53$ /.7;4_;$53$ ;4&5A5&8H  J3 &2. :59F1g80%) 
[6" 0/<#$2& %#5& &< %&<7 ; /.7;4_;$53$ <7./;&5<3 53 X2542 ; B;/$. 9/#$ 
:;3#>;4&#/./ X;% /.4<3%&5&#&53$) /.7;4_;$53$) ;39 95%&/50#&53$ ;77/<A.9 9/#$ 
7/<9#4&%H  M2. /.7;4_;$53$ <7./;&5<3 X;% U9.%5$3.9 &< &/;3%></: j9/#$k 7<X9./% 
;39 4<34.3&/;&.% <3 ; B;/$. %4;B. 53&< 9<%;$. 7;4_;$.% %#5&;0B. ></ 5::.95;&. #%. 
08 2.;B&2F4;/. 7/<A59./%) X2< &2.3 ;9:535%&./ &2. 9/#$% X5&2<#& >#/&2./ 
/.4<3%&5&#&5<3 </ 95B#&5<3HV28  M2. 4<#/& 2.B9 &2;& &2.%. ;4&5<3% h .A.3 &2<#$2 &2.8 
X./. 0.53$ 4<39#4&.9 53 ; :;33./ %5:5B;/ &< &2. [6" ;77/<A.9 53%&/#4&5<3% ></ 
/.4<3%&5&#&53$ &2. 9/#$% h 4/.;&.9 3.X 9/#$% &2;& .;42 /.Z#5/.9 ; %.7;/;&. ;39 
95%&534& ;77/<A;B 08 [6"H2g   
  
 -./.) =?@ %..:% &< 0. %#$$.%&53$ &2;& &2. ="S A.39</ 4;3 9< Y#%& X2;& 
[6" 7/<2505&% :;3#>;4&#/./% >/<: 9<53$ h &;_. 9/#$% ;77/<A.9 ></ ;9:535%&/;&5<3 
&2/<#$2 <3. :.&2<9 PA5;B% ;39 53&/;A.3<#% 53Y.4&5<3Q ;39 42;3$. &2. /<#&. <> 

 
26 @.. 21 i =H[HC '10H'P2QH   
27 21 =H[HC i '14H70P0QP2QPA5QH 
28 W35&.9 @&;&.% AH I;`&./ -.;B&24;/. =</7H) g01 [H29 1401) 140' P7&2 =5/H 1gg0QH   
2g J9H  
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;9:535%&/;&5<3 &< ;3<&2./) ; 7/.>5BB.9 %8/53$.H  "B&2<#$2 =?@ %&;&.% &2;& 5& 5% U3<& 
4<3&.:7B;&53$ :;3#>;4&#/53$ <> 9/#$ 7/<9#4&%V'0 #39./ &25% 7/<$/;:) [6" 
/.$#B;&5<3% ;39 .3></4.:.3& 25%&</8 :;_. 4B.;/ &2;&) X./. =?@ &< ;9<7& &2. 
7/<7<%;B) 5& X<#B9 0. 9<53$ .`;4&B8 &2;& h ;BB<X53$ A.39</% ;39 &2.5/ 72;/:;45.% &< 
:;3#>;4&#/. #3;77/<A.9 3.X 9/#$ 7/<9#4&%H   
 
 aA.3 5> &2. U/.7;4_;$53$V 7/<7<%;B 5&%.B> X./. 3<& 4<3&/;/8 &< [6" 
/.$#B;&5<3% ;39 7<B545.%) 4./&;53B8 ; 7/<7<%;B &2;& 72;/:;45.% 4<:7<#39 9/#$% <3 ; 
B;/$. %4;B. P5H.H ></ 2#39/.9% <> ?.954;/. 0.3.>545;/5.%Q X<#B9 0. .3<#$2 &< 9/;X 
[6" ;&&.3&5<3H  S2;/:;48 4<:7<#3953$ $.3./;BB8 5% 9.%4/50.9 ;% &2. 7/<4.%% 08 
X2542 ; 72;/:;45%& 4<:053.%) :5`.%) </ ;B&./% 53$/.95.3&% &< 4/.;&. ; :.954;&5<3 
&;5B</.9 &< &2. 3..9% <> ;3 5395A59#;B 7;&5.3&H  @#42 9/#$% &8754;BB8 ;/. 4/.;&.9 53 
&2. ;0%.34. <> ; 4<::./45;BB8 ;A;5B;0B. 9/#$ X2542 X<#B9 %./A. ; %5:5B;/ 
7#/7<%.H'1  [6" /.$#B;&.% B;/$.F%4;B. 72;/:;48 4<:7<#3953$ 0.4;#%. 5& 
/.7/.%.3&% 9/#$ :;3#>;4&#/53$) 3<& &2. &/;95&5<3;B 7/;4&54. <> 72;/:;48H  [</ 
.`;:7B.) [6" 2;% 5%%#.9 X;/353$ B.&&./% &< 4<:7<#3953$ 72;/:;45.% %&;&53$ &2;& 
0.4;#%. 0.A;45O#:;0 2;% 3< ;77/<A.9 53954;&5<3% ></ #%.% 53 &2. .8.) /.7;4_53$ 
0.A;45O#:;0 53&< %8/53$.% ></ %#0%.Z#.3& 7/<:<&5<3 ;39 %;B. A5<B;&.% [6" B;X 
0.4;#%. &2. 72;/:;45%& X;% 95%&/50#&53$ ;3 #3;77/<A.9 3.X 9/#$H'2  a;42 %&.7 53 
&2. :;3#>;4&#/. ;39 7/<4.%%53$ <> ; 3.X 9/#$) >/<: 2;39B53$ <> /;X 53$/.95.3&% &< 
>53;B 7;4_;$53$) :#%& 0. ;77/<A.9 08 &2. [6" X2.&2./ 5& 5% 9<3. 08 &2. </5$53;B 
:;3#>;4&#/./ </ 08 ; %#0%.Z#.3& 2;39B./ </ /.7;4_;$./ <> &2. 7/<9#4&H''   
 
 I.4;#%. 72;/:;45%&% ;/. 3<& .`.:7& >/<: &25% /.Z#5/.:.3&) 7/<4.%%53$ ;39 
/.7;4_;$53$ <> ;77/<A.9 9/#$% 5% 0.8<39 &2. 7/;4&54. <> 72;/:;48 ;39 5% &2#% 
%#0Y.4& &< [6"R% 7/.F:;/_.& ;77/<A;B /.Z#5/.:.3&%H  M2./.></.) =?@ 4;33<& 
:5&5$;&. 5&% 7/<7<%;B 08 %#$$.%&53$ &2;& 5& X<#B9 <3B8 ;BB<X ;44.%% &< B5:5&.9 
72;/:;48 %./A54.% &2;& X<#B9 <7./;&. <3 ; %:;BB %4;B. ;% 4B.;/B8 &2. 53&.3& <> &2. 
7/<7<%;B 5% ></ B;/$.F%4;B. 95%&/50#&5<3H  c</ 4;3 =?@ 7/<7<%. ; 7/<$/;: X2./. 
4<:7<#39.9 9/#$ 7/<9#4&% X<#B9 0. :;9. ;A;5B;0B. &2/<#$2 ?.954;/. X2./. 

 
'0 72 [.9H C.$H ;& '8)15gH 
'1 @.. M2<:7%<3 AH K.%&./3 @&;&.% ?.9H =&/H) 5'5 WH@H '57 P2002QH 
'2 2&&7LllXXXH>9;H$<Al><5lX;/353$mB.&&./%l$61479H2&:H 
'' =<:7B5;34. S<B548 G#59.) @.4H 446H100) Regulatory Action Regarding Approved New Drugs and Antibiotic Drug 
Products Subjected to Additional Processing or other Manipulations P=SG 71'24H06QH 
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<&2./ ;77/<A.9 9/#$ 7/<9#4&% ;/. 4<::./45;BB8 ;A;5B;0B. &2;& %./A. &2. %;:. </ 
%5:5B;/ 7#/7<%.%H  IJN #/$.% =?@ &< 4;/.>#BB8 4<3%59./ &2. B.$;B /.Z#5/.:.3&% <> 
9/#$ ;39 05<B<$54;B :;3#>;4&#/53$ ;39 95%&/50#&5<3 ;% 5& 4<3%59./% &25% 7<B548H  
 
 S./2;7% .A.3 :</. .%%.3&5;B) =?@ %2<#B9 4<3%59./ &2. %;>.&8 <> ?.954;/. 
0.3.>545;/5.% ;% 5& 4<3%59./% &25% 7<B548H  M2. [6"R% =<:7B5;34. S<B548 G#59. 
%&;&.%) U&2. [6" 2;% ;3 .A.3 $/.;&./ 4<34./3 ;0<#& &2. :;357#B;&5<3 <> ;77/<A.9 
%&./5B. 9/#$ 7/<9#4&%) .%7.45;BB8 X2.3 &2. %&./5B. 4<3&;53./ 5% <7.3.9 </ <&2./X5%. 
.3&./.9 &< 4<39#4& :;357#B;&5<3% %#42 ;% 95%%<BA53$) 95B#&53$ </ ;B5Z#<&53$) 
/.>5BB53$) /.%&./5B5O53$) </ /.7;4_;$53$ 53 3.X 4<3&;53./%H M2. :<:.3& ; %&./5B. 
4<3&;53./ 5% <7.3.9 ;39 :;357#B;&.9) ; Z#;B5&8 %&;39;/9 P%&./5B5&8Q 5% 9.%&/<8.9 ;39 
7/.A5<#% %&#95.% %#77</&53$ &2. %&;39;/9P%Q ;/. 4<:7/<:5%.9 ;39 ;/. 3< B<3$./ 
A;B59H M2.%. Z#;B5&8 %&;39;/9% &2;& 534B#9. 7/<9#4& %&;05B5&8 ;39 %&./5B5&8 :#%& 0. 
/.%&</.9HV'4  IJN #/$.% =?@ &< X5&29/;X 5&% 7/<7<%;B /.$;/953$ 7/.>5BB.9 %8/53$.% 
0.4;#%. 5& A5<B;&.% &2. B;X ;39 /5%_% &2. %;>.&8 <> ?.954;/. 0.3.>545;/5.%H 
 
IV. CLINICAL LABORATORY ISSUES 
 
A. The current system of setting payment rates for new clinical diagnostic 

laboratory tests must be improved dramatically in order to realize the 
promise of personalized medicine. 

 
 J3 </9./ &< /.;B5O. &2. 7/<:5%. <> 7./%<3;B5O.9 :.95453.) &;/$.&.9 95;$3<%&54% 
:#%& 0. %..3 ;% &2. .3&/8X;8 ;39 :#%& 0. .A;B#;&.9 ;39 /.5:0#/%.9 53 ; 3.X 
:;33./H  ?;38 <> &2. 3.X./ B;0 &.%&%) ;39 .A.3 :</. <> &2<%. 53 9.A.B<7:.3&) 
/.7/.%.3& ;3 .3&5/.B8 3.X $.3./;&5<3 <> 95;$3<%&54% &2;& 4;3 7/.954& X2< 5% B5_.B8 &< 
9.A.B<7 4./&;53 4;34./% ;39 <&2./ 95%.;%.%) X2.&2./ ;39 2<X &2.8 X5BB /.%7<39 &< 
7;/&54#B;/ &2./;7.#&54%) X2;& 9<%;$. <> ; 7;/&54#B;/ 9/#$ 5% <7&5:#: ></ &2. 
5395A59#;B) 2<X 4<:053;&5<3% <> 9/#$% X5BB 0. :.&;0<B5O.9 08 7.<7B. X5&2 
7;/&54#B;/ $.3.&54 &/;5&%) ;39 &2. B5_.B52<<9 <> /.4#//.34. <> 4./&;53 95%.;%.%H  
[#/&2./:</.) :;38 <&2./ 3<A.B :<B.4#B;/ 95;$3<%&54% ;/. 0.53$ 9.A.B<7.9 ></ 
95%.;%. %#0F&8753$) 95%.;%. 7/<$3<%5%) ;39 &/.;&:.3& %59.F.>>.4&%H  M2.%. 
95;$3<%&54% X5BB >;45B5&;&. &/.;&:.3& &2;& 5% >;/ :</. &;5B</.9 &< 5395A59#;B 
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"4&53$ 6.7#&8 "9:535%&/;&</ 1#23 
"#$#%& '1) 2007 
S;$. 17 <> '5 
 

   
   
   
   
   

                                           

42;/;4&./5%&54% &2;3 2;% .A./ 0..3 7<%%50B. 0.></. ;39 X5BB %;A. :<3.8 ;39 B5A.% 08 
;A<5953$ >#&5B. </ .A.3 9;3$./<#% &2./;75.% X25B. 2.B753$ &< .3%#/. &2. #%. <> &2. 
:<%& ;77/<7/5;&. &/.;&:.3&H  J39..9) 95;$3<%&54 &.%&% 534/.;%53$B8 X5BB 0. 
53.`&/54;0B8 B53_.9 X5&2 4./&;53 &2./;7.#&54%) X5&2 &2. 95;$3<%&54 &.%& /.%#B& 0.53$ ; 
7/./.Z#5%5&. &< 9.&./:53. X2.&2./ &< 7/.%4/50. &2. &2./;7.#&54 ;& ;BB </ &< .%&;0B5%2 
&2. 7/.45%. &/.;&:.3& /.$5:.3H   
 
 IJN 5% 4<34./3.9) 2<X.A./) &2;& :;53&;5353$ &2. 4#//.3& /.5:0#/%.:.3& 
%8%&.: X5BB 3<& 7/<A59. %#>>545.3& 534.3&5A.% &< .34<#/;$. &2.%. 533<A;&5<3%H  
=#//.3&B8) 95;$3<%&54 &.%&% ;/. /.5:0#/%.9 08 .5&2./ U4/<%%X;B_53$V &2. &.%& 53&< ; 
4#//.3& 4<9. </ 4/.;&53$ ; 3.X 4<9. ></ &2. &.%& ;39 ;BB<X53$ &2. 4;//5./% &< U$;7 
>5BBV </ .%&;0B5%2 &2.5/ <X3 7/54.% ></ &2. 3.X 4<9. ></ ; 7./5<9 <> &5:. #3&5B ; 
3;&5<3;B /;&. 5% 4;B4#B;&.9H  "B&2<#$2 3.5&2./ :.&2<9<B<$8 5% :;/_.&F0;%.9) 
%B<X53$ &2. 7;4. <> 533<A;&5<3) IJN B<<_% ></X;/9 &< X</_53$ X5&2 =?@ &< >#/&2./ 
/.>53. &2. 4/<%%X;B_53$ ;39 $;7>5BB53$ :.&2<9<B<$5.% &< 4/.;&. ; &/;3%7;/.3& ;39 
7/.954&;0B. %8%&.: &2;& X5BB %&5:#B;&. ;39 /.X;/9 533<A;&5<3 ;39 &;_. 53&< ;44<#3& 
&2. A;B#. <> 3.X &.%&%H   
 
B. BIO generally supports the proposed reconsideration process. 
 
 =#//.3&B8) 95;$3<%&54 :;3#>;4&#/./% 9< 3<& 2;A. ; :.42;35%: &< ;77.;B 
.5&2./ &2. 0;%5% ></ 7;8:.3& </ &2. ;:<#3& <> 7;8:.3& ></ 95;$3<%&54 &.%&% 7;59 
#39./ &2. 4B5354;B B;0 >.. %42.9#B.H  IJN ;77/.45;&.% &2;& =?@ 5% 7/<7<%53$ ; 
9.&;5B.9 /.4<3%59./;&5<3 7/<4.%% ></ :;3#>;4&#/./% &< #%. &< %X5&42 &2. 0;%5% <> 
7;8:.3& </ &2. ;:<#3& <> &2. 7;8:.3& #39./ 0<&2 &2. 4/<%%X;B_53$ ;39 $;7>5BB53$ 
:.&2<9<B<$5.%H  =?@ 7/<7<%.% &< /.4.5A. 7#0B54 4<::.3&% ></ 60 9;8% ;>&./ 
:;_53$ ; 9.&./:53;&5<3 <> .5&2./ &2. 0;%5% ></ 7;8:.3& </ &2. ;:<#3& <> 7;8:.3& 
;39 &2.3 &< ;BB<X &2<%. X2< %#0:5&&.9 4<::.3&% &< 7/.%.3& ;& 5&% ;33#;B :..&53$ 
/.$;/953$ &2. 4B5354;B B;0 >.. %42.9#B.H'5  IJN ;$/..% &2;& &2. ;$.348 %2<#B9 
7/<A59. ; 7#0B54 ></#: ></ %&;_.2<B9./ 4<::.3&% 0#& ;%_% &2;& &2. ;$.348 ;BB<X ;BB 
53&./.%&.9 %&;_.2<B9./% &2. <77</&#35&8 &< 7/.%.3& ;& &2. 7#0B54 2.;/53$) 3<& Y#%& 
&2<%. X2< %#0:5&&.9 4<::.3&% X5&253 &2. 60 9;8 4<::.3& 7./5<9H  [#/&2./) IJN 
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;%_% &2;& =?@ 4B.;/B8 ;/&54#B;&. &2. ;$.348R% /.;%<3% ></ $/;3&53$ </ 9.3853$ ; 
/.Z#.%& &< /.4<3%59./ ; 9.&./:53;&5<3H 
 
C.  BIO urges CMS to provide greater detail regarding the process used to 

determine payments under the crosswalking methodology. 
  
 "% %&;&.9 ;0<A.) IJN ;77/.45;&.% &2. 7/<7<%.9 /.4<3%59./;&5<3 7/<4.%% ;39 
#/$.% &2. ;$.348 &< >#/&2./ 4B;/5>8 &2. /.;%<353$ 0.2539 4./&;53 ;$.348 9.45%5<3%H  
@5:5B;/B8) IJN /.Z#.%&% &2;& =?@ 7/<A59. $/.;&./ 9.&;5B /.$;/953$ &2. ;$.348R% 
9.45%5<3:;_53$ 7/<4.%% /.$;/953$ &2. 7;8:.3& ;:<#3& X2.3 ; 3.X &.%& 5% 
4/<%%X;B_.9 &< ;3 .`5%&53$ &.%& </ &.%&%H  M2. S/<7<%.9 C#B. %&;&.% &2;& =?@ X5BB 
:;_. &2. 9.45%5<3 /.$;/953$ &2. ;:<#3& <> 7;8:.3&) ;39 5& 5% 3<& %#0Y.4& &< >#/&2./ 
/.4<3%59./;&5<3H'6  IJN #/$.% &2. ;$.348 &< 7/<A59. $/.;&./ 9.&;5B ;39 4B;/5&8 
/.$;/953$ &2. 7;8:.3& 9.45%5<3:;_53$ 7/<4.%%H 
 
D. The gapfilling process does not stimulate innovation. 
 
 6.A.B<753$ ;39 0/53$53$ &< :;/_.& &25% 3.X $.3./;&5<3 <> 95;$3<%&54 &.%&% 
&8754;BB8 5% >;/ :</. 4<%&B8 ;39 4<:7B.` &2;3 &2. &/;95&5<3;B B;0 &.%&H  "39 .A.3 
#39./ =?@R $;7>5BB53$ :.&2<9<B<$8) ;5:.9 ;& 3.X &.%&% ></ X2542 &2./. 5% 3< 
4<:7;/;0B.) .`5%&53$ &.%&) IJN 5% 4<34./3.9 &2;& 7/5453$ A;/5;&5<3% ;:<3$ 4;//5./% 
:;8 0. %< $/.;&) ;39 %< #37/.954&;0B.) &2;& 533<A;&5<3 X5BB 0. %&5>B.9 ;39 
0.3.>545;/8 ;44.%% &< &2.%. &.%&% 5:7.9.9H  K. ;B%< ;/. 4<34./3.9 &2;& %.&&53$ ; 
3;&5<3;B 7;8:.3& ;:<#3& X2.3 &2. :;/_.& ></ &2. &.%&% 5% 3<& 8.& X.BBF.%&;0B5%2.9 
;39 B5&&B. 4B;5:% .`7./5.34. 5% ;A;5B;0B. X5BB B.;9 &< 53;77/<7/5;&. /.5:0#/%.:.3& 
;39 B5&&B. <77</&#35&8 ></ ;9Y#%&:.3& .A.3 5> &2. 7/5453$ B;&./ 5% ;4_3<XB.9$.9 &< 
2;A. 0..3 %.& &<< B<XH  J3 ;995&5<3) 0.4;#%. :;38 <> &2.%. 3.X &.%&% ;/. 7/<7/5.&;/8 
;39 :;8 0. <>>./.9 ;39 7./></:.9 08 <3B8 <3. B;0 53 &2. 4<#3&/8) &2. $;7>5BB.9 
7/54. .%&;0B5%2.9 08 &2. 4;//5./ %./A53$ &2;& B;0 0.4<:.% ; de facto 3;&5<3;B 7/54.) 
;39 5> 5& 5% 53%#>>545.3&) 5& :;8 3<& 0. .4<3<:54;BB8 >.;%50B. ></ &2. B;0 &< <>>./ &2. 
&.%& ;& ;BBH   
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 IJN #/$.% =?@ &< .3$;$. 53 95%4#%%5<3%) 0<&2 53&./3;BB8 ;39 X5&2 .`&./3;B 
%&;_.2<B9./%) &< .`7B</. &2. /.%.;/42) &2./;7.#&54) ;39 .4<3<:54 .3A5/<3:.3&% 53 
X2542 &2.%. 3.X $.3./;&5<3 95;$3<%&54 &.%&% ;/. 9.A.B<7.9 ;39 &< .3%#/. &2;& 
?.954;/.R% 7;8:.3& 7<B545.% &;_. 53&< 4<3%59./;&5<3 &2. 53A.%&:.3& <> 2#:;3 ;39 
4;75&;B /.%<#/4.% &2;& $< 53&< &2.%. 95;$3<%&54%) ;% X.BB ;% &2. &/.:.39<#% 7<&.3&5;B 
0.3.>5&%) 53 &./:% <> 4<%& %;A53$%) 4B5354;B <#&4<:.%) ;39 Z#;B5&8 <> B5>. ></ 
?.954;/. 0.3.>545;/5.%H  J3 &2. %2</& &./:) X. ;B%< ;%_ &2;& =?@ %.._ 537#& >/<: 
53&./.%&.9 7;/&5.% 53 &25% ;/.3; /.$;/953$ &2. ;77/<7/5;&. $#59;34. ;39 4/5&./5; &< 
7/<A59. &< 4<3&/;4&</% &2;& ;/. 7/5453$ &2.%. 3<A.B B;0 &.%&%H  I8 .3%#/53$ 
;77/<7/5;&. A;B#. /.4<$35&5<3 <> :<B.4#B;/ 95;$3<%&54 &.%&%) &2. ;$.348 X5BB 4/.;&. 
>53;345;B %&;05B5&8 ;39 ;&&/;4&5A.3.%% ></ &2. 539#%&/8) >#/&2./ >;45B5&;&53$ 4<3&53#.9 
53A.%&:.3& ;39 9.A.B<7:.3& <> &2.%. 95;$3<%&54%H  M25% X5BB $< ; B<3$ X;8 &<X;/9% 
/.;B5O53$ &2. 7/<:5%. <> 7./%<3;B5O.9 :.95453.H 
 
V. ESRD PROVISIONS – BIO supports CMS’ decision to continue to 

reimburse all ESRD drugs and biologicals at ASP plus six percent. 
 
 J3 &2. S/<7<%.9 C#B.) =?@ 9<.% 3<& 7/<7<%. ;38 42;3$.% &< /.5:0#/%.:.3& 
></ %.7;/;&.B8 05BB;0B. a@C6 9/#$% ;39 05<B<$54;B% ;& "@S 7B#% %5` 7./4.3&H'7  IJN 
4<3&53#.% &< %#77</& #%53$ &2. "@S 7B#% %5` 7./4.3& :.&2<9<B<$8 ></ %.7;/;&.B8 
05BB;0B. 9/#$% X2.3 05BB.9 08 >/..%&;3953$ </ 2<%75&;BF0;%.9 a@C6 >;45B5&5.%H  "@SF
0;%.9 /.5:0#/%.:.3& 5% &2. 0.%& <7&5<3 ;A;5B;0B. #39./ &2. %&;&#&.) ;39 5& 5% :</. 
;44#/;&. ;39 .;%5./ &< ;9:535%&./ &2;3 #79;&53$ ; 7/5</ 8.;/R% ;4Z#5%5&5<3 4<%& 9;&;H 
 
VI. PAYMENT FOR CORF SERVICES – BIO supports CMS’ proposal to 

permit coverage of vaccines in the CORF setting. 
 

IJN %&/<3$B8 %#77</&% =?@R 7/<7<%;B &< 4<A./ &2. ;9:535%&/;&5<3 <> 
73.#:<4<44;B) 53>B#.3O;) ;39 2.7;&5&5% I A;4453.% &< =NC[ 7;&5.3&%H  "B&2<#$2 
%#42 A;4453.% 2;A. &/;95&5<3;BB8 >;BB.3 <#&%59. &2. %4<7. <> =NC[ %./A54.%) =?@R 
7/<7<%;B &< /.A5%. &2. 4<395&5<3% <> 7;/&5457;&5<3 ;& i485H51P;Q &< 7./:5& =NC[% &< 
7/<A59. &< &2.5/ 7;&5.3&% &2.%. 5:7</&;3& A;4453.% 53 ;995&5<3 &< =NC[ %./A54.% 5% 
;3 5:7</&;3& :.;3% <> .3%#/53$ &2;& ;BB ?.954;/. 0.3.>545;/5.% 2;A. 534/.;%.9 
                                            
'7 J9H ;& '8)16'H 
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;44.%% &< A;4453;&5<3%) .3%#/53$ &2.8 /.4.5A. 25$2 Z#;B5&8 2.;B&2 4;/.H  J34/.;%53$ 
&2. %.&&53$% 53 X2542 ?.954;/. 0.3.>545;/5.% 4;3 /.4.5A. 5::#35O;&5<3% X5BB 
5:7/<A. 2.;B&2 <#&4<:.%H   
 
VII. DRUG COMPENDIA 
 
A. BIO urges CMS to modify its list of accepted compendia by recognizing 

DrugPoints® as a successor publication and adding the National 
Comprehensive Cancer Network’s Drugs and Biologics Compendium™  
by the end of the year.  

 
 IJN %#77</&% =?@R 7/<7<%;B &< 4/.;&. ;3 ;33#;B 7/<4.%% ></ #79;&53$ &2. 
B5%& <> 4<:7.395; #%.9 &< 9.&./:53. :.954;BB8F;44.7&.9 53954;&5<3% ></ 9/#$% ;39 
05<B<$54;B% #%.9 53 ;3&54;34./ 42.:<&2./;7.#&54 /.$5:.3%H  K. ;B%< 0.B5.A. &2;& 
:</. 5::.95;&. ;4&5<3 5% X;//;3&.9) 2<X.A./) ;39 #/$. =?@ &< 4<:7B.&. 5&% 
4#//.3& 7/<4.%% ;39 :<95>8 5&% B5%& <> ;44.7&.9 4<:7.395; 08 /.4<$35O53$ 
6/#$S<53&%b ;% ; %#44.%%</ 7#0B54;&5<3 ;39 ;9953$ &2. c;&5<3;B =<:7/.2.3%5A. 
=;34./ c.&X</_R% 6/#$% ;39 I5<B<$54% =<:7.395#:d 08 &2. .39 <> &2. 8.;/H 
IJNR% :.:0./% 53A.%& :5BB5<3% <> 9<BB;/% .;42 8.;/ /.%.;/4253$ 7<&.3&5;B 4;34./ 
&/.;&:.3&%) ;39 5& 5% 4/#45;B ></ &2. 7;&5.3&% X. %./A. &< 2;A. &5:.B8 ;44.%% &< <#/ 
&2./;75.% ;% &2.8 0;&&B. &2.%. 9.;9B8 95%.;%.%H  "B&2<#$2 X. 0.B5.A. 5& 5% 5:7</&;3& 
></ =?@ &< 5:7B.:.3& ;3 ;33#;B 7/<4.%% &< .A;B#;&. ;77B54;3&% 53 &2. >#&#/.) X. 
;B%< 0.B5.A. 5& 5% 4/5&54;B ></ 7;&5.3& 4;/. ></ &2. ;$.348 &< ;4& 7/<:7&B8 &< ;99 &2<%. 
7#0B54;&5<3% &2;& ;B/.;98 2;A. ;77B5.9H    
 
 M2. 7/;4&54. <> :.95453. 4<3%&;3&B8 .A<BA.% &2/<#$2 &2. 534</7</;&5<3 <> 
3.X 4B5354;B 95%4<A./5.% 53&< 4B5354;B 4;/.H  J3 <34<B<$8) ></ .`;:7B.) &2. %&;39;/9 
<> 4;/. ;9A;34.% ;77/<`5:;&.B8 .A./8 %5` :<3&2%) 5> 3<& %<<3./) ;% 4B5354;B 
/.%.;/42 95%4<A./% .>>.4&5A. 3.X &/.;&:.3& /.$5:.3% &2;& .`&.39 ;39 5:7/<A. 
Z#;B5&8 <> B5>.H  ?;38 <> &2.%. 3.X &/.;&:.3& <7&5<3% 53A<BA. &2. #%. <> 9/#$% ;39 
05<B<$54;B% ></ 53954;&5<3% 3<& 535&5;BB8 ;77/<A.9 08 &2. [6"H  c.X 4B5354;B #%.% <> 
[6"F;77/<A.9 &2./;75.% <>>./ 7;&5.3&% ;39 728%545;3% 3.X 2<7. ;39 $/.;&./ 42<54. 
53 >5$2&53$ 5BB3.%% ;39 4;3 0. 7;/&54#B;/B8 5:7</&;3& ></ 7;&5.3&% X5&2 ;9A;34.9 
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%&;$.% <> 4;34./H'8  "% %45.3&5>54 ;9A;34.% ;/. 7#0B545O.9 &2/<#$2 7../ /.A5.X.9 
7#0B54;&5<3%) %45.3&5>54 4<:7.395; <>&.3 534</7</;&. &25% 53></:;&5<3 0.></. 5& 
;77.;/% <3 &2. [6" B;0.BH  M2#%) 4<:7.395; ;/. ;3 5:7</&;3& /.%<#/4. ></ 
728%545;3% X2.3 9.&./:5353$ &2. :<%& ;77/<7/5;&. &/.;&:.3& /.$5:.3 ></ &2.5/ 
?.954;/. 0.3.>545;/5.%H'g 
 
 =<3$/.%% ;B%< /.4<$35O.9 &2. 5:7</&;34. <> %45.3&5>54 4<:7.395; 53 
.`7;3953$ &/.;&:.3& <7&5<3% ></ 4;34./ 7;&5.3&%H  J3 1gg') 5& ;:.39.9 &2. @@"40 &< 
;99 &< &2. 9.>535&5<3 <> 9/#$ ></ 7#/7<%.% <> 4<A./;$.) U;38 9/#$ </ 05<B<$54;B #%.9 
53 ;3 ;3&54;34./ 42.:<&2./;7.#&54 /.$5:.3 ></ ; :.954;BB8 ;44.7&.9 53954;&5<3HV41  
M2. %&;&#&. >#/&2./ 9.>53.% :.954;BB8 ;44.7&.9 53954;&5<3 &< 534B#9.L 
 

;38 #%. X2542 2;% 0..3 ;77/<A.9 08 &2. [<<9 ;39 6/#$ 
;9:535%&/;&5<3 ></ &2. 9/#$) ;39 534B#9.% ;3<&2./ #%. <> &2. 9/#$ 
5>nP5Q &2. 9/#$ 2;% 0..3 ;77/<A.9 08 &2. [<<9 ;39 6/#$ 
"9:535%&/;&5<3^ ;39 P55QPJQ %#42 #%. 5% %#77</&.9 08 <3. </ :</. 
45&;&5<3% X2542 ;/. 534B#9.9 P</ ;77/<A.9 ></ 534B#%5<3Q 53 <3. </ 
:</. <> &2. ><BB<X53$ 4<:7.395;L &2. ":./54;3 -<%75&;B 
[</:#B;/8 @./A54.F6/#$ J3></:;&5<3) &2. ":./54;3 ?.954;B 
"%%<45;&5<3 6/#$ aA;B#;&5<3%) &2. W35&.9 @&;&.% S2;/:;4<7<.5;F
6/#$ J3></:;&5<3 P</ 5&% %#44.%%</ 7#0B54;&5<3%Q) ;39 <&2./ 
;#&2</5&;&5A. 4<:7.395; ;% 59.3&5>5.9 08 &2. @.4/.&;/8) #3B.%% &2. 
@.4/.&;/8 2;% 9.&./:53.9 &2;& &2. #%. 5% 3<& :.954;BB8 ;77/<7/5;&. 
</ &2. #%. 5% 59.3&5>5.9 ;% 3<& 53954;&.9 53 <3. </ :</. %#42 
4<:7.395;H42 

 
"B&2<#$2 =<3$/.%% 4B.;/B8 53&.39.9 ?.954;/. 4<3&/;4&</% &< #%. ;& B.;%& 

&2/.. 4<:7.395; &< ;BB<X ?.954;/. 0.3.>545;/5.% ;44.%% &< %&;&.F<>F&2.F;/& 4;34./ 
4;/.) <3B8 <3. <> &2.%. B5%&.9 4<:7.395; h ":./45;3 -<%75&;B [</:#B;/8 @./A54.F

 
'8 N>>Fo;0.B W%. <> "3&54;34./ M2./;75.%L S28%545;3 S/.%4/5053$ M/.39% ;39 &2. J:7;4& <> S;8./ =<A./;$. S<B548) 
@.7&H 2005) ;& 5) ;A;5B;0B. ;& 2&&7LllXXXH05<H</$l%7..42.%l7#0%l=<A;34.C.7</&H79>H  
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6/#$ J3></:;&5<3 P"-[@Q h 5% ;A;5B;0B. &<9;8H  M2. ":./54;3 ?.954;B 
"%%<45;&5<3 6/#$ aA;B#;&5<3% P"?"F6aQ 3< B<3$./ 5% 53 7#0B54;&5<3) ;39 W35&.9 
@&;&.% S2;/:;4<7<.5;F6/#$ J3></:;&5<3 PW@SF6JQ 3<X 5% 7#0B5%2.9 08 M2<:%<3 
?54/<:.9.`b #39./ &2. 3;:. 6/#$S<53&%bH  [</&#3;&.B8) =<3$/.%% /.4<$35O.9 &2;& 
4<:7.395; :5$2& 42;3$. <A./ &5:. ;39 534B#9.9 53 &2. %&;&#&. ; 7/<A5%5<3 
7./:5&&53$ &2. @.4/.&;/8 &< /.A5%. &2. B5%& <> 4<:7.395; ;% ;77/<7/5;&. ></ 
59.3&5>853$ :.954;BB8 ;44.7&.9 53954;&5<3% ></ 9/#$%H4' 
 
 J3 /.4<$35&5<3 <> &25% ;#&2</5&8 ;39 &2. 42;3$53$ 4<:7.395; :;/_.&7B;4.) 
=?@ 535&5;&.9 ; 7#0B54 7/<4.%% 08  2<B953$ ; ?.954;/. =<A./;$. "9A5%</8 
=<::5&&.. P?="=Q :..&53$ <3 ?;/42 '0) 2006) .3&5&B.9) U=<:7.395; ></ 
=<A./;$. <> N>>FB;0.B W%.% <> 6/#$% ;39 I5<B<$54;B% 53 ;3 "3&5F=;34./ 
=2.:<&2./;7.#&54 C.$5:.3V &< 95%4#%% .A59.34. ;39 2.;/ 7/.%.3&;&5<3% /.$;/953$ 
&2. 9.%5/.9 42;/;4&./5%&54% <> 7#0B5%2.9 ;#&2</5&;&5A. 4<:7.395; &2;& :;8 0. #%.9 
08 =?@ &< 9.&./:53. :.954;BB8 ;44.7&.9 53954;&5<3% <> 9/#$% ;39 05<B<$54;B% 53 ;3 
;3&5F4;34./ 42.:<&2./;7.#&54 /.$5:.3H44  J3 7/.7;/;&5<3 ></ &2. ?="=) =?@ 
/.A5.X.9 &2. B.$;B ;#&2</5&8 $<A./353$ &2. ;995&5<3 ;39 /.:<A;B <> 4<:7.395; ;39 
;%%.%%.9 &2. >#34&5<3;B5&8 <> &2. 4<:7.395;H45  M2. ;$.348 ;B%< ;4_3<XB.9$.9 &2;& 
U=?@ 2;% /.4.5A.9 /.Z#.%&% ></ <>>545;B /.4<$35&5<3 <> %#44.%%</ ;39 ;995&5<3;B 
4<:7.395;HV46    
 
 C.$;/953$ &2. %#44.%%</ 7#0B54;&5<3) &2. 6.>545& C.9#4&5<3 "4& P6C"Q 
;:.39.9 &2. @@" ;9953$ U</ 5&% %#44.%%</ 7#0B54;&5<3V47 ;>&./ W@SF6J 53 
/.4<$35&5<3 &2;& M2<:%<3d X<#B9 42;3$. &2. 3;:. <> W@SF6J 08 &2. .39 <> 
2007H48  M2. S/<7<%.9 C#B. %&;&.% &2;& =?@ 5% /.A5.X53$ 6/#$S<53&%b &< 
9.&./:53. 5> U5& 5% 53 >;4& ; %#44.%%</ 7#0B54;&5<3 /;&2./ &2;3 ; %#0%&5&#&. 
7#0B54;&5<3HV4g  IJN 0.B5.A.% &2;&) %5:5B;/ &< &2. W@SF6J) 6/#$S<53&%b 7/<A59.% 
&5:.B8 ;39 ;44#/;&. 4B5354;B 53></:;&5<3 &< 728%545;3% ;39 %2<#B9 &2./.></.
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#;B 4;34./ 7;&5.3&H   

/.4<$35O.9 ;% ; %#44.%%</ 7#0B54;&5<3 ;39 3<& ; %#0%&5&#&. 7#0B54;&5<3H  M25% X5BB 
$5A. 728%545;3% ; %.4<39 <7&5<3 &< &#/3 &< X2.3 9.45953$ &2. ;77/<7/5;&. 4B5354;B 
&/.;&:.3& <7&5<3 ></ &2.5/ 5395A59
 
 "995&5<3;BB8) X. #39./%&;39 &2;& &2. c;&5<3;B =<:7/.2.3%5A. =;34./ 
c.&X</_ Pc==cQ 2;% /.Z#.%&.9 &< 2;A. 5&% 6/#$% ;39 I5<B<$54% =<:7.395#:d 
;99.9 ;% ;3 <>>545;B 4<:7.395#:H  IJN ;77/.45;&.% &2;& =?@ X;3&% &< .%&;0B5%2 ; 
&/;3%7;/.3& ;39 7/.954&;0B. 7/<4.%% 0.></. ;9953$ </ /.:<A53$ 4<:7.395;^ 
2<X.A./) $5A.3 &2. >;4& &2;& &2./. 5% <3B8 <3. %&;&#&</5B8 /.4<$35O.9 4<:7.395; 53 
&2. :;/_.&7B;4. ;39 &2. 5:7</&;3& /<B. &2;& 4<:7.395; 2;A. 53 ;>></953$ 7;&5.3& 
;44.%% &< 533<A;&5A. 4;34./ 4;/.) X. #/$. =?@ &< ;B%< /.4<$35O. c==cR% 6/#$% 
;39 I5<B<$54% =<:7.395#:d 08 &2. .39 <> &2. 8.;/ ;39 &2.3 &< ><4#% 5&% .>></&% 
<3 59.3&5>853$ ;995&5<3;B 4<:7.395; &2;& ?.954;/. 4<3&/;4&</% 4<#B9 #%. &< 
9.&./:53. :.954;BB8 ;44.7&.9 53954;&5<3%H  M2. 6/#$% ;39 I5<B<$54% 
=<:7.395#:d X;% .A;B#;&.9 08 &2. ?="= ;39 2;% 7;/&5457;&.9 53 ; 7/<4.%% &2;& 
;&&.:7&% &< ;425.A. :;38 <> &2. $<;B% 4<3&;53.9 53 &2. 7/<4.%% 9.&;5B.9 53 &2. 
S/<7<%.9 C#B.H  J> =?@ 0.B5.A.% &2. 6/#$% ;39 I5<B<$54% =<:7.395#:d 2;% 
%2</&4<:53$%) &2. ;$.348 %2<#B9 $5A. c==c ; 4B.;/ <#&B53. <> :<95>54;&5<3% 
3.4.%%;/8 &< 0. B5%&.9 ;% X.BB ;% ; &5:.B53. ></ /.%<B#&5<3 &2;& 5% :#42 Z#54_./ &2;3 
&2. 3.`& ;33#;B 7/<4.%%H  I8 5::.95;&.B8 /.4<$35O53$ 6/#$S<53&%b ;% ; %#44.%%</ 
7#0B54;&5<3 ;39 ;9953$ &2. 6/#$% ;39 I5<B<$54% =<:7.395#:d) =?@ X5BB 
5:7/<A. ?.954;/. 0.3.>545;/8 ;44.%% &< 4/5&54;B 4;34./ &2./;75.% X25B. &2. ;$.348 
>53;B5O.% &25% 7/<7<%.9 7/<4.%%H  
 
 aA.3 &2<#$2 ;BB <> &2. 4<:7.395; ;/. .A59.34.F0;%.9) &2. 4<3&.3& <> &2. 
4<:7.395; :;8 A;/8 9#. &< 95>>./.34.% 53 7#0B54;&5<3 %42.9#B.%) 7/5</5&5.%) /.A5.X 
7/<4.%%.%) B<4;B 7/;4&54.% ;39 :.&2<9% <> 9.%4/5053$ &2. .A59.34. ></ .;42 B5%&53$H  
M2./.></.) &< 5:7/<A. &2. 42;34.% <> ; &/.;&:.3& <7&5<3 0.53$ /.4<$35O.9 08 ; 
4<:7.395#: 53 ; &5:.B8 :;33./) X. /.4<::.39 &2;& =?@ 4<3&53#. &< /.4<$35O. 
:#B&57B. 4<:7.395; ></ #%. 53 ?.954;/.R% 4<A./;$. 9.45%5<3% ;39 ;BB<X .;42 
4<:7.395#: &2. 3..9.9 >B.`505B5&8 &< ;99 3.X 53954;&5<3%H  C.4<$35&5<3 <> 
;995&5<3;B 4<:7.395; 4<#B9 7/<&.4& 0.3.>545;/8 ;44.%% &< ;9A;34.9 4;34./ 
&2./;75.% 08 7/<A5953$ 728%545;3% ;39 7<B548:;_./% X5&2 ; X59./ 0<98 <> .A59.34. 
&< #%. 53 :;_53$ &/.;&:.3& ;39 4<A./;$. 9.45%5<3%H   
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IJN ;B%< 3<&.% &2;&) ;B&2<#$2 =?@R 4<A./;$. 7<B548 ></ <>>FB;0.B #%. <> 
9/#$% ;39 05<B<$54;B% #39./ S;/& 6 5% 0;%.9 #7<3 %.7;/;&. %&;&#&</8 ;#&2</5&8) 5& &<< 
/.B5.% <3 4<:7.395; B5%&53$%H  M2#%) X25B. X. ;77/.45;&. &2;& =?@ 2;% 7/<7<%.9 ; 
7/<4.%% &< #79;&. &2. 4<:7.395; #%.9 &< 9.&./:53. 4<A./;$. ></ <34<B<$8 
&2./;75.% S;/& I) IJN ;B%< #/$.% &2. ;$.348 &< :<35&</ 0.3.>545;/8 ;44.%% &< 
:.954;BB8 ;77/<7/5;&. #%.% <> 9/#$% ;39 05<B<$54;B% #39./ S;/& 6) 7;/&54#B;/B8 ></ 
</;B ;3&5F4;34./ ;$.3&% 3<& 4<A./.9 #39./ S;/& IH    
 
B.  BIO urges CMS to define compendia to include publications that are 

indexed by disease. 
 
 IJN 5% 4<34./3.9 X5&2 &2. ;$.348R% 7/<7<%.9 9.>535&5<3 <> 4<:7.395;H  
=?@ %&;&.% &2;& 4<:7.395; :#%& 0. 539.`.9 08 9/#$ </ 05<B<$54;B ;39 3<& 08 
95%.;%.F%&;&. 53 </9./ &< 0. /.4<$35O.9 ></ &2. 7#/7<%.% <> 9.&./:5353$ /.4<$35O.9 
<>>FB;0.B #%.% ></ ;3&54;34./ &/.;&:.3&%H50  IJN 0.B5.A.% &2;& %#42 ; /.Z#5/.:.3& 5% 
3<& /.>B.4&5A. <> &2. %<#/4.% <34<B<$5%&% 4#//.3&B8 #%. 53 9.&./:5353$ ;44.7&.9 
&/.;&:.3&% ;39 5% ;3 ;/05&/;/8 /.Z#5/.:.3& 53 &2;& 9/#$F539.`.9 4<:7.395; ;/. 3<& 
533;&.B8 :</. %45.3&5>54;BB8 /5$</<#% &2;3 &2<%. &2;& ;/. 95%.;%.F539.`.9H   
 
 J3 &2. .;/B8 1gg0%) X2.3 @.4&5<3 1861P&QP2Q X;% ;99.9 &< &2. @@") 
4<:7.395; X./. :</. #35></:B8 </$;35O.9 08 9/#$H  NA./ &2. 7;%& 9.4;9.) 
2<X.A./) 728%545;3% 534/.;%53$B8 2;A. 0.$#3 /.>./.3453$ 95%.;%.F0;%.9 4<:7.395; 
&< 2.B7 $#59. &2./;7.#&54 42<54.%H  M25% 5% 7;/&54#B;/B8 &/#. 53 <34<B<$8H  M<9;8R% 
&/.;&:.3& <> :;38 4;34./% 53A<BA.% :#B&5F9/#$ /.$5:.3%) ;39 <34<B<$5%&% <>&.3 
&#/3 &< 4<:7.395; &2;& ;/. </$;35O.9 08 95%.;%.F%&;&. &< 2.B7 9.&./:53. &2. 0.%& 
;39 :<%& 4#//.3& /.$5:.3% ></ ; 7;&5.3&R% 7;/&54#B;/ 4;34./H  M< ;BB<X <3B8 9/#$F
539.`.9 4<:7.395; &< $#59. 4<A./;$. 7<B545.% X<#B9 :.;3 &2;& <34<B<$5%&% X<#B9 
0. .`7.4&.9 &< 4/<%%F/.>./.34. :#B&57B. 4<:7.395; P&2<%. </$;35O.9 08 95%.;%.F
%&;&. &< &2<%. </$;35O.9 08 9/#$Q &< 0. 4./&;53 &2;& each 9/#$ 53 ; 7;/&54#B;/ 
/.$5:.3 X5BB 0. 4<A./.9 08 ?.954;/.H  [</453$ <34<B<$5%&% &< 4<3%&;3&B8 4/<%%F
/.>./.34. &2./;75.% 5% 3<& ;3 .>>545.3& #%. <> &5:. </ /.%<#/4.%H  M2./.></.) IJN 
#/$.% &2. ;$.348 &< /.:<A. &25% /.Z#5/.:.3& ;39 &< ;BB<X 4<:7.395; 539.`.9 08 
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95%.;%. ;% X.BB ;% 08 9/#$ </ 05<B<$54;B &< 0. 4<3%59./.9 ;% 7;/& <> &2. ;33#;B) 
7#0B54 /.A5.X 7/<4.%%H 
 
C.  BIO urges CMS to minimize approval time. 
 
 IJN 2;% %7.45>54 4<34./3% /.$;/953$ &2. 7/<7<%.9 &5:.B53. ></ ;9953$ </ 
/.:<A53$ 4<:7.395;) ;39 X. #/$. &2. ;$.348 &< 7/<A59. $/.;&./ 4B;/5>54;&5<3 ></ 
4./&;53 %&.7% 53 &2. 7/<4.%%H  M2. <A./;BB 7/<4.%% &;_.%) ;& ; :535:#:) 225 9;8%H  
M25% %..:% 534<3%5%&.3& X5&2 &2. $<;B% <> 5:7/<A53$ 0.3.>545;/8 ;44.%% &< %&;&. <> 
&2. ;/& 4;/.H  M2. 7/<4.%% 0.$53% X5&2 ; 45F9;8 3<&54. 7./5<9 &2;& &2. ;$.348 X5BB 
%<<3 <7.3 ; '0F9;8 &5:. 7./5<9 &< ;44.7& 4<:7B.&.9 /.Z#.%&% &< 42;3$. &2. B5%& <> 
4<:7.395;H51  K. 0.B5.A. &2;& <3B8 ; '0 9;8 3<&54. 7./5<9 5% 3.4.%%;/8 0.4;#%. <> 
&2. %&/.;:B53.9 ;77B54;&5<3H  "995&5<3;BB8) <34. =?@ >53;B5O.% &2. <A./;BB 7/<4.%%) 
4<:7.395; X5BB 2;A. 7B.3&8 <> U3<&54.V ;39 ;3 #39./%&;3953$ <> &2. ;77B54;&5<3 
7/<4.%% %#42 &2;& &2.8 X5BB <3B8 3..9 ; '0F9;8 3<&54. 7./5<9 7/5</ &< =?@ 
;44.7&53$ /.Z#.%&% ></ 4<:7.395; 42;3$.%H   
 
 ">&./ &2. 4<34B#%5<3 <> &2. '0F9;8 ;77B54;&5<3 7/<4.%%) &2./. ;/. &X< &5:. 
>/;:.% &2;& ;/. 3<& 9.&;5B.9H  @7.45>54;BB8) ;>&./ &2. '0F9;8 &5:. >/;:. ></ 
%#0:5&&53$ 42;3$. /.Z#.%&%) =?@ 2;% 3<& %7.45>5.9 ; &5:. 7./5<9 ></ 7#0B5%253$ &2. 
B5%& <> 4<:7B.&. /.Z#.%&% </ 2<X %<<3 &2./.;>&./ &2. ;$.348 X5BB 535&5;&. &2. '0F9;8 
7#0B54 4<::.3& 7./5<9 /.$;/953$ &2. 4<:7B.&. /.Z#.%&%H K. #/$. =?@ &< 
:535:5O. &2.%. &5:. 7./5<9% ;% ;38 ;995&5<3;B &5:. ;99% &< &2. ;B/.;98 B.3$&28 &5:. 
7./5<9 ></ 42;3$.% &< 4<:7.395;H  @5:5B;/B8) X. #/$. =?@ &< :535:5O. &2. &5:. 
7./5<9 >/<: 5%%#;34. <> >53;B 9.45%5<3 &< 5&% .>>.4&5A. 9;&.H [53;BB8) X. #/$. =?@ 
&< /.F.A;B#;&. &2. 7/<7<%.9 &5:. <> 120 9;8% &< 5%%#. ; >53;B 9.45%5<3H  K. 0.B5.A. 
&2;& =?@ %2<#B9 &/;4_ &2. &5:. B53. 5& #%.% ></ >53;B5O53$ c;&5<3;B =<A./;$. 
6.&./:53;&5<3%) /.Z#5/53$ =?@ &< 5%%#. ; >53;B 9.45%5<3 X5&253 g0 9;8% <> 5%%#53$ 
5&% 7/<7<%.9 9.45%5<3H52  M;_.3 &<$.&2./ <#/ 7/<7<%;B X5BB %2</&.3 &2. &5:. >/;:. 
X25B. ;B%< %5$35>54;3&B8 534/.;%53$ 0.3.>545;/8 ;44.%% &< 4;34./ &/.;&:.3&%H 
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 "995&5<3;BB8) IJN /.Z#.%&% &2;& =?@ 4B;/5>8 &2;& ;77/<A.9 4<:7.395; 3..9 
3<& 0. ;77/<A.9 <3 ;3 ;33#;B 0;%5%H  =?@ 7/<7<%.% &< 5%%#. ;3 ;33#;B 3<&54. ></ 
/.Z#.%&% &< /.A5%. &2. B5%& <> 4<:7.395;H5'  K. ;%_ &2;& =?@ 4B.;/B8 %&;&. &2;& &25% 
3<&54. X5BB 3<& 534B#9. 4<:7.395; &2;& ;/. /.4<$35O.9 08 &2. @.4/.&;/8 %#42 &2;& 
&2. /.4<$35O.9 4<:7.395; X5BB 4<3&53#. &< 0. /.4<$35O.9 #3&5B &2. 7/<4.%% /.:<A.% 
&2.:H  IJN 0.B5.A.% &2;& &25% X5BB .%&;0B5%2 4<3%5%&.348 ;39 %&;05B5&8 ></ &2. 
4<:7.395; ;39 $/.;&./ ;44.%% ></ ?.954;/. 0.3.>545;/5.%H   
 
D.  BIO urges CMS to provide greater detail regarding the grading of 

evidence process. 
 
 M2. S/<7<%.9 C#B. 7/<A59.%) ></ &2. >5/%& &5:.) ; 9.&;5B.9 7/<4.%% ></ 
9.&./:5353$ 42;3$.% &< /.4<$35O.9 4<:7.395;H54 K5&253 &25% 7/<4.%%) =?@ 
7/<7<%.% ; 9.>535&5<3 ></ 4<:7.395;) 9.%5/;0B. 42;/;4&./5%&54% <> ; 4<:7.395;) ;39 
&2. 4<:7B.&. ;77B54;&5<3 7/<4.%%H55  IJN ;77/.45;&.% =?@R ;77/<;42 0#& #/$.% &2. 
;$.348 &< 7/<A59. $/.;&./ 9.&;5B ;39 &/;3%7;/.348 /.$;/953$ 2<X &2. ;$.348 X5BB 
U4<3%59./ ; 4<:7.395#:R% $/;953$ <> .A59.34. #%.9 53 :;_53$ /.4<::.39;&5<3% 
/.$;/953$ <>>FB;0.B #%.% ;39 &2. 7/<4.%% 08 X2542 &2. 4<:7.395#: $/;9.% &2. 
.A59.34.HV56  IJN 0.B5.A.% &2;& &25% 5% ;3 .%%.3&5;B ;39 4/5&54;B >#34&5<3 <> &2. 
4<:7.395; ;39 4.3&/;B &< &2. 7/<%7.4&% <> 4<:7.395; /.4<$35&5<3H  K25B. X. ;$/.. 
&2;& =?@ %2<#B9 .`;:53. &2.%. 42;/;4&./5%&54% <> &2. 4<:7.395;) &2. ;$.348 3..9% 
&< 4B.;/B8 9.&;5B 2<X 5& X5BB 4<3%59./ &2. 7/<4.%% &2. 4<:7.395; #%.% ></ $/;953$ 
.A59.34. ;39 :;_53$ /.4<::.39;&5<3%H =?@ ;B%< 7/<7<%.% &< 4<3%59./ U;38 
/.B.A;3& 4<3>B54&% <> 53&./.%&V57 53 :;_53$ 5&% 9.&./:53;&5<3 /.$;/953$ 4<:7.395;H  
IJN #/$.% &2. ;$.348 &< 9.>53. &25% &./: ;39 ;/&54#B;&. &2. 5:7;4& <> ;38 4<3>B54& 
<> 53&./.%&H   
 
 "% =?@ 5:7/<A.% #7<3 &25% 7/<7<%;B) IJN #/$.% &2. ;$.348 &< :;53&;53 ; 
$/.;& 9.;B <> >B.`505B5&8 53 &25% 7/<4.%% ;% 3<3. <> &2. 4<:7.395; 4#//.3&B8 ;77.;/ 
&< %;&5%>8 &2. 7/<7<%.9 9.>535&5<3 ;39 7<%%.%% ;BB <> &2. 9.%5/;0B. 42;/;4&./5%&54%H  

 
5' 72 [.9H C.$H ;& '8)178H 
54 J9H 
55 J9H 
56 J9H ;& '8)17gH 
57 J9H  
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K. /.:539 &2. ;$.348 &2;&) ;% %&;&.9 7/.A5<#%B8) 4<:7.395; %./A. ;% ; A5&;B &<<B 
></ 0<&2 728%545;3% ;39 ?.954;/. 0.3.>545;/5.% &< ;44.%% 533<A;&5A. &2./;75.% X5&2 
&2. $<;B <> 534/.;%53$ ;39 5:7/<A53$ &5:.B8 ;44.%% &< 3.X &/.;&:.3& /.$5:.3%H  
M2#%) X. #/$. &2. ;$.348 &< ;44.7& ;995&5<3;B 4<:7.395; 7/<:7&B8H    
 
VIII.  TRHCA-SECTION 101(b): PQRI 
 
A. BIO urges CMS to finalize quality measurements that are scientifically 

valid, consensus-based and that minimize physician burden. 
 
 IJN %#77</&% =?@R .>></&% &< /.7</& ;39 5:7/<A. &2. Z#;B5&8 <> 4;/. 53 &2. 
728%545;3 <>>54. %.&&53$) ;39 X. B<<_ ></X;/9 &< X</_53$ X5&2 &2. ;$.348 <3 &25% 
5:7</&;3& 5%%#.H  IJN .34<#/;$.% =?@ &< 4/.;&. Z#;B5&8 :.;%#/.:.3&% &2;& 2;A. 
0..3 9.:<3%&/;&.9 &< 5:7/<A. Z#;B5&8 <> 7;&5.3& 4;/.) ;77/<7/5;&.B8 5:7;4& 
728%545;3 9.45%5<3:;_53$) ;39 &2;& 5:7<%. :535:;B ;9:535%&/;&5A. 0#/9.3%H  "% 
=?@ :<A.% ></X;/9 X5&2 5:7B.:.3&53$ Z#;B5&8 /.7</&53$ 53 &2. 728%545;3 <>>54. 
%.&&53$) X. ;B%< #/$. =?@ &< 0. 4<3%5%&.3& ;39 &< #79;&. ;39 /.A5%. 5&% Z#;B5&8 
:.;%#/.% &< /.>B.4& 4#//.3& %&;39;/9% <> 7/;4&54. &< .3%#/. &2;& ?.954;/. 7;&5.3&% 
/.4.5A. &2. :<%& #7F&<F9;&. ;39 25$2.%& Z#;B5&8 <> 4;/.H   
 
 =?@ %&;&.% &2;& 5& 53&./7/.&% %.4&5<3 1848P_QP2QPIQP5Q <> MC-=" &< /.Z#5/. 
&2;& .;42 Z#;B5&8 :.;%#/. 0. 0<&2 9.A.B<7.9 ;39 ;9<7&.9 &2/<#$2 ; 4<3%.3%#%F
0;%.9 7/<4.%% 08 ; 4<3%.3%#% </$;35O;&5<3H58  =?@ >#/&2./ 53954;&.% &2;& &2. 
%&;&#&. /.Z#5/.% &2. 4<3%.3%#% </$;35O;&5<3% &< 4<3%59./ :.;%#/.% 7/<7<%.9 08 
728%545;3% </ %7.45;B&8 </$;35O;&5<3%H5g  =?@ ;B%< %&;&.% &2;& 5& X5BB /.Z#5/. &2. 
9.A.B<753$ </$;35O;&5<3 &< 2;A. ; 4<:7;/;0B. B.A.B <> <7.33.%%) 0;B;34. <> 
53&./.%&) ;39 4<3%.3%#% 0;%.9 A<&53$ 7;/&5457;&5<3 ;% &2. c;&5<3;B e#;B5&8 [</#: 
Pce[Q ;39 &2. "e" "BB5;34. P"e"QH  IJN %#77</&% &2.%. ><#39;&5<3;B 7/53457B.% 
;39 .34<#/;$.% =?@ &< /.:;53 4<3%5%&.3& X5&2 &2.%. $<;B% ;% 5& >53;B5O.% &2. 
Z#;B5&8 :.;%#/.:.3&%H  =?@ 59.3&5>5.% ce[ ;% ; 4<3%.3%#% </$;35O;&5<3^ 2<X.A./
&2. ;$.348 4<34B#9.% &2;& &2. "e" 5% 3<&H  IJN ;$/..% X5&2 &25% 53&./7/.&;&5<3 ;39 
X. #/$. =?@ &< X</_ X5&2 &2. "e" &< 2.B7 5& :..& /.Z#5/.:.3&% 3.4.%%;/8 <> ; 

) 

                                            
58 72 [.9H C.$H '8)1g7H 
"# J9H ;& '8)1g7 
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> 4;/. ></ ?.954;/. 0.3.>545;/5.%H  

4<3%.3%#% </$;35O;&5<3H  =?@ 7/<7<%.% &< 534</7</;&. ; 0/<;9 /;3$. <> Z#;B5&8
:.;%#/.:.3&% >/<: &2. 2007 SeCJ) &2. "?"FS28%545;3% =<3%</&5#: ></ 
S./></:;34. J:7/<A.:.3& PS=SJQ) %7.45;B&8 %<45.&5.% %#42 ;% &2. ":./54;3 
S<95;&/54 ?.954;B "%%<45;&5<3) ;39 <&2./ 4<3%.3%#% 0;%.9 :.;%#/.:.3&%H  IJN 
;B%< ;%_% &2;& =?@R >53;B 2008 SeCJ Z#;B5&8 :.;%#/.% ><4#% <3 5:7/<A53$ Z#;B5&8 
<> 4;/. ;39 &2;& &2.8 /.7/.%.3& ; 0/<;9 /;3$. <> 95%.;%.% %&;&.% &2;& 5> :<35&</.9 
X5BB 5:7/<A. &2. Z#;B5&8 <
 
 [53;BB8) IJN #/$.% =?@ &< 0. 4<$35O;3& <> &2. 7<&.3&5;B 0#/9.3 <3 
728%545;3% &2;& 4<#B9 <44#/ X2.3 9.A.B<753$ &2. Z#;B5&8 /.7</&53$ %8%&.:H  IJN 5% 
4<34./3.9 &2;& 5:7B.:.3&53$ ;39 4<:7B853$ X5&2 =?@R 3.X 4B;5:% /.7</&53$ 
7<B548 :;8 534/.;%. ;9:535%&/;&5A. 0#/9.3% ></ 728%545;3% ;39 &2.5/ %&;>>H  =?@ 
%2<#B9 7/<A59. 4B.;/ 53%&/#4&5<3 &< 728%545;3% ;39 7/<A59./% &< /.9#4. &2. &5:. ;39 
4<%& ;%%<45;&.9 X5&2 5:7B.:.3&53$ 3.X 05BB53$ /.Z#5/.:.3&% ;39 %2<#B9 &/8 &< 
;425.A. 4<3%5%&.348 X5&2 /.7</&53$ 7<B545.% <> <&2./ 7;8./% &< >#/&2./ B.%%.3 &2. 
;9:535%&/;&5A. 0#/9.3H 
 
B. CMS should take a leadership role with stakeholders to develop 

consensus recommendations for care coordination quality measures. 
 
 J3 </9./ &< >#/&2./ 5:7/<A. &2. Z#;B5&8 <> 4;/. ;39 ><%&./ :</. .>>545.3& #%. 
<> /.%<#/4.%) IJN #/$.% =?@ &< &;_. ; B.;9./%257 /<B. X5&2 %&;_.2<B9./% &< 9.A.B<7 
4<3%.3%#% /.4<::.39;&5<3% ></ 4;/. 4<</953;&5<3 Z#;B5&8 :.;%#/.%H  S;&5.3&% 
>/.Z#.3&B8 ;/. &/;3%>.//.9 0.&X..3 4;/. %.&&53$%) %#42 ;% 0.&X..3 7/5:;/8 4;/. ;39 
%7.45;B&8 728%545;3%) 95>>./.3& 9.7;/&:.3&% 53 &2. 2<%75&;B) </ &2. 2<%75&;B ;39 &2. 
7;&5.3&R% 2<:. </ ; %_5BB.9 3#/%53$ >;45B5&8H  6#/53$ &2.%. &/;3%5&5<3%) 5& 4;3 0. 
95>>54#B& &< .3%#/. %#>>545.3& 4<::#354;&5<3 0.&X..3 7/<A59./% </ ;4/<%% 4;/. 
%.&&53$% 53 </9./ 7/<A59. 4<3&53#5&8 <> 4;/. &< ; 7;&5.3&H  [#/&2./) 7;&5.3&% ;39 &2.5/ 
>;:5B5.% <>&.3 0.;/ &2. 0#/9.3 <> 535&5;&53$ ><BB<XF#7 4;/. X5&2<#& %#>>545.3& 
_3<XB.9$. ;0<#& &2.5/ 4<395&5<3%H   
 
 J3 &2. ;0%.34. <> 4;/. 4<</953;&5<3) 7;&5.3& %;>.&8 5%%#.%) :.954;&5<3 .//</%) 
;39 :5%4<::#354;&5<3 4;3 B.;9 &< %#0<7&5:;B <#&4<:.% ;39 534/.;%.9 4<%&%) ;% 
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9<4#:.3&.9 08 3#:./<#% %&#95.%H60  =;/. 4<</953;&5<3 5% 7;/&54#B;/B8 5:7</&;3& ></ 
A#B3./;0B. 7<7#B;&5<3% &2;& 2;A. 42/<354 2.;B&2 4;/. 3..9%) ;B&2<#$2 .A./8<3. &2;& 
%#>>./% ;4#&. 5BB3.%% X5BB 3..9 ;& B.;%& &.:7</;/8 4;/. 4<</953;&5<3 <3 %<:. B.A.BH  
I.4;#%. <> &2. /.B.A;34. <> 4;/. 4<</953;&5<3 &< ;BB 7;&5.3&% ;39 ;BB 7/<A59./%) 
=?@ %2<#B9 .34<#/;$. 4<3%.3%#% </$;35O;&5<3% &< 9.A.B<7 ;77/<7/5;&. :.;%#/.% 
;& &2. 7/;4&54.) $/<#7) 2<%75&;B) </ </$;35O;&5<3;B B.A.BH  I8 .`7;3953$ &2. SeCJ 
9;&; %.& &< 534B#9. :.;%#/.% <3 4;/. 4<</953;&5<3) =?@ X5BB 5:7/<A. &2. Z#;B5&8 <> 
4;/. /.4.5A.9 08 7;&5.3&% ;39 X5BB 0. ;0B. &< .3%#/. &2;& A;B#;0B. 2.;B&24;/. 
/.%<#/4.% ;/. #%.9 .>>545.3&B8 08 ;A<5953$ 9#7B54;&5<3 <> 4;/.H 
 
C. CMS should adopt the three proposed quality measures related to 

influenza and pneumonia vaccination. 
 
 IJN %#77</&% =?@R %2<#B9 ;9<7& &2. 7/<7<%.9 Z#;B5&8 :.;%#/.% /.B;&53$ &< 
53>B#.3O; ;39 73.#:<35; A;4453;&5<3 ></ &2. 2008 SeCJH  M2.%. :.;%#/.% ;/. 
.A59.34. ;39 4<3%.3%#%F0;%.9 ;39 ;/. B53_.9 &< 5:7/<A.9 2.;B&24;/. Z#;B5&8 
<#&4<:.%H  "9<7&53$ &2.%. :.;%#/.% X5BB 7/<A59. 2.;B&2 4;/. 7/<>.%%5<3;B%R 
534.3&5A.% &< .3%#/. &2;& &2.5/ 7;&5.3&% /.4.5A. ;77/<7/5;&. 5::#35O;&5<3% n; 
%5:7B.) %;>.) ;39 4<%&F.>>.4&5A. :.&2<9 <> 7/.A.3&53$ 3.$;&5A. 2.;B&2 <#&4<:.%H   
 
 5H J3>B#.3O; ];4453;&5<3 e#;B5&8 ?.;%#/.% 
 
 IJN %&/<3$B8 .34<#/;$.% &2. ;9<7&5<3 <> &2. &2/.. 7/<7<%.9 Z#;B5&8 
:.;%#/.% /.B;&.9 &< 53>B#.3O; A;4453;&5<3 ></ &2. 2008 SeCJH  M2.%. Z#;B5&8 
:.;%#/.% ;/.L  

o J3>B#.3O; A;4453;&5<3 53 7;&5.3&% X5&2 a@C6^ 
o W35A./%;B 53>B#.3O; A;4453. %4/..353$ ;39 4<#3%.B53$^ ;39  
o J3>B#.3O; A;4453;&5<3 ></ 7;&5.3&% 50 8.;/% ;39 <B9./H   

 
 "9<7&5<3 <> &2.%. :.;%#/.% X5BB B.;9 &< 25$2./ Z#;B5&8 <> 4;/. 9#. &< 
534/.;%.9 %4/..353$) 4<#3%.B53$) ;39 53>B#.3O; A;4453;&5<3H    
                                            
60 J3%&5&#&. <> ?.95453.) Crossing the Quality Chasm: A New Health System for the 21st Century) K;%253$&<3) 6=L 
c;&5<3;B "4;9.:8 S/.%%) 2001^ a" =<B.:;3 .& ;BH) Posthospital Care Transitions: Patterns, Complications, and 
Risk Identification) -.;B&2 @./A C.%H 2004 N4&<0./^ 'gP5QL 144gh1466^ "\ [</%&./ ;& ;BH) The Incidence and Severity 
of Adverse Events Affecting Patients after Discharge from the Hospital) "33 J3&./3;B ?.9 200') 1'8P'QL 161F67H 
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 "44</953$ &< &2. =.3&./% ></ 65%.;%. =<3&/<B P=6=Q) 0.&X..3 15F60 :5BB5<3 
":./54;3% ;/. 53>.4&.9 X5&2 53>B#.3O; .A./8 8.;/H  N> &2<%.) :</. &2;3 226)000 
7.<7B. ;/. 2<%75&;B5O.9 >/<: >B# 4<:7B54;&5<3%) ;39 ;0<#& '6)000 7.<7B. 95.H  M2. 
?.954;/. 7<7#B;&5<3 2;% ; 25$2./ /5%_ <> %./5<#% >B# 4<:7B54;&5<3%H  ?</. &2;3 g0 
7./4.3& <> 9.;&2% >/<: 53>B#.3O;F/.B;&.9 4<:7B54;&5<3% <44#/ 53 7./%<3% 65 8.;/% 
;39 <B9./H  "33#;B) 95/.4&  ;39 5395/.4& 4<%&% <> 53>B#.3O; 53 &2. W35&.9 @&;&.% 2;A. 
0..3 .%&5:;&.9 ;& :</. &2;3 t12 05BB5<3) 08 &2. c;&5<3;B =<;B5&5<3 ></ "9#B& 
J::#35O;&5<3H  =6=R% "9A5%</8 =<::5&&.. <3 J::#35O;&5<3 S/;4&54.% P"=JSQ 
2;% %&;&.9 53>B#.3O; A;4453;&5<3 5% &2. :<%& .>>.4&5A. :.;3% <> 7/.A.3&53$ 
53>B#.3O; A5/#% 53>.4&5<3 ;39 &2. 7<&.3&5;BB8 %./5<#% 4<:7B54;&5<3% &2;& 4;3 ;/5%.H   
"=JS /.4<::.39% &2;& ;33#;B 53>B#.3O; A;4453;&5<3 0. $5A.3 &< :;38 $/<#7%) 
534B#953$L 

o "BB 7./%<3% X2< X;3& &< /.9#4. &2. /5%_ <> 0.4<:53$ 5BB X5&2 53>B#.3O; </ <> 
&/;3%:5&&53$ 53>B#.3O; &< <&2./%^ 

o "BB 425B9/.3 ;$.9 6 :<3&2% &2/<#$2 4 8.;/%^ 
o "BB ;9#B&% 50 8.;/% ;39 <B9./^ 
o "BB ;9#B&% ;39 425B9/.3 X2< 2;A. 42/<354 7#B:<3;/8 P534B#953$ ;%&2:;Q) 

4;/95<A;%4#B;/ P.`4.7& 287./&.3%5<3Q) /.3;B) 2.7;&54) 2.:;&<B<$54;B </ 
:.&;0<B54 95%</9./% P534B#953$ 95;0.&.% :.BB5&#%Q^ 

o C.%59.3&% <> 3#/%53$ 2<:.% ;39 <&2./ 42/<354F4;/. >;45B5&5.%^  
o -.;B&2F4;/. 7./%<33.B^ 
o -.;B&28 2<#%.2<B9 4<3&;4&% P534B#953$ 425B9/.3Q ;39 4;/.$5A./% <> 425B9/.3 

u5 8.;/% <> ;$. ;39 ;9#B&% !50 8.;/% <> ;$.) X5&2 7;/&54#B;/ .:72;%5% <3 
A;4453;&53$ 4<3&;4&% <> 425B9/.3 B.%% &2;3 6 :<3&2% <> ;$.^ ;39 

o -.;B&28 2<#%.2<B9 4<3&;4&% P534B#953$ 425B9/.3Q ;39 4;/.$5A./% <> 7./%<3% 
X5&2 :.954;B 4<395&5<3% &2;& 7#& &2.: ;& 25$2./ /5%_ ></ %.A./. 4<:7B54;&5<3% 
>/<: 53>B#.3O;H 

 
 U-.;B&28 S.<7B. 2010V 534B#9.% ; 3;&5<3;B 2.;B&2 <0Y.4&5A. <> A;4453;&53$ ;& 
B.;%& g0 7./4.3& <> 7./%<3% ;$.9 65 ;39 <B9./H  -<X.A./) 7/.B5:53;/8 9;&; >/<: &2. 
c;&5<3;B -.;B&2 J3&./A5.X @#/A.8 .%&5:;&.9 &2;& &2. 3;&5<3;B 53>B#.3O; A;4453. 
4<A./;$. ;:<3$ &25% 7<7#B;&5<3 53 &2. %.4<39 Z#;/&./ <> 2006 &< 0. Y#%& 66 7./4.3&H  
C.;4253$ &2. 2010 $<;B X5BB /.Z#5/. >#/&2./ 53&./A.3&5<3H  M2. SeCJ 5% ;3 
5:7</&;3& &<<B 53 /.;4253$ &2. 2010 $<;B 0.4;#%. 5& 7/<A59.% 2.;B&2 7/<>.%%5<3;B% 
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X5&2 &2. 534.3&5A.% ;39 53></:;&5<3 3..9.9 &< /.;42 &2. 7.<7B. X2< ;/. /.:;5353$ 
#3A;4453;&.9H  S/<&.4&53$ ?.954;/. 0.3.>545;/5.% >/<: 53>B#.3O; 08 .3%#/53$ 
;33#;B A;4453;&5<3 .:7B<8% ;3 .>>.4&5A. :.;%#/. <> Z#;B5&8 <> 4;/.) X25B. /.9#453$ 
2.;B&2 0#/9.3 ;39 2.;B&2 4;/. 4<%&%H   
 
 J3>B#.3O; A;4453;&5<3 ></ 7;&5.3&% 50 8.;/% ;39 <B9./ ;B/.;98 2;% 0..3 
.39</%.9 08 &2. ce[ ;39 /.>B.4&% "=JS /.4<::.39;&5<3% 53 7B;4. %534. 2000H  
MC-=" /.Z#5/.% &2;& Z#;B5&8 :.;%#/.% :#%& 0. ;9<7&.9 </ .39</%.9 08 ; 
4<3%.3%#% </$;35O;&5<3) %#42 ;% &2. ce[ </ "e"H  @534. &2. %&;39;/9% .%&;0B5%2.9 
08 &2. "4& ;/. ;B/.;98 :.& ></ &25% :.;%#/.) ;9<7&5<3 08 =?@ %2<#B9 >;4. 3< 
0;//5./%H  -<%75&;B5O;&5<3%) ;39 &2.5/ ;%%<45;&.9 4<%&%) 4;3 0. :5&5$;&.9 X5&2 ; 
%5:7B.) .>>.4&5A. ;39 53.`7.3%5A. 53>B#.3O; A;4453.H  "3;B8%5% <> 2006 ?.954;/. 
>..F></F%./A54. 9;&; 9.:<3%&/;&.% &2;& &2./. X./. :</. &2;3 '0)000 2<%75&;B5O;&5<3% 
53A<BA53$ 53>B#.3O; 53 0.3.>545;/5.% 45 ;39 <B9./) X5&2 8g 7./4.3& <> &2.%. 
53A<BA53$ 5395A59#;B% 65 ;39 <B9./H   
 
 "B&2<#$2 &2. <&2./ 53>B#.3O; A;4453;&5<3 :.;%#/.% P#35A./%;B 53>B#.3O; 
A;4453. %4/..353$ ;39 4<#3%.B53$ ;39 53>B#.3O; A;4453;&5<3 53 7;&5.3&% X5&2 a@C6Q 
2;A. 3<& 8.& 0..3 ;9<7&.9 08 ce[) &2.8 ;/. 4#//.3&B8 #39./ 4<3%59./;&5<3 08 
.`7./& </$;35O;&5<3% 9.954;&.9 &< 2.;B&2 4;/. Z#;B5&8 %&;39;/9%H  M2. #35A./%;B 
53>B#.3O; A;4453. %4/..353$ ;39 4<#3%.B53$ :.;%#/. 5% 4#//.3&B8 #39./ 
9.A.B<7:.3& 08 e#;B5&8 J3%5$2&% <> S.33%8BA;35; ;39 X<#B9 7/<A59. ; %&/<3$ 
534.3&5A. ></ 2.;B&2 4;/. 7/<A59./% &< 53></: &2.5/ 7;&5.3&% <> &2. 2.;B&2 4;/. 
0.3.>5&% <> 53>B#.3O; A;4453;&5<3H  I.4;#%. &2.%. :.;%#/.% X5BB 7/<:<&. $/.;&./ 
Z#;B5&8 4;/. ></ ?.954;/. 0.3.>545;/5.%) X. .34<#/;$. &2.5/ ;9<7&5<3 08 =?@H  
@&#95.% 2;A. %2<X3 728%545;3 /.4<::.39;&5<3 5% <3. <> &2. %&/<3$.%& 
9.&./:53;3&% <> ; 7;&5.3& %.._53$ 5::#35O;&5<3H  "995&5<3;BB8) 7/<7./ %4/..353$ 
2.B7% 2.;B&2 7/<>.%%5<3;B% 59.3&5>8 ;39 ;9A5%. 5395A59#;B% X2< :5$2& 3<& <&2./X5%. 
2;A. 4<3%59./.9 5::#35O;&5<3H     
 
 "9<7&53$ &2. :.;%#/. ></ 53>B#.3O; A;4453;&5<3 53 7;&5.3&% X5&2 a@C6 X5BB 
%#77</& 5:7/<A.9 4;/. ></ a@C6 7;&5.3&%H  "B&2<#$2 =6= /.4<::.39% &2;& 
7;&5.3&% X5&2 /.3;B 98%>#34&5<3 0. 5::#35O.9 ;$;53%& 53>B#.3O; ;33#;BB8) ?.954;/. 
05BB53$ 9;&; /.A5.X% %2<X &2;& &2. a@C6 7<7#B;&5<3 2;9 ; B.%% &2;3 50 7./4.3& 
A;4453;&5<3 /;&. ></ &2. 1gg7 ;39 1gg8 >B# %.;%<3%H  M2. ":./54;3 ?.954;B 
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"%%<45;&5<3R% S28%545;3 =<3%</&5#: ></ S./></:;34. J:7/<A.:.3& PS=SJQ 5% 
4#//.3&B8 9.A.B<753$ &25% :.;%#/.H  =?@ 2;% 7/<7<%.9 &< %.B.4& :.;%#/.% #39./ 
9.A.B<7:.3& 08 &2. S=SJ 0;%.9 #7<3 %.A./;B >;4&</%) 534B#953$ X2.&2./ &2. 
:.;%#/. X5BB 0. %#>>545.3&B8 9.A.B<7.9 ;39 /.>53.9 ></ 2008 SeCJ 5:7B.:.3&;&5<3) 
&2. 9.$/.. &< X2542 &2.8 :..& &2. 3..9% <> &2. ?.954;/. 7/<$/;:) ;39 &2.5/ 
>#34&5<3;B5&8 53 &./:% <> &2.5/ ;05B5&8 &< 0. 4<BB.4&.9 ;39 4;B4#B;&.9 53 &2. SeCJ 
7/<$/;:H  S=SJ 2;% ;B/.;98 7#0B5%2.9 ; 9.&;5B.9 9.%4/57&5<3 <> &2. :.;%#/.) 
534B#953$ 53></:;&5<3 <3 &2. 3#:./;&</) 9.3<:53;&</ ;39 9.3<:53;&</ .`4B#%5<3%) 
&2#% %2<X53$ &2;& &2. :.;%#/. 5% %#>>545.3&B8 9.A.B<7.9 ></ #%. 53 &2. 2008 SeCJH  
N7./;&5<3;BB8) &2. 7/<A5%5<3 4;3 0. .;%5B8 5:7B.:.3&.9 ;39 :.;%#/.9) ;% 9;&; 
4<BB.4&5<3 53A<BA.9 ; %./5.% <> 8.%l3< Z#.%&5<3% &2;& 4;3 0. ;3%X./.9 &2/<#$2 
:.954;B /.4</9% ;39 4B;5:% 9;&;H   
 
 55H S3.#:<35; ];4453;&5<3 e#;B5&8 ?.;%#/.% 
 
 IJN ;B%< %&/<3$B8 .34<#/;$.% &2. ;9<7&5<3 <> &2. 7/<7<%.9 Z#;B5&8 :.;%#/. 
/.B;&.9 &< 73.#:<35; A;4453;&5<3 ></ 7;&5.3&% ;$. 65 8.;/% ;39 <B9./H  M25% 
4<395&5<3 4/.;&.% ; %5$35>54;3& 95%.;%. 0#/9.3 ></ &2. .B9./B8 7<7#B;&5<3 ;39 &;_.% ; 
>53;345;B &<BB <3 &2. 2.;B&2 4;/. %8%&.: ;% ; X2<B.^ &2./.></.) IJN 0.B5.A.% &2. 
?.954;/. 7/<$/;: %2<#B9 .34<#/;$. ; :</. ;$$/.%%5A. 7/.A.3&5<3 %&/;&.$8 08 
534B#953$ &25% :.;%#/. X5&253 &2. SeCJH  S3.#:<4<44;B 0;4&./.:5; 4;//5.% ; 
:</&;B5&8 /;&. <> :</. &2;3 20 7./4.3& 53 7./%<3% ;$.9 65 8.;/% ;39 <B9./) .A.3 
X2.3 &2.8 ;/. &/.;&.9 X5&2 ;77/<7/5;&. ;3&5:54/<05;B &2./;78H   M2. "$.348 ></ 
-.;B&24;/. C.%.;/42 ;39 e#;B5&8 P"-CeQ .%&5:;&.% &2;& &2. &/.;&:.3& <> 
73.#:<35; 53 &2. 65 ;39 <A./ ?.954;/. 7<7#B;&5<3 4<%& ;77/<`5:;&.B8 t1H8 05BB5<3 
53 2002H  S3.#:<4<44;B A;4453;&5<3 5% /.4<::.39.9 ></ ;77/<`5:;&.B8 '1 :5BB5<3 
7.<7B. ;$.9 65 8.;/% ;39 <B9./ ;39 ></ 2' :5BB5<3 <&2./ 7.<7B. X2< ;/. 4<3%59./.9 
&< 0. ;& 25$2 /5%_ ></ 53>.4&5<3H  "44</953$ &< .%&5:;&.% >/<: &2. =6=) &25% /5%_ 
&/;3%B;&.% 53&< ;77/<`5:;&.B8 40)000 73.#:<4<44;B 9.;&2% 7./ 8.;/ 53 &2. W35&.9 
@&;&.%H  
 
 S/5</ A;4453;&5<3 ;$;53%& @H 73.#:<35;. 5% ;%%<45;&.9 X5&2 5:7/<A.9 7;&5.3& 
%#/A5A;B) ; /.9#4&5<3 53 &2. 53459.34. <> /.%75/;&</8 ;39 /.3;B >;5B#/. ;% X.BB ;% 
%.7%5%) ;39 9.4/.;%.9 B.3$&2 <> %&;8 P;3 ;A./;$. <> 2 9;8%Q ;:<3$ 2<%75&;B5O.9 
7;&5.3&% X5&2 =<::#35&8 "4Z#5/.9 S3.#:<35; P="SQH   J3 >;4&) 7/5</ A;4453;&5<3 
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/.9#4.9 0<&2 <A./;BB :</&;B5&8 ;39 :</&;B5&8 X5&253 &2. >5/%& 72 2<#/% ><BB<X53$ 
2<%75&;B5O;&5<3H  "44</953$ &< &2. ;3;B8%5% 08 [5%:;3 .& ;B) 534/.;%53$ &2. 
A;4453;&5<3 /;&.% 3<& <3B8 %;A.% B5A.% 0#& 9.4/.;%.% 2.;B&2 4;/. 4<%&% 08 /.9#453$ 
&2. B.3$&2 <> 2<%75&;B %&;8 /.Z#5/.9) 9.4/.;%53$ &2. /;&. <> A.3&5B;&</8 %#77</&) ;39 
/.9#453$ &2. &5:. %7.3& 53 &2. 53&.3%5A. 4;/. #35&H  [5%:;3 %&;&.9 &2;& U<3 &2. 0;%5% 
<> &2. 4<3%./A;&5A. ;%%#:7&5<3 &2;& 2;B> <> &2. .%&5:;&.9 44)280 ;9#B&% X5&2 
53A;%5A. 73.#:<4<44;B 95%.;%. 53 1gg8 X./. #3A;4453;&.9) ;3 ;A./;$. /.9#4&5<3 53 
B.3$&2 <> %&;8 <> 2 9;8% ></ 5395A59#;B% 2<%75&;B5O.9 X5&2 53A;%5A. 73.#:<4<44;B 
95%.;%. X<#B9 %;A. t'6 :5BB5<3 ;33#;BB8 53 ?.954;/. /.5:0#/%.:.3&% ;B<3.HV 
 
 J3 1gg7) "=JS 7/<A59.9 /.4<::.39;&5<3% &2;& 59.3&5>5.9 4;3959;&.% ></ 
A;4453;&5<3) 534B#953$L 

o "BB 7./%<3% ;$. 65 8.;/% </ <B9./^ 
o S./%<3% 2 &< 64 8.;/% <> ;$. X5&2 4./&;53 #39./B853$ :.954;B 4<395&5<3%^ ;39 
o J::#3<4<:7/<:5%.9 7./%<3% ;$. 2 </ <B9./H 

 
 M2#%) &2. "=JS /.4<::.39;&5<3% %#77</& &2. 7/<7<%.9 SeCJ :.;%#/. ></ 
73.#:<4<44;B A;4453;&5<3H   
 
 J3 ;995&5<3) 53 2006 &2. WH@H S/.A.3&5A. @./A54.% M;%_ [</4. #79;&.9 5&% 
/.4<::.39;&5<3% ></ 7/.A.3&5A. %./A54.% &< ><4#% <3 73.#:<4<44;B A;4453;&5<3H   
"% 7;/& <> &25% #79;&. 7/<4.%%) &2. M;%_ [</4. 45&.9 25 /.4<::.39.9 7/.A.3&5A. 
%./A54.% ;39 /;3_.9 &2.: 0;%.9 <3 0#/9.3 <> 5BB3.%%) .>>.4&5A.3.%% <> &2. %./A54.) 
;39 #%. <> %./A54.% ;39 4<%&% <> 9.B5A./8H  MX< <> &2. &<7 %.A.3 %./A54.% /.4.5A53$ 
; %4</. <> %.A.3 </ :</. X./. 5::#35O;&5<3%L  53>B#.3O; ;39 73.#:<4<44;BH  v.&) 
9.B5A./8 /;&.% ></ &2.%. %./A54.% /.:;53 B<X h ;& ;/<#39 <3B8 50 7./4.3&H  M2. 
7/<7<%.9 SeCJ :.;%#/. X<#B9 0. ;3 5:7</&;3& &<<B ></ .34<#/;$53$ 728%545;3 
0.2;A5</ 9.%5$3.9 &< >#/&2./ 5:7/<A. &25% 9.B5A./8 /;&.H    
 
 J3 1gg7 &2. 3;&5<3;B /;&. <> A;4453;&5<3 ></ 7./%<3% <A./ ;$. 65 X;% 45H8 
7./4.3&H  "-Ce /.4.3&B8 /.7</&.9 &2;& &25% 7./4.3&;$. 2;9 534/.;%.9 &< 4gHg 
7./4.3& 53 1ggg ;39 &< 55H7 7./4.3& 53 200'H  -<X.A./) &2. -.;B&28 S.<7B. 2010 
$<;B 5% g0 7./4.3&H  J3 </9./ &< ;425.A. &25% $<;B) :5BB5<3% :</. ?.954;/. 
0.3.>545;/5.% 3..9 &< 0. /.;42.9H  M< 9;&.) &2. :;53 .>></& &< 534/.;%. A;4453;&5<3 
2;% 0..3 &2. 2<%75&;B Z#;B5&8 :.;%#/.) ;77B5.9 &< &2<%. ;9:5&&.9 X5&2 ="SH  
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-<%75&;B =<:7;/. 9;&; 53954;&.% &2;& &2. 3;&5<3;B /;&. ></ &2. 73.#:<4<44;B 
A;4453;&5<3 5% 56 7./4.3& <> &2<%. 53 &2. 2<%75&;B X5&2 ; 95;$3<%5% <> 4<::#35&8F
;4Z#5/.9 73.#:<35; h 53 200' &2;& X<#B9 2;A. 0..3 455)840 7;&5.3&%H  
W3></&#3;&.B8) /.;4253$ <3B8 &2<%. 2<%75&;B5O.9 ></ ="S 5% <3B8 ; %:;BB 7./4.3&;$. 
<> &2. <A./;BB 7;&5.3&% X2< 4<#B9 ;39 %2<#B9 0.3.>5& >/<: &25% 5:7</&;3& 7/.A.3&5<3 
:.;%#/.H  "& &25% /;&.) 5& 5% .%&5:;&.9 5& X5BB &;_. 15 8.;/% &< /.;42 &2. $<;B <> g0 
7./4.3&H    
 
 J3 </9./ &< %;A. B5A.% ;39 /.9#4. :</0595&8 >/<: 53A;%5A. 73.#:<4<44;B 
53>.4&5<3 ;% X.BB ;% &< /.;B5O. &2. ;%%<45;&.9 /.9#4.9 2.;B&2 4;/. 4<%&%) ; :</. 
;$$/.%%5A. 5::#35O;&5<3 %&/;&.$8 5% /.Z#5/.9H =<3&53#.9 %&/<3$ 7#0B54 B.;9./%257 5% 
3.4.%%;/8 &< ;99/.%% &2. 5%%#. <> 7/.A.3&53$ 73.#:<4<44;B 95%.;%. 3<X ;39 3<& 
%.&&53$ 5& ;%59. &< 0. ;99/.%%.9 ;& ; B;&./ 9;&.H  e#;B5&8 :.;%#/.% ></ ;BB 2<%75&;B5O.9 
;39 ;:0#B;&</8 7;&5.3&% <A./ ;$. 65 ;39 ></ &2<%. #39./ 65 X2< ;/. ;& /5%_) 0;%.9 
<3 &2. "=JS /.4<::.39;&5<3%) ;/. #/$.3&B8 3..9.9H  M2#%) IJN X2<B.2.;/&.9B8 
%#77</&% =?@R B.;9./%257 53 &25% ;/.; ;39 #/$.% &2. ;$.348 &< 534B#9. &2. 
73.#:<4<44;B A;4453;&5<3 :.;%#/. 53 &2. SeCJ ></ 2008H   

 
IX. Regulatory Impact Analysis 
 

IJN 5% A./8 4<34./3.9 ;0<#& &2. 7<&.3&5;B 3.$;&5A. 5:7;4& &2. 7/<Y.4&.9 
%#0%&;3&5;B 4#& &< &2. 4<3A./%5<3 >;4&</ X5BB 2;A. <3 ?.954;/. 0.3.>545;/8 ;44.%% &< 
728%545;3 4;/.H "% 3<&.9 08 =?@) &2. 4<3A./%5<3 >;4&</ 5% 7/<Y.4&.9 &< 9.4/.;%. 08 
gHg 7./4.3& 53 2008 #39./ &2. 4#//.3& %&;&#&</8 ></:#B;H61  "44</953$ &< =?@R 
5:7;4& &;0B.%) &2.%. 4#&% ;/. .A.3 9..7./ ></ 2.:;&<B<$5%&%) <34<B<$5%&%) 53>.4&5<#% 
95%.;%. 728%545;3%) ;39 <&2./ 728%545;3 $/<#7% X2< &.39 &< ;9:535%&./ 9/#$ ;39 
05<B<$54;B &2./;75.% X2.3 4<:053.9 X5&2 &2. X</_ ;39 7/;4&54. .`7.3%. 42;3$.%H62  
"B&2<#$2 X. /.4<$35O. &2;& =?@ 2;% B5:5&.9 %&;&#&</8 ;#&2</5&8 &< ;99/.%% &2. 
>#39;:.3&;B >B;X% X5&2 &2. @#%&;53;0B. G/<X&2 C;&. ></:#B;) X. #/$. &2. ;$.348 
&< 9< ;38&253$ X5&253 5&% 7<X./ &< :5&5$;&. &2.%. 4#&% ;39 &< .3%#/. ?.954;/. 
0.3.>545;/5.% 4<3&53#. &< 2;A. ;44.%% &< 25$2 Z#;B5&8 4;/.H 
 

                                            
61 72 [.9H C.$H '8)214H 
62 J9H 
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X. Conclusion 
 
 IJN $/.;&B8 ;77/.45;&.% &2. <77</&#35&8 &< 4<::.3& <3 &2. 5:7</&;3& 5%%#.% 
/;5%.9 08 &2. S/<7<%.9 C#B.) ;39 X. B<<_ ></X;/9 &< X</_53$ X5&2 =?@ &< .3%#/. 
&2;& ?.954;/. 0.3.>545;/5.% 4<3&53#. &< 2;A. ;44.%% &< 4/5&54;B 9/#$ ;39 05<B<$54;B 
&2./;75.%H  K. ;B%< ;77B;#9 =?@R .>></&% &< 7/<:<&. Z#;B5&8 4;/. ></ ?.954;/. 
0.3.>545;/5.% ;39 0.B5.A. &2;& ;9.Z#;&. /.5:0#/%.:.3& 5% ;3 5:7./;&5A. 7;/& <> &25% 
7/<4.%%H  "% 95%4#%%.9) 5& 5% 5:7./;&5A. &2;& ?.954;/. 4<:7.3%;&. 7/<A59./% 
;9.Z#;&.B8 ></ &2. 4<%&% ;%%<45;&.9 X5&2 ;4Z#5/53$ ;39 ;9:535%&./53$ &2.%. 
&2./;75.% 53 </9./ &< .3%#/. &2;& ?.954;/. 0.3.>545;/5.% ;/. 3<& 9.35.9 ;44.%% &< 
A5&;B 9/#$% ;39 05<B<$54;B% ;9:535%&./.9 53 728%545;3 <>>54.%H  SB.;%. >..B >/.. &< 
4<3&;4& \<23 @5/;4#%; ;& P202Q '12Fg281 5> 8<# 2;A. ;38 Z#.%&5<3% /.$;/953$ &2.%. 
4<::.3&%H  M2;3_ 8<# ></ 8<#/ ;&&.3&5<3 &< &25% A./8 5:7</&;3& :;&&./H 
 
 
     C.%7.4&>#BB8 %#0:5&&.9) 
 
     l%l 
       
     @;39/; \HSH 6.335% 
     6.7#&8 G.3./;B =<#3%.B ></ -.;B&2 
     =;/. C.$#B;&</8 ">>;5/% 
 
     l%l 
 
     \<23 "H @5/;4#%; 

?;3;$./) ?.954;/. C.5:0#/%.:.3& ;39 
a4<3<:54 S<B548 

   
       


