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SUMMARY: The Food and Drug Administration (FDA) is announcing an _^” ^ 
_I 

opportunity for public comment on the proposed collectioh‘of certain ,a. L‘ I - .- 
information by the agency. Under the Paperwork Reduction Actof 1995 (the ’ 

.’ ” 
PRA), Federal agencies are required to publish notice in the i?bdkrq! &5gk&f ” .’ x :, ~‘.__I_ I’ 1 (h,” ., ~( 
concerning each proposed collection of information inchrding”each proposed * .:.,..;.“i:r-i-z.r. I > ..‘_ ̂ /‘> ::i. ,. I L .- . . ,A I ., ‘\_ ““_“i. . ,_^ -I 
extension of an existing information collection, and to aJto,E,60 days for~pubnc I”’ ’ 

t -~ .( 
comment in response to the notice. This notice solicns comments on reporting 

.i> 
requirements related to the medical devices-current good m&n&cturing “* .. 1 -’ x 
practice (CGMP) quality system (QS) regulation’(CGMP/QS’ regulation). i a. .,~.I,,, 

DATES: Submit written and electronic comments on the collection of ,, ,l .:, : -‘,( ,_ -. 

information by [insert date 60 days after date of publi&$oxi “in’ihe Federal _,$ 

Register]. 

ADDRESSES: Submit electronic comments on the collection of inform.ation’ to ‘-1, .‘2’, (_ : 
h ttp://www.fda.gov/dockets/ecommen ts. Submit written comments -on the ” “.. b_ ,,. “,*, * ., ,, _i__,_. ,p+ ~_ .* 1 1.. - “6; . .._ _. ” s .I _,% 

collection of information to the Division of Dockets Management (i-TlFIP;-Sb5 j, 
Food and Drug Administration,’ 5630 Fishers Lane, rm. $OS!; Rockvilie, MD 

oco42 
t. 

.? _. <” /. *_ ; , .I. ‘, ..” i 2 -.. 1; ’ ., >i”. /+v .,z :,,a,. ‘2 : “1.. “~ “, 
&I 



20852. All comments should be identified with t&docket number found in -’ 
> / ,li. ,. ,, ,>; ,.. ,,*-, ,^_ . . ,,_ _.,,,. 

brackets in the heading of this document. ’ 
,, + 

-‘-’ ; 
;.,,. > 

FOR FURTHER INFOR*MATlON CONTiiCT: Peggy Robbins, Office of Management 

Programs (HFA-250), Food and Drug Administration; $606 Fishers Lane, 

SUPPLEMENTARY INFORMATl6lilZ Under the PRA (44 U,S.Cf 35&t-%SZO), Federal 
,I b 

agencies must obtain approval from the Office of Management and~Budget ’ 
I 

(OMB) for each collection of information they conduct ,br sponsor. “Collection 
“‘ “Y” ,~ ~, , , ,‘. 3. 

1 
includes agency requests or requirements that members of thepublic submit 1 , “)“, ~ 

reports, keep records, or provide information to a third ‘party. Section / .c 

3506(c)(Z)(A) of the PRA (44 U1S.C”. 3!@6(c)(Z)(A)) r6qu”ires’FedeGl agencies ,- 
’ .’ 

to provide a 60-day notice in the Federal Register concerning each proposed ’ ‘” ;- 
collection of information, including each ~roposed‘ext~nsion ‘of an existi,ng _ . < ,.*, 0 ‘L, .s ,(P I ‘_,,^. .; ,“,_ ., 
collection of information, before submitting the collection to bh@ for ” 

.I 

I 
approval. To comply with this requirement,~ FDA is publishing notice of the 

r c ; ii.” 
proposed collection of information set forth‘̂ in ‘this’ docum&$ ’ 

~; _ ,^ .’ i * ’ 

t 
With respect to the following collection .of informatio‘n,,,~DA in&& ’ .-’ . ,_.’ i ,._ “,,( ._ 

comments on these topics: (I) Whether the proposed co&ct&n of inform,ation 

is necessary for the proper performance of FDA’s functions, ‘including whether 

the information will have practical utility;-(2;)t~e’acc~r~cy’df l#A’s estimate jj. “( 
z .i., .,:.‘-.,g:. .:., .,~, : 

of the burden of the proposed collection of information, rnc&rc&g the&id& -:. 

of the methodology and assumptions used; (3) ways to enhance the quality, ; i L‘_-’ 
utility, and clarity of the information to be collected; and (4jiYays~to‘minimize’ _. , 

the burden of the collection of information oti respond&s, in&.&g through ” ’ ,. s \ . -! 

” . ,, p  ,s 1  : j 
,i 



I ; _’ .-*, , .:. ?.. ,“,;+.‘,?: Il:r lul,I.“,. .:.*, r,:41.-d.;;;*‘. ” 
the use of automated collection techniques, when appropriate, and other forms 

i: ” _ --6 ..,., i “~, ..I . s ‘. .I* 
s \ ” ._ ^, _ _,.“__ ,_* ..k 

of information technology. 

0073)-Exteiwidti 

Under section 

(21 U.S.C. 36Oj(f”)), 

520(f) of the Federal.Food, ‘Drug: ana C&m&c Aot ,(the’,act)- ’ j.“)‘ -‘, j 
the Secretary of the Department of Z!L&h~and Human ‘*’ ’ ” *@ ir 1 , I Q u,// ,;.y I , d *se .w “. _,., ./ ,., ., 

Services (the Secretary) has the authority to prescribe regulations requiring that )3 .-, I : ! *-.L. . . ZY~“S i(.-“\- ,iil-r :, &, &‘u,#j,,, *e:* ;.,, -***.~,&,. * J-w,*’ A@“~: *,‘ ,...,” ” L-.Jiu L ” ,, ‘>.^ ‘&, 
4. .,<. “r-:i-,“‘i ,.,, i”‘: 1: :, I, ,? ,::,. ,r.: v*,<pl-L. ,’ *n’ 

the methods used in, and. the facilities and contr&Y.rsed for, the manufacturer 
,.a 2, :o(i..‘~~~,~:.,‘“., ..I : ,._l.. ‘..I. 

(~ .“.“‘.,a, ,. ,‘.i : 1 _ _ i* 4 pre~production design vaIidation (inclu$ing’ a.,piocskss ,;$I.. -i;g;;ji;e‘~ .‘- ,j ” ‘li’i’ L^::. -i. ” :‘* ..^ “‘ _ “” i 
i .-- 

performance of a device but not includitig an.eval;a~~~~..~~,,ihe saf;ty\an;i x/,* .,._,_. 2, _.,,. “,’ ,I _ ‘1 ..I.. ̂ .“.. 

I..-. - . . m_, 

effectiveness of a device), packing, storage, and installafion of a device conform ’ i v ,-:t (,/ 
to CGMP, as described in such regulations, to as&ire that the device wi‘ii be ,%I . . .I ,f ,;~), ?%J ‘I, ._‘, j __ L’..j-, “- 0 _/,. 1. . . j t, 
safe and effective and otherwise-i-pcom~~~i,?nce‘wil~ &$-t’.” “l”* ’ __, i j- ,.,d 

1 .!’ I ., 

1 I: -2 _;, ^, -, ,^ ,,~. 1, 
The CGMPIQS regulation implementing the authority ‘p%&h& by this -“” 

\ 
’ ” ‘,. . ,_ 

-<@” ,-;,aL.&. ,.~.I ,/,. I” _,. ~“-,-R.:~~:i(y”,~~“~. -**.“~.I. “\‘..> ,,. :ll i.. “- 
statutory provision is found’at part 820 (21 CFR part 820) and‘sets forth basic 

i ; c ,. A ” ._ ‘ 

storage, installation, and servicing of all finished mkdicaf devices intended’& ’ .I. “.,, i ,‘;. ..;, _ s.,. l__lS. ,,i -.,-‘*.~-. ,; 
human use. The authority for-this regulation is covered”under’the’ aci(ii’U”S’C ” _j -~j ,.i~ .__ >I,*. %_. , \,/ +_ ‘>\” *” : (I -- jc _” _^ ~“’ :- I 
351, 352, 360, 36&,‘360d, 360e, 360h, 36Oi,36Oj, 3661, $71; 374,‘381; and 

&I _ ;’ 

,’ _I 
383). The CGMP/QS regulation includes &$iireti&ts’ $i p&ch&ing and ’ “ 

“i ” ““‘;’ :“~ 2~ __,s ,,.. y .” ;,.,, ~ I,.“. *‘,: N;:” I. 2: ‘l <s 5 2. j, 
service controls, clarifies recordkeeping requirements for device failure and” ‘:’ 

i ;* ” ’ ., 
complaint investigations, clarifies requirements for ~e&yinglvalidating ‘- ” _ ” -- ’ I. <.‘,I’ ,~~..,_ j 

. :\:. .r-;;,c?;.,-,l;l~,~“~‘.*i..~ :j,:.^;‘,.,,-v .....?a,8;.. i<*rx. .. I ,“?.. 

production processes and process or product changes, and clarlfres 
.i,. ,. I 

:. ,^, 



_< ii _,i,/IL/__~.“. **.+, ..~.~‘: ,, ” / I_/ , ..x ,,.,.. a> “,1 
(International Organization for Standardizationj’gOP3 ~~tit!~~_“tqual~ty. 

- ., 

‘,,‘,, -I I’ __ :~*, Ilj,_:, 1--,r _; ,& ,,‘;;-:,-,.;‘,~.~ : *;*I, ,c diiY .$;i-.’ -’ ,.’ . 
Systems Model for Quality As&n-an& in Design/Development, Production, I ,. 1 , ; , . . ~_/ _~ -. (.~..” 1 
Installation, and Servicing.” CGMP/QS information collec$ons will as$:st -FDA’ 

_ _ 

_“, ,. .I (,_ ,“.. ,. 
J. .i “..j (_i x, , ._,. ,, .* d d 

inspections of manufacturer compliance withquality system requirements ‘“’ “’ _*‘- 2 
_‘*/ 1 

I ., ,/ 
encompassing design, production, installation, an.d’seriirfcillg-processes.~~~. .. ‘, I’ -’ 

I . ‘_’ ” 
Section 82020(a) through (e) requires nianagemenf v$tIh e$cutive: : 

“I I i: )._ ‘1 :‘ _ .: j_ -, I- _~ -, 
IO ,_../, -.“‘e.,*,L, ,x * _._ 

responsibility to establish, maintain, and/or’review:~~~~~e’~opics: The quality ” - ‘* ” 
i”, ../ ,1 “‘ ,, ., 

. 
policy, the organizational structure, the quality plan, ,and&th;k’quality system’ ‘l.. “% 

( -1. r “~ .I . procedures of the organization‘. Seciib;li 82d:i.2.requirks~~e.conduct:ana. / 3. ,I( .. , ..- “’ 
:. 

documentation of quality system audits and reaudjts. S&ion. &025(b) ‘- 
,i .’ ,.r.: ,’ ‘, ‘” “.‘..-,,;:I~p :- ‘. 

requires the establishment of proce’dures to identi’~‘~tr^aininglleeds and /’ ‘” “” ’ ’ ~ :> 2 I$, ., ,;ly,“__,_^ _. o‘I1^( ,... ,- -i,,*,.“̂  c ” .” .; 
documentation of such training. ‘ I - i Ix.-< 1 ,. ” ” SL I~ ,. .:. 8 . “. 

i . ,, .A, /, ,._ , 
Section 820.30(a)(l) and (b) through (j) requires, inithe follotiing _/ I .- . . .& .,.,_L/ ” ‘!*,,&-$, -A’>. : ii .,-ii-- “_,;_ ‘.rirr. ir .,a i . ./ :..” : . ,-: ,’ 

respective order, the establishment, maintenance, and/or do&mentation,‘of ‘- ‘I’- 

these topics: (1) Procedures to control design of cl& IIT and~~lass II devices, 
^ 

/ . . 
and certain class I devices as listed therein; (ir) plans’ fo! desig;l’and ” -‘ ‘- ” ” ‘. ” 

,. ,. ,I , ~ 
development activities and updates; (3) procedures ider;tifq;~ng~~documenling,-’ ’ ’ ” ) .-“i’9. , I,---.:; ,;;, ,(, II . I,. ,‘,,*,.;L I .- ^. ‘. 5, , + . 
and approving design input requirements; (4) procedures defining design ‘- If -_.,” .“t A*,,“< >h ,-I’z” “r^ .-?, “,.“,., ,*a r li .~ 4, ^. ‘%c 34: ‘,” _. i ’ 

“b s;.. _ .I I (,./ _( ,.\,( ,I 
output, including acceptance &!iteria, and documentation of approved‘record‘s~ ,.l., _. L;, ._.( ‘ii,< %. *$a:” .,C._W.I t 
f5) procedures for formal review o:f design results and’d’pumentation of resuits 

.., 
(_ / ,;:” * .i ^ \ ,;,: i’ ,, -...;+ , ,,1 ““‘I. * 

in the design history file (DHT;); (6) procedures fbr ber~~~ng;~~~ide--desi~~ end ‘-” ^. 

1 i*. / .# ? ,,” ,,/ .,l,, ;_ : 
II .i -,,_ “̂ C..~~~,,,~O,, @...,‘,“, p’” .“b*.“‘, .L. .I ” 1 , 

documentation of results and approvals in the DHF;‘~(7)‘~~~~~~“~,ks’f’;;r’ ” ’ ” %” : _.; ,._ (_ y ._ i * 
validating device design, including documentation of results in-the DI@,‘($ - ” -’ i 

.),--I ;” ,$; ,;:*,,- _aj,( i*,’ 

procedures for translating device design into produ$ion sp&if&ation~; (9) ‘” 
r” ,/ 

” a_ I ,,,- , ,_ -_ ,ti , ” ,” : ‘ ( . “i ., 



before implementation of changes; and (iOj the recorditi:Gd references:,1~‘;1 .:I-:, 1, y: _ 1 . . -‘,s;‘“i I; >Qi>“: .: 85 __ I ,“’ 

constituting the DHF for each type of device. 

Section 820.40 requires manufacturers to estabflish andImaintaGr ’ ” ’ -’ ‘” j * (’ _ _ . ,I_ 
‘i ‘2‘ :  “:irz~a~ ‘,<I .u‘,:, 

procedures controlling approval and distribution of rk&ired documents and 
), “, (_)_ 

, ; ,- 
document changes. 

‘. :- .,< 
Section 820.40(a) and (b) requires the establishment agedo --;~~~~~?~~lb:~‘~‘,,“, I 4 , __, 

,, __ -,I ,.” : I& .~*; <,41 .: 1‘.*$ ,>, ,” a..; .\i ,&,., cc, )/’ ,_,, 

procedures for the review, approval, issuan& and- docyV.mentation of required x ;/,_ bl, ,,S,i” ,_ ,.‘ / _.“a,: -4 _ .^ 1 ‘_ .,,, . . ,-, 
records (documents) and changes.to those records’; ^ 

/* ,. (.. _,: ” . 
. ‘1; 

\ ~.2 ;i I .‘ I, ̂,” <‘C, “,” -. 6 % f 
f_ ,, ..3 j .‘, -) .: /. ., : _ ,” 

Section 620.50(a)(l), (a)(2), (a)(3), 
and (b) requiigi ~~e.~~t~~.ii~hn;l*knt:~~~ j ,,,, -‘ . (, 

_... -,,... _,“._ _. I_ ~ r.wi+. _i ,_ 6.d ./ /ih .l..” _ 1 _.~ ‘_(, (s .--- .,j __ <.,$C. I ..+ )^ ,< 2, ? 

maintenance of procedures and requirements ‘to err&&&&&e and produdt ’ ’ ,’ t,x 1”. L;,~r~~~~.-..-A’~,r,il ,.: il \i ,1 _x,, >” )( ” .(L .aYI.. c 
quality, records of acceptable suppliers, and purchasing data des&$ing ‘* ’ 

,i,,, ‘~,.: ,z / &~. :_. a.,. ._ .I, )- ,- 
specified requirements for products and services. t ’ __. I _, , __ ,, ‘,>. ) ._ I. . 

I/ ‘, _$ ._ 
Sections 820.60 and 820.65 require, respectively, the establish&rent a~$ __. , > a;.. _ . . . ., ., .” )^ 

maintenance of procedures for identifying all ‘produots.“~om r&&pt’to ” I. ~, ” : i .% I , ,, j” I _ * 
.“‘__^ I 

distribution and for using control nurjnbers to&&k &&&%l%$ants and l&C * _, , *. ., f ” 
sustaining or,supporting devices and their components~ _ _~ I 

of these topics: (1) Process control procedures; (2) proc~~ures~‘for’veri~mg or 
_),.. ‘- ..(_..x ,_ 

validating changes to specification; mefhbd,-proce~~, ~~~~~ceaure;‘(‘3)‘.’ ” -~” -‘-( ’ 

1 ,, _., 
I 
_“. “.,_I- .” 

procedures to control environmental conditions and’inspeotion’restiit redords; . 
1 ,,I ‘. ,v%.:kL *i__ I_ ;” ,.. 

(4) requirements for personnel hygiene; (5) procedures for preventing 
._ .~ ., -. 

,: ;’ .i >. ~(___ : ) :2 ;,. .:: 
contamination of equipment and products; (6) equ~ipment adjustment, cleaning 

“. 
,; .‘ ,- - 

and maintenance schedules; f 7) equipment inspection &cords; (8) equipment ” _ -“.i~ _,, ; <_,*,*.. . . . . . ; +, a.,./,,-. ,, : t 1.‘ * .: _ 
tolerance postings; procedures for utilizing manufacturing materials expected _I,_. * k > “, :, ,; -1 “, :- .’ * _ P “, ; ; ,I ; ,_, .‘., : _ 

I .  .” 

_., _. * ,  

, .  ,-_ 

_.a, / ,  

,i. 



I . \. 
/ t . ‘. “ ‘. ‘.. r ,‘~i*:pr _..,, j,;s,a :,,, “2:. /,_ ;:,,l”‘I, ‘;Lw.; ,.;i~,~.s,“.?f,. ““‘- i I/ 

to have an adverse effect on product quality; and’(j) vahdatron protocols and 
( ) ‘\- 

s 3. is* >. ./. . 4,;,,>.. ./ >. i‘-. -’ ;‘ . . . . I~ ,. 
i *, 

validation records for computer software and sof&re~~changos. 0, I ; j. 
/ ,,, ,,.- ,~.I ~. ,n-, Sections 82*.72(a) and (b)(l) an”d lb)(i)and.820*75(;) p+.i; (i);~~;i~e.,.J~~~ L _* ,,- ’ i., _ : 

I ,: ‘ ,’ .:_ I L., ,._, i \a. , ., *. v. (, 
respectively, the establishment, maintenance, and/or d;;c~me’~tatioli’Gf‘ti;~~‘e~ ‘I’ 

‘ L_ -, 
.~-,,“‘;:‘“--:: “i :“’ I ;.p’,y.y;~ -‘- 1 - 

topics: (1) Equipment calibration and inspection prodedures;‘(ij’national, ‘r‘ _ 
f 

international or in-house calibration,itandards; (3)~re&$&that identify ‘-’ 
,,, .,: ,_“, ,_ -, ~_.. I 

. . .a _ ” ‘. -. : .i” /,: . .,., ̂__j, wi,-, 4 ., -‘i*, . .ii (” ,, _..” ,I j ,,_. .-f, ‘-‘...‘” “; 
calibrated equipment and next calibratbn. dates; (4 j’valldatlon procedures’*&a’ 

,_. : ‘“:: . . .y ,“G -‘ ;“T. ! ‘: *,a. (- *; ,., “,, s -: i ., 
I. 

validation results for processes not verifiable by insPec$ions and tests; “(5) ’ ’ : _ “. .‘ ;_ “- ,- ‘̂  “_ **,~,,r;,L,,“.~r \ _ .~,.,..L**s )d. I _. . z 
procedures for keeping validated”processes .wil~~~~~~e~~~~~-limits:-ibirschrds I.,” .:.. ./ .” $2 i *,***+,,i _ ., .., ‘.u.<‘“*.+ ,I.. y\:: lp _ , _. __ ,.. _x 
for monitoring and controlling validated processes; a”cf:TI records:ofthe ’ ‘- .‘-. ” “’ 

” 
* I ; I<.;, : ,I ‘, ,;/ : i _ ,. :I ,, ,.:- ,.< i’ . ~.’ 

results .of revalidation where necessitated by process changes or deviations. ., *“irri: *s+,,- _;./: i-;>$,“-‘. / I,\ ..(‘“***“i:c...i ‘.l”.r;i,..~ lb,, , ..,(j I. -, ,.J ._ . * j 
Q. ,; ,,2”br:;: .*_ :;:, 1 I.,. *- _’ “, I I. :,: ,< ‘, i.’ 

Sections 820.86(a) through (e) and 820.86, respecti$ely, require the 

establishment, maintenance, and/or documentation ‘of t,hesetbpics:’ (i)’ ‘. ” 
k ; -, I.. )~ ” _ , : _” ,. .“_ * 

Procedures for incoming acceptance by inspection, test br other verification;” .“- .V 
r_ 

(2) procedures for ensuring that in-process’products me& specified ’ 
.‘,,.*.:.. ..;i: 

‘y.” 2i ), j (. -1. _; ,. “q;::: ‘j.~&!k& :+“:., ,:- .., “,“::&.: :~~~~~!.:~;-;-:‘;~s-.-:,I,.,. ” ’ “.?>_ I>. 1 j 
requirements and the control of Product until inspection and tests are _j \ j .“.I .,.-_ jl., .+*e*ib.;,. .c,. “I_ .,_ -__ ,._ I. .“_ ., I,. “.._ .” ‘ 4 * -i^ I,“\” .I, . i/X’I~~“. _-“, i_ j, I ,, 
completed; (3) procedures for: and records that*‘XoG~ incoming acceptance or 

. ” i,.., a, 
_. 

rejection is conducted by inspections, t&s or other.veri~~~aiions;“~(~~ ” ‘11’ ‘* ‘. ‘ ‘- ,a b .,, ._, *^ .- 
procedures for, and records that ‘shoti; finished.devices’~me~~:~~.~~~t~~~e “’ ” 

/_ <,,I , B ) s ,: .,b!, ,_ ̂I . . . I : a ‘I /^ ” / )‘_..” I. criteria and are not distributed until device master rkc’oid (DMR) activities are ._ 
-;:‘,: . . 1 ‘_ . .I ;L 

_ .,“<$\ :;,:. .?_‘$ ^;;;>.:“:‘.. d. >i’.,ai. ;.; 05 ‘:;.‘,,~..,-~‘~,~~-.:~ I‘.. .,.*i .? .“’ “. 
completed; (5) records in the device history redord ‘(DflR) showing acceptance 1 -, “‘: _.. I. .i_ ‘. .n*d :a, *a> a..** -r US%! . . ji _ _, ai* ._ .^ 8. I j_ 1_ ” . . _ . , . , s .-. ., ” ,~ I _. , “. 
dates, results and equipment used; and (6) “the accepian%G%j&ion ’ ” 

i ̂ , .,- ,I “%- ,.“_ ,__ ~ j > . 

.( ,;J. _:. _, 1 . -,“: _, I : i : .J )r 
Sections 820.90(a), (b)(l),(b)(2), and tki!O.lQb require, respectively, the . 

I 2; I^_ I . . . < .:* 
._ i”, ‘_.A r&e.. “.-i ,.) : ; _’ ‘* w”;; .~:, /, -i_ _( / . 

establishment, maintenance andlor do,cumentation of tl$se,topics: (I) ‘, 
_-’ .‘J”“.. ,. ., . . _.a._ ; .- ‘_ .- .\ 

Procedures for identifying, recording, evaluating ‘an’d d%po&ng‘of 1 _ 
,, A., 

“> , .I. +-<.. 1 . ) ._ : _ /’ _j( . i _ -1 * _: ‘. 

/ .  .  

. .x  .  



“’ ; ,.t “. .- _., ,,,” ,\“_ .., : ~ ~ 1)_ .“’ “I ,- 
and recording results in.the DHRj (~)pro%&es and requirements for 

_ 
i’ -, i ‘y ,a $7 / - , jz*.-9* ‘1 ,~:a~~~.,.:,,~,;:~,i~::.:,i *,T ‘_ i‘,.,., :; ,.,,,, i iL< i :, ,j;*.> ,,“:*i 

corrective and preventive actions, in&luding analysis, lrrvestlgatlon, 
‘1 lb’ ,.;., 

identification and review bf data, records, dauses a~~r”esulis;,nd’,iji~~~~~~“~~’ ~._-*. <: /^_ ,.- ?‘,:I x 7 
, 4 -,I^.;- .::;..,,.‘;,” ( :, . . ,, __ . j, -_ \ 

for all corrective and preventive action activities. f x’ . I’ ’ ” I * ,, ___, ,, j;,.* _a., ~‘;,i.; _. _“eL/ L‘ . . .- j “I .I i. _.,,,_, ,^ ,,?,>^_ II,..,f”̂  ,^ , 
Section 820.100(a)(l) through (a)(7) states that pro&&.&s and ” 

:h .., . ,.,“. l.),“.), .ast, 

‘ k‘(,. _. >.; . : ;  _\ ,‘_ i _*, .  . . : . .  ^> .“,/‘. 

requirements shall be established an-d maintained for correz-t-.ve/preventive ,j ,.“:- : .I i., _ , ,: .~,~‘*~$ ‘i^ $:;:.y.:‘. / 1 .l : r ‘C I / 
actions, including the following: (1) Analysis of data from process, work, 

i ,,, I :,:;t,,‘*< ,.. I, 
+..,~ ‘*,* 6. ,, ._, ,i_ ,“*,*r”r...l.. “,< ,.:*:*.5., “,“,“ <I~;y”.i. ., !-_“1 -al 

quality, servicing records; investigation of nonconformence,causes;’ (2) 
.;‘ , ,: 

‘̂  _! 2.f _ ‘__/)” (I ‘_ \ ;:~ 4br : (_ , ir ::-., ,, -j,. _a,,. ‘il “,.l,~ 
identification of corrections and their effectiv&e& (~)‘re&Gding of changes 

,f* I. , l_, “,) c 
,” L..” # _i .“\. .,, , )_l. i _ ,, ,.” *.i, “,5 _ * ,/,, i . ;+.:~...~~,.~,;a~: -.,s..w.,-, “” c.. i)) v; *,,J .,>P’. 

made; and, (4) appropriate distribution and managerlaI~rev!ew of correctrve hi,“‘ I,,! 1 / ‘..(_ ___,., :, ‘tl. : ‘,:- .l, , ;..” .* “ t,>“,‘,;; - ,/ .i ’ ,I “L ,’ .’ ‘,.‘ .: _g ,./ z 2-.~, ., 
and preventive action information. .I ,. ’ ,. 

I _ 1, _L ,‘,“L ‘. ,. _.j I .,‘ > ,“4U_i _ - -. “~. 

procedures to control labeling storage/application;-and’kxam~~~ation/release for ;. I_ ,_ .‘. _\. 
storage and use, and document those procedures. 

: -‘s 
j ’ L 

)_ 
*;. .., i, 

_ -. . 
,,. ni 1 L . 

Sections 820,1201b) and (d), 820.13ii;,.82ii:i40,~~~~~~~.jand “6-J;“- ‘.” i,*,“:‘% “.‘~ :i..:., .?P- * ^’ .i 
,..; “? I ‘1.” ,,, . j i. ‘; I ./ :, - I _, _.\_ _‘-” 

:, ,i ‘ 
establishment, maintenance, and/or’ documentation :of these”top&: (I)’ ’ 

‘,.. 

“i,.. : ) 
Procedures for controlling and ‘recprding the’3,o<agol &&n&&ion, r&a& and ’ -’ / ^., 



i 
/ 

,j “;“‘.J;‘?, ‘* i. j ;I : ‘, 

instructions, inspection and test procedures that are m@eav~a~+rblk, andthe’~’ ‘“” 
), 

‘F ‘. . . _“. _>_ I&. / , .* ,. ,*- _, ..~” c. -, -. ̂ ., 
recording of results for devices requiring installation. !, . , ., ‘_ 1 ,-. ‘. ._ ‘, _ 

and 820.186 require, respectively, the maintenanc,e,of iecordst (1) ?%it are 
#, .,. ,. 

retained at prescribed site(s), made readily available and ac&ssibIe’to~FDA ” 1 L ,- 
; :k :;:. :&~:::,\.., :‘,;.Yj., :. ,I _ ; 3,” r:, _ ^* 

and retained for the device’s life expectancy or for 2 ‘years; (2) that are ’ j, “’ 
,,.L,I . 

‘, .; .“,I( I 2 -;” .,, , (-_’ . ). _, . ::.“. I,. ; ,‘I- ’ : 
.‘ll_,l, i- ..,., ~“._- ~. 

contained or referenced in a DMR consisting of device,iprod~~~~‘~uafity 
. 

r ,,, I b .“,.‘.i.:.~,.~~t;..,““~:,.,.~~ . . C”.. . ,:I j :. . ..l.‘.? ;2. .,.I /.* < 
assurance, packaging and lab&ng,‘and’installation, 

I‘* .1 * _ .*, :. 4, ‘( : -i: : ; ./f>’ ,:: ii‘,‘: ;;.; ,,:;, ;?, ,:2 _ 
marntenance,. and servicing 

-y . . \ 
.I,” ,. -1, .” ,. < \~9, _, I , ;~. *1. ., -_ -,_ _^ ., . ‘. 

specifications and procedures; (3) that are contained in;DHRs, demonstrate the _ 

“-‘F,,l~.~,:-l--.~~-“-:,~-,.~,~~,”~,..r, “4.‘~,.-1,--~,,;r;,-- _‘._ 
numbers; and (4) that are contained’in a quaiity sy&mrecord (QSR) consisting 

“x,‘ t. _” ” ., I~ .h.I ” 
_j, r ‘,,a 3, , -1 ” _c ..t- *, .“.‘,*< ,,~. .*__ ,“~ _ -, ,._/ “(../. l_“, ) 1 ‘, - ,“’ \ ” i _:_ ,_’ - ,; ,, ,_ 

of references, documents, procedures’ and activities “nbt’spedifid to pa&c&r ’ ‘-. 1, ,,. ,- 
devices. 

_‘, I,. .,.. .j j\). “I ,/.: /,. .I (, _,,/ ., 4, ._~,.( ,/“,,,, 
? ‘,~ , > .‘-,, ,, f)), >. ,_ ,/,, ,“-(^ i.:,,crF*i.r.. 1). :*).“I- I , ‘, I .I -i 
r . 6’. ” ‘ ..L ‘, ,:. _.. ,i_ ‘1 * I^tr-: :’ ̂ ” ‘, -. ,“( / i/ b”* _” . ,.I ,,., /,_ j. ,‘. j-i.* 

Sections 820.198(a) through (c) and 8201200(a) and::(d), re~$&vely, 
, _,i ._, 

.j-( .-,. ‘.,~ :.,. ., I .j _., _ i : *_ , , :.,, /. i.:.. . . . 
require the establishment, maintenance andlor documentation of these topics: -’ -rt.2 _ .. -a. *__; , .**_. . ; , * I 
(1)‘Complaint fi’les and procedures for receiving, revie$ing’Znd evaluating. s;rk”*” 1 , /j. “” ,“_,) . .*. ““. ,. .._I 3 .:> . * 

I ._. _,’ i ., _h,, S”. “;~ ,/._ 4. _/.)) “,x,i-iW,vl~L* ‘L”5. > A*. 2 %’ i 
complaints; (2) complaint investigationYj%ordG ldentlfymg the device, 

‘4 A. 4,‘i, _,~,,“” I 
-i ‘,i~~‘,; ;;->‘;i... +’ .. ,/ 1. .: .+.. ‘.:-‘:“Y, ““‘. ,,^_ 

complainant and relationship of the device to the Incident; (‘3) compla$t ’ ,I .” ,_ 
, ,. I., I 

records that are reasonably accessible to the manufacturu@ite or at @e&bed - -. ;p,. .,,,~~,i,~,,“~:~~,~~ s;r: c L _,,’ a-I/..‘, &.a+~,& +r;.3wc ‘“ly‘li,. I ii,,_,l,. ~ ,-.,*.-- .I :, : ), _“, 
sites; (4) procedures for performing and verifying that device servitiing .( ,^. ‘j: ,, “‘, ̂ +? ,. ^I; . ..I_ ,j 1. *yy:+: __ -;i,,, -1: 
requirements are met and that service reports involving’dom$aints are 

. . . :.. i ,-,,,: , ;;, ‘_ ^ 
_ .a 

-* :  ._.-: e’ __s.. 

processed as complaints; and (5) service rep~orts that! r&&rd&~ “kkice, &ti”$&$ i” 
b :,  

.! ,, .,\.“.,,I c, *~m(“.‘-v,,:j_, I._, ,_ .,;.,, ._ ,; ’ ),(. 
activity, and test and inspection data. 

. / ~, I .:; * ,, ‘, I, 
)7 1, .i ., _I._ _, ; .~ ‘_ 



i .+ . J. c , ,, ., -2 01. h, . . . ,- =, ,:,. II’ . . 
Section 820.250 requires the establishment and man&&ce’of procedures 

I “ “( : ~ ). 
, / TL‘ . ..I ,_- _ ,,,‘__._ ._’ _‘,i 

to identify valid statistical techniques necessary to’ve&y ‘process ,a& product : :i.: ,,-.,, .-- I ^,,_. _,I_ 

J, : j”’ I, ,.- “.,... L,<,” “i- :_ _‘I 
a valid statistical rationale, and procedures for ensurrng’adequate samphng 

L ‘, /, ,: ,- ,. . . .’ .*““;‘“,“,.~“~.I~-:.” . _(, .Llj 1 .<- - ~~ ‘ . _.“-,.-i 
, _‘, ,_ ,_” ‘. ,_,:_ ,,:.7,;,, :) .._ ;.. -. *a 

methods. , j ;- ,_.; “, _I. I, ,: .; 

,., .u”rr *“i” A,.*,.-y ‘n .+*.ardwr. b,, 1. *n * ,,,* “.~ 
medical devices set out at part 820. It adds design ana~urc~~sin~‘~ontrols; 

“I ,,.* . ,.* 
/ ” ,,.. ‘” ,. _, .!, *d _ I ,,_..# <._a ,. .“_” ,... _.. _ “: __,, :- ,” %,,!i,.’ i,>~*,s.r,v~ ,.i,;,~..~ _il,,$ 

modifies previous ~critical device requirements; revjses!hr~~~~us’~validation and 
I, -~ ,, ,^. ii,.. (, . . “S 

i i_j ,b.> I. _, )S<, 
i .  

x  -. _ 

other requirements; and harmonizes .device CGMP requirements with quahty 
I ,  ._ , ;  

#il. ,.~_ :.,: i _. _. eu ~ . . “? 

I. Ii;. :. il,._,,iil. :~-,‘., _” . ..‘.:“;;^. .::.r,, j 
manufacturers of components or parts of finished devrc;es, nor to manufacturers 

-‘̂  “j 
‘I1.C ,_ ,*r;, ,* ,. 3.i( -- ,“.di ” ., ., .b I I j I: “, ,A, _, 

of human blood and blood components subject to 24 Cl$ p&t 606. With’ 
. --:;* & ,a”> .& 2. &*; . 

respect to devices classified in class I, design control,r~~~~~~~~~~s”apply only 
;. / ;,*., L” x 

:, 1). _. ,,~ r ,., ,- 1 x _ “,” ,.., ‘ __ijl, _.,,_., ,. 
to class I devices listed in § 820,30(a)(2) of the regul%‘$r. “(-*-< - ” j _‘.I- ‘, 

are subject to all recordkeeping requirements, and also $pon”fir&hed’device 
I 

; .{,:“, .“*. ,&. I ;: : ,:,,:*“: .( :. I, ;‘_ 6 “., L _ * ,jj ._..., .L~ 2.. __ ; 2: _ ac I__ I/ 
contract manufacturer, specification developer, repatiker and relabeler, and 

_ , ‘. 
j : )\ ‘.’ .*~‘,.L / cy ,_ ~./,.A~~~,, $ ;p;;>, $;., id?,” : _ ;G;,<; _, . . _ .I i 

contract sterilizer firms, which are subject only to requ$%ments appli&%% * ‘. ‘* b 
_i ^ i. 1/1 ,, / ~.*,,y.,,*“‘.l,‘” ;I-:.,r,“Lp-lJ1 1” ,_. ..,\ j^* B ,7 

their activities. Due to modifications to the guidance gi~~~~f;ir‘rkmanufacturers 
“I I) 

I .) ^‘, ,^ L ‘. 
‘E“ . 

of hospital single-use devices, reusers, @hospital single&r& devices wnl now 
,? ,*,.a., , i. 

:::‘ .;I, ̂ “:‘̂  11% .z::;., ::‘* ,, .” ,,;’ -_ _ -1 *~‘- ,‘.,” ._ .I 1_ I ‘I. 
be considered to have the same requirements as manufacturers in regard ‘to 

.“,., . 
-.yy,,:,....: : 1. , ” ., __i_ ( . i 

; ” . . . . _. ,” : 
this regulation. The establishment; rnaintenance~andloPdocumentation.of;”’ -’ ‘_.., )1 {. ~-i~P,.*--;r,x~;*.w~-~~i~x~i~,” *“, ,I L ,.*,.: .,) iv. II,, . ,. . . * _ ~‘ __ -, 
procedures, records and data required by this~regulaiioq ?.+;ii asslst~~~~~~?“L‘““’ ~...,4,:“>~. _./._ ,. %“( 2 _^ : rib 

..- il -“.),e4 ;. ; A,“.“; r;:,.,.,; ,‘).:,~.~:ic:~~.,.“.,~~~~ 
determining whether firms are in compliance’with CG$Prequirements, which 

“‘.i: ‘2 .j’ ;_ ‘2 .< : 
,_/ ii,,, xI” 1 ,l‘l j ” .,. ;* >“V (“,.^..“X> .,,, < >“. , , ,. 



installation, and servicing specifications and’, thus’ are- safe, 
,e.z )_,. ‘*, ,” , ,“A. .- ‘A __s**,>* “,.,4,~ effectrve I ‘” ..“,_ _<:. and 

design control requirements should decrease”the numb&,of design-related _’ ,, 

If FDA did not,impose these recordkeeping requirements, it antidip&& ’ ‘- ’ *+ I . -~” .a .,._. j LAljlll ,. r.im ,, : y : ,..I, _ 1.‘><“.. )’ : ‘I.; : ,;- ‘” )) ,‘ ,a ,,>“I- (I, ” :. : 
that design-related device failures wouId‘co&inue, to o$GVur3,in;the same 

~ ?r,;;“. & ,/” ‘6” ,::,c ,” ‘ _, _\ ;.;- ,-,: _j ,(. ,:’ _i 

_ ’ _, - * _ ;. ‘:~ ;,; I “, , ‘7 , __ 
numbers as before and continue to result’in a significant nu,mber of’devibe 

‘. 
_ ..i : _/. “_ - 

i- 4 , 
~5. ,.,‘$,b _i.: a.“,.., I _ r., , ..a. 

recalls and preventable deaths and serious mjurres. Moreover; manufacturers m7 . -; t. .“__ ~,I_ : ._ ..,: i; ” Jj I , ,, $__ , ., \ ( . j “.:.;‘ , “B ,.*x .::e:.: ~_,~_ I ” I would be unable to take advantage of substantial savingg~atff$-gg i; ii---t 3: -‘,.‘I .. 
” _. , . “.; ,, >,.._ 1”.$ di-s. -_ ̂- .*. -. .a .i !* ~ -.:., _ .” -*.,-, ) 

reduced recall costs, improved manufacturing effi&ency, and improved access 1~ _-;I$ ,_ /_. “,.. / : “, 1 , ,.” -i _ I ,, 
to international markets through compliance with CGT requirements‘thaf are i” .” ,~, __ . . . i. ./*i._ 1 , .” ._.. ,__,: ‘ . . p*,..“,.- + u<~*. ,,I.:4’<~$r. ^,,i-iai*i 
harmonized with international quality system standards. 

. t -,. r,:..i ..r.L,l;~=-~.‘14.r81 j,” /_Ii,.;.I, “,..i 0. _.. i_, I 
‘ )( _ ,i : _,, j , ” r 

The CGMP/QS regulation applies to some 8,254 respon’dents. The&e’*3 .’ * ” ” ’ ” ” “: “L,j “.,,_~ .., :,,,;, . ..- .P ,. , ,, .I 
recordkeepers consist of 8,188 original respondents -and an”est&iated 66 ” ‘-__ .. ._ & ,L.7i -(, : 5 ,j_e, /., ” 6,s _” ,A, ,-a _ .,, ,I _I F,,,,;‘,^~~~~.-.~~,‘~~~~‘,“.:F;;”-j”’.: ~~~?~.~~~:,‘.~~~:“a~,-~~,~,,~~:~~~~~~ .~t:p^I:‘ #‘: ‘;;*:-ii‘i.r;, L ‘. * 
hospitals which remanufacture or reusesingle use medmal devrces. They 

_ 1,” -1 “b,, ,_( ., : : .;:_,,,.. -4. ., :. -- -r 
include manufacturers, subject to all requirements and ~on~~~~trnanufaci~~~s; > ^ \ . s; > 1 i) _ ‘“*“i_“‘ ,,. 
specification developers, repackers/relabel’ersVand ~~~t~~F~~~~~enli~zersls;;iii:~r;i “* -’ .” ” ‘*‘% ” “- “’ *’ (_ 

” ‘9: 1., :,, 
only to requirements applicable to their activities. Hospitaf r*em&n&‘cturers 

. - -’ 

of single use medical devices (SUDS) are now’def&$3 ‘to be manufadturers ’ ,~_ _ .,_ l.” ., , y.. “*c :” ..*~n*, m,.,, (/- *.@>ys: ,a8 ,., ., .L ,1 ^A<_ I- I_ . . .~ *- _ / 
.: ” .IIi ,I ^. 

have no reporting activities, but must rnakeiequired’ records”avaiiabh$ for” 
.‘_ ‘. , \/_ .’ 

4 1, ,.‘_‘I\_ _,__, i - s;:8, I . . .._. ,,,‘_ .j ;_i. :. _ . ;. 
review or copying during FDA inspection.‘The regulation contan-rs additio& ‘“’ ‘. ” ,, p, __ _,_ .,:.I .,.. .-+.,‘ i ,_li \--“i A9 i “‘“>-. ” -r:, , - v * /. ‘i : I , __ ‘“, _ r,,, ,, .: ; x 
recordkeeping requirements in sudh areas as design &omro~,’ pur&asing, .. ’ ” 

I 



medical devices. The estimates for burden &e derived So&those increG&tal , , 1 . i , ** ,, . . <&, .,~ i ,I : * ,a ” I ,, I,./.^. : 
t , _. ,, , _L I ,: i , 

tasks that were determined when the new CGMP/@$ reguiaiiol;became‘f~nai ’ - WI ’ : : > i ,__ ., ,“‘.“” .’ 
as well as those carry-over requirements. The carry-ovi? re’@uirements are , I’ .#. _. : based on decisions made by the agen&y on July 16; P9”&;,utider &/&ijgg*i *2*.-: ,. ;x* “‘.,. ;/, /r+- , ., ‘I 

;a ., ,, ,~, /_ I ,. _, _,, :_ II 
submission number 0910-0073. This still provides ~al&‘b&&e” data.: *Icl’ : ‘,. cl-. _,. 4 _, . - 

,JI’ ‘. -*~ 5:‘:“. ” . ..l,i.“,, /, (_ i\., 
FDA estimates respondents will have a total-ati&%] recoy9d&eeping burden 1 > ‘. 

of approximately 2,833,02@ hours. This figure al.so~&~&ts,$ &$roxi$Ztely~ % 
..,. 

’ LZ “‘., “( : 
143,052 hours spent on a startup basis by 650 new Grrni. ‘j 

FDA estimates information collection burdens impised & follow&: 
/ 

.,. ” __ ” *_, . . y xr+ : ,_ ., ,, ,,I, i*- 

21 CFR Section Number of Recordkeepers 

820.20(a) 
820.20(b) 
820.20(c) 
820.20(d) 
520.20(e) 
820.22 
820.25(b) 
820.30(a)(l ) 
62630(b) 
820.30(c) 
820.30(d) 
820.30(e) 
820.30(f) 
820.30(g) 
820.30lh) 
820.30(i) 
820.300‘) 
820.4 
820.40(a) through 

(b) 
820.50(a)(l) 

through (a)(3) 
;;;.;;'b' 

820.65 
820.70(a)(l) 

Ihroigh (a)(5) 
820.70(b)through 

8:&0(d) 
820.7Oiej 
820.70(g)(l) 

through (9PJ 
820.70(h) 
820.70(i) 
820.72(a) 
820.fZ(b)(l) 

through (b)(2) 
820.75(i) 
820.75(b) 
820.75(c) 
820.80(a)through 

(e) 
820.86 
620.9O[a) 
820.90(b)(l) 

through (b)(2) 
82O.iOO(a)(l) 

through (a)(7) 
82CXlOO(b) 
820.120 

8,251 
8,251 
8.25L 
8,251 
a,25 
8,251 
8,251 
8,25r 
8,25r 
8,251 
8,25' 
8,29 
8,251 
8.254 
8,251 
8,256 
8,254 
8,254 

8,254 

8,254 
8,254 
8,254 
8,254 

8,254 

8,254 
8,254 
a;254 

8,254 
8,254 
8,254 
8,254 

8,254 
8,254 
8,254 
8,254 

8,254 
8,254 
8,254 

8,254 

8,254 
8,254 
8,254 

Table’ i.--Esiimated~An$i~ 

Annual Frequency per Records 
keeping 

1 
1 
1 
1 

1 
1 
1 

1 

1 
1 
1 

8,254 
8,254 
8,254 
8,254 
8,254 
8,254 
8,254 
8,254 
8,254 
8,254 
8,254 
8,?54 
8,254 
8,254 
8,254 
8,254 
8,254 
8,254 

8;254 

8,254 
' 8,254 

8,254 
8,254 

8,254 

8,254 
8,254 
8,254 

8,254 
8,254 
8,254 
8,254 

8,254 
8,254 
8,254 
8,254 

8,254 
8,254 
8,254 

8,254 

8,254 
8,254 
8,254 

Hours Per Record 

. . 

~ .’ 
_- 

T 
6.5E 54,311 
4.4: 36,565 
6.17 50,923 
9.8: 81,632 
9 8E 81,63: 

32.72 270,071 
12.6E 104,661 

1.7E 14,445 
5.95 49,111 
1.7E 14,445 
1.75 14,445 

23.35 193,061 
37.42 308,865 
37.42 308,865 

3.34 27,56e 
17.26 142,464 

2.64 21,791 
8.91 73,543 

2.04 16,838 

21.9 180,763 $1,181,925 
6.02 49,689 
0.32 2,641 
0.67 5,530 

1.85 15,270 

1.85 15,270 
2.87 23,689 
1.85 15,270 

1.43 11,803 
1.85 15,270 

7.5 61,905 
4.92 40,610 

1.43 11,803 
2.69 22,203 
1.02 8,419 
1.11 9,162 

4.8 39,619 
0.79 6,521 
4.95 40,857 

4.95 40,857 

12.48 103,010 
1.28 10,5EJ5 
0.45 3,714 

, 
: * '.. 

w,: . : ,. 
,'.i : < : ’ : 

',, 3 ,, ::, ,< ." .I - "4 : :;.r. .:, . . . ,~, L. ., , ,, .I _, ,j, ,. .." 
. "_I" ,.4.,, I _ .~. / _, I 0, ." .) _: j .; I. I _ 

“G.,,. .,“_ “ 
.,/ 

,%h: ,%‘ .,.^.“.., ‘$>X *,u * .-:: ,_ <,- Jj ._ 

Total Oper- 
ating & Main- 
tenance Cost 



‘ 

2 1  C F R  Sec t ion  N u m b e r  of  Recordkeepers  

820 .120 (b )  
820 .120 (d )  
8 2 0  1 3 0  
8 2 0 . 1 4 6  
820 .150 (a )  

t h rough  (b)  
820 .160 (a )  

t h rough  (b)  
8 2 0 1 1 7 0 ( a )  

t h rough  (b)  
820 .180 (b )  

t h rough  (c) 
820 . .181  (a)  

t h rough  (e)  
820 .184 (a )  

t h rough  (1)  
8 2 0 . 1 8 6  
820 .198 (a )  

t h rough  (c) 
620 .2L IO(a )  a n d  

(d)  
8 2 0 . 2 5 0  
Totals  

T a b l e  1  . -Est imated A n n u $ R & j d  

8 , 2 5 4  
8 , 2 5 4  
8 , 2 5 4  
8 , 2 5 4  

8 , 2 5 4  

8 , 2 5 4  

8 , 2 5 4  

8 , 2 5 4  

8 , 2 5 4  

8 , 2 5 4  
8 , 2 5 4  

8 , 2 5 4  

8 , 2 5 4  
8 , 2 5 4  

I 
. _ .  ,-I,- ,, x  > / _ < .  - ,*.&rt 

A n n u a l  F requency  p e r  Reco rd  
k e e p i n g  

1  T h e r e  a r e  n o  capi ta l  costs assoc ia ted wi th  this co l lect ion of’in fo imar idn :  ““. -’ 

Hours  P e r  Recorc  Tota l  Hours  

0 .4L  3 , 7 1 4  
0.4:  3 , 7 1 4  
0  4 5  3 , 7 1 4  
6 .34  5 2 , 3 3 0  

5 .65  

0 .67  

1 .5  

1 .5  

1 .21  

1 .41  
0 .4  

4 .94  

2 .61  
0 .67  

4 6 , 8 0 0  

5 , 5 3 0  

1 2 , 3 8 1  

1 2 , 3 8 1  

9 , 9 8 7  

1 1 , 6 3 8  
3 . 3 0 2  

4 0 , 7 7 5  

2 1 , 5 4 3  
5 , 5 3 0  

2 8 3 3 , 0 2 0  
. . ., 

$ 1  ,181 ,925  

_  _ . ,. ; . ., /> . ,,z. ,i,‘.<  ,,~ (.,.> $  -., l.“- _ . “! _ ,.. : 
B u r d e n  ( labor )  h o u r  a n d  cost e & m a tes  w e r e  ‘o r i g i n ~ ~ l ~ ~ ‘dejvk fo p e d  u n d e r  

: .a *, i, 

cons ide red  in  der iv ing  es tim a tes  inc luded : 

‘ .*’ ,., I j 

2; ’ ‘, j : ’ -: ‘2  .a Ii,,. ” >  -. 1  ; _ ‘* ,._ ,. :‘- : _ I .^ I 
m a n u fac turers  u n d e r  n e w  F D A  g u i d a n c e . Du r ing  th e  last repor t, it w a s  

;,. ,_  
, I ,‘:I I ,: ,.:’ ,< _ _  ; ;, , .;~ ‘,,y ;, --. $ ’ ‘, ::, .;. ““ -1  // -_  I”,” , _ I 1  

i ‘,./ _ ,,_ _ . ,_ . _ ? . -Sk  a  _ ,.., ., 
es tim a te d  th a t o u t o f th e  6 ,0 0 0  hosp i ta ls  in  th e  U n ite d  S t& t,& ?  & e  th i rd  o f th e m ‘ ^ ‘.‘.. ““1 ’ 1 . ” - “.. , i II )  l l lr ,“,,,,>  _ ,,.- ‘., a .,< , :. 

“, 
(or  2 ,0 0 0  hosp i ta ls)  W ill r euse  o r , r e m a n u fac tu re  s ing le  I.&  m e & c a l  dev ices . . ,.-*. 4  G ,.r*,*.li’r,#r*l l  , 

,,1 _  ;,,, ‘“*- .J:-! ,::,,b ’; ‘Y  ~ , . ,r_  ‘ ,;. a ’*., ,/ r_  ,/)l. *.r~ J ;. , e  
A fte r  investig a tio n s  o f m a n y  hosp i ta ls  a n d ’th e  c h a n g e s  u-r  e n fo r c e m e n ts o f , 



‘_ ,, “’ . I,, . . . . ̂ ,_ ..L,(,“: ,-; ., 

0 Potentially affected establishments: Except for manuf&turers, not ev,ery 
% ,,*. .._, _I 

,; .I L- 

,n; _.-. .; ., .,_ ,, I c-*.,,.‘l ._ * j. *.)*%t ,:,.~ C’,.., “. _- ., 
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