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ECLS [CBI1F 2R & AR R R

FUsHIC

ARE T, KENC BT 2 HH & ER 2SI
W5, KETIE, BEER & EEESRORTTR
EIMEAFRE TH 5 KREAMEEME (FDA)”
DEFETICH 5, FDA OFEFIETRTOREED
BRI THROBEL . F—Tv/8h “CEVv—2"
12 & A EFEERETOFIEE LT FDA IZEBHEL
HULZZHTA FIA4 2D ANTWS (Z0Of
DHIETHFEREL T AT 48D 5) 25, BRahT
WA DIERERFREOHNTHEATLHED
CEWEHEREZTTH D, ENRMELEICET
DRI KEOEEY AT AICETHTBY, &
ki, N, EHOFEHELEEIERL LT
Wb FEARR A FE NI FRILE DY, M i
DWTIE ECLS #fT) B4 L o TEL B,

ECLS &2, LEeHoREZ B+ 2 BE 10T
LERIRL O 2 R — P T A L2 ERLT
EEEEL VAN TH 52, FDA BEHT
HEFBEICH L IR LT3, BETA
W23 B EEMRREREEE LTV isvy, 2 F B, ECLS
EWIFTEF DL OOFEGEE FDA O#HENTH
bo IO DEERERTHEN L TV 5L 1938
&£, REFLICL VWO TEILEN, 1976 5ED
EZE, FDA OHRISRE TR SN AT
TOEFRROZENE L IR R AR AT
25 FTIRENT,

FNLUMFE, EEEREEEOREICLIEDD
I BIEBRBED) A b LT T ASENR
B, BEOREWHEHMREERIET LI, &
REEHRT 3N/, 1976 FICEE S 7z [ESE
BEREEGESE] (FD&C), # LT 1990 %
O [EBEIRMEEE] (SMDA) %3 Li{Tbniz

Ronald B. Hirschl MD, Edward B. Goldman JD

RIEBREERT, 207 T ADEEBERAERS
nTwb,

SMDA OAZRHERFH & X, LEEMETER
THhr, W5, £, FEXE  AERAHRE, #&
IEIMERDE N 5D, SMDA D7-DIZED SN
DB SN TV AR EHIE, EERg
WZREPOFEN G ECLS EE#1RELL, BED
BEREZR(LTLIZEEEHNE LTWA,

RETIE, ECLS IXEET 5N, Eff-
BEBRIIB 2 E09HE, EFEER L7, )
AT DBERIZBLT, 1 7+—LFartr
MEELITBERD, KRIZ, BFIEICBT B HENCE
LT, HERISHEEBRIIOWTERT 5.

EFERICHTS
FDA DZERIHERRICEITH YU~

1906 4E, SINRIOBEIEICBIT 5 A5, Fokk, &
D AREFTRLAMPEAICE LT, [EREER
H CHEIT A 2 &2 RERESAHRE LIz, B
BRI OFEICE TN o7, 1938 4, KE
HOIEREEL T Yo T [EREES
] % FDA OBETICHE L7, [AREES
L fE] FFEAQIE S 72, 1970 £ Cooper
Report D) TH LM & 7 o 1 ERESEEERE
BEOEEIIETE, 1976 FEXREHS ITEERS
BIFEE AR L, FDA \CKETHFREN TV AT
NTOEERBOREEE AN EERT 5720
DWERE 5.2 72, 76 FEDIEIEIZ L Y FDA T
TOERERY Class I, I, IT ® 3227 F A4
BT 5 LRk SN7z, 1990 F FDA OHATEES
BIKRT B0, [EREEMERE] ITEUT
EShrz5, BATo [FDA EMRLE] (FDAMA)
1 1997 R L7z (3R 36.1)%, T DHERIL 1938
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BV E ECLS DOVAF ¢ v RAEEEM

% 36.1

1997 F£0 FDA E{LEDOAE

FEOEED T TY A MRS http/lwww.fda.gov/cder/guidance/105-115.htm

Title II. Improving regulation of devices

Scope of review; collaborative determinations of device data requirements

Accreditation of persons for review of pre-market notification reports

Use of data relating to pre-market approval; product development protocol

Sec. 201. Investigational device exemptions

Sec. 202. Special review for certain devices

Sec. 203, Expanding humanitarian use of devices
Sec. 204, Device standards

Sec. 205.

Sec. 206. Pre-market notification

Sec. 207. Evaluation of automatic class lll designation
Sec. 208. Classification panels

Sec. 209. Certainty of review timeframes; collaborative review process
Sec. 210.

Sec. 211, Device tracking

Sec. 212. Post-market surveillance

Sec. 213. Reports

Sec. 214. Practice of medicine

Sec. 215, Noninvasive blood glucose meter

Sec. 216.

Sec. 217.

Clarification of the number of required clinical investigations for approval

LTI O TEFMH R dOETH - 72 TDHRI
1, [EHAREHRE OGS B S o ISy Ml
T B A OB DWW T OMEE A D A F
T 5, 2002 48, [EAHERF B AINE B &
O] (MDUFMA) 12X b, BEREskesp Es
DWEFRE 23T 5 0 I BRI E
HilE SNz, LY BEELOE, ZOFEEHNSFDA I
LB BEREERREOFERERE, FDA REOAEE
i CERR S A — 7~ F BET 2EEORES,
BEH & E o O N EEEREFOFNTIC oW TO
W5, WIRGHAICH T 28R E, EREERo
A VEROFHAFEEEOTVWLHETH 5L,
RRIIZ OFEETIE, NEGEIIBI 5 EREER
DAV HED RO 7212, THIREKIRIC
Wb b EEERRAER L LT, ME 140 ED
ABEME 2 GO L L IERLTNAT,

EBRDIS A5

FRTOEEREL 3 ODHEEINS 2 5 A2
SHEEND (R 36.2) . 207 T AN, EHE
BaOEEE AN RIS 5 DI LELRE
HL AR ZEDIWTWE,

418

Class | EEkz:

Class 1 EHHEHG T, — ST LEET L,
AR, A ER S 2SR
CTOESRESHMEA L T 2 RN RS TH 5,
B ls & U SBBRAS wr &0 Class T [EH#
FRER I, — 20 O et L AR E IE
WHRRECE 28 E T 5, o OEERE
WIRIEROBEMEM O R L 2 ), BEEESA
EANDGBED) A0 B RVnEELI LN TS, —
ML, Bk, BaEe, MSREEE
#e (GMP) 12fE- 72 BiE, 7R, W@ (510
(1)) OEEDP S YL > Twhb (F36.3)s Class
I RSSO 93%&, THEREMZ Rk ST
%o THIATBAARIR S Tw A AT Ui ED
HH—ERCED T T AGHEIE, FDA DT =74
4 FCTHETZ 5 (www.fda.gov/)®e AT
EO Class [ HEER121E, 72 & 218, AT EBE®
TIA IV TRLT) EERIEHET LM RS
RODEDED L) N BREPH BT, TNL O
BAZIE & BT, N S AEBROHT TH
MOEHR, WERL, HE0D, H50VIEEE
Dy PT oy T L LTHEEERS,
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£36% ECLS LB 3 ENERT

# 36.2 WEENERERRLERECHIT IEERESEOIFEICHT SR
EDEXIED T 7Y A MESHR | http//www.fda.gov/opacom/laws/fdcact/fdctoc.htm

SEC. 513. [360c] (a)(1) There are established the following classes of devices intended for human use:

(A) Class I, general controls—

(i) A device for which the controls authorized by or under section 501, 502, 510, 516, 518, 519, or 520
or any combination of such sections are sufficient to provide reasonable assurance of the safety and

effectiveness of the device.

(i) A device for which insufficient information exists to determine that the controls referred to in clause (i) are
sufficient to provide reasonable assurance of the safety and effectiveness of the device or to establish
special controls to provide such assurance, but because it—

() is not purported or represented to be for a use in supporting or sustaining human life or for a use
which is of substantial importance in preventing impairment of human health, and
(I) does not present a potential unreasonable risk of illness or injury, is to be regulated by the controls

referred to in clause (i).

(B) Class I, special controls—device which cannot be classified as a class | device because the general
controls by themselves are insufficient to provide reasonable assurance of the safety and effectiveness
of the device, and for which there is sufficient information to establish special controls to provide such
assurance, including the promulgation of performance standards, post-market surveillance, patient reg-
istries, development and dissemination of guidelines (including guidelines for the submission of clinical
data in pre-market notification submissions in accordance with section 510 (k) ), recommendations, and
other appropriate actions as the Secretary deems necessary to provide such assurance. For a device
that is purported or represented to be for a use in supporting or sustaining human life, the Secretary shall
examine and identify the special controls, if any, that are necessary to provide adequate assurance of
safety and effectiveness and describe how such controls provide such assurance.

(C) Class lll, pre-market approval—device which because—

(i) it

(1) cannot be classified as a Class | device because insufficient information exists to determine that
the application of general controls are sufficient to provide reasonable assurance of the safety and

effectiveness of the device, and

(IIy cannot be classified as a Class Il device because insufficient information exists to determine that the
special controls described in subparagraph (B) would provide reasonable assurance of its safety

and effectiveness, and

(ii)

() is purported or represented to be for a use in supporting or sustaining human life or for a use which
is of substantial importance in preventing impairment of human health, or

(1) presents a potential unreasonable risk of iliness or injury, is to be subject, in accordance with section
515, 1o pre-market approval 1o provide reasonable assurance of its safety and effectiveness.

Class || EEEkEs

Class T EFEFZIL, —REEZTCEZ2E
L ENEDRIDA T4 TH 5729, Class I [EF
WIS CE L2723 D% 09, Class 1 &
FERBOBIE 2RI, FREESLETH D,
BRREEICE, WMo TREEREEE, BHRETE
W%, MEGRL, BEEE, V15 ANENE
IN5b, Class I EEEIBROBE LT, A,
MEERE, FRERERE= Y —ER BT 6

%o FDA O##E# 72 L 72 ECLS @ Class 1T &
FREE 2R 36.4 IZFLEY 5,

Class Il EfEE2S

Class Il [EEERE, — BRI EGOmBEIS 5
WIEHERRO DI SN, BEBELZRCO
ZIEEDOTEETH LD, MARXEEELLE
KIPDOBREVAT HB7:6FTDTHA, Class
NI Bt 3 2 et & A AR ICB L Al 2 FRRE
BYLETHY, Class I % Class I [EEHLE L
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# Vil ECLS OUYRTF 1 v REEEM

#* 36.3 THREGEA 510 (k) (RIS 2RAY
CORAIE, EBFEEORTOF AL UTRBLEASNSTATSHD, ITICERSNTVSEFREEBEOUHREE,
hD Class Il EFHESE TIIEUDEEIC DV TRRIICER S Nd.

510 (k) Each person who is required to register under this section and who proposes to begin the introduction
or delivery for introduction into interstate commerce for commercial distribution of a device intended for human
use shall, at least ninety days before making such introduction or delivery, report to the Secretary (in such form
and manner as the Secretary shall by regulation prescribe)—
(1) the class in which the device is classified under section 513 or if such person determines that the
device is not classified under such section, a statement of that determination and the basis for such
person’s determination that the device is or is not so classified, and
(2) action taken by such person to comply with requirements under section 514 or 515 which are
applicable to the device.
SEC. 520. [360j] (a) Any requirement authorized by or under section 501, 502, 510, or 519 applicable to a
device intended for human use shall apply to such device until the applicability of the requirement to the device
has been changed by action taken under section 513, 514, or 515 or under subsection (g) of this section, and
any requirermnent established by or under section 501, 502, 510, or 519 which is inconsistent with a requirement
imposed on such device under section 514 or 515 or under subsection (g) of this section shall not apply to
such device.

T 36.4 K<ERATND ECLS EEMEEEETDIS R,
ECLS #25& UCOEERICEIY 2 ERal/REE DA

Device Class FDA approved for ECLS
Roller pump Il none
Centrifugal pump I none

Kendall infant VV catheter
Origen cannula

Medtronic ECMOTHERM i
Gish heat exchanger—HE-1

Blood tubing/cannula |

Heat exchanger Il

Oxygenator Il Medtronic 600,800,1500
Bladder box | Zimmer

Reservoir I Gish ECMOQO bladder
SvO4 monitor Il none

ACT monitor Il none

Stopcock Il none

Bubble detector Il none

UEBLANLTE, ReBeFoEoRkiizsS 2z HIGBEMSNAHETH L, HISIZ PMA 24

LT ENTELV, —#EHIC Class I B
i, TTIBSES M TW A L olkit e L EER
EFE C Tl 2wl Luigssse, T nidgs
OREFEICHERN L REL L -0 THETH L, T
B ATAGRE (PMA) LETH ), EREROFE
& LT in vitro SEERC BRI S, ERIREERZ &0
Ty BHwHNE, PMA I, Class I % Class
I (BB DAk o N A — i EH, HHhE

420

L LARwold, 1976 SFIE 3 TICBEFE STy
T, bedé Class I I EN TR TH
Lo BEFTIZ, HEZIEAIMOLH L, <
DPDOEFERBEZVESEINA TS, ZEDf]
TTHh BEEHEL, 510 (k) TEME N TV 5,
Class Il EEREERHICEELE Y T EEN TV A,
FDA |2 & » THRFE S L7/ ECLS #8543 36.4 {2
FLET B,
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Bk LBy, WHEREEEE 510 (k) BEE L
THIENTWS, RETIEAZ L L WEIEKFED
90 HETIZIE, WEREEBE L FDA ICRIE LT
b, SNOORFEICLD) BHFET L EHR
HER M OBRIERER, 2%, BEkE
THFESN TV AEGE <3RS THHI L%
RO BmI R SN 5, HIATEM Rk
ENTWAEWREY, o CTEBREETIRGET S
BEPHEERICRBLNREZMA 20 LaBEI128
BEChb, FREANOER, HRBEEOEHR, &
LW A CDOEBRR LGEbRet L BwhE
B R EESELSH 5729, 510 (k) 254
BErb, FDADRINS OEBEEBRIIKZED
e L RS TH L LEDHUL 510 (k) & R
B LD, HEE SN EERESSELARORS
& YEETIE RV LTS NTZGE, JOERR
203 Class I (233 E L B720, PMA #1841
L2 5 7,

REIEBOFRE

ERERCHEE T 7 ) 7 LA I N D124,
FERTF— 4 DL EIL R B Db H D, Tid, Class
I % Class Il OFEE TR 218 5 720 OEH
ST O BE, SO DEEBAEMET S ITITR
BELTE)TELVOL L VI BT CIC
BbENoTL b, AENSOERESRT L M
FWTHREEY B IIERESLETH 0, BERERRE
BOWEHEE (IDE) Lv ) Tirbihs, IDE
HIE ISEEEST & MCHAWA DI, BkEEd
WroesE oxt L S ERER 2 R 5 2 & 28
LT3, [EREERERE] T, FDA RS
o DOEBRBEIRIZE U CEEELS O S E I E
HEn2EREOLEBREICEL T 2% T
I, BLWY A7 D WEFREEETIE FDA 7F
FA$ 5 IDE IIAELY, FBEEZES (IRB)
DEFAIILETSH ), IDE ORBNZEF L2 ITh
7% bV,

FDA 12 L 2 EERHEAFEOFHEXIE, FDAOD
EEESEDHEICE D EIThN A, Class Il EFEHE
Y, HHRA OB U ESEEIRR IR THRn

£36= ECLS LB 2BEEHNER

WED, BRI REEEIRKO SN A, Class
I EEREZRS 510 (k) ORFITSLET, HHIEHE
RO ON D, BEFERICIE, HRIEE, in vitro
HHCEEMEREDT— %, BRIRRE, 7485
1 %510 (k) IR L, BBEEERIC L AR,
RO TN v 7, HRERE, BIFAEYT
I EAEENS, Class I EERR L, EEE
BOZEELBHEOBRELZFML T 5 PMA
DFNEGED o L FRC, —EHE, SHREEY
79, M L7-FEZFT FDA IZBIET 570
(2, BEROEBREBEICEE L AMTER S
REHMERAP LIS LIERESL S,

ECLS 8 DR5EICH I B iRHIBIE

1976 4, KEHESPEREERFEGEELZ BB S
7oy, £ OFLE R BECLS #8053 TIZ AT L
FCHAESN TV, NS OBRBIEIHHEOER
PORBRIN, B RHFTELEE LEro7,
FOEHIZ, ITNHED EIC—EHOATL LR
DEBEFERETEL L, BEO AT LR O M
TLLEODETNE LTCHBETAZ0TH- 72,
NS OEBRSIHIMEERERRE L L TRINh
1976 £ 5 A 28 H & D giicBiFE s T - EEHE
BEEATVS, ZRLBRICES S N2 ERES
13 FDA (28 L THHIRATBE = 3 2 LB D 5,
B0 [EEgRied] Lihd, 22 Ih
L OEIERTEREZ TH > T Class I EEHELE
AL AU ED LEEHEEL Lairiulg
bR,

ECLS REICRAT HRIE

EEEEO TN g, BEEENFDA IS
BELZF—7%b &iTbhs, Zhdix, H
&, FHEAE, fREs, TE, FHEE B
EBIREW, BRFT— Iy OENLREFET, IS
ECLS THWA AT.LIEBEOFHICEL T, £
PRI —REEYI2IE 6 BRI IREE L REB S T
bo FNW 2, NLUH#EIZIZ ECLS THEET
EpLEFFREEIN TN,
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=V H ECLS OOYRT « woALE®Y

#36.5 [EREMBIIGRL] ORFEEREERRIRA

WEEF RO ERICERSNTHB S F—mIL BRI NTOEVERESEZ . BEORENORENHERSDWVIERE
DEMERENZHROBDNTERT B, #RYTHEMIFSNTLD I EOFRNEHINTVS,

Federal Food, Drug, and Cosmetic Act, as Amended, Chapter V; Subchapter A§520(b)(A)(1)(ii)(B)

Sections 514 and 515 do not apply to any device which, in order to comply with the order of an individ-
ual physician or dentist (or any other specially qualified person designated under regulations promulgated
by the Secretary after an opportunity for an oral hearing) necessarily deviates from an otherwise applicable

performance standard or requirement prescribed by or under section 515 if
(1) the device is not generally available in finished form for purchase or for dispensing upon prescrip-
tion and is not offered through labeling or advertising by the manufacturer, importer, or distributor

thereof for commercial distribution, and
(2) such device—

(A) (i) is intended for use by an individual patient named in such order of such physician or dentist (or other
specially qualified person so designated) and is to be made in a specific form for such patient, or

(i) is intended to meet the special needs of such physician or dentist (or other specially qualified person

so designated) in the course of the professional practice of such physician or dentist (or other specially

qualified person so designated), and

(B) is not generally available to or generally used by other physicians or dentists (or other specially qualified

persons so designated).

—J£ 510 (k) BV PMA P EHHNZS, B
EEF ISR OBOERFT E A, L L, FE
HEMAEIHE (21 CFR, Part 803) (2 XY, #uik
FEE LR SNBSS C S L CEEES
R U, HA5VIERE LSS, 203XT
OFFE FDA CHETA28EES D L. TOEIH
1&, ERFRERORIEESHEL S N, MR ET 5
LT R EE R EIC O R AT D B E
WAL E N D, TRTOERESRENEE, B
FERIAT D LS BEBELREGEICHS L, F
AL F OMRE ARG S - h, BhEEE
EFDACHE L AT NEL b 4w, ZOFEHRIL
HECIETHEREE LTS 10 BEED DINICH
LT NIE RS R, DL ) LilEITERE
LS FDA DL, BEEH NG, &
%12, FDA 8L g iR i g sE o —
e LT, Class 0 7213 I ERakERE 0BT
iy LATREND S B,

ECLS REDEIRNERDEFSL

[ERERS M ORFEEEE, EFEkE
DHyE, W, FEMHAEICET 2 RTEE BT

422

HIETHDH, TNHORGIEEO QL W, [k
A B DIRRERCEE S % b D B 20 L) e R
B RO CEEMRE S GEICTTRE
NTOLIEFER LT LAVEALZYT A2
EFRBIRLAD, BELZVT L] OTIERW,
RSO SHIE/P FHIEIESE TR s, B
WEHEEDVEEN RS T E TR ng
FECHERT LI E2HEETHDE, EGETH B,
7ol 20, BEEE AT RO O L T TIE
ECLS & L TOMERMFER ST W IRF
% BCLS I L R L Tk b v, BRI, [Ef
RS LRE e | OFHEEERS: (custom device)
BRI (3R 36.5) # WL, EES
ROLNT R VEREEE AFTELILLD
Bo UL, 20X iR, W5 L 7cBRRRL.
A4 A0S TR 2 IRFE B AL 72 D) Rl
ALZDTREDDOTEAWVEHANIHT I NT
Wh, ZORRIHRRNIEREERESE O H T 8
WD TV A, SbOTRENTH Y, ECLS
VARSI LCIEE, EEsnanTd
A,

FDA OEBRIZ, FMbAY T, BEREMIZZET
B EFEEROFEHzRET LI LTHE, &
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ERVEETHEEESR AR AL L, TR
DOEFBRBIIHET LB 2T ) Z L DT v AT
BN TR s 2w idES 2 TH S, FDA
X, ThODEAT L 200Ix L TREERN
G AREBIIIZHEEIETo TV A,

ECLS/ECMO %=
FDA ZiREELTVLD DD

CDEL HLEMICHTHHEMAEERIE 1=
Al THbB, TOBEZIZ, ZLOFE, FEX S v
7, ZFLTIRBIZE > THREWL BDEAH, L
L, bo LFFEMZEIELHEFEL CWEIIHL
Tid, ECMO ZEHFHTHH L, FDA IFE
BPRRIZEES LT, gLl AEE
i ERBRROEFIIN L TOABESE L TWE &
Vo, INFELVWHBESLETHS ), ECMO
THERASNEERPCEERGE, FDAIZL-
THR? SNTW5, EEREREICEIMESR
HeLToBHEOERIEARIN TS (HEE
FFRRIZEID), &) BERCOEERSEEHH
LTEwdh e »0HEE, BETRELTVS
ERicZRON TS, ZHD Bl HHTH
D, TXTOEFEBIC L - TR &N, —f&iC
THhNTWAFETH L, 7-& 2, ANRICE
ENBHIELALOERL, BELERTHE, B
ERCEERSR Y EICNERT 254, BEWMIZ
ORI B E GHECETT O DI &Ik 5,

EMTOER

FELEHAEHEOHETH L, EROY VR
WICREEDH T W58, ZHIGERIELEIC
MR EEBONS Y Ak EDHE)BORITIES
LhVvEW)ERERSS, BEGIEILSASDLVD
DTHHLEVRZ LI, HEZIETA) D EREE
FIBIEE 14T, 7 XTOT7 XA HERIZER
DHHEEZTWBHEY, RAG-CHEET “E
T EMREZERFLTV RV,

L, JERHEFRAVD LT, HELH
KIS THORBYFEZIZL > THOEHTAER

%365 ECLS LB B RNER

BETEL LV EAIIESW TS, EEIEE
FEHEEAD LI Y I >THBEDT, V—NLIE
BLEERECEL D, 728 21F, HHATHEMBM
BEDSLHAPRBEENDIDE, NELERY
BT B0 TELL, HFO—FHOMNIN 7
BT LEDL7-0TH 5,

EEE, WEHEOLRMTOERY A K1 >~
FHEIELTWA, Mk, 74 V4 VidHETE
WHED L WHBETHADED, BREBENLE
ENEINTLE), & 21, B EaIIE
LT, ABEEBEHAEERNTHY, BHH
FTCEETLZ LR VERSTWS, HRHEAR
BENFNONESIZIDEDLNTEBY, I
LoTERSL, 22T, HANTIEIHEENER
BRI T ARBRERIELIDE 2EBTHLD
WAL, MEELZINTI3EBTHI LN T E
AR D,

EPICEBRED R WG e, BRI EELT
HELMERBREOTEEHERT 2, FRIEFLS

NLZEbLEED, MEOEGIEELDL
WCEETHETABEEZ0NE, bbAA,
COEENEEICL-oT, EBICEI oIk
ETEEN S CIRET SO D HENTLEIT
BENDH D, FHECTIIAO—BEOMIZT &N
B, 2 LB DB ITEETHERR S 5
REHME» T THERESND TR D 5,
AT “HE LS, B L EER T
RADPREL EL D, EMIET—EHICREMNNTH
D BRI REE,OERIZESL, —F, BERIE
ERENTHY, —REH»OSHERICESL, FER
12&E > TO—FREBNE TR TOEFUI BV TRFE
TV LRV, HEEEADERDNS
CAERDILESTVBLDTH S, EMAH
HREEIZECMO W LETH S L#E 2, ECMO
LU =B LIZIE LW E R L, 2O
%, BEZHN [$TEEICEXS 2 TIRWITR ]
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