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2 www.fda.gov/cdrh/oivd/guidance/1546.pdf

¥ 21 U.S.C. 301 et seq.
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2 hEnFE RAR B A phim F B o R & TR BRB R E LA T
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% Public Law 94-295
31 public Law 101-629

*2 The term “device” means:

an instrument, apparatus, implement, machine, contrivance, implant, in vitro reagent, or other similar

or related article, including any component, part, or accessory, which is

(A) recognized in the official National Formulary, or the United States Pharmacopoeia, or any
supplement to them,

(B) intended to use in the diagnosis of disease or other conditions, or in the cure, mitigation, treatment,
or prevention of disease, in man or other animals, or

(C) intended to affect the structure or any function of the body of man or other animals, and

which does not achieve its primary intended purpose through chemical action within or on the body of

man or other animals and which is not dependent upon being metabolized for the achievement of its
primary intended purposes.
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33 Federal Food Drug and Cosmetics Act, Section 513, Classification of Devices Intended For Human
Use.
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37 Federal Food Drug and Cosmetics Act, Section 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).
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510(k) Number K042279

AFFYMETRIX GENECHIP MICROARRAY
INSTRUMENTATION SY

Device Name

AFFYMETRIX, INC.
Applicant 3380 central expressway
santa clara, CA 95051

Contact Robert Lipshutz
Product Code NSU
Date Received 08/23/2004
Decision Date 12/23/2004
Decision approved evaluation of automatic class iii designa (AN)
Classification Advisory . .
) Clinical Chemistry
Committee
Review Advisory .
) Toxicology
Committee
FOI ITEM LETTER
Type Evaluation of Automatic Class3 Designation
Reviewed by Third Party No
Expedited Review No
ALK R

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm?ID=16003 >
2005/4/28 3% o

% = & ~ T Class|| special controls Guidance Document: Instrumentation for
Clinical Multiplex Test Systems | 2. f§ 4

FDA % 2003 Exe2 i 7 B2 0 PREEH g 1 2 X fpr S8 o F
R O BERAGHRDNIABRELZ S TES ETGPTEAE 0 s (2005) &
3% 10 p =1 7 Class II Special Control Guidance Document: Instrumentation for
Clinical multiplex Test Systems**< % o
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BRSO oa ke B A FR TN 0 70 FERFORE ML

# > =2 2 www.fda.gov/cdrh/oivd/guidance/1546.pdf
® Jft 21 CFR 862.2570 . =15 © ¥R EH
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7 J. Schwartz, Promising Medical Devices to be Speeded to Market , Wash. Post , June 25, 1993, A2
48 D. Bruce Burlington, An Overview From The Director of The Center For Devices And Radiological
Health, 49 Food & Drug L.J. 175 (1994).

49 David A. Kessler, Remarks by the Commissioner of Food and Drugs, 51 FOOD & DRUG L.J. 207,
208 (1996).

%% Daniel Green, Obstacle Course for Drug Producers: Pressure for Reform of the U.S. Food & Drug
Administration is Growing, Fin. Times, Aug. 21, 1995, 12.

31 William M. Wardell & Louis Lasagna, Regulation & Drug Development 73 (1975).
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52 Ppeter Brimelow & Leslie Spencer, Food & Drugs & Politics, FORBES, Nov. 22, 1993, at 115.

3 H.R. 1742, 104th Cong., 1st Sess. (1995).

* Christina Kent, Controversial FDA Overhaul Advances in Congress: Several Bills in Preparation,
Am. Med. News, Apr. 22, 1996, at 3.

> 60 Fed. Reg. 28,618 (June 1, 1995).

% Elizabeth Price , Teaching The Elephant To Dance: Privatizing The FDA Review Process. 51 Food
& Drug L.J. 651
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% Pub.L. No. 105-115, 111 Stat. 2296 (codified in scattered sections of 21 U.S.C. (1994)).

> Jennifer Kulynych, Will FDA Relinquish The "Gold Standard" For New Drug Approval? Redefining
"Substantial Evidence" in The FDA Modernization Act of 1997, 54 Food & Drug L.J. 127, 128

% Food & Drug Admin., FDA's FDAMA Accomplishments One Year After Enactment (Nov. 23, 1998)
(FDA Talk Paper)
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BABEI SN ASGAS N PApE g0 2 EirE % - BT Roche
¢ Affymetrix & %% % ¢ AmpliChip A & IVD 3# 7 hE =% o

sets

o=z @R§A4ﬁ$w?¢%%&iﬁa
(-) tif 2L ERREAEHH A R EREREFEL  F LAY

% f g ST PR I = - %5 PERE R oA ¢ (International Conference for
Harmonization, ICH) ~ & } &4 % % (World Health Organization, WHO) >
HE S pdeiv Rge 0 B2 £35% aﬁwﬁﬁ,ué@ggﬁw W%fl
3k [ (to ensure consistency)® o PF G - FEEE > EREFE T E R4
IRV R {2 o
(Z) WP e*-ooz#K% oo £ + L & 2?##911‘13&%%%?@}%%&
FER o RBEHA R HEE S T L WD P {oR Y F SR %
% (European Medicines Agency, EMEA)z4 % 4r 7 it (7 Tk 125 %
(2) 2 HER &I F A K S 5 (classification) & /& T Jek RSk % 15 (7% o
W EHP TR Z 2L FELPEE RHEERART 0?5 & N4
Feo fe A RSFAFR DL LES > AR D 0 T B TRE ER
(clinical investigations)i& 42+ & 4p % 47 32% o

FoE -REFREHAHE A FEES

HOFREHI D D F AL RPEF R PR AN Ao E 2~ B e f)
#ﬁuﬁ%%A“oﬁﬂ%%%%%ﬁﬁ%%%%ﬁﬁwmm%ﬁ@i@ﬁ&&
B> RAE SR G TSN EA FA BB NFIHF NP E- TNF AR
B R ho- F e S iRl (testing) © ¥ F  Notified Body (could be private or

o http://www.blogchina.com/new/display/64331.html

62 EU approves Roche’s AmpliChip as in vitro device; competitors consider next moves,11/6/04, PGx
Reporter, www.pgxreporter.com

% Council Directive 93/42/EEC, Art. 13.

 http://www.emea.eu.int/

55 Council Directive 93/42/EEC, Art. 15, annex VIII. Special requirements for custom-made devices
are also prescribed in the Directive.

©HE FAIRPEG >

67" Anselmann, EC Legislation, Council Directive 84/529 on the approximation of the laws of the
Member States relating to electrically operated lifts, 1984 O.J. (L 300) 86. (effective Sept. 1986,
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General List B & List A
self-testing

@Adopted from Nealda Leila M Yusof, Ph.D.
Regulatory Scientist, Centre for Medical Device Regulation
Health Sciences Authority

adopting CENELEC HD 395-1), The syringe is an example of the EU legal inconsistencies at the time
work began on the medical device directives. In some Member States syringes were regulated as drugs,
in another a medical device law governed them if sold as sterile, and in others they were subject to no
regulations at all. Remarks by Norbert Anselmann, European Comm'n, The Forthcoming EC
Legislation on Medical Devices: Provisional Results and Outlook 5-6, at the Reg. Aff. Professionals
Soc'y Conference on International Harmonization of Medical Device Regulation (June 22-23, 1992), at
5-6.

%8 Council Decision 90/683: "The essential objective of a conformity assessment procedure is to enable
the public authorities to ensure that products placed on the market conform to the requirements as
expressed in the provisions of the directives, in particular with regard to the health and safety of users
and consumers."

" Council Directive 93/42/EEC, Art. 2.

" E. Jongen, The Creation of an Internal Market For Industrial Goods in Europe Through Technical
Harmonization, Standardization, Certification And Mutual Recognition (Jan. 1991).

I Statement by Jacques MacMillan, European Comm'n, at U.S.-EU negotiations on Mutual
Recognition Agreements (Apr. 1995).
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(1) Active Implantable Medical Device Directive 90/385/EEC

(AIMMD)" © 3 #2458 » 5% F i Bty £

(2) The Medical Device Directive 93/42/EEC (MDD)™ : - 4 % : % 4

©)

me}%e’g’ﬁﬁ# FF'B*EU’T’FT#;{AIMMD ~ MDD -~ IVDD’TA" 3‘;

76
o

4
In Diagnostic Device Directive 98/79/EC (IVDD)”® : &% *+ 2 7 % 44
4

R
&

9
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(1)

2)

€)

i #4E ~ 3¢ F % & # (active implantable medical device) : j5d i
EFRE O AP AN TR A2 A
BAE > Ad KR {#ﬁ%ﬁh f‘vﬂ'bﬂbﬂﬁmé:’\'vﬂlﬁﬂbﬂ"
B E M ARE 5 26§ ¥R B4 (90/385/EEC) -

- %t%gf},%: ® 4+ (medical device): A Zg @ * AN UT F k2 KR E
B NN ' Sz K/% ERD iR AP %&}f} B 41 12 h 2 P B
2T S B SR SRR R B EHO iR -H&f%
}f@é“fi‘l‘j%&"‘"'ﬁ#«ﬂ : «:.ﬁﬁ;r_\%ﬁ-ﬁ‘ﬁfé’z [N I ad 1
v ﬁ*"']%‘ SRR RFTMASES 2 A AP ERE AR P
£ (8 g B w0 i # Ry 2 #"rr'”’f’n‘npgl%‘ EH o &3 dp £ L5 Medical
Device Directive(93/42/EEC) » £ & & 0¥ J F 41 B o

e

§8 t ¥ % B 4 (in vitro diagnostic device) : TP p F H =& d H @
Ptz ZRFER-FHE - REF-Zo -3HFF-&E
WAL AN kR WP AP IR A A ESE AT L
e sE'?T%«*)' SEYZ R s N AN Pz B2 o Rk

Sty £ R ATERAT1996 E A R F AR A A E R
SEXLK AL AT 0 B sy 4 ,ffﬁy%fiaCOM(%)BO 8

BEDFREHGH LS F RS S HRAFREFH O NTHER P AL

> EU guidelines: http://www.mdc-ce.de/stand_02.htm

7 See http://www.mdss.com/AIMDD/aimdd_directive.htm

™ http://europa.eu.int/smartapi/cgi/sga_doc?smartapi!celexapi!prod! CELEXnumdoc&lg=en&numdo
=31993L.0042&model=guichett

™ http://www.mdc-ce.de/downloads/Ivd_d_en.pdf

7 http://www.mdc-ce.de/downloads/harm_stl.pdf
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L. EU Class I Device”’
EHEM LG E I AR REUFRFENR ERFHIE
Henz 7w 3 7% 5 3 % & Auditing Notified Body (NB)e14 » %
% o e w4k 2 E 4% 4 (Vigilance Reporting) ©

1. EU Class ITa Device””
BT E R A BB TS - smA S Tlas by 4 & § 44
REGRDFREH - FAF AL NB gk EN
1309001 ~ EN 46001 2 MDD #r372 3¢ (7 % & » I P52 518 F o
B 4 i ji74F £ (Technical File) 5 @ 2 & eh % B AN HpFdR 2 chp 3
Folla 97 Tb & 4% 15 Tok 7 % 0 £3 19°00 & Tla @ §90 4 iy
20 ATRRERR A RFT TR SRR RER G

III. EU Class IIb Device
PRER% TR SN RE R 2 24wk » K ¥ oClassIla % Class
b HEHHF 5d wp 4 {ﬁﬁfﬁ(Notlﬁed Body)%E Fiig o A ¥
P+ CEMark Apf>t Ia> { £HRTRHF F %

III. EU Class III Device

Class ITb & Class Il 1 & £ &3+ F F B hm iz d #o| L F £ %
P d A AT o 0t b Class I 5 o B o /;1“; ’%l R TR
k3 7 (clinical evalution) » 2 32 F o B30+ 3 w A B £ L&

Notified body 37 z L& % %5 -

F] Lo B2 SR B P é‘%"v?%ﬁ-‘%{ s s g mA R L4k £ Eﬁlﬁﬂ%ﬁﬂ%&\&
FI RS SREE F A e FAEE { % Class 11 w4 = Class [la 2 Class IIb »
R R RE H*“%ﬁ%‘ Bfas B \EE R e &

"7 The Annex VII of the MDD is required in this part.

™ Special provisions govern Class I devices that have additional attributes, such as sterility or a
measurement function.

" MDD Annex IL3.

8 The evidence can be derived from clinical study, literature, competitors, etc.

81" European Commission Proposal for a Council Directive concerning medical devices (COM(91) 287
final-SYN 353) 4. A manufacturer of a Class III device avoids repetition of the same clinical
investigations in more than one member state. Note that all devices, not just Class III devices, need
clinical evidence.

%2 In the United States, Class I consists of devices for which general controls, applicable to devices
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$ - R AHEED

B.;x# % 7z (Registration)
EE R iﬂ”“ Class I
i AR R R TR R
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;?:*“"’@Ea g BB™ 2 B R 4%t

p

)}% == W‘L
~

C.1% % (Standards)
FEMTFREIHOEE > L8445 0B f@.ﬂ_f%‘;f{f" - CEN”.@
CENELEC™ - #x aeniB 2Rl d &8P~ @7 % ingis i % e
BEARLFEA A o R R %’a&g Wgﬁ;gm 5@

generally, are deemed to be adequate. 21 U.S.C. §360c(a)(1)(A). General controls include authority to
act against adulterated or misbranded devices, banning, registration and device listing, premarket
notification (unless exempted), reporting, and compliance with good manufacturing practices. General
controls apply to devices in all three classes. Class II devices are those needing some form of special
controls, such as performance standards, postmarket surveillance, patient registries, guidelines
(including guidelines on clinical data to be submitted in premarket notifications), recommendations,
and other appropriate actions as the FDA deems necessary (e.g., adherence to voluntary standards). Id.
§360c(a)(1)(B). Class III devices are those for which premarket approval is required due to both the
inadequacy of general and special controls for that device, and the need for the device's safety and
effectiveness to be demonstrated through testing; there is a presumption that a device belongs in Class
IIT if it is purported to be for a use in supporting or sustaining life or presents a potential unreasonable
risk, id. §360c(a)(1)(C), or if it is new technology not substantially equivalent to previously marketed
devices, id. § 351(f). Due to a grace period for pre-1976 Class III devices (and post-1976
substantially equivalent devices) that ends only when the FDA by rule calls for premarket approval
applications (PMAs) for such devices, id. §360e(b), the U.S. marketplace includes devices that the
FDA previously has identified as needing comprehensive approval, but that never have undergone such
approval. The agency still needs to either call for PMAs for these devices or reclassify them, a process
that Congress through deadlines in the 1990 Safe Medical Devices Act has pressed the FDA to
complete. Pub. L. No. 101-629, §4(b), 104 Stat. 4511, 4515 (codified at 21 U.S.C. §360e(i).

8 Mika Reinikainen, Classification of Medical Devices, remarks at Reg. Aff. Professional Soc'y
Conference on International Harmonization of Medical Device Regulation, Washington, D.C. (June
22-23,1992).

* Commission of the European Communities, Guidelines to the Classification of Medical Devices
(Status: 1994-01-21) (3rd draft)

*> Council Directive 93/42/EEC, Art. 13.

% The database also will include information on decisions by notified bodies that allow devices on the
market and by competent authorities that take devices off the market. Norbert Anselmann, European
Commission , The Forthcoming EC Directives on Medical Devices (Nov. 14, 1991)

%7 CEN is the world's largest regional standards group. It promotes the harmonization of European
regional technical standards for non-electrical industrial products. Its membership comprises the
national standards bodies of the EU (e.g., Germany's DIN, the United Kingdom's British Standards
Institute, and France's AFNOR).

% CENELEC promotes harmonization of European regional standards in the electrotechnical field.



RGBT EREn T AP ERE R ORP A PR AREF
GEREREE IR YA R R R U

D.7& % # % (Clinical Investigation)
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£ 60 % cnitEPFE o @ Tog 5k % 145 EN 540 > TECE £ ¥ TR
Jk 25k #7137 2. $& 2 (good clinical practices, GCPs)’* » ¥ ¢} International
Standards Organization (ISO)~ ¢ % /& 4p b c3% (7 HE2F o

E.¥ % %44 ¢h& J (Quality System) ™

Wi R & "R 0 Classlla ~ Class IIb 2 Class I ¥ $ 44 40 &
P& &2 R8T RB DF = M (e Notified Body):ui » ¥ % B
ch F R F 4995 EN 46000 (3 I1SO- 9000 5 ) -

BEFREMS A s -T2 P ARARMARE B RAE G
Fh Ettdg £ or R 2 ehicle ™ Rl 4-2 2 K1 4-5 47 o CE Marketing Class I ¢h
BT 8 A~ A+E ~ A+D & A+F #i0e %3~ CE &35 4rBl 4-2; Class Ila
BT A ATE~ A+D ~ A+F &7 2R3 10 H e k3~ CE 138 0 4rHl
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CE f#35 > 4B 44 Class Il chEH ¥ 9 B+D ~B+E & ¢ 2 k3 F 4#1¢0H #
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% Council Directive 93/42/EEC, Art. 5.

* Council Directive 93/42/EEC, Art. 5.

°! Council Directive 93/42/EEC, Art. 15, annex VIIIL. Special requirements for custom-made devices
are also prescribed in the Directive.

%2 Peter Duijst & Odile Gaffori, Implications of the European Harmonization for Clinical Investigation
With Medical Devices, remarks at the Reg. Aff. Professional Soc'y Conference on International
Harmonization of Medical Device Regulation 3-4, Washington, D.C. (June 22-23, 1992).
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CE Marking for Medical Device

Active Implantable
Medical Devices
Directiver W 383 EEC)

In vitro
Diagnostics
Directive

Medical Devices
Diirective 93 42EEC)

CE Marking Conformity Assessment
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