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5. FEEEARFEEBRG L PHRANGEEST A2 & OB,
BT FHEEE DBEAEDES ST a 0

B REAEHE (21CFR812.25)
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b. TRBRDIEY-SiF

4. BEgs O  ROEEBPFLEL THDMN?
a. HEEHRM. OKROREOTR
b. HMEE
c. WEOTRTOIRY I Dar—

5. BE=F UV FIR : ROERDPFET D02
a. ET=HVTOHOITXELRENZFIE
b. 7% E =& —F HRADKSL & {EFT
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1. 21CFR812.43 (c)HWIt» = IRBRENEE ORBEED O O
Bl

2. TRTCOBRERSMNE N FEEICEL T 5
BALHLIZZ L, hOREERBAINDET
W R ATRBREME M A2 &0 ) FEE 0 0
(21CFR812.20(b)(5))

E HRFEIEH (21CFR812.7(b))
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1. EOBEIBFTT DT EILR>TWVDEMN? | 0
2. IRFEN I EENL I NI VD HOFEA O 0
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BEINZTNY T OHRIZ. Z2THY ., m| O
HREEEZEORIZEENTWNAEMN?
G AVvZ7r—LRartr NEE

(21CFR50.20, 812.25(g))

WRFIRETARETNTOT+— b & O O
BrER Bt Eh s ne

H BRI (21CFR25.31, 812.20(b)(9))
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Proposal for Establishing Mechanisms for Setting Review
Priorities Using Risk Assessment and Allocating Review
Resources
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LTWa, 94 0%D 7 72 1 i, S L 0 HRETOREEN LRKREN TV D,
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L, ARFEEICEELREE L LIC, ERBAFNFHMEEZ V- 2402 T501b L
20N b LA ORI IR O I EHMIIZ e > TW e R I, AREERAERICE LT
BROAETHEEDBIERDINE LR, 2l b 7 X 1 I 0REEE 1T ORI
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FDA Talk Paper
T93-28
199346H25H vrmy A= H—
(301) 443-3285
RS “Fast Track (R#iZE1)” FHE R

FDA X AT 4 TRHF T, EMHEFERELS O Fast Track (RHIFT) FBEE T2 wREMED
B LUWFEIZ DWW TOEREEZIT TV 5,
WD ENEM~DEE LTHWSND Z kD,
YRILEERERESEN LR AR T 5 DI L ERRUERM R RAE %L L
5, THERBRZ, TNOLOMBOFED AL — N7 v 7OHEZE->TE 1, ZOHME
O F— IS 2T A ARER R S THRT Y v 7 IDRAE B L EFEER &
TIETHD,
TOFLUVEHEIZ4 SOERZEEZB LTS, Zhid, QbS58 E, FrLlEEo )
27, BEEE~ORRBE, Ry, NEURHET 7 A LOEHETH D,
& E{kahHHEE
ERICBIT DERREERZ R LIZBERN T TOM OB L 5B L7- Fast
Track (B T) ic#iEohsd, 2oL 7TV —Ranzboid, < ofam
HaR., D OBFET MR X VRN FAMEN L VEI T R B L VRN
ERF-E D ERINTVWHHEGRTH D,
® HTLWHERD U R 2
FDA (ZH DB O DEE R SN HIER R EEY X7 ZHAFIC L, &b RS RE
MY R0 2Rt ~D) V=X EEEZHTHTHAH, BBEDO LY E
U2, BB EDO LD LY BENZITHENETHASD,
® MUEEH~DRIEHE
Y RGEREE I 3 BUNICH L OSSO TIRAT OB HBFEOREL 1D 5 T
BEEL2DaEa—2{L LY AT LA LTz, REIIEREFLICBITS
HEEDOME ST, ROl &N 2R BRMIND,
® 14, TEILHGET 714 VO
EFRHEEEOFHICBE L TRHATE 24 ROFFENR Y Y — ADFEMRFIR O
HIZ, FDA X, GHM R TEMR L TV, IRZEREHRIC S S LR
BT T ANEEETHIES D, TR THE, HFEZERRNOEENTOILD
A9, bLIESEHETHANCED N T 74V 7 OR/NEEICEE LT
RITHIE, TORERTFEINZNTHAS ), ZOFEHIYRIZERED L OICHE
HENTWHEDY VY —AEHEFTHZ EEFRIZTDIEAD,
FIEF ISR 28T LWV I, EREESREMERSOHM RNV OBROSHEDOR], 6 H 3
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9. IR RS - AldmoD R
PRODUCTS FOR TRIAGE

Tier I Products :

75 A1:

E 886.1040 ARG

AC 886.1050 W5ER A

AC 886.1070 7/ ~vu Aa—7
AC 886.1090 NA Vv H—TF v
E,AC 886.1140 IRFLERKT

E 886.1150 it x

AC 886.1160 A FEIRAE HRAG
E 886.1170 A EHRER

E 886.1190 %& M IEREHIE S

E 886.1200 Y:EMEIER KT A
AC 886.1250 A A FAa—7

E 886.1270 HRERZEHIF

AC 886.1290 E#%EE

E 886.1320 &/ Las

E 886.1330 7 A T+

AC 886.1340 /N7 Rz —7F

AC 886.1350 77 hA=z—7

E 886.1375 A=) =+ LV X

E 886.1380 FEzkmL X

E 886.1390 Wil aligEt 7 L
E 886.1395 J & —1L X

E 886.1400 v F v /7 L X

E 886.1410 iRV AH 7 Y v 7
E 886.1415 f&iRH 7 L—.A

E 886.1420 L o XhRAIE S, —
AC 886.1425 L XA —H

AC 886.1430 =2 ¥ 7 b Ly R ERS
AC 886.1435 ¥ v 7 A0 = L3R
AC 886.1450 AL HIE SR

E 886.1460 TR HIE S



E 886.1500 %EH#:8

E, AC 886.1605 #¥r5t

E 886.1650 [RFHABERT Y X A

E 886.1655 [RF}ABCR T Y X A

E 886.1660 =4 A=ty - 77U XL Note : 886.1385 in Tier II
E 886.1665 RFEAEEE Y XA

AC886.1680 Fv—h7mr V=¥

AC 886.1690 & fLiEB)FLEKFT

E, AC 886.1700 [&EfL31+

E 886.1770 iRV X& v |

E 886.1780 ffgas, v 7 V3

E 886.1790 T 5 E &

E 886.1800 v /vv—+ X hU w7

E,AC 886.1810 IEHIR 7 U — > F Fo i3 F iR EF 7
E 886.1840 EHMAMEL > X v b

E 886.1860 fRiRA & > K

E, AC 886.1870 SLikgs

E 886.1880 ftf& - SIEEHAZ—4 > b

E 886.1905 [RiET—

E,AC 886.1910 —E{HBALEE

NE 886.1945 fiifRIEHZE

E 886.4230 AUl ikilikas

NE 886.4250 HRFIAESHMRERE, Ny 7 UK
NE 886.4335 IRFHEHR~y R 7, Ny 7 UK
E, C 886.4350 FFr=CIRF Pt R

E, C 886.4360 RRF}FifT HEEMRERE

AC 886.4370 Al (E1BA) T

E 886.4445 X/AMA

E, C 886.4570 [RFL AR

NE 886.4750 IRFHAHFEZL (corneal Shields must be Tier IT)
E 886.4770 IRFIFHTAHIREE FLRA—)

E, AC 886.4855 [RFHHT—7 v

E 886.5120 {E4L AR/ —~

E 886.5420 =& 7 kL v XERBiEE

E 886.5540 AL v X

E 886.5600 iz x
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E 886.5800 fLKEAMERL X

E 886.5810 HREIH 7Y X A

AC 886.5820 7 L b

E, C 886.5840 #1R FIRSE

NE 886.5842 [R#E 7 L— A

E, C 86.5844 HOMEMREEL X

NE 886.5850 > 75 & (ML E5#EL) — concerns about excessive claims will persist
until this product is exempted from 510(k)
E 886.5870 {Kf&%HEmbE

NE 886.5900 E X EME

E 886.5910 18 34i5kas

E,AC 886.5915 JHIFATLASE

77 A1

AC, S 886.1120 IRfRZ%EE

AC, M 886.1220 £ 5 T

AC, S 886.1300 78 H Ry

AC, S* 886.1360 AR L —4 3% E * Must not exceed FDA accessibe emission limits for
Class I lasers (CFR 21 Part 1040.10)

--- 886.1405 #RiRL X v b

AC, D 886.1510 ERIESM|ESF Usually neurology device (882.1460) because of labeling
and indications for use

AC, S 886.1570 RiREE

AC, S 886.1630 Jtiilligi&®E CONCERN ABOUT UNSUBSTANTIATED CLAIMS ?
AC 886.1640 HRF}AIHIIERS

- 886.1750 W AMIRfT&E L X

AC,S886.1760 REIHL 777 hA—%

AC 886.1780 Hritds, AC B

AC, S 886.1850 MIBRXT B

AC 886.1945 TSR, AC BEIH

AC 886.4250 [RFHBX S AFLERE, AC BIIEBI

AC 886.4335 IRFHEM~> N7 7, AC BN

AC 886.4400 E T B

AC 886.4440 EWA

86-LXQ Eye Cup
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Tier IT Products

77 X1
NE 886.4070 AfREAREIRE:
NE, P 886.4300 RN L > XfEARH VA K (includes folders and injectors)

75 A1

M, ST 886.1385 KU AF/L A&7 U L—BWiHa ¥ 7 hL X
-- 886.1670 IRFE AIESE KRN 7 0 —7

S 886.1930 HREFH K& UMTELSE  Subtypes may go to Tier I
ST 886.1940 MRJEF#EE#:, CERTIFICATION ONLY
M 886.3100 REIHAZ o Z o) v

M 886.3130 IREtH =7+ —~

M 886.3200 #ElR

M 886.3300 MRtk > 75 v b (RIEKERETT)

M 886.3320 RERA 7 F 2 b

M 886.3340 RSN FTEDE

M 886.3800 HflEis%

S 886.4100 & AN ELK L

S 886.4115 ZABEMZE

-- 886.4150 T FHRGIHKL O v &

- 886.4170 IRFHH LR

* 886.4390 IRBLH L —V

* 886.4392 %EUIBAAH Nd:YAG L — (other surgical procedures Tier III)
-- 886.4610 [RF} AL

-- 886.4670 KA IS E

-- 88.4690 R} YEHEE 2 E

M 886.4790 IREIHAK

- 886.5100 HRF A~ — & RIFERE

-- 86-LRX Contact Lens Cases

-- 86-HPX PMMA Contact Lenses

---- Hard (PMMA) Contact Lens Solutions

yS5A:
-- 886.3400 AT HAE (FBHE)
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* 886.3600 RN L X (Standard Materials & Design)

* 886.3920 FHIRHE A

* 886.4270 R X

* 886.4275 HRPNK

* 886.5918 M AFatkN— Fav &7 b L AHEK

*886.5928 Y7 ha v b AHEIR

*886.5925 Y 7 b=z & 2 b L X (Standard materials, designs, and intended uses)
886.5933 = & 7 b L XENHEIRE R

* 886.5916 H R FilaMEN— K2 #7 kL X (Standard materials, designs, and

intended uses)

* 86-1LOG Balloon Catheter for Retinal Reattachment

- 86-1.LOH Contact Lens Identification System

--86-LYX Corneal Storage Media

-- 86-LQJ Laser Surgical Lens

- 86-LQB Medical Computers and Software for Ophthalmic Use

* 86-LOI Neodymium : YAG Ophthalmic Laser for Uses Other Than Posterior

Capsulotomy & Iridectomy

* 86-LZU Plug, Puncum (UNDER REVIEW 8/20/93)

*86-LXP  Scleral Plug (UNDER REVIEW 8/20/93)

* NOTE : The majority of applications are likely to be Tier II, however, concerns about
materials, indications for use, design, and special operating parameters could prompt

transfer to Tier III.

Tier 111

77 A1 -

* 886.3600 R L > X : multifocals ; new design & new material monofocals

* 886.3920 FUIRIEAY © new designs; new materials

* 886.4270 IR Z A : new gas; special indications

* 886.4275 HRMK : new fluid; special indications

- 886.4280 NRPERIEL<E

* 886.5918 H RAFEENN— a4 7 hL v XHEWE (e.g., IN EYE solutions with new
ingredients, and new intended uses)

*886.5928 V7 harv X kL XA (e.g., IN EYE solutions with new ingredients,

and new intended uses)



* 886.5925 Y7 b # 7 kL X (eg., new materials for extended wear, intended
use beyond 7 days, and therapeutic uses)

* 886.5916 F AFZMME NN~ a2 %7 b1 X (e.g., new materials for extended wear,
intended use beyond 7 days, and therapeutic uses)

- 86-LZT Epikeratophakos

--86-LQE Corneal Implant

-- 86-LZR Cyclodestructive Ultrasound Device

-- 86-1.ZS Excimer Laser System

-- 86-LZT Intracorneal Implant

-- 86-LZQ Tissue Adhesive For Ophthalmic Use

------ Contact Lens Disinfection Units (Non-Heat) (new design)

The following legend applies to these lists :

E Exempt for 510(k)

NE Not exempt for 510(k) already

AC AC powered

C Conditional, i.e., the CFR lists conditions which may need to be considered
S Standards and specifications need to be checked

D Dual Division reviews usual

M Materials concerns

P Performance data required

S Sterility concerns

167



PEZER B O FDA HifRATAGE R OB EHEEE DT DDOHT A & R

Guidance for Industry and FDA Premarket and Design Control Reviewers

ERMIROERZ S
VRIS RZIAY "NADE a—< 777 X —TF0OEAN

Medical Device Use-Safety :
Incorporating Human Factor

Engineering into Risk Management

XEFITH July 18,2000
Document issued on July 18,2000

169



