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TEFMETRZFENFMNHEFE (surgeon’
sgloves)  UREZENRERERFH

B 7% & 18 & A F E (patient examination
gloves) - EBETIFABFERMEmIREZ
SRR N BB RE -
BHEFEMFAZEZXEIDIENS 1758
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BEE=NFIELETFNRIE RERL
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Bloodgood =i 2| 5 7 B IR R B 18 2 [
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ROUE®FEHANEREZI B FE (reusable
sterile latex glove) - R T HABFE®EH
24T - BE% 1900 ER W - BEAER
EEERFNBEFTHFNMALBFE -
THAtELKRE ARABFEAERT
g ATBRAEEBE HEBARFERN
MAKIRLUEMNZEER G EHE - a2 FEH
#2F (lycopodium spores) 8L 1E#3 (ground
pine pollen) & - 2 M £ 1920~1930
- REREFE/FEEREOEAAZSF
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MEZTEERIASZE EMBEY
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(modified) B9 E KB #3 (corn starch) # R
#»—T@ ok UL (absorbable) - # R Z Y
HBMAR - METE 1970 =B G
FEBBWATS  T—HERAZES -
1970 =K - RBANE X MEEFER
2 (KB ) ABFESERNATRZAR
[REZRA)" 1987 EEBEREFS (Centers
for Disease Control and Prevention, CDC)
&7 B lE N $E S % R = fiE 1Z B¥ (acquired
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BRIHEBZHFE" EAULFHFE
SIEBREUMBENRENBREGSE
A EBEE 1979 EEBHBILENEA’ -
_TtHEXR FEHEERBRHESEN
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FEGBHEBRIEN  BR EBRABBE
HEAIAEZETT - SIRBENEZERAZ
EERIAZLE (natural rubber latex, NRL)
T HE B E 8 E (latex protein) 5[ #E -
R 18 5= B 8 25 22 = 81 4 0 58 P (National
Institute for Occupational Safety and
Health, NIOSH) Wi & /R - —fRIGRFY
HBBHENETENR 1~6% - AMER
MEETIEASRA 8~12% ZBITR Y .
MEHZMABFER - BRESES - 1)
BARAMNIRFEANEEM RS RN
BERE  ESFHSNABFER  KBEE
ZEBEZINIBEQE  BEEBRIAFR
FER  EEMZFILBEQERMANA -
FEEERPERBZMN - KR EHES
BERIREEEEE  EMSIEBEKE -

SMFEZEREE
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(absorbable dusting powder, ADP) -
FTEEZHIL KRB AL RS =R
B (USP)WEKRIE ol &EY D&
MU - AME _+HAKRARZER
KMRAERR  SFEZMFER K
EBEEMNAK ADP) EER K EBE K
B, ZRENFERSEMMKREIL
(aerosolization) BZFRZER D - KR
RERARES 3R - MK FRE
BEWREER BHHREXSEBARMNW
M - S RMIRIESP KD - HbE -

Drug Safety Newsletter 2017 December vol.60

HiE AERE2VE  NBKR$TE
RAR{eEARS M ERmRICESE (4
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MR FEMBOESREE FEEX
RAMMAERR  RFEEMN ; BFRE
RPNMAEBEEZREANEB T IFTEMN
&~ BOAM - S BT S B R B B A
AR

HRAZBE

MANEBAELIREETIIFAERZ
BENFEMERABRE SBE
AEFEHEZNFEETEREERER -
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YR BB RFM A ERR A S &S IE IE 0k
MIRZ - RIEZI BSEBEAEZTERSE
B MEMZAREREAREMIEM -
RANAERRERAERE - HItSH
FERTEHBEAEBEZEAE &
BiEEREENAWREA -
HERAEZEE
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= BEAENEZFHEFEUGIERINE
. BMFERR R 2 KM SRR
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chain reaction, PCR) hiZ# & 5B
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(type IV delayed-type hypersensitivity)
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EHERAEEN BEXTEFERENFE
% HEBSUEGRD 87% - BE MR
l% (occupational asthma, OA) %% fl J&
D 95%" - EE— B AEKMRERETF
EEBAEIBER (low NRL protein,
powder-free) FIFE®R - ERIBB
BUE MM B AEREAR R D 27% ~ EIF
IR 38 A B AR B/ 12% - 3B Geisinger
SHBEANRERERG  AESIMEEY
3L#8 (powder-free NRL) FE #55 T i
BHNEE 2000 FZ2MBELEN
IBFE  FAXEBEERD - B 1997-
200l FH 62 R EE = 4 - 2 2001-
2005 £y 18 ¥ - tEFIR 55 TRREZ B
(Workers' Compensation Board)
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IBFENRARERBEN 1989 F£19
809% - FF&EE| 2004 FH 17.9% K5 -
REEEWEMNEERIA 1991 4 109
A/I0B A ~1998 F£419.7 A /108
A - FEEE 2003 FRA% 3.8 A /100
BN -BESMABFENFERE TR
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BEMERERERRETNERE RS
2 - 2 Trieste B AEEAEMNESL
B8 (powder-free, low latex) FERARIE
—F BEASIBHEBERMBEN
BREMBREERAG  BRFEREER
FERIEFER (prick test) EE/AZG M
RFE BBSEMBENE  KAZEIE
MEBEEMREEHEK - Allmers BE
=L BEEABMUENIABFEINS
RFERRZMABFER  RERAT7
fiI (8%) BHEDPHE 6 URRAREM IgE
MEBRBE TR RETIBEBFRZEEL
2EM 49.9 ng/m’ BREZGAER R
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KRY&EY ZAEEBER ELABEFEH
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REREERA - BERIABBATA
BOZTEm=ar° -

B "SHmE%EMBFE (powdered
medical gloves) ; EIEIRRT

ZEEmHAZYEEE (Food and Drug
Administration - DU U.S FDA) £ 1998
Z2011 = HEE XA R B K (citizen
petitions) - Z5K USFDAREBERFE
PEHEKRBH -USFDAR 2011 £ &
MR B E KRBT 2 MR - &LBR
RREST - BT EXR/NESE
% BEEXFAEIRRLATRERKWE
EBF R2016F12B19HERXNE :
EEERAR2017F1IH819HE 2EE
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A & # =F fii F 3 & (powdered surgeon's
glove) ~ 21 Jm B 1 & H F E (powdered
patient examination glove) &1 8 & F i &
EZoJRUWHERI K (absorbable powder for
lubricating a surgeon's glove) - ZZ< 8
TRIFRE - HEENK ; BESABAR
EHEANEHFE  BEEEMS L
BRBEERFE -

EZERENERESM DB AmIERE

" B % A F E (powdered medical gloves) .

HEZmERT KRR "AinaiE . - BILES
SUIEZAASE - US FDA B 1E5] B e
MPBERRMIE  FREZDESRMIEE
= 878.4460 Non-powdered surgeon's
glove - 878.4480 Absorbable powder
for lubricating a surgeon's glove &
880.6250 Non-powdered patient
examination glove -

U.S FDA i R EBEFR AR = 4R 56 21 = 895
ENZEA&EM (21 CFR Part 895 - BANNED
DEVICES) & - ¥ 1% 895.102 Powdered
surgeon's glove ~ 895.103 Powdered
patient examination glove & 895.104
Absorbable powder for lubricating a
surgeon's glove % 3 TR A4 - %=H]
HR\EMBERFEZERESRS  ARE
BERFERBENZFERSBETREY
KN HRBESATEA 2 mg (#iE ASTM
D6124-16(R2011) Standard Test Method
for Residual Powder on Medical Gloves) °
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§ 878.4460 Surgeon's glove.

(a)Identification. A surgeon's glove is a device made
of natural or synthetic rubber intended to be worn
by operating room personnel to protect a surgical
wound from contamination. The lubricating or
dusting powder used in the glove is excluded.

(b)Classification. Class I (general controls).
[53 FR 23872, June 24, 1988, as amended at 66 FR
46952, Sept. 10, 2001]

§ 878.4460 Non-powdered surgeon's glove.

(a)ldentification. A non-powdered surgeon's glove
is a device intended to be worn on the hands of
operating room personnel to protect a surgical
wound from contamination. A non-powdered
surgeon's glove does not incorporate powder

for purposes other than manufacturing. The final
finished glove includes only residual powder from
manufacturing.

(b)Classification. Class I (general controls).
[ 53 FR 23872, June 24, 1988, as amended at 66 FR
46952, Sept. 10, 2001; 81 FR 91730, Dec. 19, 2016]

§ 878.4480 Absorbable powder for lubricating a
surgeon's glove.

Link to an amendment published at 81 FR 91730,
Dec. 19, 2016.

(a)Identification. Absorbable powder for lubricating
a surgeon's glove is a powder made from corn
starch that meets the specifications for absorbable
powder in the United States Pharmacopeia (U.S.P)
and that is intended to be used to lubricate the
surgeon's hand before putting on a surgeon's
glove. The device is absorbable through biological
degradation.

(b)Classification. Class III.

(c)Date PMA or notice of completion of a PDP is
required. As of May 28, 1976, an approval under
section 515 of the act

is required before this device may be commercially
distributed. See § 878.3.

Deleted

§ 880.6250 Patient examination glove.

(a)ldentification. A patient examination glove is a
disposable device intended for medical purposes
that is worn on the examiner's hand or finger

to prevent contamination between patient and
examiner.

(b)Classification. Class I (general controls).

[45 FR 69682-69737, Oct. 21, 1980, as amended at
53 FR 1604, Jan. 13, 1989; 66 FR 46952, Sept. 10,
2001]

§ 880.6250 Non-powdered patient examination
glove.

(a)Identification. A non-powdered

patient examination glove is a disposable device
intended for medical purposes that is worn on the
examiner's hand or finger to prevent contamination
between patient and examiner. A non-powdered
patient examination glove does not incorporate
powder for purposes other than manufacturing.
The final finished glove includes only residual
powder from manufacturing.

(b)Classification. Class I (general controls).

[45 FR 69682, Oct. 21, 1980, as amended at 54 FR
1604, Jan. 13, 1989; 66 FR 46952, Sept. 10, 2001; 81
FR 91730, Dec. 19, 2016]
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HEAEDHME"SMHEBBERFE
(powdered medical gloves) ; EEIRT

K& U.S FDA 1R 2016 £12 H 19 HA
SERETHEASMBERTFE  JBEE=:
MEIERHEENMERINBEERFEZE
HBEK - HABRESESEN 2016 £12 8
27 BERMBHAS (RERERK 1227 5
1S FEp28F 12827 0)Y . EXF
EMHBAREET 2018 FREIZHEHIEHEMNEE
BERFE UREFSSZTHEREREZ
EmdCTREVHERE Em  BTY
BEBERER  BHRAEHE  XEBERHE
RUHBEHBESHBEREANRS Jrﬁ%rﬁﬁ
FEMNMEBERE  TERERERARIE
FERN - OB ARENEREAE
FFEE# JIST9107 #@;ﬁ:‘:ﬁ’fﬁ%ﬂ%?ﬁﬁ?%
(FEWETFMAILFR)  FBER 2017
FPTHREEEBIER -

BEBREER (W . BEBH) TR
2016 £ 12 H31 HRX (ARRRIZFIEF T )
B XF US FDAZAHZMINEFEDN
A UREBEER 2017 F1 A 18 HiER
ERE " -

WEMPHNENEmBEEYSESE
(Saudi Food and Drug Administration -
™ SFDA) R 2017 £ 1 B8 HALSE;
FE 21 F E (powdered gloves) EA &
ZxREME S25IEUTRBRE - B
- ZXREGTHEMESHSFIRS -
B 2017 £F3 27 HEERIEHE - &
A BHERESHFES-
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FEFEEEmBEEYEIEZE (Food and
Drug Administration of the Philippines)
5t 2017 £ 6 H 22 H 2% (FDA Advisory
No. 2017-180) - A& U.S FDAZHZ )
BEAFEZAS  FERBINER 2019 F
1B 1HE ASBRE BA BF &
HIRERFERAZ M FAFE (powdered
surgeon's glove) s 2 M w R E H F
E (powdered patient examination
FWFEZORE MR
(absorbable powder for lubricating a

glove) 2285

surgeon's glove)"’

| T SR

ERMES 2 BIXEMZEK B
F F E (powdered medical gloves) .

BRI

BEIBBEBERENIG
m BLHEEBMEXNERREZR  SRA
Qi%kﬁ%ﬂﬁi% - €& H (powder-free, low
protein) FE - tbAISBRETETFER
BMEENIABFE  SHIABFER 1989
FRERBFERAZE 80.9% - £ 2004 FREFR
17.9%" - 2588 1995 R E A S B I B
(highly allergenic latex) F E & & 28% -
3 2001 ERES 6% -

:-Hﬁzﬂﬂi

EmEAR 1998 FREZE B EBEME
(health care facilities) F E & # 2L B F

E 0. R A FE # 18 (Purchasing
and Supply Agency) - EEBE R REZ
(National Health Service, NHS) Fr & 7 fi2
FIRERG - 72000 FEAEREHAME
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EMFES -
MERZARBELFSMEZEMRREE
(Ontario Workplace Safety and Insurance

MIABFE - W 2004~2005 ETEE?W(
SHEREREENFE Z - B E
BB & it 7T 5T i = (National Health and

2K

Board,WSIB) 7% 1996 = Z Kk B P& 0 2L  Medical Research Council) iR 2010 £ %
BHENZELXBERRMEEAI  Australian Guidelines for the Prevention
FABFE BRIDMNRABERBRMIE%B and Control of Infection in Healthcare
MATWR 1997 F2EEHENEEAI  (2010)  KHLEABBES - SBEETREM—
BFE? - FEBRZREYRARREREZSE EELER (free-latex) WRIIRIE - WEZ
Z (National Agency for Medicine and BAFEEER EFEAABFEREE

Health Products Safety) PR I &8 BEHNIBFES -

=

*x_ EIEHSMEBEMTFE (powdered medical gloves) Z 8%
1970-90s
* SRR ESRFERR
1990s
*ETEAEHTHER  SREERESSES
% EE==E

© < T N——

& *] L Ont WSIB EEEHRTEES -
T @ Lo wseRkERRERn s iEa
*E=EEREEENEsS EEE TSRS
EEnTETCEE-REREEEES=EREE @ <« 1998 |
*EEEZTENEEZE
{ 200 [ ] ‘
* = EPurchasing and Supply Agency +EiFE i
mamanes OV TITERE gy 4 2004-2005 |
, * ZENational Agency for Medicine and
| 2010 > @  Health Products Safety FHIERETIESE
* B " Guidelines forthe Prevention and Control BRIASHBERAT
of Infection in Healthcare 5 055
EEIETTREE @ <« 2011 |
S *EEEFERSLTECER
=z, LR T ERiEEs
2
i 2016 > @®
*=F2016/12/190E . EREHTE ]
*gﬁzoLGILﬂ3lﬁ c 2017/01/18EEEH . < 201/ |
=EMEE *xiEHERIEAS Lii«:’*ﬁ“)\f”‘_‘ﬁaﬁﬁ
*BHE2016/12/27 0%  ERESHTE IBES EMEE(2017/01/084%F ~ 03/2734T)
2E(Z2018)

*EEFRINE A HEE N/ EETEENT
(2017/06/22/%% ~ 2019/01/01307T)
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8 "3MEEMFE (powdered glove) - 1. 4480 BBFMFEZ IR
medical gloves) . EEIRR ¥37K (absorbable powder for lubricating
a surgeon's glove) & J.6250 J& &1 & H
REBEERSV OB RmIETE "TBEM  FE (patient examination glove) 7 85
F E (powdered medical gloves), #H# 4RKRIE -
ZmlEEZ 14460 FiiiHFE (surgeon's

== LEFEHESRER

. oxEEW: FwEFEE
T &M 0 Surgeon's glove
£k 1,2
FMRFESRRANGHGBEN - #RIEABRRENREOR5% - BA
SBRFEANEBESMNAE  BE 15K ;
E2RUREMDBMRIE - WEFEEES (US.P) REZMAKRE - AEKEK
ty - RIEEE 2 54 -
AOEER 58 F:0E  HPI2MFE(F25R)27TE - BHNFE3LEZ(F1SHR) -
X B | HBFMFEZTRUERR
3 E7T © Absorbable powder for lubricating a surgeon's glove
ER 3
BB FMFEZIRIEM AR ZHE ORI BN S F =228 (U.S.P) ol R
Rl RZBEENNAK - SREFNFERALIEEEREFEMAR - JE&EYH#
IR -
AOEER . BZOLH -
DX EHE | FERRERAFE
T EM ;. Patient examination glove
=3 SN

RERGERFEZENREERTE  sieRRBNFAFH L ARLEREAR
& 2SR O BRI -

APOREER (181 E5F0lE - E2 SRR EELERR TBh/E, - HRERTR -

iyl I

=Rl
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EHEYARNRBBERFLOEBRER 95 F
S HEESBISESFEHBARSEHE

E

BEE  HPARREH 23%F - HEEHA
RmEB®R  FARRERHEHERE 105 F1#&
MWER BrOIFERARREERENE
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[ iR 12 22 E R EE (underreporting)
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HEZ8EFMAFE (14460) - 15 £J%
BREAFE (J6250) B1EREHIL
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2008 ==k E< 80 (Global Industry
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MFEERBRLEERTERRD RE
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ReE - MIRAREBEREN - LKA
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AN - IEE ) & MR 5 BUF BUR 3L
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RE KR BRI - [ o) 5B R B 5
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SEXR
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