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Figure 1. Occupational Groups of Healthcare
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Risk of infection following a needlestick™,

injury from a contaminated needle

Risk of Transmission of Bloodborne Infection

Occupational
Exposure
1.percutaneous exposure: 0.3%

HIV (or a1 in 300 chance of infection)
2.mucous-membrane exposure:0.09%
deep injury, visible blood on the device, high viral
titer status of the patient such as in newly infected
patients or those in a terminal state, and the device
being used to access an artery or vein.
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EUROPE:
- EUROPE:
« EU Safety Legislation
, “EU Directive” published
6/1/10 requiring risk
, BRAZIL: | assessment
P Lf ¥ﬁ ;:FI_I %—I— E UNITED STATES: NADA: i : ER 32 erlmtcted wr;‘ZgOS as b « Countries required to
—J' abor regulation whic! i
ll‘ ‘ S « Needlestick « 6 of 10 provinces w/ requires use of safety bansposs into local law
_| Prevention Law passed safety laws (70% of engineered devices Y )
in 2000 population) + Employers must promote || * Spain & Germany
Must consider & + Remaining provinces the use of safer devices in already have safety laws
mplement use of “safer expected to implement no more than 24 months in place.
| medical devices” for 2-3 yrs (Oct. 2010): an interval of &
months to disseminate and
« Mandated for Acute & « Mandatory use of train and 18 months
Alternate Site facilities safety-engineered hollow | | aetemvards for
55 = C bore needles
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£\ A5 4 US. OCCUPATIONAL SAFETY m) HEALTH ADMINISTRATION (OSHA)

e Einecta Niws In the 2001 revised Bloodborne Pathogens Standard (BPS), OSHA defined “sharps with engineered sharps

injury protections™ as:

IRE=M WA S IR 2SR con-n) “A nomneedle sharp o a needle device used for withdrawing body fluids, accessing a vein or artery,
R+ ArIEDRD or administering medications or other fluids, with a built-in safety feanure or mechanism that

effectively reduces the risk of an exposure incident” (OSHA Bloodborne pathogens standard

1910.1030[b]). On line at:

wwiw.osha.eov/pls/oshaweb/owadisp.show_document’

_table=STANDARDS&p id=10051
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Group One: Reus Prevention Feature Group Two: Reuse and Needle Stick Prevention Features

- Auto-castle (AD) syringes ars designed o prevent reuse by paints and  ~ Naocis Stk revention syinges, part o heving  mechanism o # Retractable syringes, apart from preventing reuse and needle
health care workers. After being u e, the syringes are put out of avosd rouse, also pratect heallh care workers and pabents from needie . . .
action duo fo an intemal mochanism which bocks the plnger onca it i ok il T viingies o ok, e S of sticks, also avoid hazardous sharps waste. After being used,

fully prassed paporbaard o plastic, which covers the noedks creating a protectiva cap.

the needle is pulled back inside the syringe barrel upon
retraction of the plunger.

A

o

« Breaking Plunger syringes contain the same purpose and a similar
functioning as the AD syringes. Once tha plungar is fully prassed, an
internal mechaniem cracks it compleloly, impeding any

FHAF XL IRV LEFRY 2 AL EFNELE
EZRFRIESNEPR G VIFEI DS E AR EE O Mg
o and needie sticks, also \:péfﬁj_ QL‘R‘;‘P\ °

the needis is pulled back

ger. Resource:http://www.who.int/eht/ps/en/index.html

actable syringes, apart
\azardous sharps wast
ide the syringe barrel upar

sibilty of reuse.

{' N World Health
%7 Organization
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References:

«US Center for Design & Radiological Health - Guide for Industry & FDA, 2002

+US Food and Drug Administration. Draft supplementary guidance on the content of premarket

notification [510(k)] submissions for medical devices with sharps injury prevention features. 1995 Mar
+NIOSH-National Institute for Occupational Safety and Health
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Preventing Needlestick Injuries
n Hoalth Care Settings
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MAUDE Adverse Event Report

510 | Regisiration | Adverse | Recalls | PMA | Classification | Standards
< () Alsing = Events

Superseaarch CFR | Radiation | X-Ray | Medsun | CUIA | TPLC
Iile21 Emitting Products ~ Assembler Beponis

B. BRAUN MEDICAL, INC. INTROCAN SAFETY LV. Back to Search
SAFETY CATHETER Results

Event Date 05/11/2010
Event Type Malfunction Patient Outcome Other;
Event Description

As reported by the sales rep per the user facility: introcan stylet ended up in the

trash bin instead of sharps container for some unk reason. When environmental

worker emptied the trash they were stuck by the stylet, shield was off the tip of

the stylet. When contacted for additional info regarding the incident the employee

health manager declined any follow-up info, indicating she did not feel

comfortable talking about it. She did report that the facility does have protocol

bloodwork procedures in place regarding needlesticks. No further info was made
available at this time. 62
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MAUDE Adverse Event Report

| Becalls | PMA | CI

510 | Registration | Adver ication | Standards

) &listing
CFR |  Radiation | X-Ray | Medsun |CLIA | IPLC
Tile21 Emiting Products ~ Assembler Aeports

B. BRAUN MEDICAL, INC. INTROCAN SAFETY LV. Back 1o Search
SAFETY CATHETER Results

Event Date 03/11/2010
Event Type Malfunction Patient Outcome Other;
Event Description

As reported by the user facility: had an incident where the safety tip did not
engage on removal from the needle and the nurse inadvertently received a
sharps injury when the pt unexpectedly moved. Add'l info provided by the
© administrator indicated the pt is hepatitis ¢ positive. The nurse involved in the
reported incident is following all hospital protocols and to date all testing has
been negative. F/u testing will continue, according to facility's protocol. The
sample was discarded by the nurse involved in the incident and the let number
and catalog number remain unk. 63
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al Laundry. These sharps were found by laundry employees over a one-year
. Brooklyn, New York, 1997. (AF131-F17-97) 65
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Blood exposure risk Eﬁﬁ ﬁ,ﬂ‘] "f"BA ﬁlﬂl?‘i_t

during peripheral LV. catheter
iNnsertion and remc:val

" ; 12. In the past month, approximately how many times
e |
with blood during insertion ofa peripheral L. catheter. | | g o o ety bl

62%
11020 §2%

2030 2%
31050 1%
N=369

O RB#HE - HA6%HEEAE—BAZAALSRRNTHIREES
RITA MRIEA -
0 567 %HEEABEBE—ERRRIINIERRENZEEIRANM

’ﬁ
I

b Ywen pouer ®rene,, I PRI NSE——— g
M35 E R ZESHRI A B B8t Jﬂ TR &L X BT L R M
EMBERE #? ,

MIREELRMES-10cc BN REE 2R
/[ \

sEMRERE /)

+B BRI 4

M

-
o
or
RERMBIZGE FERI

£ f‘f‘xAE’Jﬁ'E? R ﬂﬂg*ﬁﬂ’]ﬂﬂiﬁgﬁﬁ A
%’L‘ BEREEHMMITEH:S - #-EmEEER
T HEZHMENEREGHERNAREZR L -

12



2016/7/18

A P poume BRmug, o T — - & “',
au!auﬁ&ﬁﬁlﬂﬁi%ﬁ’rﬂt(ﬂ BARMATRNESHE O

o AP & 25 i 5
Py Tyryyn
GRS T2 )]
TrERTEL ELAR -~ FE T rRedtE

Wik G EREE 2L ® 7 4g

i

?ﬁﬁi%
— A LA C L DL N
TR L A A2 AL 1) !

F 1 2RSS Fhirz &

(Z84E BEBIE S He F |0 P

ERAR S FE
T2 ¥ s

‘l) B ¥T) L
‘,‘\r Luer Slip Adapter # &8 " E
AfErRG/ ey (EmR | I (F* 3R TERR)

b “‘ ] BRR T 2R 4
(Bt & s Rl e 7 )

Bk o Vo pom

gonl . b Somen pomme ARy
=28t B ERLLERRFERE ﬂ

2 ANRERFHARN T AUESRHG LN

[rala% LYY nawm I
SWEEEIMARLEAR LAEH O
2HM RSS2 RESLE B AR RACAKAS | ReARHK PR
AATHGETL TRANMMAR SRR bR - MR Y
FUbHOLS R R EoH - RS T RENE -

AT K

63 [HRERNGARR MR [A: HEBA - LAEKTAS wNA 0 |
ARUHZLAFHOHN | L HAKH AR AATRNRA R RESE - H RRICRMI DR A2 Bl At L bl e
AKE (LAuA¥REE | 2 HES A0T MREE  FHE REAS  RURE - KRHSBAXLRT |5 A A & L awEm | Wik (500 Frm ) |
&) A R BAREIE &AL E IR 275
BT TR TR #5410 ‘
L AARSLLAFSRERARAYN  SARE - KR ah

2 HBH - BRE MRS - FNE BIAR QAR  RRHASASLRE | AKC2
RARNEESAR S22 0%

5 R R B A A e Nk 2 MR % £

2B BAE - HAAR - FHE - BIAE - LARE  ARKAEAS LG
AN E &SRR 20%

3 MATHA A BRTH AT A R RN E SRR R T
HRRGEN TR AEE)

LTHARK TN  HRAN O RRET A RBZ R T AN AR
FAURF I AN A - b : @ F - F (eve-shield) & Wi (gogale) « A A (% &5}
2HBAIT -

LENARE AARKTEARNRLLRTERUARKAHNALNHTS

6 TAVAR BN ok fde 1k 01SEIALIE A% AT

7 TSR - AR AAR + 5 BN RABILS A RS AARH -
BITB DN ARNRA

5 ANSTARANHIVARENS NNENAS LHLEBERSEAR" 2
B RBABHTH IR, 2 CREEECARS R BITRN B TR -

D:C A RAR fE—R AR RS
E:ABOLEMEE

T "U———— ; tha il Yowen pomer nenay,
&ﬁ»ﬁx_tii-ﬂ’}' Wiat%ﬁw&%’r./ 3
- w2 4R * i

Dl RA L2 Rt

'*&

TECHNOLOGY OVERVIEW

Syringe Safety Controls ¥R BARGhE b irr o

The third, and most effective, protection device is the
retractable needle. Retractable Technology's Vanishpoint
RN EEHIREE syringe retracts into the bar
administered and a final push is applicd to the plun
il in the same position,"" Other

&5
s i Medial Incorporated. - e he *7~@&## #L##*“E#iﬁ’ﬁﬁﬁ
HOW 10 press a button to retract the needle. Operation of EE fEn 'E a* %* i s & 5_ ) N

-4

-
the SecureGard syringe requires the HOW to pull the 7 a
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%
1 after the injection has been lﬁ
r with

step of pulling the plunger back requires an at best diffi
v FEiRAENE4E Irhanded operation or more Tikely 1 ded oper
with the latter adding potential exposure of the second

v TJEFIRE hand
v FapsEHIL AN MK REE Journal of Clinical Engineering * July/September 2006
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