3M™ Tegaderm™ CHG ®
Chlorhexidine Gluconate IV. Securement Dressing

Description

IM™ Tegaderm™ CHG Ch i Gl IV, 5 Dressing is used [ i

sites and to secure devices to the skin. It is available in 4 varioty of shapes and sizes,

Tegaderm™ CHG LV, Securemant Dressing conists of a transparent adhesive drossing and an integrated gal
Ining 2% wi'w Chiorhexidi [CHG), 3 wall known antiseptic sgent with broad spectrum

antimicrobial and antifungal activity.

The transparent film provides an effective barriar

bacteria, viruses* and yoast, and protects o i

I witro testing (log reduction and barrier testing) demanstrates that the Tegaderm™ CHG gel pad in the

Tegaderm™ CHG IV, Dressing has an antimi i inst, and is a barrior to, & varlety of

gram-positive and gram-negative bacteria, and yeast in the dressing. The gel pad absorbs fluid.

*In vitre testing shows that the transparent film of the Tagaderm™ CHG dressing provides a viral barrier from

viruses 27 nm in dismetar or larger while the dressing remains intact without lenkage.

gainst extarnal ination including fluic )
ite,

Tegaderm™ CHG LV. Dressing is llowing , undl is brssthabl
allowing good maisture vapor exchangs,

Indications

IM™ Tegaderm™ CHG CI V. & Dressing can bo used to cover and protect

cathetor sites and to secure devices to skin, cummnn appications include securing and covering IV catheters,
othar h d drvic
Tegaderm™ CHG LV. Securement Drossing is intended to reduce vascular cathatar colanization and
catheter-related i ions [CRBSI) in pationts with central venous or arterial catheters.
Warnings
* DO NOT USE TEGADERM™ CHG LV. SECUREMENT DRESSING ON PREMATURE INFANTS OR INFANTS
YOUNGER THAN 2 MONTHS OF AGE. USE OF THIS PRODUCT ON PREMATURE INFANTS MAY RESULT IN
HYPERSENSITIVITY REACTIONS OR NECROSIS OF THE SKIN,
+ FOR EXTERNAL USE ONLY. DO NOT ALLOW THIS PRODUCT TO CONTACT EARS, EYES, MOUTH OR
MUCOUS MEMBRANES.
# THE SAFETY AND EFFECTIVENESS OF TEGADERM™ CHG LV, SECUREMENT DRESSING HAS NOT BEEN
ESTABLISHED IN CHILDREN UNDER 18 YEARS OF AGE,
= DO NOT USE TEGAD CHG IV TLY OVER BURN INJURY,
+ DO NOT USE THIS PRODUCT ON PATIENTS WITH KNOWN TY TO CHLO
GLUCONATE. THE USE OF CHLORHEXIDINE GLUCONATE CONTAINING PRODUCTS HAS BEEN REPORTED
TO CAUSE IRRITATIONS, SENSITIZATION, AND GENERALIZED ALLERGIC REACTIONS,
Hyparsensitivity resctions associated with topical use of Chlorhexidine Gluconats have been reported in
sovoral countries. The most setious i i ha urred in patients troated
writh hubsrh ing Chi d diiririg urinary tract
Proparations of this type are not approved for sale in the US, under any circumstances. Caution should be
k ch ing Chiorhexidis i and the patient should be observed for
the possibility of hypersensitivity reactions.
+ IF ALLERGIC REACTIONS OCCUR, DISCONTINUE USE IMMEDMATELY, AND IF SEVERE, CONTACT
A PHYSICIAN,
Caution: Federal Law restricts the device to salo by or on the order of a licensed hoalih care professional,

Precautions
3M™Tegaderm™ CHG IV, Securement Dressing should not be placed over infected wounds. This device is not
intanded to treat cath infections (CRBSI) or oth device-related infection,

Any active bleeding at the insertion site should be stabilized befors spplying the dressing. Do not stratch the

dressing during spplication. Mechanical skin trauma may result if dressing is applied with tension,

The skin should be clean, dry and free of detergent residue. Alow ol preps and protectants to dry completely

before applying the dressing to prevent skin iritation and 1o ensure good sdhesion.

Cilinical Trial Results

3M Tegaderm CHG Ch ine Gi " T re—
of 1,87 i th 4,163 | vanous and arterial cathaters conducted at

11 hospitals in France (12 ICUs). This tris! found that the addition of 3M Tegaderm CHG Chiorhexidine Gluconats

IV, Securamant Dressing in institutions already fallowing routine infection contral technigues led to a reduction

in catheter colonization and cathater-related infoctions. The full study details are available in Timsit JF ot al.

Randomized controlied trial of ehiorhexiding dressing and highly odbesive dressing for preventing cotheter-related

infections in critically il adufts. Am J Crit Care Med. 2012:186(12): 12721278,

The Timsit study defined a cathet infection (CRES!) ax:
“CRBS| wan anation of (a) ane or more posith i blood cultures sampled immediately bafore
ar within 48 hours after catheter removal; (b) @ positi Ftatiy ip culn itive {using the
1,000 CFU/mI threshold when vertexing technig ad or 100 CFU/ml threshald h

) for ! [ specios and pattern) or a blcod-cul
diff inl ti ithity of 2 hours or more; and (c) no other i e ining the positive blood

L focus
cultures. In patiants with blood cultures positive for congulase-negative staphylococci, the same pulse-field gel
5 in th tip and bicod cultures ired for & diagnosis of CRESI®
Utilizing the definition of CRBS! deseribod in the Timsit et al, (2012) publication, the study suthars found that a
dressing containing CHG (Le. Tegaderm CHG Sscurement Dressing), reduced the risk of CRBS! by 57% compared
to dressings without CHG (control). The fellowing results ware obtained:

Control Group Test Group (Tegaderm™ CHG
inon CHG dressing) 1V. Securoment Drassing) | ComParisan $-vaide
Patients with | Infections Patients with | Infections Parcent Percent
Infection por 1000 Infoction per 000 Reduction in Reduction per
Catheter Days Cathetar Days | Pationts with 000
Cathater Days
22% 128 0.96% os2 &% BO% o020
(215941 (9/838)

11 should be noted that the Timsit definition differs from the CRBS! dafinition publishad by the Infectious Disssses
Society of America (IDSA). See below for the IDSA dafinition, A ensitivity analysis for the Timsit study results,
the data was re-analyzed applying the Infectious Diseases Socisty of America (ID5A) 2009 guidelines, Clinieal
Practice Guidelines far the Diagnosis and Me: of ! Related Infection: 2009 Update
by the Infectious Diseases Society of America, In & re-analysis of all 31 CRES! cases, each subject was reviewed 1o
determine whe! they fulty satisfied criterin for CRBSI per the IDSA Guidelines. =

The IDSA 2009 guidelines use the following definition for CRESH:

“Catheter ralated Bactersmia or fungemia in a patient who has an intrsvascular device and 51 positive blood
culture result cbtained from th ipheral vain, clinical mani of infection (e.g., fever, chills, and/ or
hypatension), and no apparent source for infection (with th ion of the eatheter). Ona of the
following should be present: @ positive result of samiquantitative (15 efu per cathater sagment) or quantitative
(102 cfu per catheter segmant) cathater culture, whersby the same organism (species) is isslated from a catheter
segmaent and & pari blood cubture; simult: ive cultures of blood with a ratio of 311 efu/mL of
blood (catheter va. peripheral blood); differential time to positivity {growth in a culture of blood obtained through a
catheter hub is detected by an automated blood culture system at least 2 b earliar than 8 cubture of simultansously
drawn peripharal blood of equal volumel”

The following results were obtained from the re-analysis with the IDSA guidelines:

Test Group (Tegaderm™
P CHG IV Securement Povalus
Dressing)
Patients with | Infoctions Patignts with Parcent
Infection par 1000 Infection Reduction per
Cathater Days 1000
Catheter Days

1T 6/841) | 0.94 51% o.0as

0.85%
(8/938)
Instructions for Use

Failure to follow the manufacturer’s instructions for use may result in complications including skin iritation and/

© maceration,

Dressing Selection

Choose a dressing large snough ide at least one-i gin of adl an dry, healthy skin sround the
catheter site. Tha dressing notch of 1657 has perforations that can be opened to cenform around large cathetars
or other devices.




Site Preparation
Propare the site according 1o institution protocol, Clipping of hair at site may improve dressing sdhesion. Shaving
I8 not recommanded. The skin dor.m!d blelnn dry and free of detergent residue. Allow all preps and protectants

o dry di g to prevent gkin irritation and to ensure good adhesion.
Any active bln\‘llnﬂ at Insertion site should be stabilized before applying the dressing.
Application

1. Open package and remoy.. sterile dressing.
2. Peel liner from umuing cmdn‘ adhesive surface.

3. Avoid ion 1o reduce lhlml:a(mnch.mulﬁm fraurma.

4cIﬂluﬂKnﬂpﬁdM“\Gmlrm‘1llhmhw dressing starting in the ce
o the cuter frame edges 1o enhance adhasion.

5. Slowly ramove frama whil dewn fikm dressing edy

6. Smaath th film dressing fram th mm-w-mngadon.umnﬁrmmum
enhance adiulim.

7. After dressing has boen applied, apply the sterile tape stripls) 1o further securs [V tubling o to stabilize catheter.
Refer to figures on packaging.

B Document dressing change information on label according to facility protocol. Remove label from frame and
place on dressing.

Site Care
1. The site. ved daily for signs of i othar I infection is romove
the drassing, inspect ﬂu site directly, and madical o, Infecti be

signaled by fever, pain, redness, swelling, or unususl odor or discharge.
2. Inspect the dressing daily and change the dressing as necessary, in accardance with facility protocal. Dressing
changes should occur at least every 7 days, per current COC recommaendations and may be needed more
frequantly with highly exudative sites or if integrity of the dressing is compromised,
The Tegaderm™ CHG 1V Securemant Dressing should be changed as necessary:
» If the dressing becomes loose, solled or compromised in any way
® If the site is obscured or no longer visible
» I thare is visible drainage cutside the gel pad
= If the dressing sppears to be saturated or overly swollen®
*Note: To test if the dressing is fully satursted, lightly press down on a comer of the gel pad with youtﬂn;ar ¥
the gel pad remains displaced ence your finger is removed, the dressing should be changed.
Note: Tegaderm™ CHG gel pad is not designed to absorb large quantities of blood or fluid,

Removal
Stabilize catheter durinn removal of the 3M™ Tegaderm™ CHG LV, Securement Dressing
1R and tapae stripis) from top of dressing.

2. Using a low and slow removal technique, start remaving the dressing from whare the catheter or tubing exits the
dressing toward the catheter insertion site. Avoid skin trauma by pesling the dressing back, rather than p‘lllng i
up from the skin.

3. When the CHG gel pad is exposed, grasp a carner of the gel pad and the transparent film dressing batween
thumb and finger,

4, If needed, sterile alcohol swabs of wipes, or sterile solutions (Le., M--i- walter or normal saline) moy be lnnlhd

n gol pad and skin to facilitate removal of the gel pad dressing. If needed, a medical adhesive solvent
can be used 1o help remove the dressing border.

5. Continue the low and slow remaval method until the dressing ls completely remaved.

Shalf Life and Storage Information: For best results, s1ore in a cool, dry place. For shalf life, refer to the expiration

date on the package. smiu-ofﬂhmm mmmmedmlmmdmdunl package is damaged or open,

Eor additionsl

Catolog # | Dressing Size Average Amount of CHG per Dressing
(mg based on gl pad size)
1657 B.5 em x 115 em (3-1/2 X 4-1/2 in) 45
1658 10 em X 12 em (4 X 4-3/4 in} 45
1859 10 cm x 15.5 em (4 X 6-1/8 in) 78
1660 Temx85ecm(23/4in.x33/8in.) 5
1877 BSemxNS5em (312 %4 1/2in) 45
1878 10 cm x15.5 cm (4 * 6 18 in) T8

i you have any questions or comments, in the USA please contact the 3M Health Care Customer Help line

at 1-B00-228-3857.

In Canada, contact 3M Canada Company, P.O. Box 5757, London, Ontasio, NEA 4T1, 1-B00-364-3577,

For further information cutside the United States, contact your local 3M representative or contact us ot www.3M.
com and select your country.

Symbol Glossar)
Symbol Title Symbol | Description and Reference
Indicates the medical device manufacturer as defined in Medical
Manufacturer H Device Regulation (EL) 2017/745 formaerly EU Directive 83/42/EEC,
Source: |50 15223, 511
Date of ﬂ Indicates the date when the medical device was manufactured.
fi Source: IS0 15223, 513
Indicates the date after which the medical device is not to be used.
Muniby drie B [Sreaico 2o
Indicates the manutacturer's batch code sa that the batch or ot can be identified.
Ostsh Sods BT | source : 150 15223, 615
Sterifized using Indicates a medical device that has been sterilized using ethylena oxide.
athylene oxide Source: IS0 15223, 6.2.3
Do not restarilize @ Indicates a medical device that s not to be resterilized. Source: 150 15223, 526
Do not use.
if package is @ Indicates a medical device that shauld not be used if the package has been
damaged or damaged or opened, Source: 150 15223, 528
opan
Indicates a medical device that is intended for one usa or for use on a single
D rotossise ® patiant during a single procedurs. Source: 1S 15223, 5.4.2
Indlnmu tha need for the us cansult the Inmu:dnmfor mfw
5
Fadtion & cannot, for a varbaly ‘of um.hmwmmmkddmn mﬂ
Source: 150 15223, 5.4.4
Natural rubber Indicates natural rubber or dry natural rubber latex is not present s a material
Tatenx s not S5 | of construction within the medical device or the packaging of s medical davice.
prosant Source: 150 15223, 5.4.5 and Annex B
For mare inf ion see, H
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