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. DuraPrep 5
Surgical Solution
.. ledine Povacrylex {0.7% Available ladine)
. and lsopropyl Alcohol (74% wiw)
Patient Preoperative Skin Preparation
for large prep areas below the neck

Kcep away from fire or flame. Keep away from fire or flame.
To reduce the risk of fire: To reduce the risk of fire:
+ Do not use 26-mL applicator for head and neck surgery. * Do not use 26-mL applicator for head and neck surgery.
* Do not use on an area smaller than 8 in. x 10 in. See * Lo not use on an area smaler than 8 in. x 16:in. ¢

Use a small applicatormstead. < AN Use a smal! applicator instead. S
* Solution contains aicohol and gives off lammable vapors. C34eH - + Solution contains alcohol and gives off flammable vapges ™M “v+
* Do not drape or use igaition source (e.g., cautery, iaser) untif * Do not drape or use ignition source (.g., cautery, laser) until

sofution is completely dry (minimum of 3 minutes on hairless skin). solution is completely dry (minimum of 3 minutes on haidess skin).
* Avaid getting solution inlo hairy areas. Solution may lake * Avuid getting solution into hairy areas. Solution may take

much fonger to dry or may not dry completely. much longer fo dry or may not dry compietely. ’
* Do not allow solution to pool. %' + Do not altow solution to pool. @’
* Remove solution-stained material from prep area. * Remove solution-stained material from prep area.

Single Uee
Sterite Contents:*
Appkcator wiurethane sponge(i)
Cotlon-tipped swabs {2) B
* Slerility of sterile contents guaranteed unless package is
damaged or oper. : (01) 0 03 17518 01108 5

OuraPrep Surgica Solution s a film-forming iodophar complex. Each unit dose
apglicator contains 0.9 i 6z (26mL) of solution which covers a 15 in. x 30 in. arca
{approximately {rom shoulder to groin in an average size- adul).

Far procadures sequiring less coverage, a smaller appicator is available (8635).
It contains 0.2 oz {6mL) of solution which covers an approximate 8 in. x 10 in.
area. 00 not use more than required for the area.

3A8 recommends all users participate in product in-service training prior to use.
In-sarvicing is available on video. from your 34 sales representative, o at the
3M websile (weww.3M.com). )

Cat. No. 8630 o9floz+26mL

] M
MadeniUSA br
3 Heatth Caro
St Paul, M
55144 1000
. 1800-228-3957

(01) 0 03 17518 01108 S Solution:
DuraPrep is a trademark of 3ht US Patent 4,584,192
@34 2006 AR rights reserves 347060 XX XX-X

Patient Take Home Instructions
Your surgeon ysed 34" DutaPrep™ Surgical Solution, a bacteria-kiling skin
peeparation. # is recommended that this §im remaic on the skin after the procedure.
The fim will graduatly wear away. i, however, early remaval is desied:
+ Apply B610 or 8511 3M™ Remover Lolion to the prepped area keeping away from
the wound edge or punciure site. Wipe off with a dispasatite towel, ar
* Soak gauze with 70% isopropy! atcohal and place oa the preppsd area for at least 40
secors. Lightly scrub o remove the solistion. .
H you have questions, caé 1-800-226-3957

- Prints
Artwork #: 38-9001-8943-2
Date: 9/21/06 B - PMS 032

Author: S Barker = gO% PMS 346
Supersedes 38#: 38-9001-7489-7 I = PMS 2685

Pkg. Spec. Reference : 34-7060- and Black
Structure: INS : FOR PRINTER USE ONLY
) ' This barcode symbol was produced using a bar width adjustment of
Scale ‘ . l L | 1 lnch -0.002. if this does not meet the needs of the printing process or

equipment to-be used, the printer is responsible to recreate the file
using the appropriate bar width adjustment while meeting 3M quality



1|

\

\\
\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\_\\\\\\\\\\\\\\\\\\\\\\\X‘\

7
-

NN

o’
5

3M™ DuraPrep™ Surgical Solution 8630

Drug Facls

Aclive ingredients
sspreevi aloohad, T wiw.

Annsepuc
.. Afiepic

i HOUme POVACHYex 10.7% avatiabic ldrne; . .
Uses

patizad p ive skin preparation:  for 1 ion of the skin pnoc ta surgery
= helps reduce bactena that potentiaity can cause skin infaction

.
-
.
-
-

Wamings
Foc axtemnal use ondy. Flammatie, keep away from fira or ame.
Ta reduce the rick of fire

donat use 26-mL applicator for head and aek surgery

do 0t use oa an area sagket than 8ia/x 10 in. Use 2 smalf appticator instead

sctution contains akcohal and gves oif Fonn ki vy

o not drape or use gailion SOLTCE (2.g.. Cautery, 1ase untit solition s complately dry (minimum of
3 minules on haidess skin) .

avoid getting solution iato hairy areas. Sokution may take much foager 1o dey or may nol dey
campietely. .

da not aliow solution to paol

feawrs sotution -stained amaterial from prap erea

-

Do ot use . )
*  onpatients with known allergies to atine o any other imgredients in s product

06 0pen wounds, 00 MUCOUS MAMbmnes. oc 33 8 guaer] skin teaaser
#0 infants less than 2 months old due (0 the risk of excessive skia initation and transient
Tiypotsiyrou

-
.

Whien using this product .
*  keep out of eyes, ears. and mouth  May cause serieus injury i permitied to eater and rermaia, if

contact accurs, fush with cold water dghd away and contact a doctor.

0 IVOHJ SKiN Uty Care SNOLET 06 Taken whiel femmawg Grapes. 12pes, eic. .. appited aver film

use with caution in women who are breast-feeding due o the: poteatiaf for transient hypotiyroidism
in the nursing cewtiom

swmemmkamﬁimwm.semﬁzaﬁmma!etgicmacﬁmmm These may be signs of
2 serous coadition. On rare ccasios. use of this product has been associated with skin i

¥aon out of reach of children. & swallowed, 00t w0dical beld o Gantadt 2 Poison Carirol Geater i
away.
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Directions (follow 28 directions for use)

Activating the Applicator:

o wail for fluid fevel 10 reach indicatar fine of applicater barsel
When App tying Sofution:

After Applying

While Waiting for Solution to Completaty Ory:

A%r Solution is Completoty Dey:

at the end of the: prep, discard any portion of the solution which is nof requsred to cover e prep
area. It is not aecessary to use the sntire amount available,
Solution:

use in well-venfilated area

do not mictowaee oc heat The solution appiicatoc

apoly {o clean, completely dry. sesidue-fres, intact skin

when hiair removal i necessary. use a surgical cpper 0n the moring of the surgery. (f a wet shave
is used, tharoughly remave all soap residues.

with sponge face paratfel ta the floar. pross the cap end of the applicator . Solubon wit begin o fiow
into the sponge.

DO ROT SCRUB. Paint a single. unifocm apglication and do not regrep area,
da not aow sodution 0 paot. lise spange applicater tn ahaneh excass sfution and coatinue o
apply a uniform coating. If solullon accidentally gels outside of prep area. remove excess with qauze.
clean urdlicus with enclosed swabis when applicable. (Malsten swabis by
peessing against sohution- soaked sponpe applicator)
tuck prep towels as necded under tioth sides of the aeck fo absoch excess
safution. Remove towels before draping. '
avold getting sokutioa into halry aneas. i this ocCurs, wipe haic with towel. Solution may take much
longar ta dry oc may not dry completaly.
when prepping skin folds, toes, of fingers. use a sterile-glovad hand fo tiold skin apart untd
complotely dry. Otherwise, skin may adhara to itsadt_-

ing Solution:

toreduce the risk of fire, wait until solstion is completely dry (minamsm of 3 minstes on
haiross skin). Sotution wifl lurn from 2 shiny (0 2 dull appearance ea skin alorting the usor that the
sofution is completely dry and no loager flammable. I

do not drape or use igNition source (¢.9., caulary, faser)

check for pooted sotution. Use sterile gauze to soak up Qooied solttion.

Ua ot titot Decaesse f may remove solulion from skin. s
remave colution strinod matorials. Replace # neocosary. Coutory ..

to reduce the risk of fire. begin draping andfor using cautery oaly after sofution

s completely dry and ait salution-stained materials are romaved

if incise drapes are used, apply dicectly to dry prep. On completion of Surgical procedure. femoval of
incise drape will temove fitm

apply dressing fatlowing standard practices

Other information « stoce tetween 20-25C (68-77°F) « avoid excessive tod stive
40°C {104°F) = salution 16 not watar soluble and may stain. Therefors, avaid contact edth resabis tems
{haslns, instrumgats).

Inactive ingredients eins atcoho: water

Questions? can 1-800-228-3057 Monday to Frday 740 - 578 STy, vrww. M, com
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- Surgical Solution
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todine Povacrylex (0.7% Available lodine) and

Isogropyl Alcobe! (74% wiw) Paticnt Preoperative Skin Preparation

for large prep areas below the neck  Extemal Use Only
Protesal

]

34-7060-XXXX-X

Profess on?:l lésg Only’
rug Fa
863 09floz+26 mL informatian before use.
Made m US.A, for
3M Heatth Care

St, Payl, MN 55144-1000
1-800-228-3957 All dghts reserved. © IM 2046
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Artwork #: 38-9001-8944-0
Date: 9/25/06
Author: S Barker

Prints
N - PMS 032
M - PiVS 2685

Supersedes 38#: 38-9001-7488-9 and Black
Pkg. Spec. Reference : 34-7060-
Structure: Label FOR PRINTER USE ONLY .

Scale |——4++++ 1inch

This barcode symbol was produced using a bar width adjustment of
-0.003. If this does not meet the needs of the printing process or
equipmaent to be used, the printer is responsible to recreate the file
using the appropriate bar width adjustment while meeting 3M quality
fequirements. '

Appears This Way
- On Original



« Solution contains alcoho! and gives off
atlz vapers.

of 3 minutes on hairless skin).

« Do not allow sofution 10 pool

+ Do not diape or use ignition source (e.g., cautery,
laser} untif solution is completely dry {minimum Cautar

+ Avoid gotfing solution into hairy arsas. Solution may take
much longer 1o dry or may not dry cormplately.
L.

+ Remove solution-stained mateciat o prep area.
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Artwork #: 38-9001-8946-5

Date: 9/21/06

Author: S Barker
Supersedes 38#: 38-9001-7482-2
Pkg. Spec. Reference : 34-7060-

Structure: INS

Scale |-H—-+4—-—++] 1Inch
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NDC 17618.011.07

- DuraPrep™ )
Surgical Solution T

- lodine Povacrylex {0.7% Avaifable lodine)
- and isopropyi Alcohol (74% wiw)
Patient Preoperative Skin Preparation
for fiead, neck, and small prep areas

Keep away from fice or flame.
To reduce the risk of fire:
« Sofst :

ins aloohol and gives off

003, :
j or use ignition source {e.g., cautery, -~ (%
lases) until solubon is completely dry (minimum  Cautery °

of 3 minutes on Nairtess skinj.

* Avoid getting solufion into halry areas. Solution may take
much longer to dry or may not dry completely.

« Do niot afiow solution to poot.

« Remaove solution-stained material from prep area. @

Single Use

Sterite Contents:*

Apglicalor wiutethane sponge(1}

° Sterillly of stedile contents guaranteed unless paciage Is
damaged or open.

‘£ 3 h¥n-focTn ioduphorwnfbc( Each
9.2 i cz (Bral} of solition which covers an

Suradrep Sugica! Soht
et 4038 apphcat
appvprirate B esd i arsa.

34 recommends adl users participate in product in-senvice tralning priod
tause. :

{n-setvicing is availabie on video. from your 3 sates cepeesentative, o af
the 34 websta (www 3U com}.

Cat.No.8635 0.2floze6mL

IR

(01) 0 03 17518 41107 8

| . OurPup s 2 radsmark of 31
Maduin 154 for ©3 2006 A tghls resaned.
W el Care Sottion

%,‘:ﬁm US Patant 4,584,162
02203457 34.7060- XX KX-X

Patient Take Home Instructions
Yauc surgeon used 3M™ DuraPrep™ Surgical Solution, a
bacteria-killing skin praparation. it is cecommended that this film
ematn on the skin after the procedra. Tha flm will gracvally
wear away. {f, however, early removal s desited:

+ Apply 8610 or 8611 3M™ Remower Lotion to the prepped area
keaping away from the wound edge or puncture site. Wipe off
with a dispasable towel, or

« Soak gauze with 70% isopropyt alcohol and place on the

'p;eeps%'ed area for atleast 40 seconds. Lightly serub © remove

1f you have questions, call 1-800-228-3957

Prints

B - PMS 032
=30% PMS 346

B = PMS 2685

and Black

FOR PRINTER USE ONLY

This barcode symbol was produced using a bar width adjustment of
-0.002. If this does not meet the needs of the printing process or
equipment to be used, the printer is responsible to recreate the fite
using the appropriate bar width adjustment while meeting 3M quality
requirements.

PEST POSSIBLE COPY
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Drug Facts

Active ingredients . Purpose
fodine povacrylox {3.7% avadadle iochnas. . . . . e e e AnbSEPlC
ISO0COPY BICO0OL. T4% WIW ... . cooe o e e Antisephic
Uses '
patient s ive skin ion: < for ion of the skin pror to surgery

< helps reduce barteda that taily ¢an cause skin Infecticn

For exterviat use only, Flammable, keap away from five or flame.

To reduce the risk of fice

< solution contains atcohol and gives off Bx:ve st v

= donot drape o use ignition Source e.g., cautery, taser) until solution is

dry {mini of 3 minutes on hairless ski

+ avoid getting solution into haky areas. Solution may take much longer o dry oc
aay not dry complately.

+  donol akiow sokution to poot

2. femove solution-stained material from prep area

Do not ese .

« on patients with known allengies 1o fodine or any other ingredients in this prodact

00 open wounds, 0N MyCous MEmbranes, of as a general sidn cleanser

= (ninfants less Ehan 2 months old dus to the risk of excessive skin irvitation and fransieat
typothyroidisme

When using this product

« keep out of eyes. ears. and mouth. May cause serious injury if pesmitted to enter and remain, I
contect occurs. flush with cold wator eight away and coalact & doctor

* 10avoid skin intjury. care should be taken when remaving drapes, tapes, etc. . apphed over fim

©  use with caution in women whe are breast-feeding due lo the ial for transiend hyp pd
in the aursing aewbom .

Stop use and ask a doctor if Mritation. Sensitization oc allergic (eaction ocCurs, These may be signs of

8 sanous conditioa. On rara occasions, use of this product has been assacated with skin blistering.

Waop cut of rsach of chidren. 1f swaliowed. get medical help or contacta Poison Center right

away.

Directions fotlow alt directions for use)

= atlie end of the prep. discard any paction of the sofution which is not required 10 cover the prep
area. [ is not mecessary 10 wse the entire amount availabie.

= use in well-vehtitated area

* donot microwave of tieat the solution applicator

« appiy toclean, completely dry. residue-tres. mtact skin .

* when hait removal is Aecessaty. use a surgicat clipper on the morming of ihe surgery. if 3 wet shave
15 used. thoroughty remove aif soap tesiduos. .
fvating the Applicator:

*® §tasp product by wrappinig hand and fingers around the fabaled portion of the applicator. Place
thumb on the lever. . .

* with sponge paraliel Lo the fioor, snap lever. Aliow all fiuid to flow inlg sponge.

* DO NOT SCRUB. Paint a single, uniform appication and do rot fepreg aces.

© 4o not afiow solution 16 pool. (fse spoage applicator 1o absod €XCass
soltion and continue to apply a uniform coating. if satulion accidentally gels
outside of prop area. remove excess with gauze. .

« tuck peep towels as needed under both sides of the neck 1o absord excess selution. Remave tawets
before draping.

® avoid getling splution into hiairy areas. # this oocws, wipe hair with towel. Sotution may ke much
fonger to dry or may aot dry compiletely.

© whea prepping skin folds, toes, or fingers, use a stedle-glovad hiand to hold skin apart unt]
completely dry. Otherwise. skin may adhere to #self.

* tarfetduce the risk of fire, wait untdl solution is completely dry (minimum of 3 minutes en
fiairteas skin). Solution will turn from a shiny 103 dull aopeararice on skin alerting the user that the
solution &3 completely dry and nio longer flammabie.

While Waiting for Solution b Complately Bcy:

© donot drape or use ignition source (e.9.. cautery, laser)

« chack for poofed solution. Lise sterile gauze to soak up pooled soiytion. Op
a0t Diol becayse it may remove Solution from skin,

& remove solution-stained materials. Replace il necessary,

Aftor Solution i Completedy Dry:

= lomeduce the disk qf fise. begia draping ancVor using cautery only after

" salution is eomquetaly dry and alf Solulion- stainad matedals 2w remowr

« ilincise drapes are used, apply directly to dry prep, On completion of Surgicat
provedure. ramovat of incise drape wilf remove film. .

* apply dressing following staadard practices

Othier irformation « store between 20257 166.77%) + avoid exsessive heat above
40°C (104°7) « splution is a0t water soluble and may stain  Thenefore. awsid natact wit receatia ithms
{basms, instruments).

Inactive ingredients ey stconcs, water

—————-——————-—.—-—a—-———.—_.—-m———_—_——._—_..___
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Quiestions? - 1-600-228-3957 (vunday 1o Friday TAM - 6PM CST). vivees 3W corm.
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On Original
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BEST POSSIBLE COPY
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Sm’gn:al Solution ®

fodine Povacrylex 0.7 % Available lodine ) and
isogrofyi Alcahol (74% wiw} Patient Praoperative Skin Preparation
for head, neck, and smafl prep sreas
o Extomal Use Only  Professionallise Oty
8635 0211 0z+6ml  Read g Facts Information befors e

T

(01) @ 03 17518 01707 8 ‘ ’ Appears This Wdy
N ' On Original
. Prints
Artwork #: 38-9001-8948-1 .
Date: 9/25/06 - B = PMS 032
.~ Author: S Barker : B - PMS 2685
Supersedes 38#: 38-9001-7480-6 and Black
Pkg. Spec. Reference : 34-7060-
Structure: Label FOR PRINTER USE ONLY
' This barcode symbol was produced using a bar width adjustment of
Scale H"‘H‘H‘H 1 inch -0.003. if this does not meet the needs of the printing process or

equipment o be used, the printer is responsible to recreate the file
using the appropriate bar width adjustment while meeting 3M quality
requirements.
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3IM™ DuraPrep™ Surgical Solution ' Page 2
NDA 21,586 — Response to FD'A’s comments of September 19, 2006 and September 22,
2006

9/25/2006

PRODUCT TITLE

3M™ DuraPrepTM Surgical Solution :

lodine Povacrylex (0.7% Available lodine) and Isopropyl Alcohol (74% wi/w)
Patient Preoperative Skin Preparation

DESCRIPTION

3M™ DuraPrep™ Surgical Solution is a film-forming iodophor complex that provides
fast acting, persistent, broad-spectrum antimicrobial activity. DuraPrep solution is
indicated for use as a patient preoperative skin preparation, for the preparation of the skin

prior to surgery and to help reduce bacteria that can potentially cause skin infection.
DuraPrep solution contains alcohol and gives off flammable vapors. Pooled solution

or solution-stained materials can lead to fire. Follow all instructions in product
insert.
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" CLINICAL PHARMACOLOGY
In vitro Microbiology Studics

The following in vitro data are available but their clinical significance is unknown.

Time Kill Studies (LIMS 8919): .

In an independent Time Kill Study, the speed of the microbicidal activity of DuraPrep
solution was measured using a select battery of microorganisms including antibiotic
resistant organisms. As shown in Table 1, DuraPrep solution demonstrated rapid
bactericidal activity agamst the broad range of microorganisms tested.

Table 1. Microbial Kifl for DuraPrep Solution

% Microbial Kill
Microorganism 15 Seconds

DuraPrep solution
Enterococcus fuecalis (ATCC 29212) 99.99
Escherichia coli (ATCC 11229) 99.99
Escherichia coli (ATCC 25922) . 99.99
Micrococcus luteus (ATCC 7468) 98.90
Pseudomonas aeruginosa (ATCC 15442) 99.99
Pseudomonas aeruginosa (ATCC 27853) 99,99
Serratia marcescens (ATCC 14756) v 99.99
Staphylococcus aureus (ATCC 29213) 99.99
Staphylococcus aureus (ATCC 6538) 99.99
Staphylococcus epidermidis (ATCC 12228) ‘ 99.99
Staphylococcus aureus (MRSA) (ATCC 33592) 99.99
Enterococcus faecalis (VRE) (ATCC 51299) 99.99
Enterococcus faecium (MDR) (ATCC 51559) ' . 99.99
Staphylococcus epidermidis (MRSE)(ATCC 51625) 99.99
Candida albicans (ATCC 10231) 99.84

MRSA - methicillin-resistant Staphylococcus aureus

MDR — multiple drug resistant (ampicillin, ciprofloxacin, gentamicin, rifampin, teicoplanin, vancomycin)
VRE - vancomycin-resistant Enterococcus sp. .

MRSE ~ methicillin-resistant Staphylocaccus epidermidis
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In an independent Time Kill Study (LIMS 7311) where bacteria (~107 CFU) were placed
on top of the dried film, the speed of the microbicidal activity was measured using a
select battery of microorganisms including antibiotic resistant organisms. As shown in
Table 2, DuraPrep solution demonstrated rapid bactericidal activity against the broad

range of microorganisms tested.

Table 2. Microbial Kill For DuraPrep Film

Organisms Placed on Top of Dried
DuraPrep Film

Microorganism % Microbial Kili
1 Minute | 5 Minutes | 15 Minutes
Acinetobacter baumannii (ATCC 19606) 99.99 99.99 99.99
Acinetobacter lwoffii (ATCC 15309) 99,99 99.96 99.99
Burkholderia cepacia (ATCC 25416) 99.92 99.61 99.99
Enterobacter aerogenes (A'1CC 13048) 88.39 95.07 99.99
Enterobacter cloacae (ATCC 13047) 99.99 99.99 99.99
Escherichia coli (ATCC 11229) 99.99 99.99 99.99
Escherichia coli (ATCC 25922) 99.77 99.99 99.99
Haemophilus influenzae (ATCC 19418) 99.99 99.99 99.99
Klebsiella oxytoca (ATCC 43165) 99.97 99.99 99.99
Klebsiella pneumoniae (ATCC 11296) 99.13 99.99 99.99
Proteus mirabilis (ATCC 7002) 99.99 99.99 99.99
Pseudomonas aeruginosa (ATCC 9027) 99.99 99.99 99.99
Serratia marcescens (ATCC 14756) 99.61 99.99 99.99
Corynebacterium jeikeium (ATCC 43734) 99.99 99.99 99.99
Enterococcus faccalis (ATCC 19433) 99.82 99,99 99.99
Enterococcus faecalis (VRE) (ATCC 51299) 99.19 99.99 99.99
Enterococcus faecium (ATCC 19434) 82.12 99.99 99.99
Micrococcus luteus (ATCC 4698) 99.95 99.99 99.99
Staphylococcus aureus (ATCC 6538) 97.72 99.96 99.99
Staphylococcus aureus (MRSA) (ATCC 33592) 84.93 99.60 99.99
Staphylococcus epidermidis (ATCC 12228) 99.99 99.99 99.99
Staphylacoccus haemolyticus (ATCC 29970) 99.99 99.99 99.99
Staphylococcus hominis (ATCC 27844) 99.99 99.99 99.99
Staphylococcus saprophyticus (ATCC 15305) 99.61 99.99 99.99
Streptococcus pneumaoniac (ATCC 6303) 99.99 99.99 99.99
| Streptococcus pyogenes (ATCC 19615) 96.08 99.99 99.99
Candida albicans (ATCC 10231) 80.59 99.06 99.99

MRSA — methicillin-resistant Staphylococcus aureus
VRE - vancomycin-resistant Enferococcus sp.
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Minimum Bactericidal Concentration (MBC) (LIMS 7720):

In an independent study conducted at one laboratory, MBCs were measured for DuraPrep
solution against 1051 isolates while the vehicle control and reference product were tested
against 211 isolates of the organisms listed in Table 3 below. DuraPrep solution
demonistrated antiseptic activity against all organisms tested.

Table 3. MBC Ranges for Laboratory Strains and Clinical Isolates

Lab Clinical
Microorganism Strains Isolates
MBC MBC
Range Range
N | (ug/mb) | N | (ug/ml)
Acinetobacter sp. 251 0.25-2 {25 ] 0.254
Bacteroides fragilis 20 0.25-2 | 31| 0.25-8
Haemophilus influenzae 25 | 0.125-2 | 25 | 0.125-1
Enterobacter sp. ' 25 0.5-2 25 (.5-2
Escherichia coli ‘ 254 051 [25] 052
Klebsiella sp. 25| 0.25-1 | 25 0.5-2
Pscudomonas aeruginosa 125 0.5-8 25 1-4
Proteus mirabilis 25| 0.5-2 25 0.5-4
Serratia marcescens : 25 { 0.5-2 25 | 0.25-4
Staphylococcus aureus including MRSA 25 0.5-2 25 0.5-4
Staphylacoccus epidermidis including MRSE 251 0.125-2 [ 25 | 0.25-1
Staphylococcus honiinis 121 052 |38 0.25-4
Staphylococcus haemolyticus 6 0.5-1 44 0.5-2
Staphylococcus sapraphyticus ' 51 12 45 | 052
Micrococcus luteus _ 25 0.54 25 0.5-4
Streptococcus pyogenes _ : 25 | 0.25-16 | 25 0.5-8
Enterococcus. faecalis including VRE 25 0.54 25 1-4
Enterococcus faecium including VRE 25 1-4 25 1-4
Streptococcus pneumoniae 25 { 0.125-8 | 25 | 0.254
Candida sp. ' 25| 1-16 [ 25| 2-16
Candida albicans 25 2-8 25 2-8

MRSA - methicillin-resistant Staphylococcus aureus
VYRE - vancomycin-resistant Enterococcus sp.
MRSE - methicillin-resistant Staphylococcus epidermidis
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Clinical Studies

Patient Preoperative Prep Studies: The procedure used was the FDA spemﬁed test

mcthod for Patient Preoperative Skin Preparation (2). FDA currently requires that patient

preoperative skin preparations meet the following effectiveness criteria: a 2-log reduction
~on the abdomen in 10 minutes, a 3-log reduction on the groin in 10 minutes, and counts

not cxcceding baseline values at 6 hour post-application. A correlation between these

effectiveness criteria and clinical outcomes has not been established.

In Study 1, the bactericidal effect of DuraPrep solution after a single application resulted
in a 3.3 log reduction (n = 66) in 10 minutes and a 2.7 (n = 66) log reduction at 6 hours
on the groin. In Study 2, the bactericidal effect of DuraPrep solution after a single
application resulted in a 2.6 log reduction (n = 61) on the abdomen in 2 minutes and a 2.8
~ log reduction (n = 70) on the groin in 10 minutes. In Study 3, the bactericidal effect of

* ‘DuraPrep solution after a single application resulted in a 2.4 log reduction (n = 45) on the
abdomen in 2 minutes and a 2.2 log reduction (n = 60) on the groin in 10 minutes.

Safety Studies ‘

In a Human Repeat Insult Patch Test (LIMS 7296), conducted in 204 subjects, DuraPrep
solution under occlusive conditions exhibited scattered mild inflammatory responses in
several subjccts. Additionally, in a few subjects, some of the responses became
sufficiently irritated to require moving the test materials to new skin sites. DuraPrep
solution exhibited no indication of potential sensitization following challenge application
to both the original and naive skin sites.

In a 21-Day Human Cumulative [rritation Potential Test (LIMS 7294) involving 32
subjects, DuraPrep solution’s Base 10 cumulative Irritation Score when patched wet
under occlusive conditions (the standard procedure for testing of this type) was 453.7
(Class 4: experiment cumulative irritant). When DuraPrep solution was allowed to dry on
the skin prior to patch application, reflecting intended use, the Base 10 cumulative
irritation score was 307.7 (Class 3: possibly mild in normal use).

Appears This Way
On Original

Targeted Product Information”



3IM™ DuraPrep™ Surgical Solution Page 7
NDA 21,586 — Response to FDA’s comments of September 19, 2006 and September 22,
2006

9/25/2006

INDICATIONS AND USAGE

DuraPrep Surgical Solution is indicated for use as a patient preoperative skin preparation,
for the preparation of the skin prior to surgery and to help reduce bacteria that can
potentially cause skin infection,

CONTRAINDICATIONS

Do not use DuraPrep Surgical Solution on patients with known allergies to iodine or any
other ingredients in this product. Do not use on open wounds, on mucous membranes, or
as a general skin cleanser. Do not use in infants less than 2 months old due to the risk of
excessive skin irritation and transient hypothyroidism. -

WARNINGS
FOR EXTERNAL USE ONLY. FLAMMABLE, KEEP AWAY FROM FIRE OR
FLAME.

To reduce the risk of fire, do not use 26-mL applicator for head and neck surgery or on
an area smaller than 8 in. x 10 in. Use a small applicator instead. DuraPrep solution
contains alcohol and gives off flammable vapors. Do not drape or use ignition source
(e.g., cautery, laser) until solution is completely dry (minimum of 3 minutes on hairless
skin). Avoid getting DuraPrep solution into hairy areas. Solution may take much longer
to dry or may not dry completely. Do not allow DuraPrep solution to-pool. Remove
solution-stained material from prep area.

When using this product, keep out of eyes, ears, and mouth. May cause serious injury
if permitted to enter and remain. If contact occurs, flush with cold water rlght away and
contact a doctor. To avoid skin i injury, care should be taken when removing incise
drapes, tapes, etc...applied over film. Use with caution in women who are breast-feeding
due to the potential for transient hypothyroidism in the nursing newborn.

Stop usc and ask a doctor if irritation, sensitization or allerglc reaction occurs. These
may be signs of a serious condition. On rare occasions, use of this product has been
associated with skin blistering.

Keep out of reach of children. If swallowed, get medical help or contact a Poison
Control Center right away..
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ADVERSE REACTIONS

Adverse Reactions from Clinical Trials :

The efficacy studies consisted of 6 pivotal studies and 11 pilot studies, and adverse event
(AE) data from these studies were pooled for analysis. In the efficacy studies, subjects
were exposed to a single application of all treatments to which they were randomized.
The safety studies consisted of 2 studies with a total of 288 randomized subjects who
were exposed to repeated applications of the treatment over 3 or more weeks. Adverse
event data from these studies were pooled for analysis. Data from the efficacy and safety
studies were not pooled because of difference in study designs and objectives.

There were no serious AEs (SAEs) related to DuraPrep solution. In safety studies, the
number and percentage of subjects with AEs considered by the investigator to be
associated with Betadine

solution (36 subjects [12.5%]) was similar to DuraPrep solution (48 subjects [16.7%]).
The number and percentage of subjects with treatment-related AEs associated with
Betadine solution (30 subjects [10.5%)]) was similar to DuraPrep solution (43 subjects
[15.0%]). Application site pruritus, burning, and pain were the most frequent treatment-
related AEs, reported by 41 (14.3%), 18 (6.3%), and 10 (3.5%) total subjects,
respectively. Although there was a slight trend for these AEs to be more frequently
associated with DuraPrep solution compared with DuraPrep w/o I, or Betadine sol ution,
the percentages of DuraPrep solution-treated subjects were low (<10.8% with each of
these AEs).

In the efficacy studies, 8 subjects each had 1 AE; all were mild and none were serious.
Six of these AEs were considered probably not or not related to study treatment. One
subject had an application site erythema (verbatim term: 2 pin-sized red dots at the scrub
site) considered possibly related to DuraPrep solution and one had an application site
erythema considered probably related to DuraPrep solution (verbatim term: skin redness
upon tape removal),
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Postmarketing Complaints

All DuraPrep solution clinical complaints from 1988 through November 30, 2005 based
on total units sold are presented in Table 4. The most frequent overall complaint was
skin irritation (382 reports). No skin injuries have been reported with the use of
DuraPrep solution alone.

Reports of infection or infection rate increase were the second most common with 109
reports. Flammability incidents were the third most prevalent complaint (a total of 97
flammability complaints since 1988, all but one of these was associated with use of the
26 mL applicator). Based on sales per million per year, the annual incidence rate has
been < 2.0 since 1993.

Table 4. All DuraPrep Solution Clinical Complaints

Complaint | Total
Skin irritation (total), includes 381
« Blistering 175
- o Rash, hives, itching, 79
burning, irritation
e Chemical burn 42
e Skin stripping ~ 39
¢ Redness/abrasion : 19
o Allergy 12
e  Wound dehiscence 5
o Bruise : : 4
¢ Contact dermatitis 4
¢ Skin breakdown -2
Infection or infection rate increase 109
Flammability 97
Flaking/rolling/falling into wound 24

Staff skin laceration/cut from glass
Staff headache/watery eyes
DuraPrep squirted on face
Bronchial spasm

Skin staining
Eye-irritation/damage
Corneal abrasion

Elevated temperature
Film/color gone

Cellulitis

Anaphylaxis

Scratch on skin from glass
Unidentified Event
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DIRECTIONS FOR USE

Follow all directions for use. At the end of the prep, discard any portion of the solution
which is not required to cover the prep area. It 1s not necessary 1o use the entire amount
available.

Gettmg Patient Ready for Solution;

¢ Usc in a wcll-ventilated arca.
Do not microwave or heat the solution applicator.
Apply to clean, completely dry, residue-free, intact skin.
When hair removal is necessary, use a surgical clipper on the morning of the
surgery. If a wet shave is used, thoroughly remove all soap resndues
Activating the Applicator:

8630 Applicator:

* With sponge face parallel to floor, press the cap end of the applicator. Solution

will begin to flow into the sponge.
. Wait for fluid level to reach indicator line of applicator barrel.
8635 Applicator:
* Grasp product by wrapping hand and fingers around the labeled portion of the
applicator. Place thumb on the lever.
. e With sponge parallel to the floor, snap lever. Allow all fluid to flow into sponge.
When Applying Selution: v
¢ DO NOT SCRUB. Paint a single, uniform application and do not re-prep area.
¢ Do not allow solution to peol. Usc spongc applicator to absorb cxccss solution
and continue to apply a uniform coating. If solution accidentally gets outside of
prep area, remove excess with gauze. ‘
*  When using the 8630 applicator, clean umbilicus with enclosed swabs, when
.applicable. (Moisten swab by pressing against solutlon soaked sponge
applicator.)
e Tuck prep towels as needed under both sides of the neck to absorb excess
solution. Remove towels before draping. :
* Avoid getting solution into hairy areas. If this occurs, wipe hair with towel.
Solution may take much longer to dry or may not dry completely. _
-« When prepping skin folds, toes, or fingers, use a sterile-gloved hand to hold skin
apart until completely dry. Otherwise, skin may adhere to itself.
After Applying Solution:

o To reduce the risk of fire, wait until solution is dry (mmlmum of 3 minutes on
hairless skin). Solution will turn from a shiny to a dull appearance on skin '
alerting the user that the solution is completely dry and no longer flammable.

While Waiting for Solution to Completely Dry:
¢ Do no drape or use ignition source (e.g., cautery, laser).
¢ Check for pooled solution. Use gauze to soak up pooled solution. Do not blot
because it may remove solution from skin.
* Remove solution-stained materials. Replace if necessary.

e o o
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After Solution is Completely Dry:

* To reduce the risk of fire, begin draping and/or using cautery only after solution is
completely dry and all solution-staincd matcrials arc removed.

* Ifincise drapes are used, apply directly to dry prep. On completion of surgical
procedure, removal of incise drape will remove film. '

¢ Apply dressing following standard practices.

HOW SUPPLIED

DuraPrep Surgical Solution 8630 applicator contains 0.9 fl 0z (26 mL) of solution which
covers a 15 in. x 30 in. area (approximately from shoulder to groin in an average size
adult). '

For procedures requiring less coverage a smaller applicator is available. DuraPrep
Surgical Solution 8635 applicator contains 0.2 fl 0z (6 mL) of solution which covers an
approximate 8 in. x 10 in. area. Do not use rore than required for the area.

Store between 20-25°C (68-77°F). Avoid excessive heat above 40°C (104°F).

INFORMATION FOR THE USER
DuraPrep Surgical Solution is not water soluble and may stain. Therefore avoid contact
with reusable items (basins, instruments).

Made in U.S.A. for

3M Health Care

St. Paul, MN 55144-1000
(U.S.A.) 1-800-228-3957
www.3M.com
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