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TRISEPTIN@ Surgical Scrub 

Surgical Scrub In Viva Efficacy Study 

Objective: 
The test for a surgical scrnb was designed to evaluate the degree of rapid and persistent reduction of normal 
resident and transient human flora. 
Test criteria were established in the FDA Tentative Final Monograph (TFM) for Healthcare Antiseptic Drug 
Products, which described the ASTM “Standard Test Method for Evaluation of a Surgical Scrub.” 

Day 1 1 wash 

Day 2 3 washes 

Day 3 3 washes 

Day 4 3 washes 

Day 5 1 wash 

11 Washes over a 5-Day Period 
l-logle reduction of microbial flora within 1 minute after application 

2-log,, reduction of microbial flora within 1 minute after application 

No test 

No test 

3-loglo reduction of microbial flora within t minute after application 

Test Method: 
1. A statistically relevant number of subjects underwent a two-week period of “wash-out” (no use 

of antimicrobial products, internally or externally, for two weeks). 
2. Baseline populations must meet or exceed 1 x lo5 CFU’hand at a minimum. 
3. The product was applied according to label directions and sampling was performed (subject sites randomized, 

used once) 10 minutes, 3 hours and 6 hours after application. Additional longer time points may be added. 
4. Sampling was performed using the “glove juice method,” After product application per label directions, 

sterile gloves were donned. A 75 ml neutral medium was inserted into the gloves and the hands were 
massaged for 1 minute. The antimicrobial action in the sample was neutralized. The fluid was collected, the 
wash repeated and the samples pooled 

5. Samples were plated and enumerated, and the log,,, difference between baseline and sample time was determined. 

Test Results: 
Subjects scrubbed with TIUSEPTIN Brush-Free Alcohol Surgical Scrub per the label directions. The test 
demonstrated superior results exceeding the FDA TFM testing criteria for the surgical scrub classification and 
surpassed performance of 4% Chlorhexidine Gluconate (CHG) and 7.5% PVP-I scrub brush solutions, as 
shown in Figure 1. 
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TRISEPTIN@ Surgicd Scrub 

FIGURE 1: FDA Tentative Final Monograph for Healthcare Antiseptic Drug Products in Viva Testing 
Criteria for Surgical Scrub Classification 
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FIGURE 2: Microorganisms Remaining 1 Minute Post Application 
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Conclusions: 
l TRISEPTIN Brush-Free Alcohol Surgical Scrub demonstrated rapid reduction of resident and transient flora. 
l TRISEPTIN demonstrated superior persistence, maintaining microbial reduction at all three test points, with 

efficacy that exceeds that required of a surgical scrub as outlined by the FDA TFM testing criteria. 
l TRISEPTIN reduced microorganisms from 1,202,264 CFWhand to only 0.2 CFWhand on the Day 5 

test point. 
l TRISEPTIN demonstrated superior efficacy compared to 4% Chlorhexidine Gluconate (CHG) and 7.5% PVP-I 

at all three test points. 



TRISEPTIN@ Hand and Body Aritiseptic 

Hand and Body Antiseptic In Vivo Efficacy Study 

Patient Preoperative Skin Preparation 
Objective: 

The test for a patient preoperative skin preparation was designed to evaluate the degree of rapid and persistent 
microbial reduction of normal resident human flora. 
Test criteria were established in the FDA Tentative Final Monograph for Healthcare Antiseptic Drug 
Products, which described the ASTM “Standard Test Method for Evaluation of a Patient Preoperative 
Skin Preparation.” 

Inguimd Test Site 3-log,, reduction of microbial flora per cm’ within 10 minutes asker application 

Abdominal Test Site 2-logI reduction of microbial flora per cm2 within 10 minutes after application 

Suppression of bacterial growth below baseline for 6 hours after application 

Test Method: 
1. A statistically relevant number of subjects underwent a two-week period of “wash-out” (no use of 

antimicrobial products, internally or externally, for two weeks). 
2. Baseline populations must be sufficient to demonstrate, at a minimum a 3-logI reduction (inguinal or 

axilla area as a moist site) and a 2-log,, reduction (abdominal area as a dry site). Subjects demonstrating 
the minimum baseline population of 4.5 log&m2 (moist site) and 3.5 log&m2 (dry site) were included 
in the study. 

3. Sampling was performed using the “cup scrub method.” An open ended cup was placed securely over the 
sample site, a small amount of sampling fluid was placed within the cup and the skin surface rubbed with a 
rubber spatula for 1 minute. The fluid was collected, the wash repeated and the samples pooled. 

4. The product was applied according to label directions and sampling was performed 10 minutes and 6 hours 
after application. 

5. Samples were collected as above, plated and enumerated, and the log,, difference between baseline and sample 
time was determined. 

Test Results: 
The test demonstrated superior results exceeding the FDA TFM testing criteria for the Patient Preoperative Skin 
Preparation classification, as shown in Figure 3 and Figure 4. 
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TRISEPTIN@ Hand and Body Antiseptic 

FIGURE 3: FDA Tentative Final Monograph for Healthcare Antiseptic Drug Products in Vivo Testing 
Criteria for Patient Preoperative Skin Preparation Classification 
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FIGURE 4: Baseline Cultures and Microorganisms Remaining Following TRISEPTIN Hand and Body 
Antiseptic Application as an Antiseptic Patient Skin Preparation and Subsequent in Vivo 
Testing per the FDA Tentative Final Monograph for Healthcare Antiseptic Drug Products 
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Conclusions: 
l TRISEPTIN Hand and Body Antiseptic used as an antiseptic patient preoperative skin preparation 

demonstrated rapid reduction of resident and transient flora. Such flora on the surface of the skin can lead 
to surgical site infections. 

l TRISEPTIN demonstrated persistence, maintaining microbial reduction at 6 hours, with efficacy exceeding 
that of a preoperative site preparation as outlined by the FDA TFM testing criteria. 

l TRISEPTIN reduced microorganisms in the inguinal site from 69 1,83 1 CFU/cm2 to only 9 CFUlcm’ 
10 minutes post prep. 
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TRISEPTIN’ 

In Vitro Time-Kill Study 

Objective: 
To determine how rapidly a 1: 10 dilution of ‘MUSEPTIN achieves its antimicrobial effect. 

Test Method: 
A 1: 10 dilution of TRISEPTM was tested against the following species of ATCC microorganisms and 
corresponding clinical isolates at three minutes. 

Test Results: 
l The 1: 10 dilution of TRISEPTIN reduced the ATCC microorganisms and corresponding clinical isolates. 
l For the ATCC strains listed below, greater than 4-log,, reduction at three minutes was observed for 

most organisms. 

CI = clmical isolate 
(+) grm pos1tzve 
(-) gram negative 

Conclusions: 
l TRISEPTIN rapidly kills ATCC microorganisms at a 1: 10 dilution. 
l TRISEPTIN is a fast-acting and broad-spectrum antimicrobial agent. 
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TRISEPTIN” 
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Resistant Organism Time-Kill Study 

Objective: 
To determine how rapidly TRISEPTIN achieves its antimicrobial effect. 

Test Method: 
Several clinically important antibiotic resistant organisms were exposed to TRISEPTIN to measure 
log,, reduction over time. 

Test Results: 
TRISEPTIN showed strong bactericidal activity against the following antibiotic-resistant organisms. 

Organism % Kill Log,, Reduction at 15 Seconds 

Enterococcur jiiecalts, ATCC 51575 (VRE) 299.9984 

Enterococcw faeakm, ATCC 51559 m) >99.9956 

Entemcoccur faecium, Clinical isolate (VRE) >99.9918 

Stapkylococcus asreus, ATCC 33592 (MRSA) 299.9931 

Staphylococcus mmw, Clinical Isolate (VISA) 299.9104 

Staphylococcus epidermidis, ATCC 51642 (MRSE) 299.9854 

Conclusion: 
TRISEPTIN demonstrated exceptional bactericidal action. 
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Virucidal Efficacy Test Results 

Objective: 
To determine how rapidly TRISEPTIN achieves its antiviral effect. 

Test Method: 
TRISEPTIN was tested against several clinically important viruses. 

Test Results: 
TRLSEPTIN was proven effective at reducing the following viruses. 

Level of Vimcidal 
V&W Initial PFU* Red&Ion 

Herpes Simplex 1 Virus alOb. >103 099.9%) 

Hepatitis A Vis 105.77 >102 (Z99W) 

Human hmunodeficiency Vi 106.0 NO3 099.9%) 

* Test limits reached at ~3 logto reduction. PFU is the viral counterpart to CFU PFU 
represents plague-forming units. 

Conclusion: 
TRISEPTIN inactivates RNA and DNA viruses. 
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TRISEPTIN” 

Antimicrobial Spectrum Study 

Objective: 
To test the efficacy of TRISEPTIN against a broad spectrum of microorganisms as listed in the Tentative Final 
Monograph for Antiseptic Drug Products. 

Test Method: 
The active ingredient, the vehicle and TRISEPTIN were tested against the following species of ATCC 
microorganisms and corresponding clinical isolates. 

Test Results: 
TRISEPTIN provided greater than a 3-log,, reduction after 30 seconds of exposure. 

Klebsielia pnaumoniae, ATCC 29995 (-) 

Klebsiella sp., CI 316 (-) 

Cl = clinical isolate 
(+) gram positive 
(-) gram negative 

Streptococcus pyogenes, ATCC 19615 (+) 

Streptococcuspy*genes, Cl 314 (+) 

Conclusions: 
l TRISEPTIN hills ATCC microorganisms and corresponding clinical isolates. 
l TRISEPTIN is an effective, fast-acting and broad-spectrum antimicrobial. 
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TRISEPTIN@ 

Minimum Inhibitory Concentration (MIC) Study 

Objective: 
To determine the minimum concentration level at which TRISEPTIN solution inhibits bacterial growth of the 
following ATCC microorganisms and corresponding clinical isolates. 

Test Method: 
The following ATCC microorganisms and corresponding clinical isolates were exposed to various dilutions 
of TRISEPTIN and tested to determine the highest dilution factor (lowest product concentration) which 
inhibits growth of the microorganisms. 

Test Results: 
TRISEPTIN showed strong inhibition activity against ATCC organisms and clinical isolates, inchming 
the antibiotic-resistant organisms as follows: 

Organism 

Acinetobacter sp.. CI 311(-) 

Acinetobacter sp , ATCC 15308 (-) 

Candida olbicans. ATCC 1023 (yeast) 

Candida albicms, CI 304 (yeast) 

Candida krwei, CI 302 (yeast) 

Candida sp , CI 327 (yeast) 

Candida tropicalis, ATCC 750 (yeast) 

Candida tropic&s, CI 303 (yeast) 

Citmbacterfreundii, CI 306 (-) 

Enterobacter aerogs~es, CI 308 (-) 

Percentage 
COlWlltrGklQ 
of TRISEPTIN 

0.0195 

0.0195 

0.0195 

0.0195 

0.0195 

0.0195 

0.0195 

0.0195 

0.0195 

0.0195 

OrgUliSm 

Micrococcus luteus. ATCC 7468 (+) 

Mmcocnrs rmew, ATTCC I86 (+) 

MorawIla catarrhalis, CI 326 (-) 

Proteus mirabilis, ATCC 7002 (-) 

Proteus mirabilis, CI 312 (-) 

Pseu&monar aeruginosa, ATCC 27853 (-) 

Pseudomonas aemgimxa, CI 309 (-) 

Sernzia marcesctms, ATCC 14756 (-) 

Sematia sp , CI 320 (-) 

stapbykxoccw aweus, CI 301 (+) 

Percentage 
CoacentratIon 
of TRISEPTIN 

0.0195 

0.0195 

0.0195 

0.0195 

0.0195 

0.0781 

0.1563 1 
0.1563 

0.0781 

0.0195 

Cl = clinical rsolate 
(+) gram pmtive 
(-) gram negatwe 

Conclusion: 
TRISEPTIN is an effective antimicrobial agent that inhibits growth of a broad spectrum of microorganisms. 
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Development of Antimicrobial Resistance Study 

TRtSEPTtN” 

Objective: 
To determine the development of resistance to TRISEPTIN. For patient preoperative skin preparations, 
the Tentative Final Monograph for Antiseptic Drug Products proposes that the formulations be tested 
for development of antimicrobial resistance via point mutation. 

Test Method: 
TRISEPTIN was tested against Escherichia coli ATCC 8739, Staphylococcus species ATCC 6538, and 
Pseudomonas aeruginosa ATCC 15442 in a series of ascending two-fold dilutions, using repeated subculturing 
of the last solution demonstrating growth. 

Test Results: 
No growth was observed in increasingly concentrated solutions from the initial inoculation. 

Pseudomonas atmginosa, ATCC 15442 

Conclusion: 
Organisms, when challenged with TRISEPTIN, do not demonstrate resistance to the product. 
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TRISEPTIN@ 

Primary Skin Irritation Study (Human) 

Objective: 
To determine by repetitive epidermal contact the primary or cumulative irritation and/or allergic contact 
sensitization potential of a test material. 

Test Method: 
l TRISEPTIN was applied to intact skin and abraded skin sites. 
l Sites were covered with a 2.5 x 2.5 cm non-occlusive dressing and then wrapped with a semi-occlusive bandage. 
l Dressings were removed and the application sites graded. 
l Sites were observed for signs of erythema and edema at 24 and 72 hours. Observations were scored according 

to the “Classification System for Scoring Skin Reactions.” 

Test Results: 
TRISEPTIN meets the guidelines as a non-irritating preparation. 

Conclusion: 
TRISEPTIN is a non-irritating preoperative skin preparation. 



TRISEPTIN” 

Buehler Test for Sensitization (Animal) 

Objective: 
To determine by repetitive epidermal contact the primary or cumulative irritation and/or allergic contact 
sensitization potential of a test material to guinea pigs. 

Test Method: 
l Skin sites were treated repeatedly with occluded applications of TRISEPTM at 50% strength for three weeks. 
l After a cessation of applications for two weeks, TRISEPTIN was applied to virgin sites. 
l Observations were scored for irritation and other effects at the application sites and a determination was made 

regarding sensitization. 

Test Results: 
TRISEPTIN-treated sites demonstrated no reactions. 

Conclusion: 
TRISEPTIN is not a topical sensitizer as demonstrated under the conditions of this test. 
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TRISEPThP WAiERLESS Surgical Scrub 

Surgical Scrub In Wvo Efficacy Study 

Objective: 
The test for a surgical scrub was designed to evaluate the degree of rapid and persistent reduction of normal 
resident and transient human flora. 
Test criteria are established in the FDA’s Tentative Final Monograph (TFM) for Healthcare Antiseptic Drug 
Products’, which relies upon the ASTM2 “Standard Test Method for Evaluation of a Surgical Scrub.” 

Day 1 1 wash 

Day 2 3 washes 

Day 3 3 washes 

Day 4 3 washes 

Day 5 1 wash 

11 Washes over a 5-Day Period 
1-logI reduction of microbial flora within 1 minute afler application 

2-loglO reduction of microbial flora within 1 minute after application 

No test 

No test 

3-loglO reduction of microbial flora within 1 minute after application 

Test Method: 
* A statistically relevant number of subjects underwent a two-week period of “wash-out” (no use 

of antimicrobial products, internally or externally, for two weeks). 
l Baseline populations must meet or exceed 1 x 1 O5 CFUhand at a minimum. 
* The product was applied according to label directions and sampling was performed (subject sites randomized, 

used once) at 1 minute, 3 hours and 6 hours after application. 
* Sampling was performed using the “glove juice method.” Soon after product application per label directions, 

sterile gloves were donned, and a 75 ml sampling medium was inserted into the gloves. The hands were 
massaged for 1 minute. The antimicrobial action in the sample was neutralized. The fluid was collected, 
the wash repeated and the samples pooled. 

l Samples were plated and enumerated, and the log,, difference between baseline and sample time was 
determined. 

Test Results: 
Subjects applied TRISEPTIN WATERLESS brush-free surgical scrub per the label directions. The test 
demonstrated superior results compared to the FDA’s TFM testing criteria for the surgical scrub classification. 
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TRISEPTIN* WATERLESS Surgical Scrub 

FIGURE 1: Testing Results for the FDA’s Tentative Final Monograph for Healthcare Antiseptic 
Drug Products in Vivo Testing Criteria for Surgical Scrub Classification for 
TRISEPTIN WATERLESS Surgical Scrub 
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FIGURE 2: Comparison of TRISEPTIN WATERLESS Surgical Scrub to 61% Ethyl Alcohol with 
1% CHG Waterless Scrub Agent to the FDA’s Tentative Final Monograph for Healthcare 
Antiseptic Drug Products in Vivo Testing Criteria for Surgical Scrub Classification 

Log,,, Reduction 

@TRISEPTIN WATERLESS ‘61% Ethyl Alcohol 8 1% CHGf 

Conclusions: 
l TRISEPTIN WATERLZSS brush-free surgical scrub demonstrated rapid reduction of resident and 

transient flora. 
l TRISEPTIN WAlERLESS brush-free surgical scrub demonstrated superior persistence, maintaining microbial 

reduction at all three test points, with efficacy that exceeds that required of a surgical scrub as outlined by 
the FDA’s TFM testing criteria. 

l TRISEPTIN WATERLESS brush-free surgical scrub reduced the microorganisms from a baseline of 6.2 logs 
(1,584,893 CFU/cm2) to an average of 2.52 logs (331 CFU/cm2) remaining on the Day 5 l-minute post 
application test point. 
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TRISEPTIN@ WA7’ERLESS Surgical Scrub 

In Vitro Time-Kill Study 

Objective: 
To determine how rapidly TRISEPTIN WAZLMZ,ESS surgical scrub achieves its antimicrobial effect. 

Test Method: 
TRISEPTIN WATERLESS surgical scrub was tested against the following species of ATCC3 microorganisms and 
corresponding clinical isolates. 

Test Results: 
* TRISEPTIN WATERLESS surgical scrub killed the ATCC microorganisms and corresponding clinical isolates. 
* For the ATCC strains listed below, greater than 4-log,, reduction (>99.99%) at 15 seconds was observed 

for all organisms. 

Micrococcus luteus, ATCC 7468 4.1847 sqamJccus pyogmes, CI 5.4533 

CI = clinical isolate 

Conclusions: 
l TRISEPTIN WATERL,ESS surgical scrub rapidly kills ATCC reference microorganisms and clinical isolates. 
l TRISEPTIN WATERLESS surgical scrub is a fast-acting and broad-spectrum antimicrobial agent. 



TRISEPTIN@ WATERLESS Surgical Scrub 

Virucidal Efficacy Test Results 

Objective: 
To determine the virucidal capacity of TFUSEPTIN FWZ’..U,S~ surgical scrub. 

Test Method: 
TRISEPTIN WATERLESS surgical scrub was tested against several clinically important viruses via a standard 
ASTM suspension test method with a 3-minute exposure. 

Test Results: 
TRBEPTIN WATERLESS surgical scrub was proven effkctive at killing the following viruses. 

~~ 

Conclusion: 
TRISEPTIN WATERLESS surgical scrub inactivates RNA and DNA viruses and meets or exceeds 
the ASTM requirements to be classified as a virucide. 
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TRISEPTtN@ WATERLESS Surgical Scrub 

Antimicrobial Spectrum Study 

Objective: 
To test the efficacy of TRISEPTIN WAZ7BLESS surgical scrub against a broad spectrum of microorganisms as 
listed in the Tentative Final Monograph for Healthcare Antiseptic Drug Products. 

Test Method: 
The active ingredient, the vehicle and TRISEPTIN WATERLESS surgical scrub were tested against the following 
species of ATCC microorganisms and corresponding clinical isolates. 

Test Results: 
TRISEPTTN WATERLESS surgical scrub provided greater than a 4.0-log,0 reduction (>99.99%) after 
15 seconds of exposure. 

Acinetobacter baumannii. ATCC 19606 Micrococcus luteus, CI 

Klebszella oxytoca, ATCC 15764 

Klebsiella oxytoca, CI 

Klebsiella pneumoniae, ATCC 5 1504 

Klebsieila pneumoniae, Cl 

Micrococcus luteus, ATCC 1468 

Staphy[ococcur saprophyticus, Cl 

Streptococcuspaeumoniae, ATCC 33400 

Streptococcus pnemnoniae, Cl 

Streptococcus pyogenes, ATCC 19615 

Streptococcwpyogenes, CI 

Conclusions: 
l TRISEPTIN WATERLESS surgical scrub kills ATCC microorganisms and corresponding clinical 

isolates, some of which are antibiotic-resistant strains. These are identified by an asterisk (*). 
l TRISEPTIN WATERLESS surgical scrub is an effective, fast-acting and broad-spectrum 

antimicrobial. 
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TRISEPTIN@ WATERLESS Surgical Scrub 

Resistant Organism Time-Kill Study 

Objective: 
To determine how rapidly TRISEPTIN WATERLESS surgical scrub achieves its antimicrobial effect when tested 
against known drug-resistant bacteria. 

Test Method: 
Several clinically important antibiotic-resistant organisms were exposed to TRISEPTIN WATERLESS surgical 
scrub to measure log,, reduction at 15 seconds. 

Test Results: 
TRISEPTIN WATERLESS surgical scrub showed strong bactericidal activity against the following 
antibiotic-resistant organisms. 

Enterobacter cloacae 

21 Staphylococcus nureus (MRSA) 032301MMRSA13 4.66 

22 Stwhylococcus o”rezs (VISA) 042SOOVISA 4.53 

23 --.- Staphylococcus epidermidn (VISE) 102599VISE 4.98 

24 Staphylococcus homnis 51624 4.37 

25 Staphylococcus homrnis 0607OOShc4 5.35 

26 Staphylococcus saprophyticus 0629OOSs 5.01 

Conclusion: 
TRISEPTIN WATERLESS surgical scrub demonstrated exceptional bactericidal action against known 
antibiotic-resistant organisms. 
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TRISEPTIN@ WATERLESS Surgical Scrub 

Minimum Inhibitory Concentration (ME) Study 

Objective: 
To determine the minimum concentration level at which TRISEPTIN WATERLESS surgical scrub solution 
inhibits bacterial growth of the following ATCC microorganisms and corresponding clinical isolates. 

Test Method: 
The following ATCC microorganisms and corresponding clinical isolates were exposed to various dilutions 
of TRISEPTIN WATERLESS surgical scrub and tested to determine the highest dilution factor (lowest product 
concentration) which inhibits growth of the microorganisms. 

Test Results: 
TRlSEPTIN WATERLESS surgical scrub showed strong inhibition activity against ATCC organisms and clinical 
isolates, including the antibiotic-resistant organisms as follows: 

Percentage Percentage 
COUC~lltdlOD COllCC?lltratiOIl 

Organism of TRISEPTM Organism of TRISEPTIN 
Acinetobacter sp., ATCC 9957 (-) (DR) 0.0977% Klebsiella pnewnoniae, CI 081599Kp (-) (DR) 0.1953% 
Acinetobacter baumannii, Cl 121799Asp3 (-) (DR) 0.1953% Micrococcus luteus, ATCC 15957 (+) (DR) 0.0977% 

Bactemides caccae, CI 090800Bcl (DR) 0.0244% Micmcoccus sp., CI 0707OQMsl (+) (DR) 0.7813% 

CI = clinical imIate 
(i) grmn posrtive 
(-) gram negative 
(OR) drug-resistant orgnnismr 

Conclusion: 
TRISEPTIN WATERLESS surgical scrub is an effective antimicrobial agent that inhibits growth of a broad 
spectrum of microorganisms. 
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TRlSEPTIN@ WAlERLESS Surgical Scrub 

Primary Skin Irritation Study (Rabbits) 

Objective: 
The objective of the study was to compare TRISEPTlN lK4TERI;Ess surgical scrub to a marketed waterless, 
brushless, alcohol-based surgical scrub and to determine the irritation potential under occlusion. 

Test Method: 
l Both products were administered once daily for 4 consecutive days. A volume of 0.2 ml was applied 

to a four-site, 40-cm2 area on the back of rabbits. 
l Observations were recorded for 8 days. Dosed sites were covered with an impervious material for 1 hour. 
l Observations were scored for irritation and other effects at the site of application, and an irritation potential 

was evaluated. 

Test Results: 
TRISEPTIN FVX?3IZL~S~ surgical scrub proved to be comparable to the marketed waterless, brushless, alcohol- 
based surgical scrub. 

Conclusion: 
The irritation study was conducted on a species that is bred to be more sensitive than human subjects. These 
results were encouraging and served as a basis for further testing in humans. 
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TRISEPTIN@ WATERLESS Surgical Scrub 

Exaggerated Hand Exposure Tests 

Objective: 
The study design evaluates the potential of test products to produce irritation under exaggerated exposure. 
In this study, TRISEPTIN WATERLESS surgical scrub was compared to a 61% ethyl alcohol with 
1% Chlorhexidine Gluconate (CBG) scrub agent+ and a 4% Chlorhexidine Gluconatet scrub agent. 

Methodology: 
A total of 29 subjects completed the study using the test materials identified above per the manufacturers label 
claim for directions for use. At baseline, subjects’ hands were examined for inappropriate skin conditions and 
clinically graded for erythema and dryness. Qualified subjects participated in the following clinical grading and 
instrumental procedures: 
* Expert Dermatological Grader: Subjects were clinically graded by an expert grader on the back of the right 

and left hands for dryness/scaling and erythema. 
* Subject Self-Assessment: Subjects rated the backs of their right and 1eR hands for overall conditioning 

and cracking. 
* Transepidermal Water Loss (TEWL) Measurements: To determine the barrier function of the skin, 

measurements of the electrical conductance of the skin were taken on the back of each subject’s right and 
left hand to measure transepidermal water loss (TEWL) through the skin using a DermaLab*. 

l NOVA” Dermal Phase Meter @PM) Measurements: Triplicate NOVA DPM measurements were taken on the 
back of each subject’s right and left hand to measure the moisture content of the stratum corneum. 

Test Method: 

_ Washout 

1 week 

Day 1 D>y 2 Day 3 Day 4 Day 5 

Baseline Endpoint 

Clinical Grading Clinical Grading Clinical Grading Clinical Grading Clinical &ding 

5 washes 5 washes 5 washes 5 washes 5 washes 

TEW TEWJ. TEWL 

DPM DPM DPM 

Subject Grading Subject Grading 

After completion of baseline clinical grading and instrumental measurements, subjects washed both hands using 
Dove@ liquid soap. After completion of the wash, subjects participated in five cycles of product applications (one 
test material per hand). 
Subjects returned to the clinic for Day 2, Day 3, Day 4 and Day 5. Prior to beginning the wash cycle each day, 
subjects were clinically examined for inappropriate skin conditions and graded for erythema and dryness on 
the back of each hand. Subjects were disqualified from further study participation if they presented with an 
inappropriate skin condition or a score of 3 or greater for any of the graded parameters. Disqualified subjects 
participated in endpoint procedures (as described below). After initial tire-wash) clinical grading at each visit, 
subjects participated in a hand wash and five product application procedures as described for baseline. At 
Day 3, subjects received clinical grading and instrumentation (TEWL and NOVA DPM) approximately 2 hours 
after completion of the last test material application. 
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TRISEPTIN@ iWATERLESS Surgical Scrub 

The endpoint procedures for all subjects took place 2 hours after final product application visit Day 5 or when a 
subject was disqualified according to specifications at an earlier time. At the endpoint, all subjects participated 
in the following procedures as described for baseline: 
* Clinical grading of dryness and erythema symptoms 
0 Self-assessment of hand skin condition by subjects 
l TEm measurements on the back of each hand 
l NOVA DPM measurements on the back of each hand 

Conclusion: 
Overall, the results of the study strongly show that TRISEPTIN WATERLESS surgical scrub and the surgical 
hand scrub with 61% alcohol with 1% Chlorhexidine Gluconatet were superior to 4% Chlorhexidine Gluconate* 
in nearly all parameters assessed. 
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TRISEPTiN@ WATERLESS Surgical Scrub 

Expert Dermatological Grader 

Clinical Dryness 

Expert Dermatological Grader - Erythema 
More 1.6 I 

1.0 

0.6 

0.6 

0.4 

0.2 

Less 0.0 

+- TRISEPTIN WATERLESS 4% CHG: -+- 61% Ethyl Alwhd 8 1% CHGt 

Day 1,2,3.4 pm-wash evaluation Day 5 post-wash evaluatton 

Conclusions: 
l At the endpoint (Day 5) hands treated with 4% Chlorhexidine Gluconate (CHG) were shown to be 

significantly drier than both TRISEPTIN WATERLESS surgical scrub and the surgical hand scrub with 
61% alcohol with 1% Chlorhexidine Gluconate. 

l TRISEPTIN WATERLESS surgical scrub and the surgical hand scrub with 6 1% alcohol with 1% Chlorhexidine 
Gluconate were statistically equivalent; no difference was found. 

Clinical Erythema 

Expert Dermatological Grader - Erythema 
More 1.6 , 

$ 1.0 

e 06 
. 5 

w  0.6 

0.4 

0.2 

Less 0.0 L J 
BZNS&inC WY2 Day 3 Day 4 Endpoint- 

Day 1 hY5 

+ TRISEPTIN WATERLESS 4% CHG* $$ 61% Ethyl Alcohol & 1% CHGt 

Day 1,2.3,4 pm-wash evaluation Day 6 postwash evaluation 

Conclusions: 
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l At the endpoint @ay 5) hands treated with 4% Chlorhexidine Gluconate showed significantly more erythema 
than both TFUSEPTIN WATERLESS surgical scrub and the surgical hand scrub with 61% alcohol with 
1% Chlorhexidine Gluconate. 

l TRISEPTIN WATERLESS surgical scrub and the surgical hand scrub with 61% alcohol with 1% Chlorhexidine 
Gluconate were statistically equivalent no difference was found. 
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TRtSEPTtN@ WATERLESS Surgical Scrub 

Subject Self=Assessment of Hand Skin 

Skin Cracking 

-.- 

1.5 

1.0 

0.5 

0.0 

Less -0.5 I 
TRISEPTIN 61%RE,dA&hol 4% CIKV 

WATERLESS 

*condiiioning 

Cay 5 (Cndpolnt) Sell-Assessment 

Conclusion: 
At the endpoint (Day 5), hands treated with TRISEPTIN WATERLESS surgical scrub or 61% alcohol 
with 1% Chlorhexidine Gluconate demonstrated significantly less skin cracking than hands treated with 
4% Chlorhexidine Gluconate. 

Skin Conditioning 

More 0.5 

-2.5 

TRISEPTIN 6i% Ethyl Aleohoi 4% cno* 
WATERLESS & 1% cnw 

N Conditming 

Day 5 (Endpoint) SelhAsressmant 

Conclusion: 
At the endpoint (Day 5), hands treated with TRISEPTIN WATERLESS surgical scrub or 61% alcohol with 
1% Chlorhexidine Gluconate demonstrated significantly less skin conditioning change than hands treated 
with 4% Chlorhexidine Gluconate. 
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TRISEPTIN” WATERLESS Surgical Scrub 

NOVA” Dermal Phase Meter (DPM) Measurements 

Skin Hydration 

Skin Hydration Results - NOVA DPM and 
Corneometer Measurements Day 5 Endpoint 

More 2 

@4% CHGr 61% Ethyl At& 8 1% CHGT fZ+TRlSEPTlN WATERLESS 

Conclusion: 
While all products tested had an impact on skin hydration, both TRISEPTIN WATERLESS surgical scrub and 
61% alcohol with 1% Chlorhexidine Gluconate retained significantly more hydration compared to hand skin 
treated with 4% Chlorhexidine Gluconate. 

Transepidermal Water Loss (TEWL) Measurements 

TEWL 

LESS 

8 

2 

0 
4% CnC: TRISEPTIN Bi% Ethyl Alcohol 

WATERLESS A 1% CHQ’ 

&TEWL Baseline s;TEWL Endpoint 

Conclusions: 
l No product tested caused a significant change in the transepidermal water loss measurements from baseline to 

the endpoint (Day 5). 
l There were no statistical differences between TRISEPTIN WATEhUSS surgical scrub, 61% alcohol with 

1% Chlorhexidme Gluconate and 4% Chlorhexidine Gluconate from baseline to the endpoint (Day 5). 
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TRISEPTIN@ WATERLESS Surgical Scrub 

Ill-Day Cumulative Irritation Study in Humans 

Objective: 
To determine the cumulative irritation potential of a test product. 

Test Method: 
l Testing was done on 30 healthy subjects (male and female), between 23 and 61 years of age with Fitzpatrick 

Skin TVpe II to IV. 
l Occlusive patches containing a defined amount of test product were placed on subjects’ backs by laboratory 

professionals every day for a period of 21 days. 
l Test sites were evaluated every day for irritation at least 2 hours after patch removal by the expert 

dermatological grader. 
l After clinical evaluation, a new patch with test material was re-applied to the same area of the back. 

Test Results: 

21 =Day Cumulative Irritation Study 
in Humans 

.oto123 iMIld material - Essentially no evidence of &!mUlahve 
no experimental imtatlon Irritation under the conditions of the test 

& >498 to 1,121 Possibly mild in normal use Evidence of moderate potential for 
mild cumulative Irritation under 
conditions of the test 

Conclusion: 
After 21 days of exposure, TRISEPTIN WATERLESS surgical scrub, 4% Chlorhexidine Gluconate and 
the surgical hand scrub with 61% alcohol with 1% Chlorhexidine Gluconate were statistically equivalent 
and demonstrated essentially no evidence of cumulative irritation under the conditions of the test. 
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TRISEPTIN@ WATERLESS Surgical Scrub 

Ingredient Description 

The table below provides the list of ingredients and their fimction in TRISEPTIN WATERLESS Surgical Scrub. 

10. Glycerin 
11. Poloxamer 124 
12. Citric Acid 
13. Purified Water 
14. Fragrance 
15. Zinc Pyrithione 
16. Ammonium Aczyloyldimethyltauate/VP 

CODOlYflM 

Hum&ant and skm moisturizer 
Non-foaming swfactant 
pH adjusting agent 
Vehicle 
FG3granC.Z 

Preservative 
Thickener 

l TRISEPTIN WA7FXL.ESS surgical scrub uses a 61% ethyl alcohol active combined with a preservative to 
prolong persistence. 

l TRISEPTIN WATERLESS surgical scrub was specially formulated with 9 different emollients and moisturizers 
and a humectant to help improve skin conditioning. 
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TRISEPTIN@ WATERLESS Surgical Scrub 
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