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Abstract  (S'is a commonly-used sterile, pliable, hemostatic surgical sponge prepared from treated, purified  Wound Size pmdu(‘ed less x(arring.Thferewas also a trend towards a more rapid reduction in wound size with !heTHR No peglmg, ulceration, {nfe(lion, or
Post-procedural care for punch biopsies, excisions and Mohs micrographic surgery (MMS) typically require the pork-gelatin solution. It is capable of absorbing and holding many times its weight in whole blood. * Wound size decreased more rapidly and to a greater degree, although not statistically significantly so, in n;‘;‘uilshwe}:e "Dlgd " ;I‘h:!lgroup. By vk WZ., rg\mevlgr:n:‘p ha':i plgmen;ary (:mngeg. Su?lje;[";:‘md "{,hmg and hurmfng 1;end§d
placement of sutures and continued self-care by patients. However, second intention healing (SIH) is also an « fhe 24 patients were =18 years of age who were scheduled to have non-melanoma skin cancers of the head Group | (THP) even though the mean wound size at baseline was 213.2140.1mm’ in Group | versus SI? Wd ‘ife”" oroup V:vl ¢ pan V\;‘HS n‘;rea('ev"m vrou:mg ‘I qu" b"“.‘ son! \(anlysul; e T: elr;ﬂs&afll(haggvls we:je °?’;‘ lm ¢
acceptable wound care following such procedures. This study compared two hemostatic agents for SIH in 24 ang neck removed by MIS, with final defect sizes of 0.5mm to 2.0cm. 156.0:741mm’ i Goup Il (). By week 3, the mean wound sze vas 108138mm’ in Goup 1and oo 0 ef“g.ve e !'"te;"f”‘ e twill be important to substantiat the results of this pilt stuy with larger
subjects who had undergone MNSfor the removal ofnon-melanoma sin cancrsofth face with a fial defect 1o, s o oo envaled were to be undergoing anticoagulation with either aspirin and/or warfarin 24.7:£36.0mm’ in Group 1. This represents a mean decrease of 94.3%z: 8.1 and 80.0%:x 26.1, respectively. By e b GRrger povet
sie of 05mm o 2. At least 50% of the subjets were eceiving ongoing an-coagulaion with warfarin Exclusion criteria were females of child-bearing age who were pregnant, nursing or not practicing a reliable  Week 6 the mean wound izes were 0.0 and 1.3:4.6mn respectvely.This represents a mean decrease g
and/or aspirin. method of birth control, as well as those with allergies or sensitivity to any companent of either test device, 01 100.0% and 98.4%:£57. At week 12, wounds hd healed n both groups with a mean change rom baseine
This poster presents results of a single-center, open-label, randomized, parallel-designed pilot study to compare Also excluded were |n(i\V|duals with recent coagulation disorders or other medical conditions that might of 100% in both groups. Figure 1 summarizes the changes in wound size over the study period. . i i j
the safety and efficacy of  non-prescription topical hemostatic powder containing a hydrophilic polymer and a contraindicate participation, as well as evidence of recent substance abuse or a history of poor compliance. . Jobal ey " e eas " b
potassium-based salt (Group I) to a sterile, compressed surgical sponge (Group Il) for SIH post-MMS with a focus Patient disposition and baseline demographics and characteristics are summarized in Table 2. Investigator Global Assessments 0%
on hemostasis and rate of healing. Assessments at baseline and at weeks 3, 6, and 12 included wound size, * Improvements in mean global assessments of healing were significantly greater at each time point in Group! 0% 1
global assessments of efficacy, application site assessment such as erythema, erosion, ulceration, inflammation, compared to Group Il (Figure 2). At week 3, the mean global assessment score for wound healing was °
swelling, infection, crusting, necrosis, peeling, contact dermatitis, hyper/hypo pigmentation, and scarring. Also, Group | Group Il 2.58+0.51 (moderately to very effective) in Group | and 1.83:0.83 (slightly to moderately effective) in Group -20%
subjects graded site irritation, pruritus, burning, tenderness, and pain at each visit. Time to hemostasis was also BASELINE CHARACTERISTICS (THP) () 11 (P=0.0256). At week 6, the scores were 3.00:0.00 (very effective) in Group | and 2.50+:0.52 (moderately to @ 00 |
measured at each application of the hemostatic agent at the time of surgery. Group | subjects achieved Disposition very effective) in Group Il (P=0.0063). At week 12, the mean scores of moderate to very effective healing were g» -30%
hemostasis at a mean of 52.5 seconds after the first stage of MMS vs 60 seconds in Group Il. Hemostasis times. _ 3.00 and 2.670.49 (P=0.0357). g -40% -
following stage 2 MMS were 32.5 seconds and 120 seconds, respectively. By week 12, wound size was reduced by Number of Patients Enrolled 12 12 ) o . 3}
a median of 182mm? in Group | and 161.5mm* in Group Il at week 12. At week 3, mean global Subjects Completed Study (%) 100% 100% of Site Reactions R 50% 7
assessment of wound healing was “very effective” in 58.3% of Group | subjects and 25% of Group Il subjects at * No ulceration, infection, necrosis or peeling was noted in either treatment group at any time point. The E 60%
week 3. At week 12, this assessment was 100% and 67%, respectively. No differences were reported in ulceration, On Anticoagulant Therapy 41.7% 41.7% mean erythema score at week 3 was 0.58:0.79 (mild to none) in Group | and 1.17:£0.72 (mild to moderate) %
inflammation, necrosis, peeling, contact dermatitis and other cutaneous parameters. Both scarring and in Group II. At week 6, they were 0.33+:0.78 and 0.58+0.67, and at week 12, they were identical in both 70% 1
erythema were reduced in Group I. Overall, both treatments were safe and effective in wound healing . ) groups, 0.08:£0.29. -80%
post-MMS. In addition, investigator’s efficacy assessment of subjects treated with the hemostatic powder Baseline Demographics « Erosion scores were identical in both groups at weeks 3 and 12, 0.42+0.51, and 0.0, respectively. While the -80%
following 4mm punch biopsies will aso be discussed. Mean Age (years) 74.2+10.2 7254103 mean inflammation scores were 0.08:-0.29n Group | and 0.17+0.39 in Group Il at week 3, by weeks 6 and 12, -90% 7
Introduction Gender 100% of both qmups» had no '\nﬂ»ammaT\on. ) 100% 4 -94% e o8% . -
. . . . Male 75.0% 91.7% * Group | had no swelling at any time point, but 8.3% of Group Il had moderate swelling at week 3. In weeks 6 -100% -100% -100%

* Post-procedural care for punch biopsies, excisions and Mohs micrographic surgery (MMS) typically require the and 12, no subject n either group had inflammeation. - _ - .

placement of sutures and continued self-care by patients. However, second intention healing (SIH), the process Female 25.0% 83% ! ) ) ) Group | (n=12) Group Il (n=12)

of healing a wound without surgical closure, is also acceptable wound care following such procedures. * Atweek 3, 100% of Group | had no scarring while 8.3% of Group Il had mild and 8.3% had moderate scarring. (THP) (Cs)
* SIH optimizes healing in a moist, hypoxic environment with a topical antibiotic or white petrolatum under a Ethnicity M W.eek 6,91.7% Di.Gm‘m {had nosscarring and 8.3% had mild saring. At week , in Group “‘7%. had no

y y . . . B ™ scarring, 25% had mild and- 33.3% had moderate scarring. At week 12, 91,7% of Group | had no scarring, and
dressing. It has been used for many years following MMS and is generally cons‘\dered safeuand cost-effective. C%.iu(?slan 100% 91.7% 8:3% had mild scaring versus 41.7% of Group I ubjects who had no scarfing, 41.7% who had mild scarrng,
‘f;"’:]:i:;zM?,ggemd that SHH is actualy the preferted method of healing for 25%-33% of wounds Biracial 0.0% 83% and 16.7% who had moderate scarring (P=0.011). Figure 3 summarizes the mean scores for scarring from

baseline to week 12.

* SIHis particularly well-suited to concave areas of the face. Partial-thickness or small full-thickness wounds of = Wound length and width in millimeters, were obtained and study devices were applied at baseline Crusting was not significantly different between the groups at any time point. Mean crusting scores were P=0.0063* P=0.0357*
the lower eyelid, alar crease or medial canthus often heal especially well by this method, with cosmetic results immediately following MMS. Efficacy assessments were made at weeks 3, 6 and 12. 033049 and 0.25:+0.45 at week 3, 0.00 in both groups at week 6, and 0.00::0.00 n Group | and 0.08:+0.29 P=0.0256*
that may be superior to those obtained with local flaps or skin grafts. *The primary endpoint was physician global assessments of healing on a scale of 0-3 (0=not effective at all; in Group Il at week 12. 3.0 3.00 3.00 2.67
* Convexsites, including the tip of the nose, may heal with a shiny appearance and sometimes hypertrophy while 1=slightly effective; 2=moderately effective; 3=very effective). « Contact dermatitis was identical in both groups with 91.7% of both groups having no contact dermatitis and 2.58 2.50 +0.49
flat regions typically have results that are in between. Scenarios in which SIH is indicated are listed inTable 1.~ & Investigator application site assessments, induding erythema, erosion, ulceration, inflammation, swelling, 8.3% having mild contact dermatitis at week 3. At bn!t; time points thereafter, 100% of each qroup had no e 1 10.51 +0.52
9 p 4 group g 25
Table 1. Possible Scenarios for SIH after MMS' infection, crusting, necrosis, peeling, contact dermatitis, hyper/hypopigmentation and scarring were graded contact dermaitis. Pigmentary changes were seen only in Group I of which 83% of subjects had mild £
onascale of 0-3 where 0=none, 1=mild, 2=moderate and 3=severe. pigmentary changes at week 6. At weeks 3 and 12, 100% of both groups had no pigmentary alterations. 2 20 1.83
May be Advisable * The subjects used the same 0-3 scale to assess irritation, itching, burning, pain, and tenderness. Time to X b . £0.83
Recurrence after MMS High-risk areas hemostasis was measured in seconds after each stage of Mohs surgery starting from the time of first Subject Self-Assessments 2
Recurrence after multipl treatments Concave areas application of the hemostatic agent to the wound. * Atweek 3, the mean irritation scores were identical in both groups, but at week 6, the mean irritation scores = 157
Tumors with special biological behavior Posterior aspect of auricle * Adverse event monitoring included any pathological or unintended change in the structure, function, or :;: g;ﬁi:ezlgr;c:[mZi)(:igw‘:r‘;h“}:"iz’;f{!g:::‘ezr":n]637:/:‘225;“;‘; ‘l::[at:”;'%;[ :;aé::uw':’:':é ‘;;';;Zef -8
X " 3 , 1% . =
- aggressive basal cell carcinoma Temples chemistry of the body that occurred during the study—regardless of presumed causality. roup | having had increasesof a et 1 paint group P O 1.0
Basal or squamous cell carcinoma with: Lip if vermillion border is not involved * Standardized wound care by patients consisted of gentle cleansing and pat-drying, followed 5 minutes later by o At basel 0% of G had no tchi .d %6 had mild itchi il % of " F“
- bone or perineural involvement Forehead an application of antibiotic ointment to the entire wound in a .75 inch thick layer. After moistening the gauze i‘:‘ch\:\se ;;‘:\;st: /;":m hr::evlil!eio ‘;‘:EI:(C} ”:fgl::weag:\t/:hi: s"c‘\‘)le “wcas‘r(‘]g‘\‘gJ()eA:)o\:/EIZuG'IU::dI!)’;gT(‘]zZ’;: g 0.5
- large size Antihelix portion of an adhesive bandage, it was applied to the wound and kept in place throughout the day and until Gmupglbl (P=0 0]’94) Atweek6, 27.3% af’Gmup Jand41 73/0 of group ;epo_vl;ed 'm(reasepnfat Iea;t 1_;)t;inl n
i i 0 i the next morning. e - y
- \vncleased tisk of metastasis E:;e;ﬁm;‘(‘;‘;‘:ﬁuil‘t‘?awd in the interface 9 itching, and none of Group I but 25% of Group Il had at least a 2-point increase in itching. By week 12, 18.2% 0.0 .
- immunosuppressed host 3 WIS tages RESULTS of Group | and 58.3% of Group Il reported increases of at least 1 point (P=0.0894) (Figure 4). Week 3 Week 6 Week 12
Coagulation disorders Time to Hemostasis . Neiﬂ?er group reported burning at baseline, but at .week 3, 8.3% of Group Il subig(ts reported moderate = | (THP . .
Advanced age « For Group | (THP), the median time to hemostasis was 52.5 seconds after the first stage of MMS and 32.5 :t“";:;f VS":‘;;;:’Z‘; Z’;;°“"’h':;"rﬁw’:‘l’:;‘;d ":’h‘jl“e';"E‘?V;T::éf::”’ﬁ‘;:““::‘::“:er'e‘";i‘(‘:"“”‘;‘g:::f:k?}I‘:‘r‘e‘ roup | (THP) roup Il (CS)
seconds after stage 2. For Group I (CS), median times to hemostasis were 60.0 seconds and 120 seconds, wasat Ieas{a T-point \n(vepase i burning s(gveal weéMZinX}“Z of Group Il and n:neomeu | 9
* SIH may resultin slight hypopigmentation. However, patients are typically more concerned with the return of respectively. When both stages were averaged, the median times to hemostasis were 42.5 and 60.0 seconds, P 4 X P g
anormal contour than by moderate pigmentary alterations.” respectively. * Atbaseline, reports of pain were slightly higher m‘Gmup 1, with 9.1% reporting mild pai.n versus 0% of Group Figure 3. Investigator Assessments of Scan
 SIH can result in cost savings of as much as 50% with an acceptable level of patient satisfaction, ~  For patients with previous anticoagulant therapy the median time to hemostasis was 60.0 seconds and 81.0 ::r’:‘wri:: fr’”,?;‘7:/;0;‘:?:/:3[??5]:,%E;::‘é::upa‘llngfffo'aiﬁnrw:“‘ r;ﬁo;;doizl:’: pla::, ;’:fgzzﬁ:::rg:z 9 g 9
particularly in elderly patients who may have contraindications to reconstructive surgery. seconds for stage 1 MMS and 105.5 seconds and 120.0 seconds for stage Il MMS in Groups | and I, respectively. 8 zﬂzzpme ’ m”" i ain 0 P op el oup I reported o pain,
© It has been suggested that SIH is an under-utilized option not only post-MMS but also following punch  For those with no previous anticoagulant therapy, median times to hemostasis were 30.0 seconds and 60.0 ’ ) 10 0.92 0.75
biopsies and excisions." The clinical use of SIH decreased after the development of more complex wound repair seconds, respectively for stage 1and 20.0 and 147.0 seconds for stage 2 in Groups | and Il respectively (Table 3).  Adverse Events . +0.90 +0.75
methods such as grafts and flaps and primary suture. * No treatment-related adverse events were reported during the course of the study, and 100% of both groups P=0.0004 P=0.0111
Study Objective Table 3. Median Time to Hemostasis (In Seconds) ‘ completed the full 12 weeks. E 08 .
* This past‘er describes the results of a study comparing two hemqstatlg ageljls, a non-prescription Median Time to Hemostasis (Overall) GI:?}:I:I Gm(“sp ] Use of THP Following 4mm Punch Biopsies ﬁ
hemostatic powder and a sterile surgical sponge, for SIH as well as the investigator’s efficacy assessment of (THP) (C5) * In a series of 10 patients with suspicious cutaneous lesions, 4mm punch biopsies were performed. After g 0.6
subjects treated with the hemostatic powder following 4mm punch biopsies. Stage 1 52,5 60.0 biopsies were completed and THP was applied appropriately, there were no difficulties postoperatively. H
Materials and Methods Stage 2 325 1200 * Patients were instructed not to apply any creams or ointments to the biopsy site, but were encouraged to ; 04
* This single-center, open-label, randomized, parallel-designed pilot study enrolled 24 patients scheduled to Median Time to Hemostasis Group | Group Il :mtec( tvhe Tltes v::tlh ahdresflng ead(h day‘andv toﬂavo\d :auma {o the area.They were instructed o leae the § ! 0.25
receive MMS. Subjects were randomized to receive either a topical hemostatic powder (THP) (Group 1) or a ith N . I h (THg) (ng essing in place while showering and to replace it afterwards. H +0.62
terile compressed sponge (CS) (Group II. THP i a non-prescription device. (with Previous Anticoagulant Therapy) *There were no complications postoperatively in any of the 10 cases. No infections or bleeding episodes occurred @ 0.2/ P=0.1662 008
© THP stops bleeding by binding to the wound area and forming an artificial seal that blocks the flow of blood. Stage 1 60.0 810 in any patients,induding those using anticoagulants. 4900289 +0.29
Its protective seal remains in place until wound healing is complete at which time it falls off naturally. Stage 2 1055 1200 * Healing time was slower than with sutured punch biopsy wounds. This is not unexpected, since punch biopsy 0.00 m e
Because it functions independently of the endogenous blood clotting cascade, concomitant medications, — - wounds involve full thickness of skin (extending into subcutaneous fat) so healing times of 3-4 weeks (or longer 0.0 .
indluding anticoagulants, need not be discontinued. Median Time to Hemostasis Group | Group Il depending on patient and/or anatomic site) is expected. Week 3 Week 6 Week 12
* lts ingredients are a non-toxic mixture of a hydrophilic polymer and a potassium-based salt. It is neither a (with No Previous Antlcoagulan( Thelapy) (THP) ©) Discussion
vasoconstrictor nor a cauterizing agent. Its components are not metabolized, and none is biologically-derived. Stage 1 30.0 60.0 ¢ ive global £THP showed i J d ¢ . J B Group | (THP) O Group Il (CS)
THP has passed all Food and Drug Administration biocompatibility tests, eliminating the risk of it Stage 2 200 1470 .ompamnve ggha .Fssessmen(s g . hCSS :V‘TE .gre:nl:’:; Ka(y;:z “T‘fi’Pe ’aﬂ donse(do acno: " se(odn‘
human or animal pathogens and minimizing the potential for allergic or sensitization reactions. age . . intention wound healing compared with G5 following (et week 12). THP tended to reduce erythema and it
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