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AIM AND BACKGROUND OF TRIAL

The attive ingredient of BURNAID Hydrogd is 4% Mddeuca Oil or more commonly
known as Tea Tree Oil (TTO). Mddeucadternifoliais uniqueto Audrdiaand its
naturd habitatisin small pockets of low-lying swamp area throughout New South Wales
(Caron & Riley 1992). TTO has been wel document as an antiseptic and disinfectant
agent asearly asthe 1920 sand 30's. Humphery (1930) published one of the first
stientific papers summarizing persona experiences of therapeutic applications of the ail.
Theseincluded the cleansing and dressing of dirty wounds with oil solutions aswell
commercidly avaladle products in the 1920’ s that were used to disinfect and dressa

large dligbetic ulcer, which hedled without further infection (Halford 1936).

Post World War Il dump inthe TTO industry stopped dl production of commercia
products. The essentid oil of M. dternifalia, or Tea Tree Qil, has enjoyed increased
medicind use in recent years. BURNAID traditionaly has been used asagd for thefirgt
ad trestment of burn injuries and has been commercidly available world wide for over a
decade. Large numbers of published in-vivo and in-vitro studies have indicated that TTO
exhibit strong antimicrobid properties and anima studies have proven excdlent resultsin

wound hedling.
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BURNAID was used as ahydrogel on avariety of wounds throughout the generd surgica
and medicd wards as well as outpatient dlinicsin the Prince of Waes Hospitd, a large

adult tertiary hogpita, within the South East Sydney Area Hedth Services
Wounds treated with BURNAID Hydrogd varied widdy from arange of leg ulcers,

pressure related wounds, spider bites and various infective wounds. The trid was

conducted over a three-month period from June 04 — August 04.
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BURNAID —WOUNDGEL

Burnaid Hydrogel —Wound gd is manufactured by RY E PHARMACEUTICALS PTY
LTD Audrdiaand supplied by M.RRESCUE PTY LTD Ausdrdiafor the purposes of
thistrid.

BURNAID Gd conssts of in excess of 90% water trapped in a proprietary gdl, containing
4% Mddeuca Oil (TeaTree Gil). BURNAID Gd and Dressings are gpproved for sde
under US FDA, European Union CE, Audrdian TGA, NZ — MOH, and throughout
selected countriesin Asaand the Middle East (BURNAID Technicd Report 2004).

INFECTION CONTROL

Teding of Burmad Burn Ge Tubes (4% Meddeuca Oil) in accordance with British
Pharmacopoeia Presarvative Test indicated Burnaid passed the tet.

Culture Control 0 hr 6 hr 24 hr 48 hr
Count
S. aureus 1.9x10’ 8.4 x 10° <10 <10 <10
Ps. aeruginosa 4.7x10° 3.6 x 10° <10 <10 <10
C. albicans 5.1x10° 4.0x10° <100 <100 <100
A. niger 2.9x10° 4.7x10° 3.8x10° 2.6 x10° <100
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Teting of Burnad Gd (4% Tea Tree Qil) by the Depatment of Microbiology,
Repatriation General Hospita, Concord, Sydney, for activity against a number of
organisms expressed as zones of inhibition, indicated activity againg dl organisms. "

ORGANISM ZONE OF INHIBITION (mm)
C. albicans 5
C. tropicalis 11
Staph. aureus 3 40
Staph. aureus 4 47
E. coli 5 30
E. coli 6 24

" Schwartzkoff C. Bioassay, Lillyfield NSW Australia. Paper presented to symposium on modern phytotherapy — the clinical
significance of teatree oil and other essential oils— Macquarie University Sydney 1989; 54-65.

" Levy J. Repatriation General Hospital Concord, NSW Australia. Work conducted on Burnaid Gdl. 1992.

SAFETY
Toxicity, Skin Irritation and Sensitisation

Invivo studies conducted on Burnad indicate a Draize irritetion index of O for acute
dermd irritation, indicating a norvirritant. Skin  sendtization dudies indicated dight
intradermal  irritation reections, dthough no sengtization properties are shown. Ord
toxicity dudies indicate the LDS0 to be grester than 10g/Kg - indicating a very low
potentia toxicity. Burnaid Gd 4% was evaduated as a very mild eye irritant usng the
Draze procedure."

21-day cumulative irritancy testing of a 10% Medeuca Oil formulation conducted on
humans indicated that in generd low percentage formulations used topicaly such as
Burnaid would appear to pose little risk of skin irritation when gpplied under normd
conditions."

STERILITY

Burnaid Dressngs are gamma irradiated a a minimum dosage of 25Kgys. Independent
review of the radiation derilization practices and laboratory testing procedures used on
Bunad gave a Seility Asurance Levd (SAL) of grester than 10° — ensuring
compliance as a derile medicd device under FDA and European Union Sterile Devices
Codes."

(BURNAID Technicad Condensed report 2004)
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Burn Aid Evaluation

We have found Burn Aid to be:
Effective in debriding wounds
Soothing for the patient — al patients have described it as being very comfortable as
soon as it was applied to the wound
It does not macerate good skin
Helpsto cut down on the smell with Maodorous wounds
Worked very wel as an ‘anti-microbid’ on one chronic wound whereas asilver
dressing which had previoudy been used was ineffective in *kick-gtarting’ hedling and
cutting down on maodour
Used on one fungating wound with good results — patient found it soothing and it did

‘cut down’ on malodour
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BURNAID TRIAL CASE SYNOPSIS
CASE 1: Patient BJ

He hasa PMH of Diabetes, Peripherd Vascular Disease (PVD) and below knee
amputation.

This patient had a hedl wound from a pressure sore that had developed whilst he was a
patient & POWH. This was surgicaly debrided and the patient refused any further surgery
and gtated that he wanted to have his wound treated by dressngs.

This patient is an outpatient.

Mar ch — June 2004: the wound had haved in Sze, and had hedthy granulation tissue
evident usng adressing cdled Vacutex.

June 18" 2004 -1 saw the wound and it had not reduced in size since the previous month

and was maodorous and so the dressing was changed to Aquacd AG

July 9" 2004 — the wound was unchanged in size and was till malodorous and so the
dressing was changed to Burnaid gdl (the gd was impregnated into gauze and thiswas
applied to the cavity) NAD dressing and mesorb

July 16" 2004 — the wound had reduced in size in one week and was no longer
malodorous. The patient stated that the odour was much reduced after even thefirgt
dressing change.

Figure 1A Figure 1B
9 July 2004 Note: wrong date on ruler
16 July 04
Wound prior to BURNAID One wesk with BURNAID
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Case 2: Patient DP

This patient had awhite tall pider bitein June

Vacutex were used for 1 month and the necrotic centre of the wound ‘cleaned up’ and the
wound was granulating well

In the space of 2 weeks there was little change in the wound and dthough it was dlean
there was no reduction in size of the wound

July 2004 — patient dressing was changed to Burnaid gd and the wound reduced in szein
24 hours and heded in 3 days

Figure 2A: Prior to BURNAID

Figure 2B: Wound after BURNAID —reduction in size ater 24 hours heded 72 hours.
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Case 3: Patient AV

This patient has ahistory of PVD and Diabetes with a previous Below Knee Amputation
When he cameinto hospita he had 2 necrotic toes and there was thick green dough over
histoes and ankle. The skin on the ankle was very macerated due to incorrect usage of
sologte gd. Within 1 week the maceration had deared up on the ankle and the ulcers

were a0 looking much better. The ankle wound was grafted 10 days after admission and
the graft took 100%

Figure3A: Prior to BURNAID 6 July 2004

Figure 3B: After BURNAID 14.7.2004
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CASE 4: Patient JR

This patient had a very doughy RT Sgphenous vein graft Ste following Coronary Artery
Grafts (CAG’s).

Solosite gd was used for 1 month with no visible effect

Burnaid gd used with effect gpparent within afew days

Petient transferred to Port Macquarie Hospital — have asked for follow-up photos but have
recaived nathing.

Figure4B: 8 July 2004 Wound after a few daystreated with BURNAID
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CASE 5: Patient LB

Petient came in through Emergency Department with a very ‘doughy/orange leg ulcer
thet was highly exudating. He was febrile with atemp of 39C, and it was believed that the
leg ulcer was the cause of hisfever. Hasahistory of NIDDM. He had had an angiogram
in the last 2 weeks, which showed no evidence of PVD. Patient was dsoon 1V
Antibiotics for 5 days.

| would not usudly use Burnaid gel on awound that was heavily exudating but thought it
was worthwhile to try and reduce the bacterid load

The ulcer has reduced in Szein the last 7 days using Burnaid gdl. It was 10cm x 6cm
initialy and in 7 days has reduced to 7.5x5.5 cm. LB is now an outpatient and will be
seen weekly by the Stomd therapy and wound care CNC.

Figure5A: 14 July 2004 Wound on admission

Figure 5B: Oneweek with BURNAID —Reduction in 9ze 2-3 cm
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CASE 6: Patient TT

Petient has Digbetes, Chronic rend fallure- awaiting transplant — having PD.

Sugtained awood chopping injury to leg which resulted in a haematoma and it became
necrotic — had surgicd drainage. Burnaid to leg daly snce 29-6-04 which has cleaned it
up considerably.

Petient now an outpatient and is seen weekly by the Stomd therapy and wound care CNC.
Figure6A: 29 June 2004 Figure 6B: 14 July 2004

After Surgicd Drain Progresswith BURNAID

Figure 6C: 27 July 2004
Clean wound and new tissue granulation with BURNAID
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CASE 7: Patient BR
Petient has aHx of Quadriplegia and was nursed in ahead brace
Petient sustained a pressure sore on the back of his head Vacutex was used to * de-dough’
the wound which is now clean but it is down to bone
Burnaid Gdl commenced 15-7-04
_(Will beamiracleif it works on this but thought it worth trying for the * comfort’
propertiesit has).
Figure 7A: 24 June 2004 Figure7B: 27 July 2004
Vacutex to dedough wound BURNAID darted 15.7.04

Figure 7C: 10 August 2004
Progress with BURNAID

13 BURNAID HYDROGEL WOUND TRIAL THE PRINCE OF WALESHOSPITAL 2004



The Prince of Wales Hospital

CASE 8. Patient AT

Petient is anew pargplegic transferred from another hospitd with a pressure sore on her
head. She was wearing a neck brace and aso had not had any nutrition to spesk of for 15
days during which time this devel oped.

Vacutex used initidly but patient found it too painful so Burnaid was then used from 7-7-
04. Wound smdler in Sze with both granulaion and epithelid tissue evident. Patient
findsit much more comfortable.

Figure8A: Wound on Admisson — Figure 8B: 9 July 2004

Vacutex commenced BURNAID darted 7 July 2004

Figure 8C: 10 August 2004

BURNAID has decreased size of wound — granulaion & epithelid tissue evident.
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BURNAID wound Hydroge! tria conducted by the Stoma Therapy and Wound
Department for the Prince of Waes Hospitd Randwick Sydney New South Wales.

Thank you to dl staff and patients who participated in the BURNAID trid.

BURNAID wound trid conducted and reported by Carol Stott CNC Stormel Therapy and
Wound Department Prince of Waes Hospitd.

Carol Stott

CNC Stomd Therapy
Prince of Wdes Hoxpitd
Randwick NSW 2031
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