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« Chronic wounds = non healing wounds

» Chronic wounds reduce quality of life and may lead to infections,
amputations and even death !

~Increasing with ageing population.

« Common chronic wounds

» diabetic foot Ulcers,

» Pressure ulcers,
» Leg ulcers (venous stasis ulcers),

» Burns.



Worldwide Wound Prevalence by Etiology,
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1he Wound Healing Market is Becoming
Increasingly Technology Driven
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Sucralfato e wound healing: tappe
storiche

A 1981: sucralfato proposto alla comunita
scientifica come agente mucoprotettivo per il
trattamento dell Oul cer a

A 1991: sucralfato viene impiegato con successo
nelle ulcerazioni peristomali

AAnni 2000: | 6esperienza
ulcerazioni croniche e alle ustioni



Sucralfato gel umido: caratteristiche
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La formulazione di COLLADERMINA € gel umido brevettato.
Diversamente dal gel secco, il gel umido mantiene le proprieta colloidali del gel, che
Si perderebbero attraverso procedure di asciugatura, e assicura una adesione alla

ferita prolungata.



Sucralfato topico: trials clinici

A Ulcere cutanee croniche di varia origine
A Prevenzione dermatite da radiazioni

A Dermatosi peristomali

A Ustioni di secondo e terzo grado
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Un nuovo dispositivo medico

per il trattamento delle lesioni cutanee
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Scopo dello studio:

Definire lo spettro di efficacia e tollerabilita
del sucralfato topico nel mondo reale



Casistica in studio

Numero 363

Sesso M: 135
F. 222
n.cd: 6

Efd (media+DS) 67.45+13,12
range
(29-101)

LDiagnosi

Uicere da stasi venosa 204

Ulcere post-flebitiche 61

Ulcere ischemiche 39

Ulcere diabetiche 20

Piaghe da decubito 31

Ferite chirurgiche p,

Ustioni

3




A Terapia: sucralfato topico
A Una somministrazione giornaliera
A Durata max 90 giorni



Punteggi (m-te.s.)

Evoluzione del tessuto di granulazione della lesione
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Figura 4. — Percentuale di pazienti con persistenza della
lesione durante il periodo di osservazione (N.=344).



Giudizi sul trattamento espressi dal medico e dal
paziente

Giudizi espresst Giudizi espressi
dal medico dal paziente
Efficacia ‘Tollerabiliti Accettabilita Facilita
d'uso
Scarsa 6,2% 2,6% 2,1% 0%
Moderata 16,8% 13,7% 16,1% 7,5%
Buona 41,9% 44,7% 39,4% 41,1%

Molto buona  35,1% 39,0% 41,3% 51,4%
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-Reazioni avverse rilevate nei 353 pazienti durante trattamento

Paziente
. T Centro Reazione avversa Esito
Sesso/etd Tipo di lesione
F/G2 Stasi venosa 5 Prurito Risoluzione spontanea
F/76 Stasi venosa 6 Prurito Risoluzione spontanea
F/04 Stusi venosa 19 Prurito Inermuzione del trartamento
F/66 Stasi venosa 19 Prurito ed Edema Interruzione del trattamento
F/71 Stasi venosa 20 Reazione allergica Interruzione del tratramento
M/70 Stasi venosa 22 Reazione allergica Interruzione del trattamento
M/51 Ulcera diabetica 22 Reazione allergica Interruzione del trattamento
F/58 Stasi venosa 23 Eritema Riscluzione spontanea
F/67 Stasi venosa 24 Lieve prurito Riscluzione spontanea
F/70 Stast venosa 24 Lieve bruciore Riscluzione spontanea
/58 Stasi venosa 24 Lieve eritema Risoluzione spontanea




Skin protection by sucralfate cream
during electron beam therapy.

Maiche A, Isokangas OP, Grohn P,
Acta Oncol 1994;33(2):2011 3.

Acute skin reactions, such as erythema and moist
desquamation, constitute major problems during
radiotherapy of superficially located tumours.

There are no drugs available for the skin care.

Sucralfate, a widely used anti-ulcer drug, has anti-inflammatory properties, and it
activates cell proliferation.

Based on these data and our previous experience of sucralfate cream on the aging
skin we performed a double-blind randomized study to compare the efficacy of
sucralfate cream to a base cream in 50 breast cancer patients receiving
postoperative electron beam therapy to their chest wall.

The acute radiation reaction of the skin was statistically significantly prevented by
the sucralfate cream.

The recovery of the skin was also significantly faster in the sucralfate cream group.
Side-effects due to the cream were rare.



Topical sucralfate in the management

of peristomal skin disease: an open study.

Lyon CC, Stapleton M, Smith AJ, Griffiths CE,
Beck MH.

Clin Exp Dermatol. 2000 Nov;25(8):584-8.

University of Manchester,UK.

Dermatoses affecting the skin around stoma sites are common and difficult to treat.

We have investigated the effectiveness of topical sucralfate in the management of
peristomal dermatoses in adults using an open study design.

Apart from forming a physical barrier to further irritation, sucralfate binds to basic
fibroblast growth factor preventing its degradation and thereby promotes healing.

In eight out of nine patients with faecal or urine erosions, daily, topical sucralfate
treatment was associated with healing within 4 weeks.

Topical sucralfate represents a safe, inexpensive and effective therapeutic
intervention, particularly for those patients with high output or short stomas where
repeated stoma leakage may be unavoidable.



Topical Sucralfate Decreases Pain

After Hemorrhoidectomy and Improves
Healing: A Randomized, Blinded,
Controlled Study

P.J. Gupta, M.S., * P. S. Heda, M.D., « S. Kalaskar, B.H.M.S., « V. P. Tamaskar, M.S.

Gupta Nursing Home, Laxminagar, Nagpur, India



PURPOSE: Oral and topical sucralfate is regularly used in ulcers of
gastrointestinal tract, vaginal and perianal excoriations, and radiation burns.
This study was designed to determine whether there was any advantage of
topical application of sucralfate in reducing postoperative pain and promoting
wound healing after open hemorrhoidectomy in patients with Grades Il or IV
hemorrhoids.

METHODS: A total of 116 patients were randomly assigned to receive sucralfate
cream (sucralfate group) or placebo cream (control group) applied to the
surgical site. Weekly pain score was evaluated by using Visual Analog Scale.
The amount of analgesic tablets consumed in each week also was assessed. At
the end of four weeks, two independent surgeons assessed the wound healing.



Weekly pain scores

VAS: cm P<0.002

P<0.01
[ sucralfate

M placebo
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Effect on wound healing

In the sucralfate group, the overall wound
healing ranked significantly better than in
controls (P<0.02)



Burns 27 (2001) 465469 - :
www.elsevier.com/locate burns

Topical use of Sucralfate Cream 1n second and third degree burns

Anjana Banati **, Siti Roy Chowdhury ®, Saswati Mazumder ®

® Department of Plastic Surgery and Burns Research Unit. Institute of Post Graduate Medical Education and Research. 220,
Acharya Jagadish Chandra Boese Road. Calcutta-700 020, India
® Department of Pathology. Institute of Post Graduate Medical Education and Research, 220, Acharya Jagadish Chandra Bose Road,
Calcutta-700 020, India




DISEGNO DELLO STUDIO

Fase 1: 60 pazienti con
ustioni < 50% superficie

corporea
30 pazient 30 pazienti Trattamento di
sucralfato controllo (Sulfadiazina Ag)

Fase 2 : studio entro pazienti
con ustioni < 50% superficie
corporea

EN

25 pazienti 25 pazienti
sucralfato placebo




Rate of epithehalisation for second degree burns

Phase-1

Study group treated with Control group treated with
Sucralfate Cream other topical agents

[2-24 days 21-29 days

(Median 18.8 days) P <0.00001 (Median 24.6 days)

Phase-11

Study group treated with CS Control group treated with SC
020 cream (Sucralfate Cream) 019 cream (placebo cream)
[2-21 days 20-27 days

(Median 16.2 days) (Median 22.6 days)




Rate of formation of granulation tissue for third degree burns

Phase-1

Study group treated with Control group treated with
Sucralfate Cream other topical agents

[2-19 days 19-25 days

(Median 16.3 days) P=0.0002 (Median 22.9 days)

Phase-11

Study group treated with CS Control group treated with SC
020 cream (Sucralfate Cream) 019 cream (placebo cream)

[4-20 days [8-26 days

(Median 16.7 days) (Median 22.7 days)




Conclusions:

Sucralfate Cream promotes rapid epithelialisation of

second degree burns with minimal said effects and offers
another topical agent 1 n the
armamentarium.



Sommario

A La formulazione gel di sucralfato & stata
sperimentata con successo in una ampia varieta
di indicazioni cliniche

A Gli studi hanno evidenziato una notevole

efficacia nel promuovere Il tessuto di
granulazione e una buona riepitelizzazione.

A Questi risultati insieme al favorevole profilo di
sicurezza fanno intravedere un ruolo importante
di guesto prodotto nel
Inerente al wound healing

(



Sviluppl futuri del sucralfato topico

Sono in corso diversi studi clinici a livello
Internazionale su nuove indicazioni terapeutiche:

Dermatite atopica
Caduta del capelli
Rughe



Sucral fat o: me C C

Sucralfate increases both epidermal growth factor (EGF) and basic
fibroblast growth factor (bFGF) concentration in the wound [4]. It binds
with bFGF and stabilises it in a manner similar to that of heparin [5].
Stabilised bFGF stimulates the formation of small blood vessels and
activates cell division of fibroblast and epidermal cells. After acute
damage of skin following burns specific enzymes are released, which
cut stored bFGF free from the cell surface, thus securing the presence
of big amounts of growth factor to be activated by heparin. Growth
factor, which cannot be stabilised and activated by heparin is
Immediately inactivated and destroyed [6]. Sucralfate replaces

and substitutes for heparin and prevents bFGF from being destroyed.
Sucralfate also prevents the release of cytokines from burnt damaged
skin cells and thus prevents inflammation and has a soothing effect. It
specifically inhibits the release of interleukin-2 and interferon

gamma from damaged skin cells.

~

C



Sucralfato e ustioni

Basic fibroblast

__ stabilizzazione growth factor \

Sucralfato /

i Wound healing
\ Stimolo sintesi | — Epidermal

growth factor

Inibizione rilascio Effetto

citochine antiinfammatorio

\ 4




Studio randomizzato nelle ulcere
venose degli artl inferiori



STUDIO SUL TRATTAMENTO TOPICO DI ULCERE VENOSE CRONICHE i
Tumi no G. ATopi cal

treatment of chronic venous ulcers with sucralfate: a placebo controlled
randomized

studyo International Journal of Mol ec
sono stati messi in trattamento soggetti con ulcere vascolari post flebitiche:
50 pazienti con COLLADERMINA

50 pazienti con placebo

| tempi di trattamento erano compresi fra 30 e 90 giorni.

COLLADERMINA o placebo sono stati applicati quotidianamente sulla ferita
previo lavaggio con soluzione salina isotonica o soluzione iodata dopo
rimozione chirurgica di escara.



Risultati

VARIAZIONI DEL TESSUTO DI GRANULAZIONE

Variazioni rispefto al basale del punteggio del
tessuto di granulazione nel corso dello studio

VARIAZIONI DELL'ESTENSIONE DELL'ULCERA

0. 4’(’.
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Variazioni percentuale rispetto al basale
dell'estensione dell'ulcera nel corso dello studio




Venous Ulcers




Sucralfato struttura chimica

Sale complesso di saccarosio octasolfato
idrossido di alluminio
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