“Bionext – Temporary Skin Replacement”

The Product derives from biotechnology and is a microfibrill film of pure cellulose.

It is a mean 0.050mm thick and its selective permeability allows water vapour to pass through but prevents the passage of water and since its is composed of an inert biological substance it does not provoke and form of rejection  and it sticks naturally to raw surfaces ( without any form of ashesive ).

It protects the lesion allowing the epithelium  to recover and preventing water and electrolyte losses.

It prevents the entry of bacteria from the external environment and reduces or completely stops pain.

Since it is semi-transparent, the doctor can follow the patient’s progress without having to remove it.

Indications

Bionext is indicated for any wound in which there is loss of epithelium whether superficial or deep, acute or chronic.

Specific individual indications are as follows:

2nd or 3rd degree burns:

These are lesions caused by energy of radiant haeat. The direct causes may be flames, very hot liquids or gases, contact with hot materials, electricity, chemicals or solar rays. These causative agents have other effects on the body in addition to local trauma. Electrical and chemical  burns have particular features of their own as well as the lesion strictly speaking caused by heat.

Burns can be classified on the basis of their depth, as follows:

1st degree burns involve only the epidermis. Their particular feature is erythema. They are dry and usally fairly painful. There is minimal or no systemic involvement. The classical examples are prolonged exposure to the sun and short – lived contact with hot liquids or even gas explosions.

2nd degree  burns destroy the epidermis and a variable amount of the dermis. If the lesion is limited to the outer layers of the dermis its is classified as superficial 2nd degree and if it involves deeper parts of the dermis to the base of the hair follicies it is called deep 2nd degree. This subdivision of 2nd degree burns is important to the planning of treatment. In the superficial type there are islets of intact epithelial cells which are able to redtore an epithelium to the lesion but in the deeper forms epithelialisation does not occur or rather it takes place only at the edges of the wounds. 2nd degree burns are usally caused by exposure to flames or fire and by contact with hot liquids. They may also form the periphery of a deeper burn.

Blister formation is a usual feature. The burns are red or pink in colour and they are moist and painful. As they become deeper there may be less exudates and the colour may be paler.

3rd degree burns are the most serious. They are usually caused by prolonged exposure to flames or contact with hot objects. Electrical burns are usually of this type. There is necrosis by coagulation in the outer layers. They are not usually painful because the superficial nerve endings are destroyed. These burns may involve the full thickness of the skin and go deeper with damage to muscles, bones and other structures.

It is important to draw attention to the fact that the degree of a burn’s depth does not remain static durin its subsequent progress and that there are factors which can change a superficial burn into a deep one.

SKIN ABRASIONS

Also known as excoriation, skin lesions caused by the skin being rubbed on a rough surface. For example: motorcycle or bicycle accidents, sports accidents in general or occasionally by surgeons for aesthetic purposes by mechanical or clinical methods, eg peeling.

GRAFT DONOR SITES

A skin lesion produced by a surgeon when removing skin from an undamaged area to cover a deep,lesion.

ULCERATION OF ANY AETIOLOGY

Skin lesions involving tissue loss.

There are various causes for ulcers, as follows.

Vascular :


a) Arterial : Thromboangiitis  obliterans occluding arteriosclerosis ( Macroangiopathy) Hypertension ( Martorell’s ulcer) Angiodysplasias ( A-V fistula, hyperostomy) Acute arterial occlusion ( by embolus or thrombosis)

b) Venous :  Chronic venous insufficiency by primary varices, secondary varices, previous erysipelas.

c) Lymphatic : Chronic lymphoedema.

Vasculities : 


a) Necrotising angiitis
b) “ Diabetic” microangiopathy

Neurological: 

a)“Diabetic” type neuropathy
b) Leprosy ( Mansen’s disease)

Haematological

Tumours: 

a) Basal cell carcinoma ( Marjolin’s ulcer)
b) Squamous cell carcinoma
c) Kaposi’s haemorrhagic sarcoma
d) Lymphomas ( Lymphosarcoma and mycosis fungoides)

INCISIONS, CONTUSED WOUNDS, LACERATED WOUNDS

EXPOSED NAIL BEDS

BEDSORES/DECUBITUS ULCERS

There are local lesions in which the skin or tissue or muscle or even bone is destroyed by occlusion of the blood supply as a result of prolonged pressure.

	Features 
	Advantages
	Benefits

	Microfibrill film of pure cellulose ( derived from biotechnology)
	Inert Compound
	No form of rejection provoked.

	Features
	Selective permeability
	Allows vapours to pass through

	Features
	Features
	Prevents passage of water and micro organisms reducing rate of infection and systemic treatment with drugs.

	
	Natural adherence to raw surface
	No adhesives or solvents required.

	
	
	Instant reduction of pain.

	
	Keeps raw surfaces moist.
	Physiological protection of the wound.

	
	
	Rapid reepithelialisation.

	
	
	Prevents pain by protection of nerve endings.

	
	
	Avoid loss of electrolytes.

	
	
	Reduce admission time.

	
	Single form of treatment
	Reduces cost of treatment.

	
	
	Reduces handling of patient.

	
	
	Less Changes of dressings.

	
	Non-toxic, non-pyrogenic and hypo – allergenic.
	Does not cause typical or allergic reactions.

	
	Perfect barrier to bacteria.
	Danger of infection reduced after application.

	
	
	Reduction of bacterial contamination and proliferation.

	
	
	Reduction of hospital infection rate.

	Very thin ( 0.050 mm )
	Transparent
	Allows progress of healing to be visualized making clinical monitoring easier.

	
	
	No need to remove dressing in order to check.

	
	Small volume dressing.
	Easy management of patient in bed.

	
	
	Easy for patient to wash and be ambulant.

	Different sizes of pellicle
	Suitable for each case
	Less waste of material.

	
	
	Less cost.

	
	
	Wide range of applications.

	
	Easy to remove and apply.
	Less inconvenience for the patient.

	
	
	Maximum Comfort.

	
	
	Early Physiotherapy.

	Individual Sterilised packs.
	Ready to use.
	Safety/reliability

	
	
	Readily disposable.

	
	Transport and storage under normal conditions.
	Lower cost of transport and storage.

	
	
	No refrigerator or apparatus required for storage.

	
	
	Shelf-life of 2 years while pack remains unopened.

	
	Easy to apply.
	Less inconvenience for the patient.

	
	
	Maximum Comfort

	
	
	Early Physiotherapy.

	Indvidual sterilized packs.
	Ready to use.
	Safety/reliability.

	
	
	Readily disposable.

	
	Transport and storage under normal conditions.
	Lower cost of transport and storage.

	
	
	No refrigerator or apparatus required for storage.

	
	
	Shelf life of 2 years while pack remains unopened.


METHOD OF APPLICATION ( I, II, III, IV )

I. For acute superficial lesions such as:

- superficial burns
- abrasions
- graft donor sites.


The procedure, stage by stage, is as follows:

A) The patient is taken to an area where conditions are aseptic and suitable instruments are available.

B) Analgesia is provided for the patient if necessary.

C) Bionext, forceps, dry gauze, a physiological solution and antiseptics are made available – all  with total asepsis.

D) Gloves are put on and the site of the lesion is rendered aseptic.

E) Debridement of the wound is carried out with removal of devitalized tissue.

F) The area is washed with a physiological solution.

G) Bionext  is taken out of the sterils pack with the help of an assistant.

H) Bionext  is brought close to the lesion in order to calculate the area to be covered assuming that the film should cover the area and a further 1cm around its edges. If two or more films must be used, they should overlap by 1 cm at their junction.

I)  Bionext is carefully applied to the lesion in such a way that it adheres fully. To this end a swab moistened in a physiological solution should be  used to move lightly over the film in order to remove air bubbles or any excess exudates. The patient should be warned at this point that it is normal to feel a slight burning sensation as the Bionextl covers the exposed nerve endings. This sensation will stop after a few minutes. When the Bionext has been applied, the doctor has two choices – to leave the area and the dressing exposed or to cover them with a bandage. The former has the advantage of allowing the exudates to dry up more quickly and is recommended in the following circumstances:
   a) The lesion does not involve the region of a joint.
   b) When it is certain that the patient will stay in place where hygiene is good.
  c) When the patient’s age or mental state do not prevent rest of the area of the lesion.

 If these circumstances do not prevail or if the patient is unable to tolerate exposure of the lesion and dressing, the area should be occluded with palin bandages.

If a joint is involved, it should be immoblised for the first 14 hours since resting the joint enables the formation of a scab. The patient should be encouraged to rest with the limb elevated and to take systemic analgesics, if necessary.

· The patient’s comfort is increased since washing and early ambulation can take place.

· Out patient treatment is possible for many patients who would have to be in hospital for conventional treatment.

II For Acute deep lesions such as:

· 2nd degree burns.

·  Similar lesions of different aetiology.

In these circumstances ( application II ) Bionext is applied in the same way as described above and when it is placed on the raw area it will protect the aptient from bacterial contamination and proliferation and reduce water and electrolyte losses.

The whole area or just patches should be immediately covered with film with full aseptic precautions in order to avoid microbial contamination. Dead tissue is removed by surgical excision at the first dressing or later at the  discretion of the doctor. If early surgical excision is chosen Biofill is still recommended after removal of the necrotic tissue. When surgical excision of the necrotic tissue is delayed, the doctor will find a plane of cleavage (or separation surface) between the necrosis and the living tissue with an exudates containing numerous polymorphonuclear leucocytes which are defending and cleaning the area.

Before embarking on delayed surgical excision the patient must be in an aseptic  environment. The Bionext and the necrotic material are held in haemostat forceps. Then scissors are used to cut and to open and the necrotic tissue is removed. At this point granulation tissue may be seen forming over the living tissue. The bed of the lesion is washed with physiological saline and soap before a new film of Bionext is applied.

The doctor will then decide, depending on the individual features of the case. Whether to carry out an auto – graft or to leave the area to heal naturally(by second intention). In either case Bionext can continue to be applied.

III. For Chronic deep lesions such as:

- Varicose Ulcers
- Diabetic Ulcers

- Chronic 3rd degree burns
The following procedure is carried out, step by step:

a) Material is collected for culture and antibiogram.

b) The following materials are prepared under full aseptic conditions: gloves, forceps, scissors, a soft sponge, gauze swabs, crepe bandage, topical antiseptic, physiological saline and bionext.

c) Gloves are put on and the ulcer and its surronding skin are cleaned with the sponge and antiseptic.

d) Devitalised tissue is removed and the ulcer is massaged gently to stimulate the circulation of blood in the area.

e) The area is rinsed with saline to remove any remaining disinfectant.

f) The film is brought close and cut to cover the ulcer and 1cm of its border.

g) The film is placed on the ulcer and complete adhesion is achieved with a moist gauze swab.

h) Any air bubbles and excess fluid between the ulcer and the film are removed.

i) An analgesic and appropriate rest are prescribed, if necessary.

A review should be carried out after 12 – 24 hours at which point the following features are found. The film is adherent to the ulcer and under the Bionext there is a thin layer of yellow-cream secretions with brown edges. If there is too much secretion, the film will be raised and the patient will complain of pain. In these circumstances the secretion can be drained by lifting the lower border of the film, by aspiration with a sterile needle or by making an opening in the film ( in which case it should be patches with new Bionext).

The film can be replaced since it is easy to remove when it has been moistened. The preliminary procedures mentioned above should be carefully followed. If there is infection it will be apparent from the large volume of foul-smalling secretions. There will be oedema, hyperaemia and pain.

The film should be exchanged and topical or systemic antibiotics should be started in accordance with the culture results. Combining the film with topical antibiotics has the advantage of keeping the antibiotics in contact with the damaged area for a long time. When infection occurs the film should be changed in accordance with the clinical circumstances until the signs of infection have disappeared.

It is worth noting that ulcers are nearly always infected and healing is reflected in a marked reduction in the volume of secretions and in the signs of inflammation as well as by the appearance of a brown scab over the raw area.

IV. In decubitus lesions the steps of the procedure are as follows:

a) In the early stages when ischaemia has only involved the epidermis. Bionext is applied in the same way for an acute superficial lesion. Normally no more than one application is required.

b) In wide deep lesions it will be difficult for bionext to adhere and it should be used at the discretion of the doctor.

General Procedures

First assessment (within 12 – 24 hours)

As a general rule the features to be expected are as follows. The film should be adherent to the exudates and drying and scab formation should have already started.there is some slight pain or a burning sensation or none at all. The aptient tolerates gentle palpation over the Bionext area without complaining of pain. There may be slight oedema, hyperameia and hyperthemia around the lesion. The film will be smooth and shiny over a gelatinous clear-yellow exudates. In these circumstances one application of Bionext is sufficient and there is no need to change it. Analgesia can be withdrawn and rest does not have to be absolute.

Since the fill is not so elastic when it is dry, it may crack along the lines of force and the patient should be advised to cover the area with an occlusive dressing in order to avoid contamination and to return to the doctor a new application of Biofill at the site of the break.

Further reviews should be carried out every three days. The points to note are as follows:

a) Excess  exudates production with the formation of vesicles in the film. In these circumstances the secretion is drained off at the lower margin of the bionext which does not need to be replaced. This procedure should be carried out as often as necessary.

b) If the film has been displayed by a large volume of exudates with exposure of the raw surface, the bionext  should be removed so that the surface can be washed with physiological saline and fresh bionext applied.

c) In these circumstances the situation should be reviwed after 24 hours. If there is a yellow cream exudates under the film, material should be collected for culture, microscopic examination and an antibiogram. While the culture results are bein awaited, clinical features suggesting infection may occur such as tenderness on palpation, oedema, hyperaemia and an increase in the volume of secretions with changes in their colour.

If the culture results are negative there is no need to change the film and the aptient should be observed and the secretions formed should be drained.

If there is infection, the procedure is as follows:

a) If the secretions extend under the whole of the film, it should be replaced. The floor of the lesion is washed with full aseptic precautions and a new film applied (perhaps with topical antibiotics). The procedure should be repeated as often as necessary.

b) If the infection is loaclised, the film is cit open at the site. The raw surface is washed with appropriate precautions and care and a new piece of bionext is applied. There is no need to replace all the bionext because the film prevents the spread of infection to the rest of the area.

When a scab forms over the lesion the aptient can be allowed to take short showers. Note that when it is damp bionext becomes whitish in appearance as soon as its is applied. The area should be dried by  gentle  pressure with a soft absorbent cloth. The use of a heating lamp or a hair dryer is also recommended until the skin is dry.

Contact with clothing or bedding should be avoided until the film is well dried.

A) Absolute rest is  no longer necessary and physiotherapy is started.

B) If the film has been displayed by a large volume of exudates with exposure of the raw surface, the Bionext should be removed so that the surface can be washed with physiological saline and fresh Bionext applied.

C) In these circumstances the situation should be reviewed after 24 hours. If there is a yellow-cream exudates under the film, material should be collected for culture, microscopic examination and an antibiogram. While the culture results are bein awaited, clinical features suggesting infection may occur such as tenderness on palpation, oedema, hyperaemia and an increase in the volume of secretions with changes in their colour.

If there is infection, the procedure is as follows:

a) If the secretions extend under the whole of the film, it should be replaced. The floor of the lesion is washed with full aseptic precautions and a new film applied.

b) If the infection is localized, the film is cut open at the site. The raw surface is washed with appropriate precautions and care and a new piece of Bionext is applied. There is no need to replace all the Bionext because the film prevents the spread of infection to the rest of the area.

When a scab forms over the lesion the aptient can be allowed to take short showers. Note that when it is damp bionext becomes whitish in appearance as soon as it is applied. The area should be dried by gentle pressure with a soft absorben cloth. The use of a heating lamp or a hair dryer is also recommended until the skin is dry. Contact with clothing or bedding should be avoided until the film is well dried.

Absolute rest is no longer necessary and physiotherapy can be started.

On the 7th day (Plus or minus 2 _ the film adherent to the scab begins to break up with exposure of pink, smooth and shiny tissue starting at the periphery and continuing towards the center of the lesion. Neither the patient nor the nursing staff should interfere with or handle the area. Early removal of the bionext fragments leads to premature exposure of the area which is still healing with a high risk of relapse.

It takes about two days for the Bionext and scab to come away completely and the patient may notice pruritus or discomfort ( as a result of excessive drying of the scab) In these circumstances a  moisturizing cream or sterile Vaseline is indiacted.

STERLISATION

Carroed out by ethylene oxide and valid for 2 years when the pack is unopened.

Precautions for storage:

Store at ambient temperature. Avoid heat, sunlight and excessive humidity.

Recommended shelf life: 2 years.

Contraindications:

There are no contraindication to bionext.

HOW SUPPLIED:

Carton with 12 pellicles

	Pellicle’s size
	Number of pellicles in one carton

	6 x 6 cm
	12

	10 x 8 cm
	12

	16 x 10 cm
	12

	21 x 16 cm
	12


Each pellicle is individually packed in an envelope of polyethylene/paper which is packed in another paper envelope. Twelve units of such ETO-sterilized envelopes are contained in one carton. Instructions for use are illustrated on both carton and envelopes.


