
 
 

TopClosure®- Tension Relief System 
 

BEFORE USING THIS PRODUCT, READ THE FOLLOWING 

INFORMATION THOROUGHLY 

 

IMPORTANT! 

This instructions guide is designed to assist in using this product. It is not a 

reference to surgical techniques. 

The clinical application of this product should be based on specific clinical 

judgment, by a trained physician that takes into consideration all potential risks 

prior to application of the device. 

 

TopClosure® intended use for Skin Stretching and Secure Wound Closure. 

This device was designed, tested and manufactured for single patient use only. 

Reuse or reprocessing of this device may lead to its failure and subsequent patient 

injury. Do not reuse, reprocess or re-sterilize this device. Reprocessing and/ or     

re-sterilization of this device may create the risk of product malfunction, 

contamination and infection. 

Proper handling of the device ensures infection control and reduced contamination 

risk. 

Do not use if the sterile packaging is damaged or opened. 

Discard product after use. 

Store away from light in a cool, dry place.  Optimal storage conditions are at 

temperatures between 10-28°C and relative humidity between 40-70%. 

This package insert is designed to provide instructions for use of TopClosure®. It is 

not a reference to skin stretching techniques.  

 Please read all information carefully. 

 Failure to properly follow the instructions may lead to serious surgical 

consequences. 

 

TopClosure® System Components (varies to specific model): 

o Flexible semi-transparent attachment plates (AP) with non-toxic 

hypoallergenic adhesive tape on its undersurface of distinct sizes  

(Figure. 1) 

o Approximation strap (AS) of distinct sizes (Figure. 2).  

o Patch of hypo-allergenic transparent adhesive tape (Figure. 3). 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

TopClosure® 1S Clinic Pack includes:  

o Two flexible semi-transparent attachment plates with non-toxic 

hypoallergenic undersurface.  

o One approximation strap (of distinct sizes). 

o Two patches of hypo-allergenic transparent adhesive tape. 

 

 

 

 

 

 

 

 

TopClosure® 3S Hospital Pack includes: 

o 3 sets of TopClosure® Tension Relief System with extra flexible 

attachment plates with non-toxic hypoallergenic adhesive tape on its 

undersurface and two approximation straps (of distinct sizes). 

 

 

 

 

 

 

 

 

 

 

 

Instructions for use 

Preparations for TopClosure® Application 

 Prior to application assess the expected tension on the skin and choose the 

appropriate TopClosure® size orientation and number of sets to be used. 

 Evaluate the proper positioning of the attachment plates across the wound or 

lesion. 

 For curved surface – bend the attachment plates at the transverse indentation in 

order to accommodate skin surface curvature before application. 

 If the TopClosure® is used on an open wound make sure you cover it with gauze 

or a bandage before the approximation strap is placed on it. 

 Important note: Do not use TopClosure® in the following cases: 

o Known allergy to adhesives/tapes. 

o Thin, fragile sensitive skin. 

o Uncooperative patients. 

 Do not apply excessive shearing forces at all TopClosure® usages. Always apply 

gentle gradual tension to the skin when approximating tissues. 

Figure. 1 Figure. 2 

Figure. 3 



 

The Applied Stress and the Recommended Application 

 

 

Choosing the TopClosure® Tension Relief System Size 

 
 

TopClosure®– Non Invasive Application 

 Open the blister using sterile technique and remove the attachment plates and 

approximation straps required for the application. 

 Apply on skin which has been shaven, cleansed with Isopropyl Alcohol 

sponge and dried thoroughly.  

 Adjust the attachment plates to the skin surface by bending them along the 

designated horizontal indentations, as needed. 

 Peel off the adhesive tape on the back of the attachment plates, avoid 

touching the adhesive. 

 Place the attachment plates and attach them to the skin on both sides of the 

lesion or wound. The approximation plates should be positioned 1.5-2cm 

away from the wound edges. 

 Firmly adhere to skin. 

 Further secure the attachment plate to the skin with additional medical 

hypoallergenic tape, to prevent unintentional peeling of the attachment plate 

from the skin.  

 Insert the approximation strap in the locking/ release mechanism (LR/M) of 

one attachment plate and then to the remote attachment plate. While inserting 

the approximation strap through the LR/M of the remote attachment plate, be 

sure to press down on the proximal end of the attachment plate to avoid its 

detachment from the skin. 

 Make sure that the approximation strap's wing is interfaced with the 

locking/release mechanism of the first attachment plate. 

 Tighten the approximation strap gradually to enable the skin stretching. 

 In case of excessive pull and collapse of the LR/M and the approximation 

strap wings, re-insert the strap and pull gradually in order to maintain 

functionality of the system and avoid repeated failure of the approximation 

strap wings.   

 Shorten the approximation strap as clinically indicated and secure the stump 

to the attachment plate with a tape. 

 The adhesive is extremely durable under shear forces, yet can be easily peeled 

off when needed. In order to prevent inadvertent peel of the attachment plate 

from the skin and to further secure the attachment plate to the skin, apply an 

additional medical hypoallergenic drape (provided by IVT Medical Ltd. as an 

accessory in TopClosure® 1S System packages). 

 To further secure the system, it is advisable to circumferentially wrap it with an 

elastic bandage.   

 The TopClosure® should be removed every 4 days, replaced and repositioned if 

necessary. 

o To release tension, gently lift the tab of the LR/M and then withdraw the 

approximation strap as necessary. 

o Detach the attachment plates from the patient's skin (when an additional 

medical adhesive tape has been used- remove it first). 

TopClosure® Invasive Application 

 

Note: when applying the TopClosure® invasively a possibility of tissue 

scarring is inevitable.  

Before applying the TopClosure® invasively, evaluate the need vs. the 

consequences of this invasive application. 

The care provider should evaluate the amount of stress that is anticipated during 

closure of the wound and carefully judge wound suturing methods and materials prior 

to making decision as to the application of the appropriate TopClosure® and means of 

application. Only CE or FDA APPROVED staples, sutures, KW and tapes should be 

applied.  

 Using TopClosure® in conjunction with Staples or Sutures 

o Open the blister using sterile technique and remove the attachment plates 

and approximation straps required for the application. 

o Apply on skin which has been shaven, cleansed with Isopropyl Alcohol 

sponge and dried thoroughly.  

o Adjust the attachment plates to the skin surface by bending them along the 

designated horizontal indentations, as needed. 

o Peel off the liner from the back of each attachment plate. Important Note: 

Skip this step for patients with known allergy to adhesives.  

o Place the attachment plates and attach them to the skin on both sides of the 

wound. The attachment plates should be positioned 1.5-2 cm away from 

the wound edges. 

o Firmly adhere to skin. 

o Use staples (Weck Visistat with 35 wide staples) with dimensions of: 

6.5mmX4.7mm (IVT Medical Ltd. cannot assure the safety of using the 

stainless steel skin staples under MRI conditions), or sutures (35 mm 

cutting needle) to secure the attachment plates to the skin using the 

designated pairs of oval openings on each attachment plate.  

o Insert the approximation strap to the locking/ release mechanism (LR/M) 

of one attachment plate and then to the remote attachment plate. While 

inserting the approximation strap through the LR/M of the remote 

attachment plate, be sure to press down on the proximal end of the 

attachment plate to avoid its detachment from the skin. 

o Make sure that the approximation strap's wing is interfaced with the 

locking/release mechanism of the first attachment plate. 

o Tighten the approximation strap gradually to enable skin stretching for 

reduction of wound edges’ gap. 

o In case of excessive pull and collapse of the LR/M and the approximation 

strap wings, re-insert the strap and pull gradually in order to maintain 

functionality of the system and avoid repeated failure of the approximation 

strap wings.   

o Shorten the approximation strap as clinically indicated and secure stump 

to the attachment plate with a tape. 

o The adhesive is extremely durable under shear forces, yet can be easily 

peeled off when needed. In order to prevent inadvertent peel of the 

attachment plate from the skin and to further secure the attachment plate to 

Wound 
closure 
intensity 

Applied 
stress 

Recommended 
mean for plate 
adherence 

Main means of 
wound edges 
approximation 

Low  
(non-invasive 
application)  

≤0.6kg AP's adhesive 
tape and 
covering medical 
adhesive tape 

approximation 
straps 

Moderate 
(non-invasive 
or invasive 
application) 

0.6-1kg staples/sutures, 
AP's adhesive 
tape and 
covering medical 
adhesive tape 

approximation 
straps 

High 
(invasive or 
non-invasive 
application) 

1-2.4kg AP's adhesive 
tape or 
staples/sutures  

Tension sutures 
and approximation 
straps. For extra 
pull to assist in 
closure. 
 

ex. High 
(invasive 
application) 

2.4-5kg AP's adhesive 
tape 
staples/sutures  

Tension sutures 

TopClosure® system size Recommended use 

4mm 
Pediatric Applications, Facial Wounds, Fine 

to Minor Skin Lacerations 

6mm 
Child and Adolescent High Tension 

Wounds, Child and Adolescent Torso and 
Limb Trauma 

8mm 
Adult High Tension Wounds, Adult Torso 

and Limb Trauma, Military Use 



the skin, apply an additional medical hypoallergenic drape (provided by 

IVT Medical Ltd. as an accessory in the TopClosure® 1S System 

packages). 

o The TopClosure® should be removed and replaced according to the 

surgeon's judgment. 

 Gently remove the staples / sutures from the patient's skin. 

 To release tension, gently lift the tab of the LR/M and then 

withdraw the approximation strap as necessary. 

 Detach the attachment plates from the patient's skin (when an 

additional medical adhesive tape has been used- remove it first). 

 TopClosure® as a topical tension-relief platform for tension sutures (TS) 

 

o Heavy nylon TS (Syneture MONOSOF CN-290 Cutting needle 3/8 77 

mm) can be applied to overcome high tension closure during stress-

relaxation. The TS can be inserted through one of the designated oval 

holes in the attachment plate, gripping the deep subcutaneous tissue on 

both sides of the wound, and exiting through the attachment plate on the 

counter side of the wound. The suture is then threaded through the 

opening at the front of both approximation plates for firm, high tension 

tightening of the subcutaneous tissue by stress-relaxation. 

 Using TopClosure® in conjunction with Kirschner Wires (KW) 

o Open the blister using sterile technique and remove the attachment 

plates and approximation straps required for the application. 

o Apply on skin which has been shaven, cleansed with Isopropyl Alcohol 

sponge and dried thoroughly.  

o Adjust the attachment plates to the skin surface by bending them along 

the designated horizontal indentations, as needed. 

o Peel off the liner on the back of each attachment plate. Important Note: 

Skip this step for patients with known allergy to adhesives or tapes. 

o Place the attachment plates and attach them to the skin on both sides of 

the lesion or wound. The attachment plates should be positioned 1.5-2 

cm away from the wound edges. 

o Firmly adhere to skin. 

o On both skin edges, insert a 1.8 or 1.6mm K-Wire through the wound 

edges, into the designated horizontal opening across the base of the 

attachment plate, and then back into the skin.  

o Apply additional staples or sutures as above if indicated. 

o Insert the approximation strap to the locking/release mechanism 

(LR/M) of one attachment plate and then to the remote attachment 

plate. While inserting the approximation strap through the LR/M of the 

remote attachment plate, be sure to press down on the proximal end of 

the attachment plate to avoid its detachment from the skin. 

o Tighten the approximation strap gradually to enable skin stretching for 

reduction of wound edges' gap. 

o Make sure that the approximation strap's wing is interfaced with the 

locking/release mechanism of the first attachment plate. 

o Shorten the approximation strap as clinically indicated and secure 

stump to the attachment plate with a tape. 

o The adhesive is extremely durable under shear forces, yet can be easily 

peeled off when needed. In order to prevent inadvertent peel of the 

attachment plate from the skin and to further secure the attachment 

plate to the skin, apply an additional medical hypoallergenic drape 

(provided by IVT Medical Ltd. as an accessory in the TopClosure® 1S 

System packages). 

o The TopClosure® should be removed and replaced according to the 

surgeon's judgment. 

 Gently remove the Kirschner wire from the patient's skin. 

 To release tension, gently lift the tab of the LR/M and then withdraw 

the approximation strap as necessary. 

  Detach the attachment plates from the patient's skin (when an 

additional medical adhesive tape has been used- remove it first). 

Contraindications 

 Non-invasive application of TopClosure® is contraindicated for patients 

with very thin, delicate sensitive skin (in these patients, anchoring with 

staples or sutures is indicated exclusively with extra caution to the stress 

applied when stretching the skin). If the skin surrounding the treated site is 

delicate, thin or fragile, re-evaluate the need for TopClosure® application. 

If absolutely needed, apply the TopClosure® at a slightly distant location 

away from the problematic area. 

 This device is not intended for use with the applied adhesive surface in 

patients with a known sensitivity to adhesives. Other methods of 

application should be considered. 

 Attachment using staples or KW should not be used when it is impossible 

to maintain a 7mm distance between stapled skin surface and underlying 

vital structures such as blood vessels, major nerves, internal organs, bones 

and connective tissue such as tendons and ligaments. 

 Extra caution should be taken when applying the TopClosure® in the 

following cases: 

o When non-viable or atrophic tissue is present at or near the 

wound edges. 

o When the patient has received localized radiation treatment at 

the wound site. 

o When the patient is receiving chemotherapy. 

 Special consideration should be made for application of TopClosure® in 

areas of repetitive motion as in areas adjacent to joints. Application of 

TopClosure® for these areas may be considered for each individual 

patient, and may require limb and joint immobilization. 

 The TopClosure® application is contraindicated when the designated 

adherent area is infected. 

 The TopClosure® should not be applied for stretching of heavily scarred 

tissue, with minimal laxity of the skin.  

 Special caution should be taken when stretching circular organs (e.g. 

limbs) with the TopClosure®, to avoid inducing compartment 

syndrome, inflicted by excessive stretching of the skin. If compartment 

syndrome is suspected, immediately release the tension by releasing 

the straps and/or the sutures.   

 

As an invasive wound closing aid, the TopClosure® is designed to bring the 

skin margins together so that they may be safely sutured or stapled, using 

conventional methods. By applying a controlled amount of tension evenly 

along the wound margins, the TopClosure® uses the visco-elastic properties of 

skin to cause it to stretch and extend while minimizing its tendency to recoil. 

This process, known as "Mechanical Creep", does not impair the immediate or 

long-term viability of skin. The amount of tension applied by the device is 

controlled by the surgeon. As the skin expands and tension is reduced, 

additional tension can be applied incrementally in repeated cycles until the skin 

margins are brought into close apposition for suturing or skin grafting. The 

device is then removed. 

 

Precautions and Warnings 

 A "pinch test" may be employed as a rough estimation of the 

potential effectiveness of the skin stretching technique. If the tissue 

doesn’t stretch at all on either side of the wound, the device may not 

be helpful in advancing the skin edges. 

 Devices which come in contact with bodily fluids may require 

special disposal handling to prevent biological contamination. 



 The TopClosure® is packaged and sterilized for single use only. 

Do not reuse, reprocess or re-sterilize. Reuse, reprocessing, or re-

sterilization may compromise the structural integrity of the device 

and/or lead to device failure which in turn may result in patient 

injury or illness. also, reprocessing or re-sterilization of single use 

devices may create a risk of contamination and/or cause patient 

infection or cross- infection, including, but not limited to, the 

transmission of infectious disease(s) from one patient to another. 

The signs that indicate that the device was used are an open or 

damaged Blister package and/or an attachment plate missing its 

adhesive's cover. 

 The development of post trauma or postoperative edema may 

cause severe degradation in adhesion quality, skin shearing, skin 

blistering and compartment syndrome. 

 As with all skin adhesive products, a small percentage of 

individuals may experience hypo or hyper pigmentation following 

removal. 

 Application of any surgical tape or medical adhesive may result in 

skin stripping upon removal. 

 Excessive tension application may cause skin damage by 

shearing, skin blistering, or loss of adhesion. 

 The TopClosure® may be used when the patient is under local, 

regional or general anesthetic, as the surgeon judges appropriate. 

 When local anesthesia is the method selected, the anesthetic 

solution used should NOT contain adrenalin or other known 

vasoactive agents. 

 Prior to using the device, the wound should be prepared for 

closure using clinical practices known to support the healing 

process (e.g. debridement, freshening of skin edges, etc.). 

 It is NOT advisable to undermine the skin edges beyond the 

position of the intra-dermal needles. 

 The surrounding area to be operated upon should also be prepared 

using sterile antiseptic cleansing solution, and should be 

appropriately draped. 

 The polypropylene (PP) is chemically inert and does not interact 

with electric or magnetic sources or instruments.  Chemical 

liquids such as soaps, detergents, alcohols, disinfectants and other 

chemicals may change the adhesive properties of the adhesive at 

the underside of TopClosure® attachment plates. The attachment 

surface for TopClosure® should be clean and dry for optimal 

performance of the adhering tape. Possible exposure to body 

fluids, cleansing liquids or wetting of the tape should be 

considered prior and during clinical use to determine means of 

proper securing of the device to the skin. 

 Where there is tissue edema, the device should be used with 

caution. 

 This device must be prescribed by a physician.  

 The device should be handled after use as potentially 

contaminated material; therefore it must be disposed of and 

discarded accordingly. 

Risks and Adverse Effects 

 Sensitivity to Adhesives  

Upon appearance of local redness, itching or stinging sensation, the attachment 

plate should be removed, the area should be washed using water and soap and 

the physician in-charge should be consulted. If needed, a new attachment plate 

may be relocated. 

 Local Infection 

Local skin infection may complicate local irritation caused by adhesives and 

may require removal of attachment plate and topical or systemic treatment of 

local infection. 

 Local Pigmentation Changes and/or Scar formation 

In rare occasions, the application of adhesives, staples or sutures may result in 

severe skin irritation, with permanent change in local pigmentation and/or scar 

formation. 

 Excessive Tension on Anchoring Skin 

Application of tension on the anchoring skin may result in excessive shear stress 

on the skin that may induce skin damage (blistering and/or scaring). Use the 

releasing mechanism knob to release the approximation strap in order to reduce 

local tension. 

 When skin loss is extensive or when wound gap is large, the application of 

staples, sutures, KW or a combination of anchoring methods would be 

clinically justified, although local scarring or skin damage at the anchoring site 

is expected. 

  

Adverse effects that could possibly result from the use of this device include skin 

irritation, change in pigmentation, local infection, blistering, scarring and 

compartment syndrome. In addition, it may not always be possible to completely close 

the wound.  

Manufacturer's Warrantee: 

Non-conforming products will be replaced without charge, as long as the product has 

been handled in accordance with the manufacturer's recommendations and 
instructions. 

 

For more information visit www.topclosure.com 
 

Authorizations: 

 

IMoH Registration No. 21380001 

Obelis s.a  

Boulevard Général Wahis 53 

1030 Brussels, BELGIUM 

Tel: +(32) 2. 732.59.54 Fax: + (32) 2.732.60.03 

E-Mail: mail@obelis.net 

Manufactured by IVT Medical Ltd. 

16 HaTidhar st., Ra'anana  

Israel 

© 2010 IVT Medical Ltd. 

All Rights Reserved. 

 

Exp. Date: see product label. 

 PRIOR TO USE SEE INSTRUCTIONS. 

FOR SINGLE PATIENT USE. 
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Sterility guaranteed unless package is damaged or opened 

Latex Free 
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