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APPENDIX 4B 

 

FRAMEWORK AGREEMENT SPECIFICATION 

WOUND CLOSURE  

 

1. Introduction 

 

1.1. The Framework Agreement is for the supply of Wound Closure Products 

including but not limited to Sterile Sutures and Needles, Haemostats, 

Tissue/Skin Adhesives, External Skins Staples and Staple Removers and Wound 

Closure Strips. 

 

 

1.2. Full technical specifications of the product lines awarded to the Framework 

Agreement (each a “Technical Specification” and together the “Technical 

Specifications”) must be made available to NHS Supply Chain on request during 

the term of the Framework Agreement. 

 

1.2.1. Applicants must notify NHS Supply Chain immediately about any 

proposed changes to the Technical Specifications throughout the term of 

the Framework Agreement. 

1.2.2. If changes to the Technical Specification of any product line awarded to 

the Framework Agreement mean that the product line no longer meets 

the minimum requirements outlined in the Specification, NHS Supply 

Chain reserves the right to exclude that product line from the Framework 

Agreement. 

1.2.3. NHS Supply Chain reserves the right to request evidence of compliance 

with the Specification throughout the term of the Framework Agreement. 

 

1.3. This Framework Agreement Specification refers to a number of standards and 

legislation. The list of standards and legislation is not intended to be exhaustive 

and any relevant standards and legislation which applies to the Framework 

Agreement (even if not stated) must be complied with by Applicants (together 

with those listed in this Framework Agreement Specification the “Standards and 

Legislation”). 

  

1.4. Product lines must comply with the Standards and Legislation (as amended, 

extended, or re-enacted from time to time). 

 

1.5. Evidence of compliance to the Standards and Legislation must be provided by 

Applicants awarded to the Framework Agreement (“Suppliers”) to NHS Supply 

Chain on request during the term of the Framework Agreement; if sufficient 

evidence is not provided by Suppliers NHS Supply Chain reserves the right to 

suspend product lines until such evidence is provided by Suppliers. 
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2. Criteria applicable across all product lines 

 

2.1. Standards and Legislation 

 

STANDARD AND LEGISLATION 

Where products are classed as Medical Devices as per the definition under 

Medical Devices Regulation 2017/745 the following will apply: 

Medical Devices Regulations 2002 (SI 2002 No 618, as amended) 

(UK MDR 2002) 

All products must have their CE or UKCA marking evident on the product and/or 

packaging. 

Or 

Medical Devices Regulation 2017/745 (as amended) 

All products must have their CE or UKCA marking evident on the product and/or 

packaging. 

 

Where products are sterile, they must comply with either applicable standard 

below or equivalent international standard to designate device as sterile.  

 

BS EN 556-1-2001  

Sterilization of medical devices. Requirements for medical devices to be 

designated "STERILE". Requirements for terminally sterilized medical devices.  

 

BS EN556-2-2015    

Sterilization of medical devices. Requirements for medical devices to be 

designated "STERILE". Requirements for aseptically processed medical devices.  

 

Where a product is sterilised an applicable validated sterilisation and routine 

control process must be applied, for example:   

 

BS EN ISO 14937:2009   

Sterilization of health care Sterilization of health care products.  

 

BS EN ISO 11135:2014+A1:2019   

Sterilization of health-care products. Ethylene oxide  

BS EN ISO 11137-4:2015+A2:2019. Sterilization of healthcare products. 

Radiation Requirements for the development, validation, and routine control of a 

sterilization process for medical devices  

BS EN ISO 17665-1:2006  

http://www.legislation.gov.uk/uksi/2002/618/contents/made
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Sterilization of health care products. Moist heat. Requirements for the 

development, validation, and routine control of a sterilization process for medical 

devices 

 

BS EN ISO 13485:2016 or Equivalent -Medical devices —Quality management 

systems 

 

ISO 14971:2019 or Equivalent - Medical devices — Application of risk 

management to medical devices  

 

United States Pharmacopeia (USP) / European Pharmacopeia / British 

Pharmacopeia 

 

 

2.2. On request applicants must provide NHS Supply Chain with Safety Data Sheets 

(SDS) for all products that fall under REACH (Registration, Evaluation, 

Authorisation, and restriction of Chemicals) 2007 –more specifically, an SDS must 

be provided if a substance or a mixture supplied is classified as hazardous under 

the CLP Regulation (EC) No 1272/2008. 

 

2.3. All products must not contain an active or preservative of concern as identified 

by Health and Safety Executive or UK Registration, Evaluation, Authorisation and 

Restriction of Chemicals (UK REACH) or be within their allowable limits. Where 

there are allowable limits, the ingredient name, Chemicals Abstract Service (CAS) 

number and concentration must appear on the label. 

 

2.4. If a product line contains phthalates this must be indicated on the packaging of 

that product line in accordance with Directive 2007/47/EC (amending Directives 

90/385/EEC and 93/42/EEC). 

 

2.5. All product lines and packaging should be latex free where possible. If a product 

line or any packaging contains latex this must be labelled on the product line or 

packaging (as applicable) to inform the user. 

 

2.6. During the term of the Framework Agreement Applicants must make NHS Supply 

Chain aware of any awarded product line that is classed by the MHRA as a 

Medicinal Product. 

 

2.7. The batch number and expiry date (if the product expires and has a required 

expiry date) must be present and legible on the individual product packaging, 

particularly when embossing is used rather than print. For clarity this must allow 

full traceability on finished products back to manufacturing source. 

 

2.8. Instructions for use must be in English and include approved pictograms if the 

product falls within the Classification Labelling & Packaging (CLP) regulations. The 

instructions for use must be appropriate for the intended use of the product and 

provided within the unit of issue (UOI) or made available to NHS Supply Chain or 

end user on request.   
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2.9. For all products, all product labels must be in accordance with the relevant 

standard and/or regulation. Any shelf-life limits and/or specific storage conditions 

required before or after opening or reconstituting the product must be stated on 

the product packaging. The usage period after opening must be detailed on either 

the product and/or product packaging and/or instructions for use made available 

to the end user. 

 

2.10. All Products must be supplied, distributed, and labelled incompliance with 

Licenced Medical Products (LMP) where applicable. Regulations and instructions 

for storage need to be clearly described on the product / instructions for use made 

available to the end user (IFU). 

 

2.11. If a product contains DEHP this must be stated on the individual product 

packaging or instructions for use (IFU) and/or made available to NHS Supply 

Chain or end user on request.    

 

2.12. Any cautions / warnings / contraindications to use must be provided in IFU.  

 

2.13. Must state details strictly necessary to identify the device for the user on the 

individual product packaging. 

 

2.14. Lot number and expiry date must be stated on the individual product packaging.  

 

2.15. For ordering purposes an identifier for example reference / manufacturing 

product code (MPC) must be stated on the individual product packaging and/or 

unit of issue packaging. 

 

2.16. Where applicable, products must be supplied sterile and individually wrapped.  

 

2.17. When the product is sterile, the product packaging must include a non-adherent 

tab which allows product packaging to be opened at one end maintaining ANTT.  

 

2.18. All sterile products must have a transparent side to allow visualisation of the 

product through the individual product packaging. 

 

2.19. Where a product is single use, the word single use and / or symbol must be 

depicted on the individual product packaging to inform the user of the products 

single use status in line with labelling (ISO 15223). 

 

2.20. Individual packaging must be of durable construction preventing product being 

pushed through, tampered with, and must not tear or rip apart during 

transportation and storage, to avoid damage to the product and/or breaches of 

product sterility and to reduce risk of plastic packaging being a foreign body when 

device being used. 
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2.21. Individual product packaging must be of durable construction preventing 

tampering and must not tear or rip under normal working conditions. 

 

2.22. Product must be robust enough to resist breakage when used as directed by 

manufacture. 

 

2.23. All products must have their CE or UKCA marking evident on the product and/or 

packaging. 

 

2.24. Where the product is to be used only in a specific part of the body, 

instructions/guidance must be provided with the individual product in English and 

on the product where possible, including diagrams if feasible.  

 

2.25. Information on the product constituent's raw material/s must be made available 

to NHS Supply Chain or end user on request to support with customer recycling 

requirements. 

 

2.26. Where applicable, must be stated if external product packaging is made of 

recyclable material and /or recyclable. 

 

2.27. Information on Country of origin must be made available to NHS Supply Chain 

or end user on request. 

 

2.28. Information on weight of product must be made available to NHS Supply Chain 

or end user on request.  

 

2.29. Training and implementation must be provided on request and in accordance 

with trust requirements through mutual agreement.  This could be for example, 

providing ongoing support including pre-implementation education, supplier 

support and implementation guidance, bespoke clinical training, eLearning, and 

post-implementation support.  

 

2.30. Training material must be made available upon request Upon NHS Trust 

conversion, where required free of charge training must be provided. 

 

2.31. All product line(s) must be supplied with a minimum 6-month shelf life.  

 

2.32. All product lines must be delivered free of charge to a location as directed by 

either NHS Supply Chain or the customer.  

 

2.33. The sterilisation process for the supply of sterile product lines must be certified 

by a Notified Body. 

 

2.34. The production of stainless-steel instrumentation must be from certified steel 

feed stock (i.e. SAE International/AISI (American Iron and Steel) standard 

formulation) and a Certification of Analysis must be obtained with every feed stock 
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purchase. NHS Supply Chain reserves the right to request copies of the 

certification during the term of the Framework Agreement 

 

2.35. Product lines awarded to the Framework Agreement must be consistent with 

any samples supplied for testing and evaluation. 

 

3. Sterile Sutures and Needles: absorbable and non-absorbable sutures and a 

range of needle sizes, Haemostats flowable, fabrics, gauze, sheets, sponges, 

powders, gels, snows, sprays and sealants, Tissue Adhesives, External Skins 

Staples and Staple Removers and Wound Closure Strips 

 

3.1. Sterile Surgical Sutures and Needles - Single use sterile sutures and needles 

intended for use in a wide range of medical and surgical procedures and across 

all patient groups that includes but shall not be limited to:  

 

3.1.1. Standards and Legislation 

STANDARD AND LEGISLATION 

United States Pharmacopeia (USP) / European Pharmacopeia / British 

Pharmacopeia 

 

 

3.1.2. A full range of suture to include sizes 10 - 12/0 these sutures gauges 

must be scope and compliant to the current United States/ 

European/British Pharmacopeia primary standards for ensuring suture 

gauge quality: 

USP USP/Metric 

Diameter limits in 

mm non-

absorbable 

Diameter limits in mm 

Synthetic Absorbable 

12/0 0.01 0.001-0.009 0.001-0.009 

11/0 0.1 0.010-0.019 0.010-0.019 

10/0 0.2 0.020-0.029 0.020-0.029 

9/0 0.3 0.030-0.039 0.030-0.039 

8/0 0.4 0.040-0.049 0.040-0.049 

7/0 0.5 0.050-0.069 0.050-0.069 

6/0 0.7 0.070–0.099 0.070–0.099 

5/0 1 0.10–0.149 0.10-0.149 

4/0 1.5 0.15-0.199 0.15-0.199 
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3/0 2 0.20-0.249 0.20-0.249 

2/0 3 0.30-0.339 0.30-0.339 

0 3.5 0.35-0.399 0.35-0.399 

1 4 0.40-0.499 0.40-0.499 

2 5 0.50–0.599 0.50–0.599 

3 6 0.60–0.699 0.60–0.699 

4 6 0.60–0.699 0.60–0.699 

5 7 0.70-0.799 0.70-0.799 

6 8 0.80-0.899 

 

7 9 0.90-0.999 

8 10 1.00-1.099 

9 11 1.100-1.199 

10 12 1.200-1.299 

 

USP USP/Metric 

Diameter limits in 

mm 

Absorbable 

(Collagen) 

9/0 0.4 0.040–0.049 

8/0 0.5 0.050–0.069 

7/0 0.7 0.070–0.099 

6/0 1 0.10–0.149 

5/0 1.5 0.15–0.199 

4/0 2 0.20-0.249 

3/0 3 0.30–0.339 

2/0 3.5 0.35–0.399 

0 4 0.40–0.499 

1 5 0.50-0.599 

 

3.2. Sutures non-absorbable   

3.2.1. Barbed polyolefin / polyamide suture -A single-strand 

(monofilament), synthetic, non-bioabsorbable thread made from a 

polyolefin (e.g., polypropylene) or polyamide intended to approximate 
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the edges of a soft-tissue wound or incision by stitching. It is designed 

with barbs along its length intended to facilitate tissue approximation 

by adding tension, a fixation feature (e.g., tab, loop, bidirectional 

barbs) to eliminate the need to tie a knot, and may include disposable 

suture application devices (e.g., needle, passer) 

3.2.2. Cotton suture - A multiple-strand (multifilament), natural, non-

bioabsorbable thread made from cotton fibres intended to join (i.e., 

approximate) the edges of a soft-tissue wound or incision by stitching or 

to ligate soft tissues; it may include an attached disposable device(s) 

[e.g., needle, passer] intended to facilitate suture application. 

3.2.3. Linen suture-A multiple-strand (multifilament), natural, non-

bioabsorbable thread made from long textile (usually flax) fibres intended 

to join (approximate) the edges of a soft-tissue wound or incision 

(especially gastrointestinal) by stitching, or to ligate soft tissues; it may 

include an attached disposable device(s) [e.g., needle, passer] intended 

to facilitate suture application. 

3.2.4. Metallic suture, monofilament-A single-strand (monofilament), non-

bioabsorbable wire made of metal (e.g., surgical steel, titanium) intended 

to join (approximate) the edges of a soft-tissue wound or incision by 

stitching (e.g., for abdominal wound closure, intestinal anastomosis, 

hernia repair), or transosseous (through bone) stitching (e.g., sternal 

closure); it may include an attached disposable device(s) [e.g., needle, 

passer] intended to facilitate suture application. 

3.2.5. Metallic suture, multifilament-A multiple-strand (multifilament), non-

bioabsorbable wire made of metal (e.g., surgical steel, titanium) intended 

to join (approximate) the edges of a soft-tissue wound or incision by 

stitching (e.g., for abdominal wound closure, intestinal anastomosis, 

hernia repair), or transosseous (through bone) stitching (e.g., sternal 

closure); it may include an attached disposable device(s) [e.g., needle, 

passer] intended to facilitate suture application 

3.2.6. Nylon suture, non-bioabsorbable, monofilament-A single-strand 

(monofilament), synthetic, non-bioabsorbable thread made of nylon (a 

polyamide polymer) intended to join (i.e., approximate) the edges of a 

soft-tissue wound or incision by stitching or to ligate soft tissues; it may 

include an attached disposable device(s) [e.g., needle, passer] intended 

to facilitate suture application. 
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3.2.7. Nylon suture, non-bioabsorbable, multifilament-A multiple-strand 

(multifilament), synthetic, non-bioabsorbable thread made of nylon (a 

polyamide polymer) intended to join (i.e., approximate) the edges of a 

soft-tissue wound or incision by stitching or to ligate soft tissues; it may 

include an attached disposable device(s) [e.g., needle, passer] intended 

to facilitate suture application 

3.2.8. Polyester suture, non-bioabsorbable, monofilament-A single-

strand (monofilament), synthetic thread made from a non-bioabsorbable 

polyester (e.g., polybutester) intended to join (i.e., approximate) the 

edges of a soft-tissue wound or incision by stitching or to ligate soft 

tissues; it may include an attached disposable device(s) [e.g., needle, 

passer] intended to facilitate suture application. 

3.2.9. Polyolefin/fluoropolymer suture, monofilament -A single-strand 

(monofilament), synthetic, non-bioabsorbable thread made of a 

polyolefin (e.g., polypropylene, polyethylene) or fluoropolymer (e.g., 

polytetrafluoroethylene, polyvinylidene fluoride) intended to join (i.e., 

approximate) the edges of a soft-tissue wound or incision by stitching or 

to ligate soft tissues; it may include an attached disposable device(s) 

[e.g., needle, passer] intended to facilitate suture application. 

3.2.10. Polyolefin/fluoropolymer suture, multifilament - A multiple-

strand (multifilament), synthetic, non-bioabsorbable thread made of a 

polyolefin (e.g., polypropylene, polyethylene) or fluoropolymer (e.g., 

polytetrafluoroethylene, polyvinylidene fluoride) intended to join (i.e., 

approximate) the edges of a soft-tissue wound or incision by stitching or 

to ligate soft tissues; it may include an attached disposable device(s) 

[e.g., needle, passer] intended to facilitate suture application. 

3.2.11. Silicone suture A single-strand (monofilament), synthetic, non-

bioabsorbable thread made of silicone intended to join (i.e., 

approximate) the edges of a soft-tissue wound or incision by stitching, 

or to ligate soft tissues; it may include an attached disposable device(s) 

[e.g., needle, passer] intended to facilitate suture application. 

3.2.12. Silk suture -A natural, non-bioabsorbable thread made from raw silk 

spun by silkworms (typically coated with beeswax or silicone) intended 

to join (i.e., approximate) the edges of a soft-tissue wound or incision by 

stitching or to ligate soft tissues; it may include an attached disposable 

device(s) [e.g., needle, passer] intended to facilitate suture application. 
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3.2.13. Pacing lead Suture -A flexible wire with an electrode, insulated with 

non-conductive material except at its ends, that serves as an electrical 

conductor between the heart and an external temporary 

pacing/defibrillation device used to treat postoperative cardiac 

arrhythmias/cardiac arrests. The electrode end is attached to the 

myocardium. The other end initially is typically attached to a removable 

needle used to perforate the chest wall from the inside out, after which 

it is connected to a pulse generator, typically via an adaptor. 

3.2.14. Surgical Tape -A band or cord intended to be used during surgery for 

the approximation, cerclage, fixation, retraction, ligation, and/or 

suspension of internal anatomical structures; some types may be used 

for connecting and supporting bone and/or ligaments and tendons. The 

device is typically made of a synthetic material (e.g., polyester, nylon, 

silicone) or cotton, is available in a variety of lengths and widths, and 

may be left in situ. This is a device that cannot be chemically degraded 

or absorbed via natural body processes. 

3.2.15. Products in this lot must meet the above and the following points: 

3.2.16. Are flexible strands that may be either monofilament or multifilament 

in structure and that will not be absorbed by a living mammal. Sterile 

needles are usually a part of the construction of the suture systems, but 

it is possible for sutures to be non-needled.  

3.2.17.  A multifilament strand is used the individual filaments are a 

combination of spinning weaving braiding of the suture material or 

combination.  

3.2.18. Product can be treated to resist absorption to provide longer wound 

support.  

3.2.19. Additives can be used to give colour to the filament/s. 

3.2.20. All suture products must be sterile, and individually wrapped in a pack 

designed to ensure that sterility is maintained until the packing is open 

in the clinical area.  

3.2.21. The suture length, when strand is laid out flat and is without tension, 

must not be less than 95% of the length stated on the label. 
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3.3. Sterile Absorbable Sutures 

 

3.3.1. Barbed polyester suture, antimicrobial - A single-strand 

(monofilament), synthetic, bioabsorbable thread made from a polyester 

i.e. Polidioxanone, Polyglicolide, and containing an agent to locally inhibit 

bacterial growth, intended to approximate the edges of a soft-tissue 

wound or incision by stitching. It is designed with barbs along its length 

intended to facilitate tissue approximation by adding tension, a fixation 

feature (e.g., tab, loop, bidirectional barbs) intended to eliminate the 

need to tie a knot, and may include disposable suture application devices 

[e.g., needle, passer]. 

 

3.3.2. Barbed polyester suture, non-antimicrobial - A single-strand 

(monofilament), synthetic, bioabsorbable thread made from a polyester 

i.e. Polidioxanone, Polyglicolide intended to approximate the edges of a 

soft-tissue wound or incision by stitching. It is designed with barbs along 

its length intended to facilitate tissue approximation by adding tension, 

a fixation feature (e.g., tab, loop, bidirectional barbs) intended to 

eliminate the need to tie a knot, and may include disposable suture 

application devices [e.g., needle, passer] 

 

3.3.3. Collagen-polymer suture - A multiple-strand (multifilament) thread 

made from strands of both a natural, bioabsorbable collagen derived from 

animals (e.g., sheep or bovine intestines) and non-bioabsorbable 

polymer [e.g., polyethylene (PE)], intended to join (i.e., approximate) 

the edges of a soft-tissue wound or incision by stitching or to ligate soft 

tissues (includes use in orthopaedic surgeries). 

 

3.3.4. Composite-polymer suture - A multiple-strand (multifilament), 

synthetic thread made from strands of both a bioabsorbable polyester 

polymer (e.g., polydioxanone) and non-bioabsorbable polymer [e.g., 

polyethylene (PE)], intended to join (i.e., approximate) the edges of a 

soft-tissue wound or incision by stitching or to ligate soft tissues (includes 

use in orthopaedic surgeries). It is coated with a copolymer and may 

include an attached disposable device(s) [e.g., needle, passer] intended 

to facilitate suture application. 

 

3.3.5. Nylon suture, bioabsorbable, antimicrobial - A multiple-strand 

(multifilament), synthetic, bioabsorbable thread made of modified nylon 

(a polyamide polymer) and containing an agent to locally inhibit bacterial 

growth, intended to join (i.e., approximate) the edges of a soft-tissue 

wound or incision by stitching or to ligate soft tissues; it may include an 

attached disposable device(s) [e.g., needle, passer] intended to facilitate 

suture application 
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3.3.6. Polyester suture, bioabsorbable, monofilament, antimicrobial - A 

single-strand (monofilament), synthetic, bioabsorbable thread made 

from a polyester and containing an agent to locally inhibit bacterial 

growth, intended to join (approximate) the edges of a soft-tissue wound 

or incision by stitching or to ligate soft tissues. 

 

3.3.7. Polyester suture, bioabsorbable, monofilament, non-

antimicrobial - A single-strand (monofilament), synthetic, 

bioabsorbable thread made from a polyester (e.g., polydioxanone, 

poliglecaprone, polycaprolactone, polyglyconate, polyhydroxybutyrate) 

intended to join (approximate) the edges of a soft-tissue wound or 

incision by stitching or to ligate soft tissues. 

 

3.3.8. Polyester suture, bioabsorbable, multifilament, antimicrobial - A 

multiple-strand (multifilament), synthetic, bioabsorbable thread made 

from a polyester and containing an agent to locally inhibit bacterial 

growth, intended to join (approximate) the edges of a soft-tissue wound 

or incision by stitching or to ligate soft tissues. The thread provides 

extended temporary wound support, until the wound sufficiently heals to 

withstand normal stress, and is subsequently absorbed by hydrolysis; it 

may include an attached disposable device(s) [e.g., needle, passer] 

intended to facilitate suture application. It is not a barbed suture. 

 

3.3.9. Polyester suture, bioabsorbable, multifilament, non-

antimicrobial - A multiple-strand (multifilament), synthetic, 

bioabsorbable thread made from a polyester [e.g., polyglycolic acid, 

polyglactin] intended to join (approximate) the edges of a soft-tissue 

wound or incision by stitching or to ligate soft tissues. The thread 

provides extended temporary wound support, until the wound sufficiently 

heals to withstand normal stress, and is subsequently absorbed by 

hydrolysis; it may include an attached disposable device(s) [e.g., needle, 

passer] intended to facilitate suture application. It is not a barbed suture 

and does not include antimicrobial agents/materials. 

 

3.3.10. Products in this lot must meet the above and the following points: 

 

3.3.11. A range of materials / products including but not limited to: 

3.3.11.1. Synthetic Absorbable Sutures 

3.3.11.2. Natural Absorbable Sutures 

3.3.11.3. Braided / non-braided 

3.3.11.4. Monofilament / Braided / Knotless systems/ Barbed systems 

3.3.11.5. Non-needled sutures 

3.3.11.6. Suture sets 

3.3.11.7. Antibacterial sutures  

3.3.11.8. Needle shapes (Point type) 

3.3.11.9. Needle curvatures 
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3.3.11.10. Ligatures  

3.3.11.11. Endo ligatures 

3.3.11.12. Stainless steel 

3.3.11.13. Chrome alloys  

3.3.11.14. Vessel loops 

 

3.3.12. Are flexible strands prepared from synthetic polymers that may be in 

either monofilament or multifilament form and are capable of being 

absorbed by a living mammal. Sterile needles are usually a part of the 

construction of the suture system, but it is possible for sutures to be non-

needled.  

 

3.3.13. Where a multifilament strand is used the individual filaments are a 

combination of spinning weaving braiding of the suture material or 

combination.  

 

3.3.14. Product can be treated to resist absorption to provide longer wound 

support.  

 

3.3.15. Additives can be used to give colour to the filament/s. 

 

3.3.16. All suture products must be sterile, and individually wrapped in a pack 

designed to ensure that sterility is maintained until the packing is open 

in the clinical area.  

 

3.3.17. The suture length, when strand is laid out flat and is without tension, 

must not be less than 95% of the length stated on the label.  

 

3.3.18. Needles Types and Shapes – All needles (unless otherwise stated) 

are integrated into the construction of the sterile suture system. A full 

range of needle types and shapes including but not limited to: 

 

3.3.19. Needle Types  

• Conventional Cutting  

• Taper Point  

• Precision point  

• Blunt needles 

• Coloured Needles 

• Ski needles 

• Reverse Cutting  

• Taper Cutting  

• Micro needles cutting/spatula  

• Spatula needles  

• Specialist Needles Cosmetic / Ophthalmic /Cardiac 

 

3.3.20. Needle Shapes  



 

Document #:  LEGAL TEMP  810-06 

Revision: 4 V5  Final  specification  Page 14 of 26 

 
 

• 1/4 Circle  

• 1/2 Circle 

• Straight   

• J needle 

• 3/8 Circle 

• 5/8 Circle  

• 1/8 Circle  

• Straight 1/2 Curved  

• Straight cutting 

 

3.3.21. Needle Sizing in Millimetres (mm) including but not limited to between 

0.1m to 100mm.  

 

3.3.22. Needle Material Types suture needles manufacture from, including but 

not limited to, stainless-steel, stainless-steel alloys, AISI 420 Stainless 

Steel & AISI 302 Stainless Steel, 455 stainless steel, 300 Stainless Steel, 

Nickel, Titanium Chromium Alloy Grades, Tungsten Rhenium Alloys  

 

3.3.23. Thread Lengths in Centimetres (cm) including but not limited to 

between 5cm to 100cm. 

 

3.3.24. Thread Material Types for thread material construction either braided 

or monofilament coloured/non-coloured, including, but not limited to: 

• Stainless Steel 

• Polyglactin 910 coated/uncoated  

• Surgical Gut / plain/chromic  

• Polyester 

• Nylon fibre suture 

• Natural Silk 

• Polydioxanone 

• Poliglecaprone 

• Hexafluoropropylene  

• Nylon 

• Polyester fibre suture 

• Polypropylene 

 

3.3.25. Size: Suture Size which is currently designated by the metric size gauge 

number and within the corresponding USP (Untied States Pharmacopeia) 

or EP (European Pharmacopeia) BP (British Pharmacopeia) primary 

standards 

• Length of the suture  

• Type of Suture  

• Material Type  

• Number of Strands 

• Number of Needles  

• Batch/Lot number and name of manufacture or distributor.  
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3.3.26. Evidence of compliance to the below must be provided on request.  

• Laboratory Thread Breakage strength tests across all suture ranges  

• Laboratory Needle Strength Breakage strength tests across all suture 

ranges 

• Laboratory Needle penetration tests 

• Laboratory Needle detachment tests  

 

3.4. Haemostats - Haemostatic products (woven / non-woven / re-absorbable 

gelatine) are used to effectively control bleeding, especially when the body’s 

normal clotting responses are insufficient to accomplish satisfactory haemostasis 

(i.e., the reduction or stoppage of blood flow etc.). This is achieved through the 

assessment of need which will either correct or reduce a medical condition and 

may prevent deterioration of medical conditions. Various materials including but 

not limited. 

 

3.4.1. Bone haemostatic agent - A sterile, implantable, bioabsorbable 

material consisting primarily of polysaccharides intended to facilitate 

haemostasis exclusively in bone. It is typically in the form of a flat sheet 

comprised of polysaccharide fibres (e.g. poly-N-acetyl glucosamine) 

intended to be applied directly to the bone surface. It may be used as an 

alternative to bone wax. Disposable devices dedicated to implantation 

may be included. 

 

3.4.2. Bone wax, natural - An implantable device in the form of a sterile wax-

like, putty-like, or paste material designed to stop bone bleeding by the 

creation of a physical barrier along the edges of bone that has been 

damaged by trauma or cut during a surgical procedure. When placed on 

the bone under moderate pressure it plugs the vascular openings in the 

bone and prevents further bleeding. It is made from natural purified 

beeswax (a yellowish or dark-brown wax secreted by honeybees for 

constructing honeycombs). 

 

3.4.3. Bone wax, synthetic - A sterile, implantable device in the form of a 

sterile wax-like, putty-like, or paste material designed to stop bone 

bleeding by the creation of a physical barrier along the edges of bone 

that has been damaged by trauma or cut during a surgical procedure. 

When placed on the bone under moderate pressure it plugs the vascular 

openings in the bone and prevents further bleeding. It is typically made 

from biocompatible/bioabsorbable synthetic substances (e.g., water-

soluble copolymers); its stickiness may be increased by warming and by 

additional handling and manipulation. 

 

3.4.4. Chitosan haemostatic agent, professional - A non-bioabsorbable 

device that includes chitosan (a polysaccharide derived from chitin, the 

structural element in the exoskeleton of crustaceans) as a principal 
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component, intended to be applied exclusively by healthcare 

professionals in a clinical setting to traumatic wounds in emergency 

situations (e.g., road accidents, combat, emergency rescue) or during 

surgical intervention to produce a rapid haemostasis by forming a robust 

plug of gel which is removed after use. The chitosan may be intended to 

provide antibacterial activity and is available in a variety of forms (e.g., 

fine particles in a pouch, coated on gauze).  

 

3.4.5. Collagen haemostatic agent, antimicrobial - A bioabsorbable, 

implantable device derived from animal collagen (e.g., equine collagen), 

and containing an antimicrobial agent, that is intended to be applied 

directly to a wound during surgery to facilitate local haemostasis 

primarily in body cavities at high-risk of infection (e.g., sacral cavity after 

rectum amputation). It produces haemostasis primarily through 

activation of platelets. The device is typically available in the form of a 

pad/sponge intended to remain in the wound to be absorbed by the body; 

it may be applied in combination with fibrin adhesives. 

 

3.4.6. Collagen haemostatic agent, non-antimicrobial - A bioabsorbable 

device derived from animal collagen (e.g., bovine, or porcine collagen) 

designed to produce a rapid haemostasis through platelet 

activation/aggregation (which initiates the haemostatic cascade leading 

to a fibrin clot) during a surgical procedure. It is applied directly to the 

wound where it remains to be absorbed by the body; it is not dedicated 

to a specific anatomy/application and does not contain an antimicrobial 

agent. It may be supplied as a fibrillar or soft, pliable pad/sponge or loose 

fibres; it may be applied in combination with fibrin adhesives. 

 

 

3.4.7. Fatty acid haemostatic agent - A non-bioabsorbable device primarily 

comprised of animal-derived fatty acids intended for external application 

to a bleeding cutaneous and/or mucosal wound to facilitate local 

haemostasis by creating a physical barrier to bleeding. It typically 

consists of an ointment supplied in a tube and does not contain an 

antimicrobial agent. It is intended for use in the home or healthcare 

facility.  

 

3.4.8. Gelatin haemostatic agent - A sterile, bioabsorbable device derived 

from animal gelatin (typically pork skin gelatin) that is intended to be 

applied to surgical and traumatic wounds to facilitate local haemostasis 

through its high blood-absorbing capacity; it does not contain an 

antimicrobial agent. It is typically in the form of a pad/sponge and has 

no intrinsic haemostatic action but induces haemostasis through its 

intensely porous structure which enables it to absorb many times its 

weight in blood; the device is intended to remain in the wound to be 

absorbed by the body.  
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3.4.9. Gelatin/inorganic composite haemostatic agent - A bioabsorbable 

device made of animal gelatin (typically pork skin gelatin) and synthetic 

polymer materials that is intended to be applied to surgical and traumatic 

wounds to facilitate local haemostasis through its tamponade effect and 

formation of a mechanical barrier; it does not contain an antimicrobial 

agent. It is typically in the form of a pad/sponge/patch and has no 

intrinsic haemostatic action but induces haemostasis by facilitating the 

coagulation process by creating a matrix for platelet aggregation and 

fibrin formation; the device is intended to remain in the wound to be 

absorbed by the body.  

 

3.4.10. Non-organic haemostatic agent - A non-bioabsorbable device made 

of mineral and/or synthetic polymer components (e.g., smectite, 

potassium ferrate/hydrophilic polymer) intended for application to a 

bleeding external epithelial wound [i.e., skin wound or gastrointestinal 

(GI) mucosa wound] to facilitate local haemostasis through formation of 

a sealant and/or clot acceleration; it might additionally be intended to 

absorb bodily fluids. It is available in various forms (e.g., powder, gel, 

impregnated gauze) intended to be applied directly or endoscopically to 

the wound temporarily; it does not contain an antimicrobial agent. 

Disposable manual or electronic devices for application may be included.  

 

3.4.11. Plant polysaccharide haemostatic agent, bioabsorbable - A 

bioabsorbable device derived from plant polysaccharides (e.g., starch, 

agar derivative, cellulose-derived) intended for topical application to a 

traumatic wound (e.g., abrasion, laceration, cut), ulcer, and/or surgical 

wound to facilitate local haemostasis; it is not dedicated to bone 

haemostasis. It is available in various forms (e.g., liquid, spray, foam, 

particles, foam pad/sponge, bandage strip, gauze pad) that can be 

applied directly to the wound where it remains to be absorbed by the 

body; it does not contain an antimicrobial agent. It may be used in 

combination with supplemental agents (e.g., vitamin K-dependent 

coagulation factors).  

 

3.4.12. Plant polysaccharide haemostatic agent, non-bioabsorbable, 

antimicrobial - A non-bioabsorbable device derived from plant 

polysaccharides [e.g., micro-dispersed oxidized cellulose (M-Doc), 

oxidized regenerated cellulose (ORC)] that contains an antimicrobial 

agent to help prevent infection, intended for topical application to a 

traumatic wound (e.g., abrasion, laceration, cut), ulcer, and/or surgical 

wound, to facilitate local haemostasis. It is available in various forms 

(e.g., gel, spray, ointment) that can be applied directly to the wound 

where it forms a seal until removed.  
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3.4.13. Plant polysaccharide haemostatic agent, non-bioabsorbable, 

non-antimicrobial - A non-bioabsorbable device derived from plant 

polysaccharides [e.g., micro-dispersed oxidized cellulose (M-Doc), 

oxidized regenerated cellulose (ORC), calcium alginate] intended for 

topical application to a traumatic wound (e.g., abrasion, laceration, cut), 

ulcer, and/or surgical wound, to facilitate local haemostasis; it does not 

contain an antimicrobial agent. It is available in various forms (e.g., gel, 

spray, powder, ointment, plaster/gauze pad, fibre/wool) that can be 

applied directly to the wound where it forms a seal until removed. The 

device is intended for use in the home or healthcare facility.  

 

3.4.14. Plant polysaccharide/inorganic composite haemostatic agent - 

A bioabsorbable device consisting of a combination of both: 1) plant 

polysaccharide-based; and 2) inorganic (i.e., not derived from living 

matter) synthetic polymer-based [e.g., polyethylene glycol (PEG)] 

haemostatic agents, intended to be used to achieve haemostasis during 

an open and/or endoscopic surgical procedure. It is available in various 

forms (e.g., powder, gel, impregnated gauze); it does not contain an 

antimicrobial agent. Disposable devices to assist application may also be 

included.  

 

3.4.15. Surgical haemostatic agent/anti-adhesion material - A 

bioabsorbable membrane comprised of polysaccharides [at least one 

animal-derived (e.g., chitin)] intended to be topically applied to 

superficial surgical wounds or optionally implanted around internal 

surgical wounds to facilitate local haemostasis, and to function internally 

as a barrier to reduce the incidence of adhesions between adjacent 

anatomical structures. It is in the form of a paper-like membrane applied 

directly to the wound where it takes the form of a gel upon wound 

adherence and eventually biodegrades; neither antimicrobials nor 

pharmaceuticals are included.  

 

3.4.16. Synthetic peptide haemostatic agent -A sterile, bioabsorbable 

device containing synthetic peptides intended to be applied to a surgical 

site to rapidly facilitate local haemostasis primarily through formation of 

a peptide hydrogel; it does not contain an antimicrobial agent. It is 

typically available as an aqueous solution (e.g., prefilled syringe) that 

can be applied directly to the wound where it remains to be absorbed by 

the body.  

 

3.4.17. Thrombin haemostatic agent, antimicrobial-A non-bioabsorbable 

device containing human/animal-derived thrombin and an antimicrobial 

agent (e.g., silver) intended to be used by a healthcare professional for 

topical application to a surgical wound (e.g., during percutaneous 

vascular access), to facilitate local haemostasis primarily through 

thrombin activation of blood clotting mechanisms. It is typically available 
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in the form of bandage, pad, sponge, flowable and or flowable with 

applicator that can be applied directly to the wound.  

 

3.4.18. Thrombin haemostatic agent, non-antimicrobial-A non-

bioabsorbable device containing human/animal-derived thrombin, 

without an antimicrobial agent, intended to be used by a healthcare 

professional for topical application to a surgical wound (e.g., during 

percutaneous vascular access), to facilitate local haemostasis primarily 

through thrombin activation of blood clotting mechanisms. It is typically 

available in the form of bandage, pad, sponge, flowable and or flowable 

with applicator that can be applied directly to the wound. 

 

3.4.19. Fibrin sealant biochemical preparation/application kit, open 

surgery- A collection of sterile devices designed to be used for the 

biochemical preparation and subsequent delivery of autologous fibrin 

sealant to a site of intervention during open surgery (e.g., to achieve 

haemostasis, seal air leaks, adhere tissues). It typically consists of a 

dedicated preparation unit (a cassette) with a collection of application 

devices including a spraypen applicator, needle, and tubing. Patient 

blood is contained within the preparation unit which is placed in a 

production unit (processor) which controls the biochemical processes 

and centrifugation to produce the fibrin sealant.  

 

 

3.4.20. Fibrin sealant biochemical preparation/application kit, 

endoscopic-A collection of sterile devices designed to be used for the 

biochemical preparation and subsequent delivery of autologous fibrin 

sealant to a site of intervention during an endoscopic surgical procedure 

(e.g., to achieve haemostasis, seal air leaks, adhere tissues). It 

typically consists of a dedicated preparation unit (a cassette) with a 

collection of application devices including an endoscopic applicator, 

needle, and tubing. Patient blood is contained within the preparation 

unit which is placed in a production unit (processor) which controls the 

biochemical processes and centrifugation to produce the fibrin sealant. 

 

3.4.21. Surgical adhesive/sealant, synthetic polymer - A biodegradable 

synthetic polymer material [e.g., cyanoacrylate, poly glycerol sebacate 

arylate (PGSA)] , bioabsorbable substance containing animal-derived 

material and [e.g., bovine serum albumin (BSA)/cross-linking agent] 

intended to be used for internal surgical applications to bond a wide 

range of tissue types (e.g., bowel, liver, lung, vascular, urological) and 

might in addition be intended to achieve haemostasis through tissue 

sealing. It is applied using a disposable applicator (which may be 

included) and is intended to be fast-setting (self- or light-induced) to 

form a thin elastic film. 
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3.4.22. Products in this lot must meet the above and the following points: 

 

3.4.22.1. Where applicable Haemostat product must be provided sterile, 

including their contents, and must conform to the appropriate UK 

sterilisation standards. Haemostat products must clearly be 

labelled, with either wording or symbols, as sterile. 

 

3.5. Tissue / Skin Adhesives are substances that, when applied to skin, undergo 

polymerisation to form a superficial film that enables tissue beneath the surface 

to be approximated together. 

 

3.5.1. Dura mater sealant - An implanted bioabsorbable material (e.g., 

solution, gel, spray, patch, adhesive) intended to be applied to a defect 

in the dura mater, possibly as an adjunct to standard methods of closure 

(e.g., suturing), to prevent cerebrospinal fluid (CSF) leakage during 

healing. The material consists of either synthetic polymers or animal 

derived materials that subsequently form adhesive bonds with the dura 

mater and eventually degrade and are absorbed.  

 

3.5.2. Skin-approximation adhesive - A sterile biodegradable glue made of 

synthetic polymer (e.g., cyanoacrylate) intended for topical closure of 

surgical incisions and simple traumatic lacerations that have easily 

approximated skin edges; it is not intended for internal surgical 

applications. 

 

3.5.3. Surgical internal adhesive/sealant, animal-derived - A 

bioabsorbable substance containing animal-derived material [e.g., 

bovine serum albumin (BSA)/cross-linking agent] intended to be used for 

internal surgical applications to bond or seal cut, incised, or resected 

body tissues (e.g., for vascular anastomosis) typically as an adjunct to 

standard methods of closure, to seal leaks, and might in addition be 

intended to achieve haemostasis through tissue sealing. Disposable 

mixing devices/applicators may be included for preparation and 

application to anatomical sites.  

 

3.5.4. Surgical internal adhesive/sealant, human-derived - A 

bioabsorbable substance containing human-derived material [e.g., 

human serum albumin (HSA)] intended to be used for internal surgical 

applications to bond or seal cut, incised, or resected body tissues typically 

as an adjunct to standard methods of closure, to seal leaks, and might 

in addition be intended to achieve haemostasis through tissue sealing. 

Disposable mixing devices/applicators may be included for preparation 

and application to anatomical sites.  

 

3.5.5. Surgical internal adhesive/sealant, microbe-derived - A 

bioabsorbable substance containing microbe-derived material [e.g., 
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recombinant human albumin (rHA)] intended to be used for internal 

surgical applications to bond or seal cut, incised, or resected body tissues 

typically as an adjunct to standard methods of closure, to seal leaks, and 

might in addition be intended to achieve haemostasis through tissue 

sealing. Disposable mixing devices/applicators may be included for 

preparation and application to anatomical sites 

 

3.5.6. Surgical internal adhesive/sealant, synthetic polymer -A 

biodegradable synthetic polymer material [e.g., cyanoacrylate, poly 

glycerol sebacate arylate (PGSA)] intended to be used for internal 

surgical applications to bond a wide range of tissue types (e.g., bowel, 

liver, lung, vascular, urological) and might in addition be intended to 

achieve haemostasis through tissue sealing. It is applied using a 

disposable applicator (which may be included) and is intended to be fast-

setting (self- or light-induced) to form a thin elastic film.  

 

3.5.7. Wound Closure Set Topical - A collection of sterile devices used to 

topically close easily approximated skin edges of wounds. It typically 

includes a pressure-sensitive adhesive tape or mesh and a liquid 

adhesive, each contained within a dispensing applicator. The tape/mesh 

is first applied to temporarily approximate the skin edges followed by 

application of the liquid adhesive, over the tape/mesh, which polymerizes 

to affect wound closure. This set may be used to treat surgical incisions, 

simple lacerations, and may also be used in conjunction with deep dermal 

stitches.  

 

3.5.8. Surgical Skin Microbial Sealant - A sterile synthetic substance (e.g., 

cyanoacrylate) intended to be applied to the skin of a patient prior to 

surgical incision (typically over commonly used preoperative skin 

preparation and with or without standard surgical draping) to, upon 

polymerization, bond to the skin and fix microbes, reducing the risk of 

skin flora contamination during the surgical procedure. It is typically 

contained within a disposable, ready-to-use applicator. 

 

3.5.9. Where applicable 3.6.1 to 3.6.8 must be flowable and or flowable with 

applicator  

 

3.5.10. Products in this lot must meet the above and the following points: 

 

3.5.10.1. A range of products with various properties including but not 

limited to: 

3.5.10.1.1. Quick set times  

3.5.10.1.2. Medium set times  

3.5.10.1.3. Slow set times 

3.5.10.1.4. Suitable for various skin types 

3.5.10.1.5. Various types of applicators (Shapes) 



 

Document #:  LEGAL TEMP  810-06 

Revision: 4 V5  Final  specification  Page 22 of 26 

 
 

3.5.10.1.6. High viscosities 

3.5.10.1.7. Low   

3.5.10.1.8. Anti-microbial  

3.5.10.1.9. Flow rate control. 

3.5.10.1.10. Single use 

 

3.5.11. Products must be manufactured from medical grade adhesive 

including but not limited to butyl cyanoacrylate or octyl blend 

cyanoacrylate or monomeric n-butyl-2-cyanoacrylate. Also, it must 

clearly indicate the intended use of the tissue or skin adhesives for 

example for minor injuries use in Emergency Departments or Theatre 

Departments etc. 

 

3.6. External Skin Staplers and Staple Removers – Surgical staples are 

specialized staples used in surgery in place of sutures to approximate wounds 

edges together. Skin Staple Removers are a single-use devices for removing 

skin staples from wound after they have healed and are not designed to cause 

any further trauma to the wound surface. 

 

3.6.1. Circumcision stapler/staple - A sterile, hand-held, manual surgical 

instrument preloaded with non-bioabsorbable skin staples intended to be 

used to perform a circumcision. It is designed to cut the foreskin and 

apply a circular row(s) of staples proximal to the cut line. The stapler 

portion typically consists of a dome intended to be inserted under the 

foreskin over the glans penis, and a circular cutting stapler mechanism 

with a manual lever intended to connect over the outside of the foreskin.  

 

3.6.2. Nasal septum stapler/staple - A hand-held manual surgical 

instrument, preloaded with bioabsorbable preformed staples, designed 

to apply the staples across the nasal septum to close flaps and the 

separation of the septal layers during septoplasty. The staples are made 

of material(s) that are gradually degraded and absorbed by the body 

(typically biodegradable polymer).  

 

3.6.3. Skin staple - A non-bioabsorbable, adjustable, U-shaped metallic device 

intended to be used to approximate the edges of a skin wound; it is not 

intended to be applied to internal tissues. It is typically provided in 

multiples in a single use loading unit (SULU) designed to be loaded into 

a skin stapler (not included).  

 

3.6.4. Skin stapler/staple, bioabsorbable - A hand-held manual surgical 

instrument, preloaded with bioabsorbable skin staples, designed to apply 

the staples to approximate the free skin edges of an incision or wound. 

The staples (which may be clip-like) are made of material(s) that are 

gradually degraded and absorbed by the body (typically biodegradable 

polymer).  
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3.6.5. Skin stapler/staple, non-bioabsorbable - A hand-held manual, 

surgical instrument preloaded with non-bioabsorbable skin staples 

designed to apply the staples to approximate the free skin edges of an 

incision or wound. The staples (which may be clip-like) are made of metal 

[e.g., stainless steel or titanium (Ti)] and intended to be removed once 

the wound has sufficiently healed.  

 

3.6.6. Surgical staple loading unit, cutting - A unit containing non-

bioabsorbable surgical staples (implantable and typically U-shaped 

lengths of wire made of implant grade metal) and an internal cutting 

blade designed to be used with a surgical stapler (not included) during 

endoscopic or open-surgery (e.g., bowel resection to create 

anastomoses). The unit is designed to deploy the staples (e.g., in a 

straight or circular row) while the blade cuts the adjacent tissue. 

 

3.6.7. Surgical staple loading unit, non-cutting - A unit containing non-

bioabsorbable surgical staples (implantable and typically U-shaped 

lengths of wire made of implant grade metal) designed to be used with a 

surgical stapler (not included) to mechanically fasten internal tissues 

together (e.g., the subcuticular closure of skin or the approximation of 

the ends of bowel) to facilitate healing typically in abdominal, thoracic, 

gynaecologic, orthopaedic, or plastic and reconstructive surgery. The unit 

is designed to deploy the staples in multiples (e.g., as a row of staples) 

and is often referred to as a single use loading unit (SULU) or reload. 

 

3.6.8. Skin staple remover -A hand-held manual surgical instrument intended 

to be used to remove skin staples after the healing process has 

progressed sufficiently to permit the borders of the wound or incision to 

remain together without assistance. It is a tweezers-like device made of 

metallic or synthetic polymer materials with blades at the distal end 

activated by lever action designed for grasping, opening, and removing 

surgical staples.  

 

 

3.6.9. Products in this lot must meet the above and the following points: 

 

3.6.9.1. A range of products with various properties including but not 

limited to: 

3.6.9.1.1. Single use stapling systems 

3.6.9.1.2. Multi use stapling systems 

3.6.9.1.3. Single / multi use Fascia stapling systems 

3.6.9.1.4. Loading units  

3.6.9.1.5. Staple extractor/remover systems 

3.6.9.1.6. Fixed Head Staples  

3.6.9.1.7. Rotating Head  
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3.6.9.1.8. Various types of staples e.g. stainless steel, titanium etc. 

3.6.9.1.9. Various number of staples that can be delivered by associated 

devices. 

 

3.6.10. full range of stapler and staple sizes (Crown & length etc.). 

 

3.6.11. The stapler must be disposable and single use. 

 

3.6.12. Each stapler must be sterile, and the packing must maintain its sterility 

until it is opened.    

 

3.6.13. Staplers can either be constructed in plastic or steel and must be 

designed for one handed operation. 

 

3.6.14. All stapler systems must be preloaded with either staples that non-

absorbable or absorbable. Constructed from stainless steel, titanium, or 

biological materials.  

 

3.6.15. All products must be designed to ensure visibility of wound. 

 

3.6.16. Staplers must have a pre-fire mechanism. 

 

3.6.17. Staplers must have quick release mechanism. 

 

3.6.18. All stapler handles must return to the resting position when discharged. 

 

3.6.19. All product packaging must display number of staples within the stapler 

product. 

 

3.6.20. Staplers must be presented in either regular 4.00mm>6.00mm or wide 

versions 6.01mm>8.00mm sizes. 

 

3.6.21. All staplers must be suitable for all patient in all age groups.  

 

 

3.7.  Wound Closure Strips are of a porous, non-woven materials with a backing 

coated with a pressure-sensitive, hypoallergenic adhesive and reinforced with 

polyester filaments for added strength. They provide general wound support for 

increased tensile strength and finer wound edge approximation. 

 

3.7.1. Butterfly skin-closure adhesive strip - A small, narrow piece of 

flexible material covered on one side with a pressure-sensitive adhesive, 

and with broad, wing-shaped ends that function to approximate the 

edges of a superficial wound. The device may be hypoallergenic and/or 

waterproof.  
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3.7.2. Skin-closure adhesive strip - A small, narrow flexible band (of fabric, 

plastic, paper, or other material) coated on one side with a pressure-

sensitive adhesive, used to approximate the edges of superficial wounds. 

The device may be hypoallergenic and/or waterproof.  

 

3.7.3. Skin-cover adhesive strip, antimicrobial - A small, narrow, flexible 

band (of fabric, plastic, paper, or other material) intended to cover a 

superficial wound, that is coated on one side with a pressure-sensitive 

adhesive and that has an absorbent pad prefilled (soaked) with an 

antiseptic to inhibit the growth of microorganisms. It may also be 

hypoallergenic and/or waterproof. Commonly referred to as a sticking 

plaster, it is intended for use in the home or a clinical setting. Must be a 

single-use device. 

 

3.7.4. Skin-cover adhesive strip, non-antimicrobial - A small, narrow, 

flexible band (of fabric, plastic, paper, or other material) coated on one 

side with a pressure-sensitive adhesive and possibly with an absorbent 

pad, typically intended to cover a superficial wound or fix a dressing to 

skin. It may be hypoallergenic and/or waterproof; however it does not 

include antimicrobial agents/properties. Commonly referred to as a 

sticking plaster, it is intended for use in the home or a clinical setting.  

 

3.7.5. Products in this lot must meet the above and the following points: 

 

3.7.5.1. The product must be provided in a sterile packaging.  

3.7.5.2. They must be supplied on a backing card which holds the product 

prior to clinical use. 

3.7.5.3. Each wound closure strip system must be supplied sterile and be 

wrapped in a packet designed to maintain sterility until the package 

is opened. 

3.7.5.4. The packaging must clearly identify the number of wound closure 

strips and the dimensions of each individual strip. 

3.7.5.5. Wound Closure Strip of various sizes: 

 

3.7.6. Wound closure strips must detach cleanly from their backing system 

without compromising their adhesiveness. 

 

3.7.7. All wound closure strips must have the ability to effectively secure a 

wound by approximating the edges without causing further trauma to the 

wound. 

 

3.7.8. Wound Closure Strips must have consistent adhesion strength and must 

be constant across the product range.  
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3.7.9. Product adhesive of wound closure strips must not cause irritation to 

patients’ skin, and it must be clearly detail in what circumstance that 

wound closure strips cannot be used in the clinical environment.  

 

 

 


