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1. Date Prepared: January 24, 2005

2. Submitter Covalon Technologies Inc.
405 Britannia Road East, Suite 106
Mississauga, L4Z 3E6
Ontario, CANADA
Tel: (416) 944.3496
Fax: (416) 944.8520

Submission Paul L. Guilbaud
Correspondent: Vice President and Director Wound & Tissue

Repair

14510 Kandi Court
Largo, Florida 33774
Tel: (727) 595.8184
Fax: (727) 517.7005
Email: pluilbaudacovalon.com

4. Proprietary Name: ColActiveTm Collagen Wound Dressing

Common Name: Wound Dressing

5. Regulatory Class: FRO

6. Statement of Substantial Equivalence:

ColActive Tm Collagen Wound Dressings are substantially equivalent in
materials of construction and intended use and identical in function to
FIBRACOL PLUS Collagen Wound Dressing with Alginate manufactured by
Johnson & Johnson Medical and SkinTemp Kollagen Wound Management
Material manufactured by Biocore Medical Technologies.

7. Indications For Use:

ColActiveTM Collagen Wound Dressing is indicated for the management of full
and partial thickness wounds including:
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* Pressure ulcers
* Diabetic ulcers

* Ulcers caused by mixed vascular etiologies
* Venous ulcers
* Second degree bums
· Donor and graft sites
* Abrasions
· Dehisced surgical wounds
* Traumatic wounds healing by secondary intention

8. Description:

ColActive TM Collagen Wound Dressing is an advanced wound care
dressing composed of collagen and sodium alginate provided in a sterile
sheet or rope form. ColActive TM Collagen Wound Dressings are pliable,
absorbent dressings that absorb moisture such as wound fluid forming a gel,
thus maintaining a moist environment at the wound surface that aids in the
formation of granulation tissue and epithelialization. The dressings can be cut
to fit specific wounds and are able to be layered for the management of deep
wounds.

9. Biocompatibility:

ColActive Tm Collagen Wound Dressings have been demonstrated to be
safe wound dressings. To support the biocompatibility of these products,
safety tests were conducted in accordance with ISO 10993 Part 1 Biological
Evaluation of Medical Devices.

When all test results from tests conducted on ColActiveTM Collagen Wound
Dressings are taken into consideration as a whole, ColActive TM Collagen
Wound Dressings have been demonstrated to be safe topical wound
dressings in accordance with ISO 10993-1.
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PREMARKET NOTIFICATION
INDICATIONS FOR USE STATEMENT

510 (k) Number: k 0C 5'0 IT I7
Covalon Technologies, Inc.

Device Name: ColActive Tm Collagen Wound Dressing

Indications for Use:

ColActiveTm Collagen Wound Dressing is indicated for the management of full
and partial thickness wounds including:

Pressure ulcers
Diabetic ulcers
Ulcers caused by mixed vascular etiologies
Venous ulcers

* Second degree bums
Donor and graft sites
Abrasions
Dehisced surgical wounds
Traumatic wounds healing by secondary intention

Prescription Use '4 OR Over-the-Counter Use_
(Per 21 CFR 801.109)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF
NEEDED)

~currence of CDRH, Office of Device Evaluation (ODE)
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