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Interdry Textile with Silver

1. SPONSOR

Milliken Chemical
920 Milliken Rd.
PO Box 1927, M-209
Spartanburg. SC 29304

Contact Person: John D. Bruhnke, Ph.D.
Telephone: 864-503-2844

Date lPrepared: June 8, 2006

2. DEVICE NAME

Proprietary Name: Interdry Textile with Silver
Common/Usual Name: Skin Proteetant
Classification Name: Fiber, Medical, Absorbent

3. PREDICATE DEVICE

* SurePress Absorbent Padding (21 CFR 880.5300)

4. DEVICE DESCRIPTION

lnterdrv Textile with Silver is a non-sterile skin protectant comprised of polyester
knit textile substrate indicated for management of skin folds and other skin-to-
skin contact areas and is offered as a 25.4 cm x 365.8 em fabric piece, although
other sizes may be available. The device provides moisture management to keep
skin dry and the device's low coefficient of friction reduces skin-to-skin friction.
Interdrv Textile with Silver is a single patient use product that is custom cut from
a Multiuse package.

Milliken 51 0(k) Junle 8, 2006
lniterdrv Textile with Silver Appendix D -- Page 1



5. INTENDED USE

InterDry Textile with Silver is a skin protectant indicated for management of skin
folds and other skin-to-skin contact areas. InterDry Textile with Silver reduces

microbial colonization in the fabric.

6. TECHNOLOGICAL CHARACTERISTICS AND SUBSTANTIAL EQUIVALENCE

Technological characteristics of lnterdry Textile with Silver and the predicate

product are substantially equivalent in that they are devices designed for moisture

(fluid) absorption and are suitable for use on skin. The Interdry Textile with

Silver is manufactured from a knitted polyester fabric containing a polyurethane

coating (with AiphaSan RC-500) whereas the predicate, SurePreSSTm Absorbent

padding, is a nonwoven fabric made from a blend of viscose/bicomponent with

superabsorbent fibers (88:12). The only significant difference between the

Lnterdry Textile with Silver and the predicate device is that Interdry Textile with

Silver contains a small amount of a silver-based antimicrobial in a polyurethane
coating for odor control. This additional function of Lnterdry Textile with Silver

is minor and does not affect the safety or effectiveness of the device, as

demonstrated by the biocompatibility and physical property tests that were
performed and compared with the predicate device, SurePreSSTm Absorbent
Padding.

7. PERFORMANCE TESTING

Biocompatibility testing was performed in accordance with the International

Organization for Standardization recommendations. Results of the

biocompatibility tests demonstrate that the device is suitable for its intended use.

Antimicrobial testing was performed which showed that Lnterdrty Textile with

Silver provides an effective microbial barrier to the device itself. Milliken

believes that the data included in this submission including the technical

characteristics and physical properties demonstrate that Interdry Textile with
Silver is substantially equivalent in design, function and intended use to the

SurePress device. The additional antimicrobial feature of Interdry Textile with

Silver does not affect the safety and effectiveness of the device.
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Indications for Use

510(k) Number (if known): K061615

Device Name: Interdry Textile with Silver

Indications for Use:

InterDry Textile with Silver is a skin protectant indicated for management of skin
folds and other skin-to-skin contact areas. InterDry Textile with Silver reduces
microbial colonization in the fabric.

Prescription Use X AND/OR Over-the-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)


