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PRODUCT DESCRIPTION

Kaltostat® Wound Dressing is a soft, white-to-off-white,
sterile non-woven pad or ribbon dressing of calclum-sodiom
alginate fiber. The alginate fibers zhsork wound fluid and
convert to a firm gelfiber mat, This gel forms 2 moist,
environment at the wound interface. The gel aliows trauma-
free removal with lttle or no damage to newly formed tis-
sue. Depending upon the wound, the dressing may be lefiin
place for up toseven days. Upon contact with & bleeding
wound, Kaltostat promotes hemostasis, This primary dress-
ing should be used with a secondary cover dressing.

TNDICATIONS
For Over - the - Counter use, Kaltostat Wound Dressing
may be used for:

- minor abrasions

~ rainor facerations

- minor scalds and bums

Under the supervision of a healthcare professional,
Kaltostat Wound Dressing may be used for the manage-
ment of external wounds such es:

- leg ulcers {venous stasis ulcers, arterial uleers and leg
uicers of mixed aeliclogy}, diabetic ulcers and pressure
ulcers (partial and full thickness),

- donor sites, surgical wounds left to heal by secandary
intent, trautpatic wounds. <

Ealtostat may also be used in:

. the local management of bleeding wounds: lacerations,
ahrasions, nose bleeds, dental extractions, and after sur-
gical wound debridement;

- exudate absorption in oncology wouads guch as: fungat-
ing cutaneous MMOLS, CLIANEOUS metastasis and
Kaposi's sarcoma.

CONTRAINDICATIONS

Kaltostat Wound Dressing should not be used on individuals
who are sepsitive to or who have had an allergic reaction to
the dressing or its components. Kaltostat is not indicated for
use as a surgical sponge.

Kaltostat Wound Dressing is not indicated for heavily bleed-

ing wounds.

PRECAUTIONS AND OBSERVATIONS

« Caution: Sterility is gnaranteed voless pouch is damaged
or ppened prior to use, Single use.

«“This wound dressing should not be used with other wound
care products without first consuiting 2 healthcare profes-
sional.

- Should you observe imitation {reddening, inflameatiorn),
rmaceration (whitening of skin), hypergranulation (excess
tissee formation) or sensitivity (allergic reaction), consull 2
healthcare professional.

- Kaltostat Wound Dressing is designed to create a moist
environment that assists in wound healing. If a Kaltostal
Wound Dressing has initially formed 2 gel that is aljowed
to dry out, removal from the wound can be difficuls.
Drying out is generally not & problem with cxuding
wounds. Kaltostat Wound Dressing should be removed
only with sterile normal saline. Reapplying saline may be
necessary to maintain the gel. If the gel dries out, saturate
the dried gel with saline to re-bydrate it, this process can
take several hours o soiten the dried gel.

+The dressing may be vsed on infected wounds only under
the care of a healthcare professional.

In addition, for pressure ulcers, venons stusis ulears, arter-

in! uicers, dichetic ulcers, donor sites, surgical wounds left

to heal by secondary intent, traumatic wounds, oncology
wounds and the local management of bleeding wounds:

« Treatrment of the wound types listed above should be unde:
the. supervision of a healthcare professional.

* Appropriate suppoTtive measares should be taken where
indicated {e.g. use of graduated compression bandaging in
the management of venoas leg uleers or pressure rehefl
measures in the management of pressure wlcers).

« Colopization of chronic wounds i5 commmon aod is not &
contrrindication 1o the use of the dressing. The dressing

may be used on infected wounds under medical supervi-
sion together with appropriate therapy and frequent mon-

toring of the wound.

+ The control of blood ghicose, as well as appropriate sup~
portive roeasures, skowld be provided with diabetic foot
uleers.

« For opcology wounds, & secondary dressing of high
absorbency 1 recomended.

- n caviry wonnds, the fbbon dressing mey be used w© pack
the woand, For wounds such as fistulae and sipus Tacls,
employ appropriate leciniques curing the insertion and
removal of the dressing.

+ Kaltostat Wound Dressing is not intended for use as & sur-
gical sponge. Kaltostat is not intended 10 control heavy
bieeding, Alternalive measures rmust be considered in those
emergency situations where large quantities of blood may
be jost.

DIRECTIONS FOR USE

1. Wound Site Preparation and Cleansing
Before applying Kaltestat Wound Dressing, cleanse the
areas with an appropoate wound cleanser.
Under the care of a healthcare professional, if necessary,
before applying Kaltostat Wound Dressing, the wound

should be debrided of excessive necrotic tissue and eschar

and frigated with an appropriate non-toxic cleansing

solution.

2. Dressing Preparation and Application

& Kaltostat Wound Dressing should be trimmed to'the
exact size of the wound,

b. For heavily exuding wounds, Kaltostat Wound
Dressing shouid be applied dry onto the womnd. An
appropriate secondary dressing should be used 1o
secure Kaltostat Wound Dressing in place.

¢. For lightly exuding wounds, Kaltostat ‘Wound Dressing
should be placed cn the wonad and moistened with

sterite normal salive. An appropriate secondary dressing

should be used to secure Kaltostat Wound Dressing in
place.

d. When nsing. Kaltostat ribbon in deep cavity wounds,
Jeave at least 2.5 cm or 1 inch outside the wound for
casy retrieval.

3. Dressing Change and Removal

2 On heavily exuding wounds, change the Kaltostat
Wound Dressing when strike-thibugh of the secoadary
dressing ocours or whenever Good Clinical Practice so
dictates,

b. Removal should be trouble free on beavily exuding
wonnds. Kaltostat Wound Dressing will gef at the
wound/dressing interface and Dit away.

¢. Removal from lightly exuding woungds may be assisted
by saturaling the dressing with sterile normal saline.

4. Cleanse the wound site with an appropriate wound
cleanser before applying a new dressing.

¢. As with any dressing, Xalostat Wound Dressing should
be remaved from the wound and the wound cleansed at
appropriate intervals. Alginate fibers and gels inadver-
tently left in the wound will simply be absorbed by the
body.

4, Bleeding Wounds

Apply Kaltostat Wound Dressing to the bieeding ares to

promote hemostasis, Remove when the bleeding bas

stopped, Apply additional Kaltostat Wound Dressing as
outlined above,

Discard any unased portion of the product after dressing the
wound.

Tf the jmumediate product packaging is damaged, de not use.
Protect from light.
Store in a cool, dry place. (<25°CH7°F).

If further information or guidance is needed, please contact
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