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19. 510(k) SummaryO~ A

510(k) SUMMARY - Safety and Effectiveness

Hydrogel Canalicular Plug

1. Submitters Name:

Partners In Biomaterials, Inc.
466 W. Arrow Highway, Unit H
San Dinas, California 91773
(909) 305-5400 (Phone)
(909) 305-9987 (Fax)
Contact: James Christensen
Date Prepared: April 6, 2004

2. Name of Device:

Trade Name: Hydrogel Canalicular Plug

Common Name: Hydrogel Canalicular Plug
Classification Name: Plug, Puncturn

3. Predicate Device:

The proposed device, the Hydrogel Canalicular Plug, claims substantial equivalence in

intended use and method of operation to the Medennium Smart Plug (K022043). Both

plugs are a one-size-fits-all design that change shape upon insertion in to the canaliculus in

order to block fluid flow through the canaliculus. Both plugs are semi-rigid rods prior to

insertion into the canaliculus. The Hydrogel Canalicular Plug also claims substantial

equivalence to collagen plugs marketed by Oasis Medical (K946357), and others, in both

size and function. Both of these plugs are approximately 0.3mm diameter by 2.5mm long.

When inserted into the canaliculus, they both absorb lacrimal fluids causing them to

hydrate and swell to a larger diameter and longer length.

4. Description of Device:

The Hydrogel Canalicular Plug is a very high water content hydrogel plug which, when

exposed to lacrimal fluids, expands to approximately three times its size to form a gel

which blocks the canaliculus. In its dry state, the Hydrogel Canalicular Plug measures

approximately 0.3 mm diameter by 2.5 nmn long. It is supplied loaded in a disposable

Inserter to assist the doctor in placement of the plug through the punctal opening. Refer to

the photos and drawings of the dry Hydrogel Canalicular Plug and Inserter contained in

Attachment A.

After the plug is inserted into the canaliculus, the dry hydrogel will absorb lacrimal fluids

and swell. The fully hydrated plug has approximately a 95% water content. At this water

content, the hydrogel becomes a gel having about the same consistency as mucus. The gel
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easily deforms and takes the shape of the inside of the canaliculus. Refer to the photos of

the hydrated Hydrogel Canalicular Plug contained in Attachment A.

In the event that the hydrogel plug needs to be removed, it can be easily flushed from the

canaliculus. Place the tip of a syringe filled with saline through the punctal opening and

into the canaliculus and gently express the hydrogel plug using a stream of saline.

5. Statement of Intended Use

The Hydrogel Canalicular Plug is intended for use in patients experiencing dry eye
symptoms such as redness, burning, reflex tearing, itching, or foreign body sensations

which can be relieved by blocking of the punctum.

The Hydrogel Canalicular Plug may be used in the treatment of dry eye syndrome and the

dry eye component of various ocular surface diseases.

When indicated, the Hydrogel Canalicular Plug may be used after surgery of the eye to

prevent complications due to dry eye and to enhance the retention of ocular medications on

the eye. Patients experiencing dry eye related contact lens problems may also be aided by

the Hydrogel Canalicular Plug.

6. Comparison to Predicate

The proposed device, the Hydrogel Canalicular Plug, claims substantial equivalence in

intended use and method of operation to the Medennium Smart Plug (K022043). Both

plugs are a one-size-fits-all design that change shape upon insertion in to the canaliculus in

order to block fluid flow through the canaliculus. Both plugs are semi-rigid rods

measuring approximately 0.35mm in diameter prior to insertion into the canaliculus. After

insertion, both plugs increase in diameter to approximately 1 mm diameter in order to block

flow through the canaliculus.

The Hydrogel Canalicular Plug also claims substantial equivalence to collagen plugs

marketed by Oasis Medical (K946357), and others, in both size and function. Both of

these plugs semi-rigid rods measuring approximately 0.35mm diameter by 2.5mm long
prior to insertion. They both are inserted through the punctum and reside totally within the

canaliculus. After insertion into the canaliculus, they both absorb lacrimal fluids causing

them to hydrate and swell to a larger diameter and to a longer length.




