Prelude

Prelude Sheath Introducer

English

INSTRUCTIONS FOR USE

Product Description

The Merit Prelude™ Sheath Introducer consists of the following components.
These components may be packaged in a single pouch or may be packaged
separately.

One (1) Sheath Introducer

One (1) Vessel Dilator

One (1) Mini guide wire

INTENDED USE: The Merit Prelude Sheath Introducer is intended to provide
access and facilitate the pe r cutaneous introduction of various devices into

veins and/or arteries while maintaining hemostasis for a variety of diagnostic and

therapeutic procedures.

WARNINGS:

. Do not advance the introducer and/or guide wire if resistance is met.

. Do not leave the introducer in place for extended periods of time without a
catheter or an obturator to support the cannula wall.

. Do not use device with a power injector.

CAUTIONS
. Read instructions prior to use.
. RX Only

. Store in a cool dry place.
. This device is intended for single use only. Do not reuse or resterilize.

POTENTIAL Complications:

Potential complications include, but are not limited to: Air embolism, Infection,
Hematoma, Bleeding, Perforation or laceration of the vessel wall, Thrombus
formation, Pseudo aneurysm formation, guide wire embolization, vessel spasm,
Risks normally associated with percutaneous diagnostic and/or interventional
procedures.

Instructions for Use

1. Identify the insertion site and prepare the site using proper aseptic
technique and local anesthesia as required.

2. Remove the Prelude Sheath Introducer components from package using
proper aseptic technique.

3. Flush all components with saline or suitable isotonic solution. After flushing
side port, turn stopcock to off position to maintain flush in side port and
prevent bleed back upon insertion into the vessel.

4. Insert vessel dilator into Prelude Sheath Introducer through hemostasis
valve and snap into place. Dilator must be securely snapped into place to
avoid damage to the vessel.

5. Insert appropriate access needle into vessel. While holding the access
needle, place the flexible end or J end of the guide wire through access
needle into vessel. Note — Refer to product labeling for the guide wire size
that is compatible with the system components.

Warning: Do not advance the guide wire if resistance is met.
Determine the cause of resistance before proceeding.

6.  Hold guide wire in place and remove access needle. Hold pressure at the
site until the introducer/dilator assembly is placed.

Warning: If a needle with a metal cannula is used, do not withdraw
the guide wire after it has been inserted because it may damage the
guide wire.

7. Insert the introducer/dilator assembly over the guide wire into the vessel.
Using a rotating motion, advance the introducer/dilator assembly through
the tissue into the vessel. Grasp the assembly close to the skin as it is being
placed into the vessel to avoid buckling.

8.  Afterintroducer/dilator assembly has been placed into vessel, detach the
dilator from the introducer by bending the dilator hub down slightly (this
will un-snap the dilator hub from the introducer cap). While holding the
sheath, carefully remove the dilator and guide wire togethe r, leaving the
sheath introducer in the vessel.

9.  Aspirate from the side port extension to remove any potential air. After
aspiration, flush the side port with a suitable solution. Stopcock should be
turned off to maintain flush in side port.

10. Insert selected device(s) (wires, catheters, etc.) into Prelude Sheath
Introducer. Note: Hold the sheath in place when inserting, positioning, or
removing the devices. Always exchange or remove devices slowly through
the sheath.

11.  To temporarily suture the sheath in place, use the rotating suture ring.

12.  REMOVAL:

. The sheath may be removed when clinically indicated. Compression
on the vessel, above the puncture site, should be started as the sheath
is slowly removed. Note: Collected fibrin at the tip of the sheath may
be aspirated via the side arm tubing prior to removal of the sheath.
Discard the sheath appropriately.

. If the sheath is to be left in place, an obturator of appropriate size
should be placed into sheath. After the sheath is flushed, place the
obturator through the sheath and snap into place. A suitable solution
should be flushed through the side arm after obturator is placed.
Note: An obturator that is one French size smaller than the sheath
introducer should be used to allow flushing, infusion and pressure
monitoring. When clinically indicated, the sheath and obturator may
be removed (see above).
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PSI-4F-11-035 PSI-5F-11-035-18G
PSI-5F-11-035 PSI-5F-11-038-18G
PSI-5F-11-038 PSI-6F-11-035-18G
PSI-6F-11-035 PSI-6F-11-038-18G
PSI-6F-11-038 PSI-7F-11-035-18G
PSI-7F-11-035 PSI-8F-11-035-18G
PSI-7F-11-038 PSI-4F-7-018
PSI-8F-11-035 PSI-5F-7-018
PSI-8F-11-038 PSI-6F-7-018
PSI-4F-23-035 PSI-4F-11-018
PSI-5F-23-035 PSI-5F-11-018
PSI-5F-23-038 PSI-6F-11-018
PSI-6F-23-035 PSI-4F-7-025
PSI-6F-23-038 PSI-5F-7-025
PSI-7F-23-035 PSI-6F-7-025
PSI-7F-23-038 PSI-4F-11-025
PSI-8F-23-035 PSI-5F-11-025
PSI-8F-23-038 PSI-6F-11-025
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