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BEFORE USE

«  Check that the packaging has not been damaged. If
the sterile barrier has been compromised, discard.

«  Check use-by date on pouch. If out of date, discard.

« Select the appropriate pipette tip size to ensure
minimal distortion and damage to the sample ie
the internal diameter of the pipette tip should be
appropriate for the size of the sample to be denuded
or transferred. This can be done by placing the pipette
tip next to the sample to determine suitability.

« Check the pipette tip under your microscope to
ensure it is clear. Rotate the tip 90° and check again. If
it is not clear, discard.

« To avoid creating bubbles in the media first apply
pressure to the membrane before immersing the tip.

« Rinse the tip by depressing the membrane and
immersing the tip in some media. Then slowly release
the pressure to aspirate media into the pipette tip.
Depress the membrane again to expel the media.
Repeat this action a few times to complete the rinsing
process.

« If using for the first time (before attempting clinical
use), familiarise yourself with the device using plain
water or media, and discarded eggs or embryos.
Dispose of the practice tip after use.

DEVICE DESCRIPTION

RI EZ-Strip is a plastic pipette fitted with an actuator handle.
The tip of the RI EZ-Strip is available in a range of internal
diameter sizes. Sizes 200um, 290um and 600um are
suitable for specimen handling and Size 145um Long is
suitable for handling in tubes. Sizes 131um, 135um, 145um,
155pum and 170um are suitable for oocyte denudation.

Denudation may be performed on oocytes in preparation
for Intracytoplasmic Sperm Injection (ICSl) and In Vitro

Fertilization

(IVF) techniques. Assisted reproduction

fertilization is proven more successful if the oocyte is first
denuded. It allows easier access of the sperm to the zona
pellucida and better visibility, and therefore more effective
manipulation of the injection pipette whilst conducting ICSI
procedures. The technique of denuding is where the oocyte
is repeatedly aspirated and expelled through pipette tips of
incrementally smaller internal diameters to remove the outer
layers of cumulus and corona cells. Generally two sizes of
pipette are used to achieve this. The oocyte is presented
in media with an enzyme constituent, hyaluronidase, which
promotes the denuding process. The sizes selected depend
on the size of the oocyte, user preference and practice.

CAUTION

Caution: US Federal Law restricts this device to sale by
or on the order of a physician.

Do not re-use - reuse poses a high risk of cross
contamination.

Caution: This tool may be used to handle polar
body, blastomere or trophectoderm biopsy samples
for pre-implantation genetic diagnosis (PGD) on
the genetic material in the biopsied cell(s). Test for
PGD are currently developed and their performance
characteristics are determined by individual laboratories
for their own use. The performance of these tests may
vary depending on the particular assay and disease
evaluated. Currently, these tests have not been cleared
or approved by the US Food and Drug Administration
(FDA).

f Caution: These tools are intended for one-time use only

and must remain covered until ready to use in order
to maintain both sterility and prevent contamination.
The wuser is warned to follow safe, established
laboratory practices in order to prevent accidental DNA
contamination after the Rl EZ-Strip has been removed
from its protective covering.

PREPARATION
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HOW TO USE

For general handling:

1

Apply pressure to the membrane of the actuator and
immerse the tip into the media. If working under oil, it
is important to apply positive pressure when passing
through the oil layer.

. Once the sample is located, slowly release the pressure

on the membrane to aspirate the sample (with media) into
the pipette.

The sample can now be moved at this stage.

To expell the sample from the tip depress the membrane
on the actuator again as step 1.

RI EZ-Strip should only be used by qualified personnel
who have been approved by the relevant authorised
bodies.

The introduction of RI EZ-Strip for routine clinical use
should be risk assessed prior to use.

This product has a three year shelf life.

INTENDED USE

For denudation

i.e. to remove the cumulus from an

oocyte prior to Intracytoplasmic Sperm Injection (ICSI)
and In Vitro Fertilization (IVF) and for handling gametes,
embryos and biopsied cells (polar bodies, blastomeres and
trophectoderm) during Assisted Reproductive Technology
(ART) procedures.

CONTRAINDICATIONS

RI EZ-Range pipettes are not intended for biopsy of cells
from oocytes or embryos.

INTENDED PATIENT POPULATION

For those who require assisted reproductive treatments to
improve their chances of a healthy pregnancy and outcome.
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For denudation:

1.

EZ-Strip® tip

Transfer the sample into media with an enzyme
constituent, hyaluronidase, which promotes the
denuding process.

. Repeat steps 2 and 4, as above, a sufficient number of

times to denude the sample.
Always keep the media level visible in the pipette.

Actuator

Coarse Control

Fine Control

Membrane
Test tube lid in

handle position

MEDICAL CONDITION

The medical condition is infertility and genetic disease.
CLINICAL BENEFIT

The clinical benefit of using this medical device during
ART procedures is to improve the patient’s chances of a
viable pregnancy and long-term health of the offspring.
INTENDED ENVIRONMENT OF USE

For use in a controlled clinical environment where
Assisted Reproductive Techniques (ART) are used.
INTENDED USER

Trained clinical professional working in Assisted
Reproductive Techniques (ART) with locally relevant
qualifications.

DISPOSAL

« Remove the plastic cover from the handle position,
and place it over the pipette.

- Dispose of the RI EZ-Strip and packaging in a
suitable container.

OBLIGATION TO INFORM

Any serious incident that has occurred in relation to
this device should be reported to CooperSurgical via
phone number +1 203-601-5200 Ext 3100 or by email
at ProductSurveillance@coopersurgical.com and to the
local Health Authority in your country. A serious incident
may have caused or contributed to a death, a delay in a
procedure which resulted in death or serious injury, or a
malfunction that could have caused an adverse event.

QUALITY ASSURANCE

« Sterilised by gamma irradiation to a Sterility Assurance
Level (SAL) of 10©.

« Non-embryotoxic, Pass Level: 1-Cell
hatched blastocysts at 120h.

« Non-Pyrogenic (Limulus Amebocyte Lysate [LAL]
Test), Pass Level: <20 Eu/device.

- Certificate of analysis available on request.

- Depending on the size of the tip the volumetric
capacity of the RI EZ-Strip is 55.6pl - 60.2pl.
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