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HOYA INJECTOR SYSTEM (Handpiece & Cartridge)
Instructions for Use

PRESCRIPTION DEVICES
Caution: This product is for sale by or on the order of a physician, only.
DESCRIPTION

HOYA INJECTOR SYSTEM (hereinafter “system”) is specially designed for reliably
implanting an intraocular lens (IOL) in the capsular bag to correct aphakia following cataract
surgery. The system consists of HOYA INJECTOR SYSTEM Cartridge (hereinafter
“cartridge”; Fig.1) and HOYA INJECTOR SYSTEM Handpiece (hereinafter “handpiece”;
Fig.2), both of which are used in combination. The polypropylene cartridge is supplied sterile
(sterilized by ethylene oxide), and only for single use. The titanium alloy handpiece is
supplied non-sterile and reusable, and must be sterilized prior to each use.

Plunger

Main Body

Fig.2 Handpiece (ISH001)

INDICATIONS

The system is intended for use as an accessory for implanting a foldable soft acrylic IOL into
the capsular bag. It is used only for qualified soft acrylic IOLs manufactured by HOYA
CORPORATION, and must not be used for any other lens. Please refer to the “QUALIFIED
MODEL LIST” affixed to the cartridge’s outer box, for correct combination of IOL and
handpiece models etc.

WARNINGS

1. The combination of the system is strictly limited. Never attempt to use any other
combinations or systems from other manufactures.

2. Carefully check the “QUALIFIED MODEL LIST” affixed to the cartridge’s outer box. Never
attempt to use IOLs other than those applicable lenses.

3. Do not use the cartridge if its sterility seems to be compromised due to rupture in the
sterilization pouch, etc.

4. Do not reuse or resterilize the cartridge. Reuse or resterilization may compromise the
structural integrity of the device and/or lead to device failure which, in turn, may result in
patient injury or iliness. Reuse or resterilization may also create a risk of contamination of
the device and/or cause patient infection or cross-infection, including but not limited to, the
transmission of infectious diseases(s) from one patient to another. Contamination of the
device may lead to injury or iliness of the patient.

5. Do not use the cartridge after the indicated expiration date.

PRECAUTIONS

1. Before use, please consult this “INSTRUCTIONS FOR USE,” and that attached to the
handpiece. Use the devices only after training of surgical staff has been completed.

2. The handpiece must be cleaned and sterilized prior to each use.

3. Before use, confirm that there is no deformation, damage, foreign bodies or other
abnormalities in the handpiece or cartridge. Never use the handpiece or cartridge if any
such abnormalities are detected.

4. The cartridge is for single use only; after use, discard properly as medical waste. Handle the
cartridge aseptically after opening the pouch. If implantation surgery is discontinued or
suspended after opening the pouch, the IOL and cartridge must be discarded as medical
waste.

5. Do not fold an IOL in methods other than using the provided lens case.

6. Do not use the IOL if the IOL is removed or dislodged from the lens case prior to folding.

7. Use ophthalmic viscosurgical device (OVD) (e.g. sodium hyaluronate for ophthalmic use)
before loading the IOL into the cartridge. The OVD should be allowed to attain room
temperature prior to use (for details, consult instructions for use attached to the OVD).

8. Do not attempt to turn the plunger to the reverse direction until the IOL is released from the
cartridge.

9. Do not proceed if strong stiff resistance is felt, when implanting the IOL.

10. Do not attempt to disassemble or modify the handpiece or cartridge.
11. Store the cartridge and handpiece in a dry place. Do not store the cartridge in direct sunlight
or at temperatures over 25°C.

CLEANING AND STERILIZATION OF HANDPIECE

Cleaning of handpiece

1. Remove and discard the used cartridge before cleaning the handpiece.
2. The handpiece must be cleaned by appropriate method just after use.

3. Flush the handpiece with sufficient water to rinse off blood, tissue fluid, cellular debris,
intraocular irrigation solution, OVD, etc.

4. Rub and wash with a mild detergent and a soft brush.
5. Ultrasonic cleaning in water is also recommended.
6. After rinsing off the detergent under running water, rinse the handpiece thoroughly with
distilled or deionized water.
7. After checking that the handpiece has been thoroughly cleaned and rinsed, dry it.
Notes
- Do not use hydrogen peroxide, bleaching agents, polishing agents, saline, etc. for
cleaning of the handpiece.

Use only a soft brush for rubbing and washing. Do not use hard brushes such as
those made of metal, etc.



Sterilization of handpiece

. The handpiece must be sterilized after clearing and drying.
. Confirm that the rod does not stick out of the main body of the handpiece.
. Put the handpiece in the sterilization pouch and seal it.

. Sterilize the handpiece by steam (moist heat) according to one of the following general
methods:

-

AN

- Gravity displacement cycle at 134 °C for 15 minutes
- Prevacuum cycle at 134 °C for 4 minutes

or

- Sterilization at 121 °C for 30 minutes.

In all case, the above recommendations do not replace the need for each institution to
identify the appropriate sterilization parameters and conduct validations to assure the sterility
of this device.

5. Store the sterilized handpiece in clean and hygienic condition.
INSTRUCTIONS FOR USE

. Clean and sterilize the handpiece in accordance with the “CLEANING AND STERILIZATION
OF HANDPIECE.”

2. Make sure that the handpiece works normally: push the plunger forward until the threads
contact the main body, engage the threads and rotate the plunger clockwise, and then
confirm that the plunger moves smoothly toward the end.

3. Confirm that there are no cracks, dirt, foreign bodies, etc., at the tip of the rod.

4. Pull back the plunger completely, so that the cartridge can be set.

5. Take the cartridge out of the sterilization pouch under aseptic condition, and infuse the OVD

(e.g. sodium hyaluronate for ophthalmic use) into the cartridge (Fig.3). Use sufficient

amounts of the OVD so that inside of cartridge from tapered part to the end can be filled with

the OVD (Fig.4).

OVD (Ophthalmic
viscosurgical device)

e

@

Fig.6

7. Hold the cartridge with the lens diagram facing upward, and then load the folded IOL into
the cartridge. Note: The direction of the intraocular lens of Fig.7 is inverted as compared to
Fig.6. Lens

diagram

Fig.7

ﬁ%ﬁ\\czgw

8. Push the lens forward with leading haptic extending so that the lens may be placed into
position as described in Fig.8.

9. Set the cartridge with the lens diagram facing upward on the handpiece (Fig.9).

10. Slowly push the plunger forward until the tip of rod touches the back edge of optic. At this

time, the rod passes in front of the trailing haptic and pushes the edge of the optic (Fig.10).
Continue pushing the plunger forward until the threads contact the main body of the
handpiece. Rotate the plunger clockwise to engage the threads. Then rotate the plunger
about one-quarter turn.

Fig.10 (ISH001)

11. Carefully observe to make sure that the tip of the rod pushes the back edge of the optic and
does not run over the optic. If the rod runs over the optic, discard the IOL and the cartridge
as medical waste.

12. Insert the tip of the cartridge into the eye through incision, keeping the slit of the cartridge in
a downward position.

13. Hold the main body of the handpiece in one hand, rotate the plunger clockwise in the other
hand, and start releasing the lens into the eye. N.B.: The leading haptic should be extending
to the left as seen from surgeon’s side (Fig.11).

14. After the leading haptic goes beneath the capsulorhexis, rotate the main body of the
handpiece clockwise to release the IOL (Fig.12) as monitoring the lens motion recovering
from its folded state, while carefully controlling the handpiece to prevent capsular or corneal
endothelium damage by the tip of the cartridge, rod or haptic. The rotation direction is also
indicated by an arrow on the main body (Fig.13).

Fig.12 Fig.13

15. Continuously rotate the plunger clockwise to completely release the optical portion of the
lens from the cartridge. Then, pull out the cartridge from the incision. N.B.: The trailing
haptic should be remained outside of the eye through the incision.

16. As carefully observing that the lens has recovered from its folded state in the eye without
turning over, adjust the position of the lens to place the trailing haptic in the capsular bag,
using a hook or other devices (Fig.14).

SYMBOLS

Symbols Description
Sterilized using ethylene oxide
® Do not reuse
@ Do not resterilize
D}_I Consult instructions for use
/l[ Upper limit of temperature
u Manufacturer
Authorized representative in the European Community
E Used by (YYYY-MM : year-month))
E Serial number
Lot number

Manufacturer
HOYA CORPORATION
6-10-1 Nishi-Shinjuku Shinjuku-ku Tokyo 160-0023 Japan

Made by

HOYA INJECTOR SYSTEM Handpiece Nichiyu Electronics Co., Ltd., Japan
HOYA INJECTOR SYSTEM Cartridge HOYA MEDICAL SINGAPORE PTE., LTD.,
Singapore

Authorized Representative in the European Community

HOYA SURGICAL OPTICS GMBH
De-Saint-Exupéry-Strasse 8, 60549 Frankfurt am Main, Germany
Tel: +49-(0)69-664-268-0



