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1. Specifications

Sugita AVM Microclips II are made of cobalt-chromium-nickel-
molybdenum-iron alloy (ISO 5832-7/ASTM F1058 G2). “Sugita AVM
Microclip II" herein referred to as “clip”.

This clip designed for single-use only is exclusively indicated only for
use with the Sugita AVM Microclip II Applying Forceps (hereinafter this
is called “clip applier”), and requires sterilization prior to use. Reuse may
cause breakage of clips and may cause injury or infection.

The closing force of each clip is measured during the final quality
assurance stage with a computerized electronic scale at a measuring point
located 1.0 mm from the distal end of the blade length (L) of the clip
[Figure 1] while its blades are opened at a 1.0 mm width. The result of
this measurement is shown in newtons and grams on the package label.
The product information including name and size are as indicated on the
clip's package label.

The clip is set in a dedicated individual case.




Measured point
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[Figure 1]
2. Types
Prod. Code Length of blade
07-932-12 2 mm
07-932-13 3 mm
07-932-14 4 mm
07-932-15 5 mm




3. Spring Type : Integral Single Bend

4. Action Mechanism : Alligator Action

5. Surface Finish
- Clip Body: Satin
- Material Treatment: Electrolytic Polish

6. Blade Cross-sectional Shape : Rolled

7. Indication for Use
This clip is used to block blood flow in cerebral blood vessels.

8. Directions for Use

Clips are provided in non-sterile packaging and should be properly
cleaned and sterilized prior to use. Remove from the individual case
using clip applier just prior to clipping.

Each clip must be held with the specified clip applier. Each clip
applier is etched to read; e.g. “for AVM Microclip I ONLY”.

When holding the clip, it must be verified that the spring of the clip is
correctly placed in the holding jaws of the clip applier as shown in [Figure 2].
Improper holding of the clip may cause damage or ejection from the clip
applier. As this may present a risk during surgery, ensure correct holding
of the clip.




(Correct holding method)

%ﬁo

— @

(Improper holding method)

a) The holding of the clip is shallow. b) The holding of the clip is deep.

—=—° =— =

¢) Angular misalignment d) Angular misalignment
"0 = —
[Figure 2]

Following completion of the surgery, physicians must record the type,
lot and serial number of each clip used in the operation record for each
patient.

Patient record labels, Implant card are included in the clip package to
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facilitate traceability.
Be sure to fill in the necessary information on the implant card and
provide it to the patient.

(How to remove the clip)
+ Individual case and clip set state [Figure 3-12+3]

@ iz

Outer case

Inner case

[Figure 3-1]




- Since the clip is fixed by sandwiching it between plates of the same
material as the clip set in the inner case, the clip can be directly held
with clip applier and removed. [Figure 3-2-3]

[Figure 3-2]
+ Check the clip set in the inner case and correctly pinch it in the groove
of the holding jaws of the clip applier to remove it. [Figure 3-3]

Hold the clip after applying the tip of the

clip applier to the inner case.

[Figure 3-3]




9. Contraindications and Prohibitions

1) Prohibition of reuse
This clip is for single use only. The clip must be discarded once the
blades of the clip have been opened or the clip has come into contact
with the blood or tissue of a patient. Reuse may cause breakage of clips
and may cause injury or infection.

2) Prohibition of use for unintended purposes
This clip should not be used for purposes other than indication for use.

3) To prevent changes in the clips closing force or in the mechanical
features of the clip when it is handled, only use the exclusive clip
applier. Do not use clip appliers from other manufacturers.

4) Do not open the blades of clip directly with fingers. This may cause
corrosion or alter the proper holding force. The blades of clip should
be opened only when spring of the clip is placed in the proper position
inside the clip applier.

5) Modifying or adulteration of this clip is not allowed.

6) In order to avoid a galvanic current, do not use this clip with implants
from other manufacturers or with implants made of different materials.
A galvanic current may cause corrosion and weaken the holding force.

7) This clip must not be used in patients with serious allergies to metals
or exogenous materials.

8) This clip must not be used in patients with infectious diseases or sepsis
as a complication.

9) This clip must not be sterilized using low-temperature hydrogen
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peroxide gas plasma.
This clip is not compatible with sterilization using low-temperature
hydrogen peroxide gas plasma.

10. Warning

1) It is recommended the patient is informed about the procedure and
characteristics of this clip.

2) Handling of this clip:
Rough handling of this clip may cause deformation or damage to the
clip and may harm the patient.

11. Use of MRI

for

MR Conditional

Non-clinical testing has demonstrated the “Sugita AVM Microclip 11" are
MR Conditional.

A patient with this device can be safely scanned in an MR system
meeting the following conditions.

Failure to follow these conditions may result in injury.




Parameter Condition
Device Name Sugita AVM Microclip II
Static Magnetic Field Strength (B0) |[1.5Tand 3T

Maximum Spatial Field Gradient 16 T/m (1,600 gauss/cm)

RF Excitation Circular Polarized (CP)

RF Transmit Coil Type There are no Transmit Coil restrictions.
Operating Mode Normal Operating Mode

Maximum Whole-Body SAR 2 W/kg (Normal Operating Mode)

2 W/kg whole-body average SAR f or 15 minutes of
Scan Duration continuous RF (a sequence or back-to-back series/scan
without breaks)

The presence of this implant may produce an image artifact

MR Image Artifact of 17.1 mm.

NOTE : Do not take the clip applier into the MR environment.
The clip applier contains material which has been determined to
be MR Unsafe.

12. Caution

This product is designed for use by healthcare professionals, especially
trained neurosurgeons with experience in its use.

13. Defects and Adverse Events

1) Serious defects
+ Clip migration
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- Significant decrease in closing force
+ Misalignment of the blade tip
* Inversion
- Displacement of the clip (slippage)
+ Ejection of the clip from the clip applier
* Breakage of the clip
2) Other defects
+ Delayed clip displacement due to the application of magnetic field
3) Serious adverse events
 Rupture of a cerebral aneurysm
+ Cerebrovascular injury
+ Hemorrhage
+ Death
4) Other adverse events
+ Infection of surgical wound
+ General surgical complications
+ Occlusion of adjacent blood vessel
- Foreign body reaction
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14. Validated Cleaning and Sterilization Procedure

The clip is supplied in a non-sterile state. It should therefore be sterilized
by the user (medical professional) prior to use using validated sterilization
processes in accordance with guidelines stipulated by the government.
Clips are cleaned and sterilized while kept in individual cases. Do not
open the individual cases during the cleaning and sterilization process.
Sterilization equipment should be validated to assure that it sterilizes
specific load configurations properly. The end user is responsible to
validate the sterilization process in the individual sterilizer and assure the
sterility.

Sterilization equipment should be cleaned and maintained in accordance
with standardized operating procedures specified by its manufacturer.
Clean and sterilize the clip applier according to the clip applier instruction
manual.

This clip and clip applier must be cleaned to reduce bioburden before first
sterilization and resterilization.

Do not use chlorine-based solutions when cleaning this clip. This could
cause metallic corrosion.

1) Cleaning

When cleaning, set the individual case to “07-932-11: SUGITA AVM
Microclip I CASE B”.
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(Washer disinfector (automatic washing))

Temperature | Time .
Stage Procedure 9 o . uality of water Remarks
¢ [CCF) | tming |
i Tap water -~
1 Preclean <25(77) 3 (drinking water)
I Washing 55 (131) 10 deionised water™ detergent
11 Rinsing <25 (77) 1 deionised water ™ -
v Rinsing <25(77) 1 deionised water ™ -
Hot water 90 (194) - o _
V| disinfection | (A 3000) | O defonised water
Vi Drying _ _ _ follow the device
program

*a: Deionized water

Sufficient consideration must be given to the quality of the water used for diluting cleaning
agents and the rinsing water used for medical device. When using pure water, highly purified
water or sterile water for rinsing, we recommend rinsing water with a maximum viable count of
10 CFU/ml and endotoxin concentration of 0.25 EU/ml or less. If hard water contains metallic
soap, or if the concentration of contaminant microorganisms or endotoxin is high, it may cause
staining of the device and impair the cleaning and disinfection effect. (CFU: Colony Forming

Unit)

*b: Cleaning agent information used in verification
Dr. Weigert, neodisher® MediClean forte, 0.4% (worst case)
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2) Inspection

Do not use if the following items are recognized in individual cases.
+ Damage

+ Deformation

+ Remaining dirt

3) Packaging

When sterilizing, wrap in one of the following.

+ “Unopened individual case” alone.

+ “Unopened individual case” + “07-932-11: SUGITA AVM Microclip II
CASE B’

* “Unopened individual case” + “07-932-11: SUGITA AVM Microclip 11
CASE B” + “07-932-10: SUGITA AVM Microclip Il CASE A"

For packaging, use the medical packaging material “non-woven fabric or

sterilization bag” for high-pressure steam sterilization that has microbial

barrier properties (conforms to ISO 11607).
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- Sterilization -
(Validated Sterilization Method)
Standard followed 1SO 17665-1

Pre-vacuum steam sterilization

Sterilization method R
(Autoclave sterilization)

Sterilization temp. Retention time Drying time
Sterilization conditions 132°C / 270°F* 4 minutes or more 30 minutes or more
134°C / 273°F* 3 minutes or more 30 minutes or more

*According to the Guideline for Disinfection and Sterilization in Healthcare
Facilities, 2008 (Update: May 2019)

With a high-pressure steam sterilizer that has been confirmed to function
properly, the validation of sterilization is verified by a medical institution,
sterilization conditions with a proven effectiveness shall be applied.

- Storage -
After sterilization, the clip should be stored and protected in a clean and
dry area.
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Measured point
force

v L
Q
T
1.0
—»
«
[1X 1]
2. 88

Prod. Code TL—FHES
07-932-12 2 mm
07-932-13 3 mm
07-932-14 4 mm
07-932-15 5 mm
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3. 27 Y v ¥ # K :Integral Single Bend
4 . {E B B 18 : Alligator Action

5.kmt LV
- Clip Body : Satin
- Material Treatment : Electrolytic Polish

6. 7 L — KB @ f 1K : Rolled
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