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14 October 2013

Dear Olympus Distributor,

The following letter was sent to all Olympus THUNDERBEAT customers in the United States of America
and Canada. The letter was copied to the US Food and Drugs Administration (FDA) and shortly appeared
upon independent vigilance monitoring websites.

URGENT: Medical Device Field Corrective Action

Attention: Surgery Department
Risk Management Department

Re: OLYMPUS THUNDERBEAT Electrosurgical Unit Hand Instruments

Models: TB-0545PC: THUNDERBEAT 5 mm, 45 cm, Pistol Grip
TB-0535PC: THUNDERBEA T 5 mm, 35 cm, Pistol Grip
TB-0545IC: THUNDERBEAT 5 mm, 45 cm, Inline Grip
TB-0535IC: THUNDERBEAT 5 mm, 35 cm, Inline Grip
TB-0520IC: THUNDERBEAT 5 mm, 20 cm, Inline Grip
TB-0510IC: THUNDERBEAT 5 mm, 10 cm, Inline Grip
TB-0545FC: THUNDERBEA T 5 mm, 45 cm, Front Actuated Grip
TB-0535FC: THUNDERBEAT 5 mm, 35 cm, Front Actuated Grip

Lot Numbers: All lot numbers

Dear HealthCare Provider:

Olympus Corporation of the Americas ("OCA ") has recently received complaints of damage to the
THUNDERBEAT Hand Instruments, models specified above, during surgical procedures. These
complaints involve the following or a combination of the following descriptions- cracking, breaking, or
deformation of the components of the THUNDERBEAT probe tip or jaw, or the detaching of a fragment
from the THUNDERBEA T probe tip or jaw during or after the surgical procedure. Probe damage detected
during surgery will trigger audible and visual generator alarms.

THUNDERBEAT is an electrosurgical unit for use in general (open) and laparoscopic (including single-
site surgery) and endoscopic surgery to cut (dissect) or coagulate soft tissue or to ligate (seal and cut)
vessels, including urology and gynaecology applications.

Based on its complaint investigations, OCA is providing additional user instructions on procedural
techniques to prevent damage to the THUNDERBEA T hand instruments. Enclosed with this letter please
find additional user instruction on Procedural Tips and Techniques for use of THUNDERBEAT. Please
make the attached Procedural Tips and Techniques instructions available to all users of the
THUNDERBEAT hand instruments. Please also maintain a copy with the Instruction Manual(s) for the
device.

**ENDS**

This additional user instruction is also being added to the Instruction Manuals for the THUNDERBEA T
hand instruments. If you would like a copy of the updated Instruction Manual(s), please contact Customer
Service at +44 (0) 1702 616333.

Please do not hesitate to contact me regarding any questions you may have on this matter. | can be
contacted directly at +44 (0) 1702 616333 or by e-mail at tim.allard@olympus.co.uk

Regards

TIM ALLARD
Regulatory Affairs Manager
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1 Instrument Nomenclature
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2 Potential Damage to the THUNDERBEAT Instrument

Probe tip: Crack and breakage, resulting in falling off into the body cavity

PTFE pad: Deformation, split, protruding, severe wear (Figure 1), and partial separation (Figure 2), resulting in
falling off into the body cavity

Partial separation
of the PTFE pad

Exposed metal part

due to severe wear of <55 \_‘C\)\\
the PTFE pad = =
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3 Procedural Techniques

Incorrect technique may lead to probe damage error, such as error code “U504” (Probe Damage Error).

If error code "U508™ (SEAL & CUT short circuit error) or “U5117 (SEAL short circuit error) occurs during use, ensure that no
metal object is grasped between the probe tip and the grasping section, and that no body fluid is present around the tip. If
the error continues, replace the THUNDERBEAT instrument to avoid damaging the probe tip and/or the PTFE pad.

+ If error code "U504” (Probe Damage Error) occurs, the THUNDERBEAT instrument must be replaced. Do not tum
OFF the USG-400 or disconnect the transducer from it. Do not continue using the damaged probe, as it will cause
further development of probe cracks, which may result in probe tip detachment.

+ The probe tip and grasping section of the THUNDERBEAT instrument may experience normal wear due to
ultrasonic vibrations. Care should be taken to avoid activation of ultrasonic energy (Seal & Cut mode) when tissue
Is not present in the grasping section. The probe tip and/or the PTFE pad may be damaged. If any visual damage
is confirmed on the PTFE pad and/or the probe tip, replace the THUNDERBEAT instrument.

+ Do not activate output while grasping hard tissue such as
bone or calcified tissue, or hard objects (metal clips, uterine
manipulator, etc.). Otherwise, it may cause damage fo the
probe tip and/or PTFE pad.

+ Do not activate output while applying the probe to the
tissue with excessive force, grasping thick tissue, or
twisting the shaft (Figure 3). Otherwise, it may cause
damage to the probe tip and/or PTFE pad.

Figure 3

+ Do not use sharp objects (e.g. scalpel) to clean tissue built up on the grasping section or the probe tip. Use a
moistened piece of soft gauze to gently clean them instead to prevent any damage to the probe tip.
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4 Cutting and Fine Dissection Techniques

In Seal & Cut mode, apply light tension to tissue and stop activation immediately after tissue is transected.
Do not activate energy without tissue between the probe tip and the grasping section. Otherwise, it may cause
damage to the probe tip and/or PTFE pad.

M Tips
O TLH colpotomy/amputation techniques: Drilling with small biting method

Narrowly open the grasping section and use the probe tip to drill in laterally at a shallow angle while activating the Seal
& Cut mode. Close the grasping section slowly and cut through tissue using the distal half of the grasping section to
achieve a slow cut and shallow bites around the cervix. (Figure 4)
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¢ Avoid contact of uterine manipulators with the THUNDERBEAT instrument, which may cause damage to the probe tip
and/or PTFE pad.

5 Vessel Sealing Techniques

Apply and maintain light tissue traction.

Because the probe is one of two bipolar poles, an error code “UU514” (SEAL incomplete) may register if the probe tip is
surrounded by tissue. To avoid this, rotate the rotation knob so that the probe tip is on top of the tissue.

WARNING

+ Squeeze the THUNDERBEAT instrument firmly, closing the grasping section fully on the targeted tissue to apply
proper pressure to tissue. Otherwise, incomplete sealing may cause bleeding.

+ Do not pull or twist the tissue with a strong force during the procedure. Otherwise, coagulating or sealing may be
incomplete.

+ Before activating the output, be sure that neither the grasping section nor the probe tip comes into contact with
the surrounding tissue. Otherwise, such conditions could potentially reduce the effectiveness of the
THUNDERBEAT instrument and could cause unintended tissue damage.

+ Confirm that the vessel is in the middle of the grasping section before activating the THUNDERBEAT instrument.
If the vessel extends beyond the distal tip of the grasping section, the coagulation may be incomplete.

6 Hemostasis techniques

+ Confirm that the grasping section and the probe tip are not submerged in fluid (such as puddle of blood or saline)
when activated. Otherwise, such conditions could potentially reduce the effectiveness of the THUNDERBEAT
instrument and could cause unintended tissue damage.

+ In Seal mode, ensure that a bleeding point is grasped between the probe tip and the grasping section. It will not
assist in hemostasis to contact the bleeding point with the probe tip and/or the grasping section without grasping.
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