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Dear TGA Recalls Co-ordinator,
My apologies for the delay.
Please see attached HHE we have received from Arthrex.

Kind Regards,

DEVICE
TECHNOLOGIES

|| F+61299755711
device.com.au | W www.device.com.au
A 1 Garigal Rd, Belrose, NSW 2085

E Follow us on Linkedin

rror: N O Bchalf Of Recals

Sent: Friday, 7 April 2017 3:33 PM

To:_@device.com.au>
cc: I © - ce corn. 21>

Subject: RC-2017-RN-00463-1 - RE: Arthrex Recall Notification [SEC=UNCLASSIFIED]

Dear-

Please provide the HHE for this issue as soon as possible.

Kind regards

Recalls and Case Management
Manufacturing Quality Branch

Therapeutic Goods Administration
Department of Health

PO Box 100

Woden ACT 2606 Australia

www.tga.gov.au
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Please save as a different filename before filling out.this form.

HHE Version3-1 0171272007

Health Hazard Evaluation [X]

or Health Risk Assessment [ |]
Center for Devices and Radiological Health

Date: | 4/3/17 | RES#: | | Safety Officer: |
I. Product Data

Panel Code:

Product Code:

Model: Device Name: Lot Numbers:
AR-2323BSLM Bio-SwiveLock® SP Vented, 5.5 mm x 24.5 mm, Self-Punching 10078259
AR-2323PSLM PEEK SwiveLock® SP Vented, 5.5 mm x 24.5 mm, Self-Punching 10078258

10072425, 10073992
AR-2324BCM BioComposite SwiveLock® SP Vented, 4.75 mm x 24.5 mm, Self-Punching 10077133, 10078077
10078340, 10075792
AR-2324PSLM PEEK SwiveLock® SP Venled, 4.75 mm x 24.5 mm, Self-Punching 10072597
10074291, 10074288
B ) SpeedBridge Implant System with BioComposite SwiveLock® SP, 5.5 mm x 24 10076753, 10076852
S SPL NSRS mm 10081420, 10075965
10077252, 10084027
AR-2600SBS-7 SpeedBridge Implant System with PEEK SwiveLock® Self-Punching 10070003
Marketing Status (Include 510(K) Or PMA Number, Specify If Class I Exempt From 510(K)
Device 510{K)
AR-2323BSLM, AR-2600SBS-5 K101823
AR-2600SBS-7, AR-2324BCM, AR-2323PSLM, AR-2324PSLM K151342
Scope
Device Number of Devices Subject To Total Number of Devices US.: Foreign:
Recall or Review: in Distribution:
AR-2323BSLM 195 160 125 35
AR-2323PSLM 645 430 260 170
AR-2324BCM 8,985 5,480 5,010 470
AR-2324PSLM 745 430 305 125
AR-2600SBS-5 1,582 1,316 1,224 92
AR-2600SBS-7 174 36 36 0
Total 12,326 7,852 6,960 892

Manufacturer / Recalling Firm, Address:

Arthrex, Inc.

1370 Creekside Blvd.

Naples, FL
34108






Product Description (Include Intended Use From Labeling):

Device
AR-2323BSLM
AR2323PSLM The Arthrex SwiveLock®® suture anchors consist of cannulated anchors with an integral or separate
) eyelet. They are pre-loaded on a handled inserter. Suture, with or without needles, and a suture

AR-2324BCM | threader may also be provided. The self-punching 4.75 and 5.5 mm SwiveLock® SP combines a
titanium tip with a BioComposite, PLLA, PEEK or Titanium anchor body to eliminate the need for

AR-2324PSLM | pre-punching a bone socket.

AR-26005SBS-5 | The Arthrex SwiveLock® suture anchors are intended to be used for suture (soft tissue) fixation to

AR-7600SBS7 bone in the foot, ankle, knee, hand, wrist, elbow, shoulder, and hip (devices with FiberWire® only).






ORACLE #

Class: Rec.all#(s]. e

Health Hazard Evaluation or Health Risk Assessment
Center for Devices and Radiological Health

Date: 4/3/17 [ RES #:

II. Problem Definition and Analysis

Reason for Recall or Risk Assessment
¢ Description of the Defect, Malfunction or Error in Use of the Device:

The titanium eyelet of the self-punching {SP) SwiveLock® device has the potential to break on insertion in hard
cortical bone.

* Root Cause of the Problem (If Known):

The design of the titanium eyelet component was recently changed reducing the amount of material that defines
the distal eyelet feature. Impaction forces on the eyelet during insertion can cause the material to buckle and
break in hard cortical bone.

¢ Factors That May Contribute to Product Risk (i.e. Device Design, Manufacturing Problems or User
Error):

Self-punching (SP) SwiveLock® devices are designed to be implanted without the need of instrumentation to
create a bone socket. A bone socket is created by the self-punching titanium eyelet at the distal tip of the device.
If failure were to occur it would be during impaction when the titanium eyelet was being used to penetrate hard
cortical bone.

o Design Factors That Might Mitigate Risk?
The design intent of the titanium eyelet is to allow penetration of cortical bone without the need for
instrumentation. As evidenced by the low complaint rate of 0.086% the current design (subject of this HHE)
meets its intended function 99.914% percent of the time. Only in rare cases where hard cortical bone is
encountered is there a potential for breakage.

¢ If Device Failure Occurs Is It Easily Recognized by User?

Yes. Failure occurs when the device is unable to penetrate hard cortical bone. This step of the procedure is done
under visualization by the user.

Manufacturer’s CAPA Investigation (If Available):
*  Summary:

Initial complaints were investigated and determined to be isolated to lots of Self-Punching SP SwiveLock®
anchors containing a new eyelet component part number. The new eyelet component featured redesigned
geometry which consequently reduces the amount of material defining the distai eyelet feature making it more
susceptible to impaction forces during insertion.






= Date of Analysis:
3/29/17
= Firm’s Estimate of Number of Devices that will develop the Defect and/or Fail:
Quantity: 12,326
¢ How Many Devices from the Affected Lots Are Expected to Have or Develop the Defect?

All units from the affected lots have the same titanium eyelet component therefore the same potential for
failure in hard bone.

¢ How Many Devices with the Defect are Likely to Exhibit the Failure Over the Lifetime of the
Device?

Failure of the eyelet occurs during the initial insertion. If devices are implanted successfully there is no
latent hazard. Based on an analysis of post market complaint data it is estimated that failure has
occurred 0.086% percent of the time, or conversely, that implantation has been successful 99.914%
percent of the time. This is attributed to the fact that the self-punching titanium eyelet was designed to
penetrate cortical bone without the need for instrumentation. Only in rare cases where hard cortical bone
is encountered is there a potential for breakage.

s Of Those Devices that Fail, How Many are Likely to Cause Injury if Used?

Failure of the device has resulted in the reporting of an adverse event 50% of the time. Adverse events
have been reported due to:

1) Changes in surgical procedure (to retrieve broken piece of eyelet) and extended surgical delay

2) Broken piece of eyelet retained in patient

* Any Comments on How these Estimates were Reached:

At the time of this HHE (3/31/17) there have been 6 reported device failures (5 complaints) for 6,996
sales of the device. The complaint rate is estimated to be (6) / (6996) = 0.086%. Three of the six failures
or 50% have resulted in the reporting of an adverse event.

*  Firm’s Conclusion about Health Risk. (Attach a Copy of Firm’s HHEs or HHAs):

Based on an analysis of post market complaint data, mode of failure, and resulting effects it is concluded that there is a
remote probability of occurrence for the failure mode (<.10%). In the event of failure, the severity of potential harm is
considered to be low. Refer to Section III - Health Risk for additional comments.

Any FDA Comments:






Adverse Events, Complaints and Problems or Incidents that may be related to the Device Defect:

Number of Complaints 5 Malfunction Reports O
Injuries Reported Us. 0 International 0
Deaths Reported Uus. 0 International 0
Sources:
Manufacturer Arthrex Inspection N/A MDR’s 3
Explanation:

There have been 5 reported complaints to date. 3 of the 5 complaints have been classified as adverse events {MDRs)

Describe the Complaints and Injuries Reported to Date:

Reported complaints cite “eyelet breakage” as the initiating event. Outcomes after eyelet breakage have been reported
as:

No effect (broken piece of eyelet retrieved)

Surgical delay (due to retrieval attempt)

Change in surgical procedure {due to retrieval attempt)

Broken piece of eyelet retained in patient






Health 'H_a_iard Evaluat_ion'o'ﬁr Health RlSk Aéééssment
Center for Devices and Radiological Health

Date: 4/3/17 | RES #:

HI. Health Risks
TO BE COMPLETED BY MEDICAL OFFICER OR COMMITTEE

THE FOLLOWING ASSESSMENT IS BASED ON CURRENTLY AVAILABLE INFORMATION.
CONCLUSIONS MAY CHANGE IF ADDITIONAL INFORMATION BECOMES AVAILABLE IN THE
FUTURE.

Immediate and Long Range Health Consequences:

A. Describe the Inmediate and Long Range Health Consequences (Injuries or Illnesses) That May Result from
Use of or Exposure to the Defective Device. (Include Known Off Label Uses)

Immediate health consequences would include Surgical Delay or Change in Surgical Procedure

If devices are implanted successfully there is no latent hazard. Long range health consequences would apply only in
the event of that the broken piece of eyelet was retained in the patient. Depending on the size and location of the
broken piece of eyelet, potential risks could include soft tissue irritation or articular damage. Once the piece is
encapsulated in scar tissue further injury is considered unlikely.

B. Describe Any Clinical Factors That May Mitigate the Risk:
Failure of the titanium eyelet occurs when the device is unable to penetrate hard cortical bone. This step of the
procedure is done under visualization by the user. If breakage did occur the broken piece would likely be visible and

retrievable. If required, X-Ray could be used to locate the broken titanium piece and aid in the removal.

C. What Segment of the Population is Most at Risk? (e.g. Infants, Elderly, Pregnant Women, Critically Il
Patients, Immunocompromised, etc.)

There is no specific segment of the population at risk. Risks would apply to the overall population receiving
treatment with the device.
D. Does the Health Consequence Have Significant Public Health Impact Beyond Users (e.g. Spread of Serious

Infection to Others)?

No. There is no significant public health impact.






Assess the hazards associated with use of the defective product
Check All that Might Occur:

Population at Greatest  Overall Population
Risk Using Device

]

Life-threatening (death has or could occur)

Results in permanent impairment of body function or
permanent damage to a body structure.

Necessitates medical or surgical intervention.

Temporary or reversible (without medical intervention).

Limited (transient, minor impairment or complaints).

No adverse health consequences.

OOooOoD O |0
OXIXIOX O

Hazard cannot be assessed with the data currently available.

Explanation: Refer to Section III - Health Risk for additional comments.

Assess the Probability that Use of, or Exposure to, Product under Recall will Cause Adverse Health
Consequences

Serious Adverse Health Medically Reversible or Transient
Consequences Adverse Health Consequences

(Death, Life Threatening, Results
in Permanent Impairment)

Overall Population at Overall Population at
Population Greatest Risk Population Greatest Risk
Using Device Using Device
Every Time 1 || l:[ D

Reasonable Probability

that Use will Cause | I [

Remote Probability that

Use will Cause | | [

Not Likely that Use will

Cause Any Adverse Events |Z| [

Explanation / Comments: Refer to Section III - Health Risk for additional comments.
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From: |GG @ e vice.com.au]
Sent: Wednesday, 5 April 2017 10:56 AM
Subject: Arthrex Recall Notification [SEC=No Protective Marking]

Dear TGA Recalls Coordinator,

My nare is N - Oc'ice Technologis

Australia.

Please be advised of a new recall that Device Technologies Australia has been notified by the
manufacturer — Arthrex Inc.

Please find attached draft customer letter for the medical device recall of Arthrex SwivelLock Self-
Punching Suture Anchor, ARTG number: 126657 and 164046.

In the interest of patient safety, we aim to mail out the letter by the end of today. Therefore we
request TGA’s feedback and any comments to be sent to us by 4pm today, 05 Apr 2017, in order
to notify the customers as soon as possible.

I'll forward a copy of the Health and Hazard Evaluation as soon as it becomes available.

Please let me know if there’s any further information required.

Kind Regards,

DEVICE
TECHNOLOGIES

|| F+61 299755711
device.com.au | W www.device.com.au
A 1 Garigal Rd, Belrose, NSW 2085

[ Follow uson Linkedin
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This email and any files transmitted with it are confidential and intended solely for the use
of the individual or entity to whom they are addressed. If you have received this email in
error please notify the system manager. This message contains confidential information
and is intended only for the individual named. If you are not the named addressee you
should not disseminate, distribute or copy this e-mail. Please notify the sender immediately
by e-mail if you have received this e-mail by mistake and delete this e-mail from your
system. If you are not the intended recipient you are notified that disclosing, copying,
distributing or taking any action in reliance on the contents of this information is strictly
prohibited.
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"Important: This transmission is intended only for the use of the addressee and may


http://www.device.com.au/
http://www.linkedin.com/company/device-technologies

contain confidential or legally privileged information. If you are not the intended recipient,
you are notified that any use or dissemination of this communication is strictly prohibited.
If you receive this transmission in error please notify the author immediately and delete all
copies of this transmission."
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This email and any files transmitted with it are confidential and intended solely for the use
of the individual or entity to whom they are addressed. If you have received this email in
error please notify the system manager. This message contains confidential information
and is intended only for the individual named. If you are not the named addressee you
should not disseminate, distribute or copy this e-mail. Please notify the sender immediately
by e-mail if you have received this e-mail by mistake and delete this e-mail from your
system. If you are not the intended recipient you are notified that disclosing, copying,
distributing or taking any action in reliance on the contents of this information is strictly
prohibited.
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