11" Movember 2009

Acting [RTS Coordinator

Incident Report and Investigalion Scheme
Market Vigilance and Momitoring Section
Therapeutic Gioods Administration

Post Office Box 1K)

WODEN ACT 2606

Dear (.

1 must apalogise for the delay in preparing this report. 1t has taken me several weeks
to get myself organised having recently been on holidays.

1 have enclosed copies of the relevant slides from my presentation 1o the Royal
Awustralian College of Obstetricians and Gynaecologists.

The presentation 1 delivered, related to the first 71 cases of mesh complications we
have dealt with, This purmiber however has now exceeded over 1Y and as vel we
have not analysed fully the data relating to these complications

In this presentation mesh complications relate to all implanted mesh and also to the
new tssue anchors which have been introduced o secure mesh (o ihe uierosacral
ligamenis amd other structures at the time of vaginal repair,

You will see from this report that mesh complications can sometimes be ireversible,
with pain and dysfunction long term for the patient. Multiple surgical approaches are
requited to remove mesh and tissue anchors, as they are not easily identified on
imaging or clinical examination, The only meshes easily identified by specialist
ultrasonographers are the mid-urethral slings for the management of stress
incontinence of urine. Tissue anchors are particularly difficult wo identify as they do
not always sit where originally placed and can migrate to other areas of the pelvis,

To date we now have 5 very sipnificant complications associated with the placement
of tissue anchors. Several of the patients we have removed tissoe anchors from have

required multiple surgical procedures and have been lefl with deep seated pelvic pain.
The most frequently used prosthesis in vaginal surgery are:

1. Anterior, posterior and total Prolift grafls manufactured by Johnson and
Johnson,

2. Apogee and Perigee devices monufactured by American Medical Systems

1, Tissue anchors called Tissue Fixation Systems manufactured by TFS
Maonulbaciuring Pry Tad. z



The Uropynsecology Clinic ar King I'dward Hospital and the private
urogynaecologists in Western Avstralia are concerned with the increasing mesh
complications we are seeing, The patients are being subjected to multiple surgical
procedures because of the difficully in loesting the tissue prosthesis in the vagina and
also are being left frequently with long term irmeversible side-effects from the
prosihesis inserted,

| am not advocating the withdrawal of vaginal prosthesis for prolapse and
incontinence surgery. 1 am suggesting that implanied devices should be made more
easily identifiable in the vaginal tissues by both elinical and imaging techniques.

Y ours sinccrely,

LT, JEFFE
En¢ Slides
c.e, Dr N Tsokes, Depantment of Urology, King Edward Hospital, Bagot Road

Subimpco WA GE
Enc, Slides



History of vaginal mesh in WA

= 1990s Integral theory: Ulmstein and Petros
= VS introduced in WA 1880s

= TVT introduced in WA Sep 1999

= SPARC

« Gynaemesh April 2003

= Obturator slings (TVTO August 2005,
Monarc)

« Prolapse repair; Prolift Aug 2005(Ant, Post,
Tatal), Apogee and Perigee,

» Tissue anchors

Mesh removal in WA

Case series
Dedicated Urogynaecological unit

Combined with private practice of the
same surgeons

Cases referred in from all over the state




Mesh removal in WA

-

20-88 years (mean 60yrs)
20 cases from KEMH
50 from private rooms

71 cases ( but now over 100 )

Reasons for removal

Mesh erosion 37 22%
Dysfunctional voiding 12 17%
Chronic Pelvic Pain 4 5.6%
Dyspareunia | 1| 14%
Abscess (pelvic) | 3]  4.2%
Abscess (buttock) | 1|  1.4%
Tissue anchor erosions |1 4%




ME

Reasons for removal

ME, DV, Dyspareunia 1] 1.4%
ME, Dysfunctional voiding 1| 1.4%
.Dysfunctic}nﬂl.vmding and Pelvic Pain 7| 9.8%)
Altered clitoral sensation, _ 11 1.4%
Dyspareunia, UTls .
Enlarging diverticulae, Pelvic Pain, DV 2| 2.8%

Types of mesh — mid urethral sling

™T
TVTO |
G
SPARC
Atnum
fﬁjnﬂﬁa

‘Mesh with tissue anchors

15 21%
1 14%
10| 14%
71 9.8%
2| 28%]
4]  56%)
11 1.4%




Types of Mesh - Prolapse

Gynaecare Mesh 3| 42%
{F'.l‘lt, post or hﬂth}
Ant Prolift 5 T.0%
Paost Prolift 4| 56%)
Total Prolift 4| 56%
Perigee | 1| 1.4%]
Type of Mesh — combined
procedures
Combined procedures: 5] 7%
—Atrium Mesh and TVT
=Total Prolft and TVT
=Total Prolft and TVTO |
—Perngee and TVTO
Sl L i T ) I
Unknown | 9 12.6%
TOTAL T 71 100%




Timing of complications

* Range 1-82 months

* Subset Analysis
- TVT, TVTO, SPARC, Ant and Post
Prolift, Perigee (12 months)

— WS, Nylon, Atrium, Unknown —
significantly longer time to removal (48.9
months)

Repeat procedures:

Further erosions: 14 (19.7%)
Repeat operations: 17 (23.9%)
MNumber of repeat procedures: 1-8
Types of ops:

— Hepeat vaginal mesh excisions

— Further removal of tape

— Urethral dilatations

= Lirethralysis

— Division of levator ani

— Intravesical and intraperineal Bofox




* Multiple procedures are required because
the mesh is often difficult to locate
surgically and meshes are not able to be
Identified using imaging unless a very
skilled operator uses ultrasound for mid
urethral slings.

* Not for other TVM
* Not all meshes are coloured

Long term outcomes: 12 month

FU
Improved / resolved 32| 45%
Futherops | 18] 22%
RecurrentSUI | 4| 56%|
Ongoing Voiding dysfunction | 3| 4.2%
Ongoing Pain | 4| 56%
_LTF?.J-_- T IR ik 7%
Pendng | 7/ 99%




Department of Health and Apeing
Therapeutic Cionds Adminisiration L{-H—El-" Ql} ol l ;;1 o

[ Tim Jeffery
Obstetrician, Gyvnoecologist,
Lhragynaeon bgist

Drenr D Jeffery,

Re: Concerns related (o urogynaceological surgical mesh

Thank you for vour report (o the TGA dated 11 November 2009, relating vour concerns with
urpsngecological dungical ineshies,

The Markel Vigilance Monitoring Section of the TGA is carrently undertaking a produat
review of this range of surgical meshes. To assist the TGA 10 better target this review could
you please provide responses to the following:

. You noted the prostheses most frequently used in vaginal surgery as products supplied
by Johnsen & Johnson, American Medical Systems and Tissue Fixation Systems. Are
the concerms you have raised related w the products only from these sponsors?

2. The TGA, with your permiission would like o send selected parts ol your presentation
i a ketter (o these three sponsors o elicit more fooused responses to the issues vou
have maised. We will remave the “Types of Mesh" slides as this information may be
commmercinlly sensitive to the sponsors.

3. 1fyou give your permission fo inclisde this information in a letier to those sponsars

woukd you prefer the mfbrmation source remain ancnymouws or identified as being

received from you as presented at the Australion College of Obstetricians and

Lynaccologials conference’”

Could you please provide a time period for the 71 incidents quoted?

o you know whether any of these problems / complications have been reporied to the

EPOMEGE S and/or the TGAT If 20, ean gl ploase provide some details of such roports?

. Do you have iny farther comments to the TGA that may be of value when addressing
this issue with the sponsors of the deviees?

g

I'he TGA encowrages reporting to the TGA Inculent Repon Investigation Scheme (RIS -
hifporwwow Lra mov au problemddevices. him) any further incidents related to these ivpes of
devices, These reports can assist the TGA to monitor the performance and safesy of such
denvices and f neceszary, lnke repulatory petion )

Yoour timely response to this request for informat ion woukd be appreciated.

Please send the mfbrmation marked to my attention via email ||| o

POSL T,



30 Jarmuary 2010

Market Vigilance Monitoring Section
Office Devices Blood Tissucs
Department of Health & Aging
Therapeutic Goods Adm inistration
Post Office Box 100

WODEN ACT 2606

Dear [N
Thank you for your continued interest in our concoms regarding mesh,

Your recent letter dated the 22 January, asks several questions. With reference w
your letter, | will answer vour specific points.

|. The prosthesis we are most requently associated with are supplied by

Johnson & Johnson, American Medical Systems and Tissue Fixation Systems. There
are however increasing numbers of meshes for ingertion in the vaging being made
availahle on the market. It is my understanding that none of these mesh products
includes any significant means of identifying the mesh in the tissuc either clinically or
radinlogically.

2. 1 am happy for the TGA to send as much of my presentation to the sponsors as you
think necessary. This presentation was made at an open meeting of the regional
hranch of the Royal Australian College of Obsietricians and Gynaccologists. The
mesh sponsors were present in the asdience at the time of the presentation.

3. As the sponsors were present at the presentation, [ have no problems with the
information being sent out under my name or whatever reference the Department
thinks is appropriate.

4. It is difficult 1o give a specific time for the mesh complications, The complications
date from the time the mesh was first used in Western Australia.

5. As far as | am aware, none of the mesh complications in the series presented, or
since, have been reporied to the TGA by either the surgeons involved or Lhe sponsors
of the mesh used,



6. The use of mesh in the management of vaginal prolapse is of significant concemn,
The sponsors are pushing the use of mesh for all prolapse repairs. Urogynaccologists,
the American College of Gynaecologists and the Roval Australian College of
Obstetrians and Gynaccalogists suggest that mesh should only be approved for
recurrent prolapse repairs. Primary surgery has a success rate of approximately 6086
with an anterior repair and significantly higher with a posterior vaginal repair, Tt is
diflicult to understand with such statistics why mesh is being vsed so freely by
gencralist gynaecologists in the management of primary vaginal prolapse surgery

I am happy W continue lizising with you regarding the role of mesh, as the
urogynaccologists in Western Australia are significantly concemed about the
complications we are seeing with the free use of mesh in vaginal surgery,

Yours sincercly,

J.T. JEFFERY



Aunstralian Government

Department of Health and Apeing
Therapeatic Guods Administration

Australian Medical Device
Incident Report Investigation Scheme

PR LT Jellery
King Edward Hospital

Dear BR JefTery

DEVICE INCIDENT REPORT DIR 20155 - mesh/

We have now completed our evaluation of the meident you reported to the Therapeutic Goods
Administrarion concerning the whove device

A copy ol the Incident Report Investigation Scheme (1RIS) datahase entry, compiete with
closing recommendations i attached for vour information,

Thank you for vour support of the Medical Device Tngidemnt Hupnrl [owvestigation Scheme.
Should you have any fiurther queries concerning this report please do not hesitate o contact

me here in Canberra on ||| | G

Y ours sincerely

L-«
Incident Report and Investigation Scheme -"(-L
Market Vigilance and Monitoring Section 1'.,
Therapeutic Croods Adntinstratson

] 12009
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L8
Australian Government
Department of Health and Ageing
Therapeutic Gonds Administration
Anstralian Medical Device
Incident Report Investigation Scheme
LR Jellery

King Edwurd Hospital

—
Drear DR Jeffery

DEVICE INCIDENT REPORT DIR 20155 - mesh/

The information in your compliant letter to Dr Bruce McPhee regarding the imaging of
mmplanted prosthesis was forwarded onto the Therapewtic Goods Administration (TGA) for
further mvestigation.

The aim of the Medical Device Incident Repont Investigation Scheme (IRIS) is o trmprivve the
stamdard of medical devices and to reduce the number and severnity of incidents with devices in
Australia and New Zealand, through volutary cooperation between medical device users,
industry and govermment,

While suppliers and/or manufacturers are responsible for their products, the Scheme can play
an unporiant role in ensuring effective and efficient resolution or prevention of incidents.

In addition (o reporting salety issues, evervone is encouraged (o report any issues of the
quality and efficacy of medieal devices. Such examples melude compromised sterility,
packaging or labelng defects and poor construction or design.

However without specific information about the device (name/mode! of device, clinic
mamedocation) an investigation would difficul. | have been unable to clearly identify the new
bone anchor system you mentinned i vour letter to Dr MePhee

Could you please provide more mformation toe assist with this initial stage of our review of this
device. This mformation shoubd include but & not Hmited to

1) Brand Trade name
1) Manutactures/Supplicrs narme & contact

The mivrmanion you provide will be added mto the Therapeutic Device Incident Reporting
Database, where it will be evaluated aguinst any previous incidents with the same or similar
devices, We will also contact the product sponsor requesting details of any similar reports.

IE you wish to remain confidential n this matter please indicate this in your reply

This process may take some tnne, bul be assured we will advise vou of the final outcome of
our investigations.  However, should you have any gueries i the meantime, please do not
hesitate to contact me on




Thank vou for your participation in the Medical Device Incident Bepont Investigation Scheme.

Yours sincerely

Acting IR1S Coordinator

Incident Report and Investigation Scheme
Market Vigilance and Monitoring Section
Therapeutic Goods Administragion

210092009
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I'herapentic Goods Administration Page:
Device Incident Reports [TngPrim]

Report to Sponsor

DI (M58 sy
Exempt Noton Arig: )
Dheviee: Mesh
Model Mo: Batch No: Serind N
Reparter Details: Confidential: Nao
DE LT Jervery
Position: Urogyviaeeologisg
Tmsthrution: King Edward Hospital
I
1 ENE
Phone: [ I

Incident Deseription:

Dhate Received:

I previowsly wrole to the PERC regarding difficulties we huve in localising implanted mesh
and prothesis in (e vaging, in view of the inabilicy (o bcage the implanied device.

We are socing increasing numbers of mesh complications. The new anchar hone system Is
also Beading to signiflcawt problems with pain nsd discharge. Localising the mesh and
implanting devices is extremely difficult withont the akd of imaging.

Plany women are exper encing long ferm irreversibio prididems associated with implanted
mesh anchs securing devices in the vaging and (his is galng to become an increasng and
difficult problem for sur peons tackling removal of these implanted devices.

ILH 20089

AR End OF DIR/ 255 #sdda



15™ July 2000

Dr Bruce MePhee

The Chairperson Prosthesis Commines
GPO Box 9848

CANBERRA ACT 2601

Deear Dir McPhee,
BE:  IMAGING OF IMPLANTED PROSTHESIS

I previously wrote to the Comminee regarding the difficulties we have in localising
implanted mesh and prosthests in the vaging, in view of the inability to image the
implanted device,

We are sceing increasing numbers of mesh complications. The new bone anchor
system 18 also leading o significant problems with puin and discharge, Localising the
mesh and implanting devices is extremely difficult without the aid of imaging.

In September 2009, | have been asked i present mesh complications to the Royal
Australian College of Obsietricians snd Gynascologists. As | have writien 1o the
Prosthesis Comminee in the past rearding imaging of implanted devices, I would like
i present your decision om the need for enabling imaging of the implanted vaginal
devices,

Many women are experiencing long term jrreversible problems associated with
implanted mesh and securing devices in the vaging and this is poing to become an
incrensing and difficult problem for surgeons tackling removal of these implanted
devices.

Yours sincerely,

. FFER

Urogynaceologist .
Urogynaecologist to the Urology Clinic at King Edward Hospital
Gynaecological Representative on the Cases Committee of the MDA Mational

Ce: Chairman, The Chair of the Urogenital Prostheses Clinical Advisory Group




%{u Anvtraling Governnem
P D C Prostheses and Devices Committee

P Tim Jeffery

Dear Dy leffery

Re: Mesh Product Safety Concerns — Prostheses Devices

[ refer to your recent correspondence that highlights the difficulties in localising mmplanted
mesh and prosthesis due o the inability 10 image the implanted device and the resulting
complications olten associated with (hese provedures,

The PINC has considered the clinical safety concerns raised and agree that all mesh prostheses

products should include a tadiological marker 10 improve surgical outcomes and decrease the
T O complications due to the 1na bility of imaging these devices,

The PDC also sought advice frome their expert clinical advisory group who sugpested that il
would be additionally beneficial to have the mesh distinctively colowred so it is more visible
inlrs operatively.

The PDC has subsequently written 16 the TGA wiih a recomimendation that its Medical
Devices Evaluation Commitiee consider thal the presence of o radiological marker and colow
change be reviewed 10 ensure compliance by the sponsors of these products. | have also
forwarded your concerns to Medical ervices Advisory Commitice (MSAC) to consider the
1SSuge of chinical safety. '

In your letter you advise that your will be presenting on mesh complications 1o the Royal
Australian College of Obstetricians and Gynaccologists in September. The PDC would he
interested to receive 8 copy of this paper o provide to the TGA and MSAC 10 inform their
deliberations.

Thank you for bringing this matter to the PDC"s altention, T will let you know the oulcomes
ol any decision by the TGA and MSAC,

Yours sincercly

D Dravid Hale

Acting Chair

Prostheses and Devices Committes
I3 September 2000

Secratnrial;

Departnrent of Health and Agoirs Fhone: (02 6289 8975

Private Health insurance Bramch (MDPEE) Fae: (02} 289 G444

GR Sax SE4E Empil: griestiesesdhealt gov g

CANBERRA ACT 2E01
FIDC-IN-CONFIDENCE : o
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