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Acting IRIS Coordinator 
Incident Repor1 and lnve:,'lig_alion Sch('Jne 
Market VigiJancc and Monitoring Seel.ion 
T bempcutic Goods Administration 
Po<t Office Oox I 00 
WODEN ACT 2606 

Dear , 

I mui.t apologise fur the delay ln prep.iring thL~ report. ll bas Ulkeu n~ se,•eral ·wt:eks 
to get. myself organised having n.ttntly been on holidays. 

' 

I hn,•c: enclosed oopi~ orrbe relevant slides from my pn:scnuninn 10 1he RoyaJ 
Austr.dian CoUcge of Ob~-tetriciilns and Oy00,ecologisl$. 

The ~ to.ttion l deUve-rt.-d, rel3tcd to th~ tirb1. 7 1 eases of mesh complications \Ve 

hove dealt with. 11Us number however bas now cx<:t.-cdt."tl over I 00 and o.s yet \"\,\J: 
have not anaJyscd fully lhc:: I.lats relatiog to these complications.. 

tn this presentation mc~-h complicati(HJS reJntc to oll implanted mesh and also le> the 
new tissue twchors whlch have lx:cn introduced 10 secure mesh to 1be uterosocral 
ligamen 1s and fl thcr i:.tructurcs at the time of vnginal re~ir. 

You wiU see from 1hi.s rcpun. lha1 me!.h compUcations can sometimes be: irrcvecsiblc. 
witl) pain and dysfunction long 1enn ror the patient. ~folliple surgical approaches are 
req1Jired to remove mesh ond tissue anchors. :15 they nn: not easily jde-ntificd vn 
imaging or clinic.al examination. fbe only meSht!.'i easily ide11tificd by specialist 
uhrasonog;raphcri; urc the mid.urethral slings lbr ihc mamlg-OtneJlt or stress 
incootinen.c.e of urine. Ti~i."lle um·.hors: rue pai1icularly difficult 10 identify as lhcy do 
not alway$ sit where origilu1Hy placed ontl <:ttn migrate to other ureas of the pelvis. 

To date we now h3ve 5 very significant complications associat¢d with the placemen1 
ortissoc aoohors. Scvc:ral of the patitnls we have removed tissue anchors iivm have 
required multiple su,wcal procedure, and have been left with d«p s""ted pelvic po.in. 
The most frequently used p~hes.i.s in ~ginsl surgery are: 

I. Anterior. poslerior aud 10-w.l 1•rolifi grails manufocturcd by Johnson and 
JolltlSOn. 

2. Ap0gee aod Pl!rigcc devices manufocrured by American Medical System,;, 

J . Tissue anchors called Tissue fi,,caLion 8ysteins manu(acturcd by TFS 
Mnnufm.:lur illi: flY I .HL 
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'The Uroru,,uut.'COlogy Clinic at King Edward f.lospil.31 aod tlle pri\'ak 
\U'tlg)"OAerologi!lt, in West cm Au.strufia are c:oncccned \'o'ith the increasing mCl.h 
i;ompliC.:11ions w~ arc seeing. 11,e palicnts ore be.ins subjected ro multiple surgical 
procedures becouse of tJu~ <liffictil.t)' in loci.ting the tissue prQS1hc-sis in the vagina and 
also are being ten Frcqu~atly with long term irre,•ersible ,5ido-c;ffccts from tho, 
prosthesis insc:rte.d.. 

1 am not advocating the wj 1hdra\\-al of vaginal pro~1hesi!i for prolapse and 
incontinence surgecy. 1 am stigge:.dng lh.at implant('d device~ ~hould be ftlOOe more 
easjly identiliablc in the vaginal tissues by both clinical and imaging techniques. 

Yourssin!Xrcly, 

.1.T . • mFl"F.RY 

Eoo Slides • 

c.c. Dr N Tsokos, Ocpanntenl of Urology, King Edwurd HospilA~ Bll!lol Ro,,d 
Subiooo WA 6008 

F..nc. Slides 



History of vaginal mesh in WA 

• 1990s Integral theory: Ulmstein and Petros 
• IVS introduced in WA 1990s 
• TVT Introduced In WA Sep 1999 
• SPARC 
• Gynaemesh April 2003 
• Obtu rator slings (TVTO August 2005, 

Monarc) 
• Prolapse repair: Prolift Aug 2005(Ant, Post, 

Total), Apogee and Perigee, 
• Tissue anchors 

Mesh removal in WA 

• Case series 
• Dedicateil Urogynaecological unit 
• Combined with private practice of the 

same surgeons 

• Cases referred in from all over the state 
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Mesh removal in WA 

• 71 cases ( but now over 100 ) 
• 20..SB years (mean 60yrs) 

• 20 cases from KEMH 
• 50 from private rooms 

Reasons for removal 

Mesh erosion 37 52% 
Dysfunctional voiding 12 17% 

Chronic Pelvic Pain 4 5.6% 

Dyspareunia 1 1.4% 

Abscess (pelvic) 3 4.2% 

Abscess (buttock) 1 1.4% 

Tissue anchor erosions 1 1.4% 
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R,easons for removal 

ME, DV, Dyspareunia 1 1.4% ,-.. 
ME, Dysfunctional voiding 1 1.4% 

Dysfunctional voiding and Pelvic Pain 7 9.8% 

Altered ditoral sensation, 1 1.4% 
Dyspareunia, UTls 

Enlarging diverticulae, Pelvic Pain. DV 2 2.8% 

Types of mesh - mid urethrai sling 

TVT 15 21% 

TVTO 1 1.4% 

IVS 10 
. -

14% 

SPARC 7 9.8% 
Atrium 2 -2.8% 

Teflon/Nylon 4 5.6% 

Mesh with tissue anchors 1 1.4% 

Ml: t ~ .':.. ~ ~ ... ··•-1"\ • 
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Types of Mesh - Prolapse 

Gynaecare Mesh 3 4.2% 
(Ant. post or both) - - ·· -Ant Prolift 5 7.0% 

-
Post Prolift 4 5.6% 

Total Prolift 4 5.6% 

-
Perigee 1 1.4% 

Type of Mesh- combined 
procedures 

Combined procedures: 5 7% 
-Atrium Mesh and TVT 
- Total Prolift and TVT 
- Total Prollft ond TVTO 

-Pel'igee and TVTO 
- TVT and Pelvicol 

Unknown 9 12.6% 
t--
TOTAL 71 100% 



Timing of complications 

• Range 1-82 months 
• Subset Analysis 

- TVT, lVTO, SPARC, Ant and Post 
Prolifl. Perigee (12 months) 

- IVS, Nylon, Atrium, Unknown -
significantly longer time to removal (48.9 
months) 

Repeat procedures: 

• Further erosions: 14 (19.7%) 
• Repeat operations:17 (23.9%) 
• Number of repeat procedures: 1-6 
, Types of ops: 

- Repeat vaginal mesh exci~ions 
- Furthenemoval of tape 
- Uret.h,al dilatations 
- Urelhroly,sis 
- Division of &evator ani 
- lnuavesieal and intraperineal Botox 
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• 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 I resolved 32 45% 
Further ops 16 22% 
Recurrent SUI 4 5.6% 
Ongoing Voiding dysfunction 3 4.2% 
Ongoing Pain 4 5.6% 
LTFU 5 7% 
Pending 7 9.9% 

--. 
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Australian Government 
Ocr,arhncn t o f H ~.aU-h and Agf"ing 
Tlu•,·a ,,cuck C oodlll A dmi n illlrul hm 

Dr Tim JetlCJ)• 
ObstecriciM. OyMe<·o log is:1, 
Urc)gy1u1eii;ok1gjm 

 
 

D¢O.t' Dr Jem.-ry, 

Re: Cone.em s r ,clated I() 11ro~y11;act:ologic11I sur;;ical me,b 

Tl)3nk you tor youtreport io the T OA dated 11 November 2009, rcfo1ing ,your cou.c.cros w ith 
utogy1\il0\.'0k1gi<:.1I :;u~ic;iJ meshes. 

Tiie Matkcl Vigil am:~ Mc.mltoring Section of d1c1·GA is co1nn1ty undenaki.ng a produ1..1 
review o f this range o f sursic.a1 n:icshcs. ·ro :t!ii.is1 the TGA to bcncn ~gei this review could 
you please provide responses to t'.he fol!o\Ving: 

I . You oorcd tLe prost l:t1a.-sc..-. moll1 ftt.-qucntly usod in vu.giuut surgery as products supplied 
by Johnson & Joho .. ~n, American f\+loc;lic.a.1 ~ys1~m:;, ~Kl Ti~,;y.; Fi;ti!Hon Sys4~m.,. An:­
tl)C i;ouct.Jns )VU huvc ral:;~'d re luted m th~ products only from tht>se sponsol'$? 

2, The TG.I\, with your permission would like 10 :ict;(! sekcltid pm1s utyour prCSC1.1tation 
11\ i• k:n c..>r to tb~ lhtec:- 1,p o nsors 10 d ici1 1n:)t-e foo~cd responses l.o 1h..:: issues you 
h~ve r.ii.sl.'d. W~ will remo ve the ·7 ypcs or Mt.-sh .. slides ai. this information may bc. 
oon,m~ ially sco.s iti .. ·(' lo t.hc .spo,,S'C'.ll'S. 

3. J f you &ivc )'()llr rermi,.-i:s!('ul lo indudc: this inlOrm,, 1ion in o letter to Lhos.c ~poni;ors 
wonk! you prefer 1he inform,UioJn source remai.11 unOuyn'lOus or idt.-t11i6c:d a.:; being 
ceccivod from you as prns:emed tu the 1':uS!rnlian Collc..-g.c of OOstetrk1an:. nnd 
GynaeooJogi.sts conforeoce·! 

4. Olu.ld you please provide a time period for the 7J tncidents quoted? 
5. Do you know wheche,- any o f chcse 11r0Mein .. .:; I complica.tions hn\'e h~ n rqmrtt.'(I to I.he 

~J'l6fl:«"tr /~ 11.1,d/nr the TC.A." Ir~,. C'Jm )'(111 r lcst!;C p n;wide $(.tfflC ,lc~il,; of' ru,:;h rcporti-1 
6. Do you bnvc nny fort her comments t·o lh.:: TOA ch~I may bi! of vah;ie when ad~s.iog 

tit.is issue wilh the sponso:rs of rhc dc\'ioef ! 

111e TG/\ eneourog~ rt:r.>0ni.ng to lht! TOA Incident Rcpi',n luvestigation Scheme (IRl:S • 
lJ!.1P.:l1www,l!!D.t.,"OV.<1u/J:!..l'Q!!!c_m1l(cv1~ any fim hcr inc:dc11ts relmcd In tbcsc type$ o f 
devices. Thc:sc;:. reports can assist 1hc TGA 10 n»nitor the perfQnnance and saf~y of such 
J m-ic:« and if ni.'!ce:siS;lr y, tuke r ¢e ulnt(OI')' 11cl ion, · 

Your thncl)' n.-s1~nsc to this request fo r informmidn woukl l)C .1pprc:ci.:11cd. 

Pk:asc send rhc mtOro1a1ion marked tom~· auention vfa email :u  or via 
post 10 ; 
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Market Vigi1ance f\fonimrini; Seic:.1iun 
Off'tee Devices BhxxJ Ti.:ssul~ 
Department of Hearth & A,ging 
Therapeutic O()(lds Administnuion 
Post. Office Box I 00 
WODEN ACT 26-06 

l'lear . 

Thank yo\1 fol' your continued inleresl in our conccm.s regarding mcsb. 

Your rccco1 letter da1ed 1hc- 22.c, Joouary> ru.ks seycraJ question.\. With rofc.rence to 
your letter. 1 will answer yow specific poi.ois. 

I. 1be prosthesis we an: most rrequcnlly a:i:sociatcd v.1ilJ> arc· supplfod by 
Johnson & Johnson. .Aincric1m Medic:.:al Sy11tems and Tissue f ixation Systeros. Th~ 
nre .howe\J-W increasing n.wnb,:rs of meffle11 for in$ertiOl1 in lh8 vttf!,ir\ll being tfutd~ 
available on the market. Jt is my understanding that none of these me.sh produtlS 
i.oc-ludes ony :signili<:.1111 means of iclool.if)i ng 1he mesh in the tissue eithe r c linically or 
mdiolog.ically. 

2. I um happy for I.he TOA to send as moch or my prcscnt.ati(ln to 1he. spon.!.ors as you 
think nete.SS3.t')', lbis prcscntntiQn was nude at an open meeting of the reg.iooa) 
br:mch of the Roya1 Australian College -0f Obstelricians flJ.ld G-yna.oc(>logb;t.,;. The 
mesh sponsors were preliCnt in th1: audience al the time or the pn::~nmti .. nn. 

3. As the sponsors were prcsen1 m 1he pre.~enrntion, I have no problems wilh lhe 
infonn.ation being seal o·ut under my name or whatever reference the Ik:partmcnt 
thinks is appropriate. 

4. h is ditl:icul1 to gj,·c a ~ped1ic titne ro.r the mesh complic~1tion.s. The complicatious 
date from the time the mesh was first used in Western Auslilllia. 

S. As fhr as I ~m aware, none of the n1esh oomplieation .. , in the series p~enttd. or 
since. have lx.'Ctl reported to the TGA by: either the surgcon.s involved or lhe spe,n-sor.s 
of the mesh used. 
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6. 11le use o r mesh in Lh,c management of vaginal prolnpsc is of significant concern. 
The spoosors are. pushins the use of' mcsb for :di prolapse repairs. Urogynaecologists, 
lhc Amttican Coll.cgc c:,f Gynaecologists and lh~ Royal Auslrnfian College of 
Obstetri:ms and Gynaecologists su..ggest that mesh should o nly be approved for 
rccumm prolapse reJ)airs. Priuuu-y $Urgcry has a)jucccss mtc of approximtue.l>' 600,-. 
with an antcrioncpair and significantly higher wilh n posterior vaginal repair. It is. 
difffouJt to u·nderstand with such statistics why mesh is being t&."d so freely by 
geocraJi.sl gyn:1ccologis.u; in the m:magemcnl of primary vaiinal prol(lpse surv;ety. 

l wn happy 10 continue 1i,11ising ,.,i th you regarding the role of mesh. a,;; the 
urogynaccologisls i..u W~ste.ni Au~tr.dia arc significantly concerned about the 
oomplicatio11S we are see-ing with th.e frCi: use ofmesb Ul vt'lgi1Jal surgery. 

Y ou,.s sioccrcly. 

J.T. JEFFERY 



l)R J.T leOcry 
King Edw,m:I Hospital 

 
 

O ... "nr DR Jefft'o:t),· 

Australian Government 
Ocrnutmenf of Heallh and Ag~ing 
Thl.'rnpe.u1ic: Goods Ad1).1lnls(ni1tlon 

Au$lr:di;1u Medic.al D,wicc 
l ncid(',r.11 Report h 1\'eUfg::1tion SCbt tuc 

DEVICE IJIIC WENT REPORT DIR ?0155 • mc,h/ 

We l~ vcfl(IYt' comp1et00 t1ur e,.•aJIJ;Uit'>n of the mddent )'UU reported to 1hc ·1·t"-=ni.peutic Goods 
Admin.islfmiou concerning the 11bovc de,ricc. 

A copy u f lhe tnd c!en1 Report Investigation ~cbcmc (IRJS) dataln1se eulry. oomplete with 
clC1sing l'L't1innmE.'OOation..:; tS :maeheJ for >-our mtbrmation. 

Thank )'OU for rour Sllpport oft he Medtc1tl Devfot: lr1o:;i,,:kn1 Report Jnvcstigi!lion Scbe,ne. 
Shoukl ..)'OU have auy fonher queries concerning this rcporl plet\Se do OQt hcslfatb to oon1ao1 
me l1cre in Canbc1Ta o o  

You!':; si.occrcl}• 

 

Incident Rcpod o,ld lnve.s1·igo1 ion S<:J1auc 
Mnda:t Vigilance Mll Moni1orins Sec1ion 
Titernpc::cLic (rQods AdmiuC)tr:Ltiion 

16/11/2009 



D:,t~: l c/1.1IZ009 :--h~L<1p~l1t.J,i: G()o:':c:: Ad111.tni:1-tt6c;cm 
2r:nterJ :ty : _WC.!1$.if Ocv i Ce tr.dd..,nt fte))o.cto 

vace : I 
( tc~?rn1a J 

ornnc'.\b n,O!;h/ 

K.epcrted 
- ------.. -··------- - ----- -------------

fhl~l'llp-t..l llc11: 
tlf.Vf.C~J 

Mode.;. t:~ : 
:la tct. ' le, : 

:Se.:L:tJ no : 

Q.t . Att~: Y 
:-1..»s., 

------ - -------- --------- ---------· -
Oeocr:.ptir.n: I prc·.· .:. o-..1ll, l J" wu~t o - "' lL fOC ll:'\i'Ott.lLnv 

1:..1ui:uJri1u wi:> liavt: i ,1 l o,;:;il_sJ.nq 1n1pl11r r ')(I 
;r,e,;n anc pta-t:~.9til1.o 1.n t.bt; vai:p ;,c1, Lo VU!,,. c,r 
the Jr,j\i;,llil / tn t~a;...:i t. ~r.i iniptantll:d do,.·i ce. 
'if~ e re oiJr;ir,q .111c1:~~!lln~ nulllbe~~ ot ito:.h 
!'.'On r.lli.',-,ti"r~"· The n•"' ~n"hor ::,cr;e :r.y=t'"-m .._a 
ahQ lsad i i,q -o S1(Jr, 1 h·=un: ptoOlvm.-: wi t h pa:i l'I 
:l:?d dl~cbcrgi:. Loe.al i11iri; ~ce "iast, 11n<,i 
lirr,,-•nti1u uo;:vi~o-:'l ir> ~il~*''llt Ly alff~Cl.-l 
w! ·"ro\JL c-h~ 4-ld ... ,, 'm;,~i r q, 
M,m ~· wc-..n.nr, <II~ e%pe-t:~(lflC-1fl<j :_c.,111;1 tet ;r 
1eteV,Hs~le l)!obie..11$ :18SIJClat~:1 With 
f:rpln,..-:•ci -mca,h b.ud:s :s~;.,..dn:, t1evJc..il.'I in 1;hc 
•:agu ... ~:,Q .-Qi~ is ilbltlg r-o become an 
t.ncte1>~.u~q ;.r,1 d1 + .r1c:,lt p;-obla,111 f o~ ~..1r;eon$ 
c.ackl n; reaova1 <0! t.J11.H:c, 1mp_antet1 d~Ylce:. . 

t-.•c:ct:"m~~..:l'\I 1 l>fl : 

:><!! ti!-11 
~1?:0C!.\/-:,d: 
£nLt..&-•Cf: 
r:owr> •:O!(:d 1 

Thi~ pcoou:c noe been r~!ocreu Ca; pose m~r~~t 
re'.·;~w or :I'.~ con.cct'n1' statE-J wH:t.lu t.ln.s 
r-qpoi.: , }lo !un,n~r inv•P.r.19:;t:.io:1 ... 11.: occ.ur at 
th.l:.,i, l' ff.e , t:.qw<tv.;r the '?~t. w-!.t... i;:.i:a.l.nl>~ tti 
monir.v r the .lt.l~ :sn~ !,'.J l ~ti t'I\ o C occu r ronQl!I ;ind 
may ~~-op~n -hQ f!le !~ dppi 9pr 41:Q. 

2l/.)i/)M)•) 
..:l/:0,/2(103' 
16/111.!009 

.... ' Cr.a o o_Rf ~on~ · · • · j 
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DRJelTer~ 
Kin; &lwllr~I Hospital 
  

 

°"'11' OR Jeffery 

Australian Government 
Oepartmt.ul ofH,~alth and Agch,g 
Therapeutic Goods Adminlsfrl,},fion 

~\ustralian Mcdlt:tl Device 
ln.ddenf Rcpc1r1 Jnvc.stigation Scl1 t-.:rm: 

DEVICE !i<Cm r::., r r REPORT DIR 20155 - mesh/ 

The infonnalion in )'()ur compli.tuu lct1cr to Dr Bruce Mcrhce ,~onnting tbc imaging of 
implunu.-.J pn,ithcsis wa., forwardod f•ntQ lhc Therapeutic Good:, Adminisrrn1ion (TCiA) for 
further invcsrigaiion. 

"fhc aim o fth~ M~ic.'11 ()(....,it:c Jncidc:nt «cport lnvi;stigolion Scheme ( IR.IS) i:,i lt.1 improve the 
stand3rd of medjcal devices aocl to cOOuce tho numhcr and .<;cvcrfry of il:lCidcnhi wi1h devices in 
Aust.ralia m1d Nt.."W :lcaland> 11.lrough volw11ary \"99pmuion b¢tween meditul dovicc users. 
industry ood govcrrun<.'1\l. 

While suppliM and/or mnm.1f:1,;:tun:ts a i~ responsible for their 1>J'O<.h1¢til~ the Scheme e.111) play 
an llnporh:ml role in ensuring. effect ive Md efficient ro..tJlu1io n 01; prevention of incidents. 

In 1\ddil ion lo tC:pttrLing .safdy issues. everyone is e11<:<>urng:cd lo rci>0n any i$su¢S of the 
quality and efficat.')' ofm..:dic:,I devices Such ex.iunplc::;, inchKle compromist.-d !derility, 
packaging or lnhclling dctCcis ti.od poo1 (:onstrut.1itm or design. 

HowCYer without specific in&n·111,uXJn nbo,111hc device (namelo:i..,del ofdevioc, cl\Oic 
wum!flocation) an: invcs1igatinn wm1kl J illicult. I have been unable lo clearly idcn1ify the ne\-.,., 
bone anCllilr system )'OU mc..'fllionod in )<Our lem.•f'to Or McPhcc 

Could you plcaslj provide more tnfom1aLion 10 assi.~1 w-lth chis initial stage of our review ofth,i~ 
device. 'f his intbrn~tiio11 sh,.)ukt include bU1 i-. not Umitcd 10 

I) Bmndfl"rade.n;.lmc 

2) M:mufuct-ur!!.S/Suppliers oame & conttLci 

1'he infbrm111ion )'OU pl'Qvidc wall be added il"CJ the TI1cr.ipt."lltic DcvrQC lncidenl Repllrling 
Database, whttc i: will he cvaluat~d ag.;1Ul:.1 uny previous inc«Jcn1s wilh lhe swnt o r sjmilnr 
devioes, We will also contact the prQduc, Sl)OJ)SOr r<iquestiug detaiJ:.. l) f any similar repons. 

If you wi:ih h'> remain CQnlidcnlial in d.tis mat1er 1>leilse iodica1.e this in your reply 

Th~ process may rake 5(1ffic 1lu,c:1 hut be assured we will Jl(Jvise )'Ou of the. ftnn l outoome or 
our t1,vcstig:11ion:.. I low<-\'cr, ::;:hould yo1.1 h;)\' t: miy queric.:s in tbc meantime. please. do 001 
hcsitotc to ~-onmci me on  



Thank you for ytmr p.irticipatkrn io 1hc MedieaJ Pcvk,e Incident Rcpon ln\'~i,gation Scheme. 

Yours sincerely 

 
Aeling IRIS Coordinator 
hlCid:t:nt H.cport and Investigation Scht!mc 
Markci Vigilance <Uld Monitoring Section 
'l1u.:ra1>.,.-ul ic Goods Ad1Jtinis tta1 ion 

2110912009 



.. rt : 2 l.'09/%00!> 
f ,'ill('d By:  Therapeutic Goods Adrninistroliun 

Device Incident Reports 

Rc1>orl to Sponsor 

IH)l I 2<1155 1rmh/ 

£1tm~ot m1 Arla:: Y 
l)(' ,•itt: }h•i1II 

i\ltld('I ="11: 

Repot'ff.r l.>~tail.r. 

1-..sd rutlou: 

Cl)nfidui.isl: No 

OR J .'r JtO'tl')' 

U r l>.;),t:i t ccil0j:..i"c 

Kio: Rdw11rd Jic~pital 

 

  A.US r 

lhtch Ne,: S.:riaJ No; 

PM• (':   

Indd .. ,n o.ni.crip6011: T prCt'l'iolffly wr1:11 ... 1<1 rhc- POC r f!J,1m U•g: 1UJDtut1ir5 Wt' h:t\'I.' in loulfd-"' imr,ho11ted mc,il1 
;1od p.rulht'jlf fo the .,..gl • ~. tn "icw c•f 01,e lm,h.i1hy 10 lua.a~c CIKi lmpl2t1h•d dc,ict. 
W"' 1u t<:clt~ iauu11f•g iluo~,i:Jll i..lf tite•I• cuin1>UtatM111$. The tlt'W •nc:h<,r ll(Nlit ll)''H~nl I) 
1hi, 1.,.adl.n.g 111 .rignUJu:i, t vroblt(n!i' WhJ1 p.1in :uttJ dh:ctiuir, LotaU~i.1~ th• ~ h 1100 
impfantlng dt,kh i" ti.\t,....mrly difficult witOOu1 flee •kl ufim.i,:in;. 
l\b1,y wom.:11 ••'ll' ~peritOdll# hma: n,!rin ln't',..,flibJc p n ,t1lcm.11 • sll\O(latcd will, i n1pt1u1t,cd 
• .e\'111md.t .stt utlog dcvi,ce,, in tbt Vlli:1.na aml lltis.b Q:-Ol n~ tn bttootit 1m jntf'<'ad)~ and 
diffic-ull Pr'<lbkm for ,ur;gcon11 t:adding: l'tll'tOVal c,t 1lle1t h11pl.11.11f(d devlte:.. 

,,.... RM or DfRJ 2,11::5 .... ,.,. 

Paet: 
Und'ri111l 



I S~ July 200') 

Dr 81\IC~ McPh~ 
The Ch!Urperson Prosth¢sis C'.-0mmi11ee 
GPO Bo"-9848 
CANBERRA ACT 2601 

Dro.r f)r Mcl'hce, 

RE: [MACING OF r~fl'LANTED fROSTflESJS 

I pre.\'ious1y wrote Lo lhe Comminec 1:c-garding cbc difficuttie.~ we have in focalis;ng 
implanted meYl and pro~•hesls in the vagina, in viev..• of the innhility lO imoge the 
implanted d(•vice. 

We are seeing increasing numbers. of mesh complic,uions. The new bone anchor 
·system is atso leudiog 10 ~ignificruii problems with pain and di:sd ,a rgc. Localis.lng the 
mesh and irnplanti11g dcvice.r; is ex1remcJy diflicuJt without the aid of imaging. 

In September 2009, I have bc:cn asked 10 present mesh complicali<>ns to the R.oyaf 
AwnntJii\n College or Obs1etrit.'1:ans :1r1d Gynl.ffi>Jogists. As I buve wrhtcn 10 the 
Pro~ Js Committee in I he pa~t regarding imaging orimplantcd devices. I w·ould like 
ro prescni your decision on ,.he need forcn{lbfo1g imaging of the jmplanted vuginaf 
devices. 

Many wotnen arc exr,e1icncing long term irrcvec$jbJc problems R'!SOCiutcd IAi U, 
implanted 01esh ai~d s«ur:ing devices in the \'rlgina and 1his is going to become on 
increasing and difficult problem for surgeons tacl..ting re.mo Ya I <'1[ 1hese implanted 
devices. 

Yours sincerely, 

J.T .. JJ:;FFERY 

Urog:ynuccologis1 
Un,gynaeco)ogist to lhi: UroJogy Clinic :u KJng Hdw11rd HO$pi1.aJ 
Ciyoaecological Repres1.:ntative on 1hc Cases Conunille(· of the MI>.·\ National 

Cc: Chairman, The Ctwir o f the Urogen.i1al l-'rosthcses ClinicaJ Advisory Gmup 



PDC Prostheses and Devices Committee . - . 

Dr Tin, .l•ITery 
 

 

Dear l)r Jeffc-ry 

 

llt·: Mc~h Product SMety Com:crn.s - Pro:Uht.5f':II Dt.vicc11 

r refer lo your rcctm com..--spondcnce lh~• highlights lhe difficuhies in locafo,iog implamed 
mcsb and pros!hes.is d ue to the irt4bility to ianngc 1~ intpfatued device! 8.nd the ~uhing 
complications olic.'11 associ.aled wi~h 11t~e procedun:s. 

The PDC has C()IJ,(;i<lcrcd the c linical safety OC101Xrns rui:sc<J .and agree tha1 all m esh prosthe~cs 
products .11houJd include n radiolo icnt mmter 10 im rove SUfg1&il ourcome-:s and decrease 1he 

~ o comp ,cauons due to the 1o.:ibi 1ty o imaging the~ devices. 

The PIJC also sough! advice th>,ni thdr ~xpcrt cliJ1ica1 advisory group who sugges1ed 1hm il 
V.'OuJd be additional! ' bcm:ticiaJ to have the mesh distlncti~· cd so it is mort~ visjble 
intra operauve y. 

'fhe PDC has subsc uen1I wriuen tO the TOA wi1h a l\."C001mcndn1ion lhat its Medical 
Oc\~1'-'fl vn u~1tion Commit!c;~ con:;ider I · r the presence of n radiolo!}i~al .nt;l~cran<I colour 
change be tcvic·" -cd hJ cnsu~ c:ompfotncc by the SJ)(')nirors o f 1hc:;e products. J have also 
forwarded your con('~ms to McdkaJ Services Advisory Comu:iJu.cc (MSAC) ro coMider the 

·sssuc or clinical safol\·. 

In your leuer you advise 1ha1 you: will be prcse1ui1~ on mesh cot"nplications 10 the Royal 
Aus1rafom Collego of' Olr.itclri...:ian., an<! Gynaccofogjsts in September. Thi.- POC wouJd be 
iuteresitd to receive a eopy of this. p;l~r 10 providi; to the '!'VA anJ MSAC 10 fnfonn their 
deliberations, 

Thank you for bring ing this matter fo 1.he POC-$ ;)U<:nlion. Twill Lel you kn<.,w the outcome~ 
of any decision by die TG:\ ruid MSAC. 

J)r l)avid Hale 
Acting Chair 
Pro.-.lheses nod Oevlccs C()ntmiuce 
15 Seplember 200Q 

S&<'l'tlt.a1J.ae 
~ttmcnt of HooJUt itnd Atein,: 
PmltrtJ HNtlll 1M41!'6nC(J Bnt.rwltlMDPS6) 
GPO l1oic 9848 
CANBE.ltRA Act 2601 

POC~N.CONFIOENCE 

PfU>ne; ,ca, 6289 6979 
f"aac: (02) 6289 944il 
E'ma,1: G!P$Utt;~~..il{0(0t,illl 
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