Thank you to Carmen for providing this guide.

Basic device information for reporting medical device incidents to the TGA. Last updated 16/02/2018.

*Note that the adverse incidence form also requests a serial number and a batch number for the device. However, these are not available to
us as consumers and you don’t need to fill in those spaces*

Brand/Trade Device Description Device Lot Number Manufacturers Suppliers Details (also | ARTG ID# Is the Common
Name (I tool these from the ARTG listing under Model Name/Address known as Sponsor in (not needed device names used for
(asin the ‘intended purpose’. You can use to fill in the ARTG) on incident provided | this device
ARTG) “Device Description”) report, butit | sterile
(If the device is now deregistered | have noted helps TGA if
below. In that case you can simply write “for you add it in
repair of prolapse, OR, for treatment of urinary the free text
incontinence” as you think. field)
TVT Exact Retropubic. Pubourethral sling for treatment of TVTRL If you have your sticker you Ethicon SARL Johnson & Johnson 99193 Yes Ethicon TVT
Retropubic stress urinary incontinence resulting from will find it written next to Switzerland Medical Pty Ltd Exact: J&J TVT.
System urethral hypermobility and/or intrinsic sphincter LOT. If you don’t then leave Puits Godet 20 PO Box 134, NORTH J&J Retropubic
deficiency. blank. Neuchatel, CH-2000 RYDE BC, NSW, 1670 sling
Switzerland Australia
TVT ABBREVO Transobturator. Pubourethral sling for treatment | TVTOML If you have your sticker you Ethicon SARL Johnson & Johnson 99193 Yes TVTO Abbrevo
of stress urinary incontinence resulting from will find it written next to Switzerland Medical Pty Ltd Transobturator
urethral hypermobility and/or intrinsic sphincter LOT. If you don’t then leave Puits Godet 20 PO Box 134, NORTH mini sling
deficiency. blank. Neuchatel, CH-2000 RYDE BC, NSW, 1670
Switzerland Australia
Gynecare TVT Transobturator. Pubourethral sling for treatment 810081 If you have your sticker you Ethicon SARL Johnson & Johnson 99193 Yes Ethicon TVTO;
Obturator of stress urinary incontinence resulting from will find it written next to Switzerland Medical Pty Ltd J&JTVTO
urethral hypermobility and/or intrinsic sphincter LOT. If you don’t then leave Puits Godet 20 PO Box 134, NORTH
deficiency. blank. Neuchatel, CH-2000 RYDE BC, NSW, 1670
Switzerland Australia
Gynecare TVT Pubourethral sling for treatment of stress urinary | 810041B If you have your sticker you Ethicon SARL Johnson & Johnson 99193 Yes Ethicon sling
Device incontinence resulting from urethral will find it written next to Switzerland Medical Pty Ltd without kit.
hypermobility and/or intrinsic sphincter LOT. If you don’t then leave Puits Godet 20 PO Box 134, NORTH
deficiency. blank. Neuchatel, CH-2000 RYDE BC, NSW, 1670
Switzerland Australia
Gynecare TVT Pubourethral sling for treatment of stress urinary | 810041A If you have your sticker you Ethicon SARL Johnson & Johnson 99193 Yes
W/Abdominal incontinence resulting from urethral will find it written next to Switzerland Medical Pty Ltd

hypermobility and/or intrinsic sphincter
deficiency.

LOT. If you don’t then leave
blank.

Puits Godet 20
Neuchatel, CH-2000
Switzerland

PO Box 134, NORTH
RYDE BC, NSW, 1670
Australia




Basic device information for reporting medical device incidents to the TGA. Last updated 16/02/2018.

Thank you to Carmen for providing this guide.

*Note that the adverse incidence form also requests a serial number and a batch number for the device. However, these are not available to
us as consumers and you don’t need to fill in those spaces*

Brand/Trade Device Description Device Lot Number Manufacturers Suppliers Details (also | ARTG ID# Is the Common
Name (I tool these from the ARTG listing under Model Name/Address known as Sponsor in (not needed device names used for
(asin the ‘intended purpose’. You can use to fill in the ARTG) on incident provided | this device
ARTG) “Device Description”) report, but it sterile
(If the device is now deregistered | have noted helps TGA if
below. In that case you can simply write “for you add it in
repair of prolapse, OR, for treatment of urinary the free text
incontinence” as you think. field)
Advantage Retropubic. Sub-urethral sling for the treatment MO006850 | If you have your sticker you Boston Scientific Boston Scientific Pty 104326 Yes Mid-urethral
Single Handle of stress urinary 200 will find it written next to Corporation Ltd sling system,
Kit incontinence resulting from hypermobility and/or LOT. If you don’t then leave 300 Boston PO Box 332, BOTANY, Boston TVT
sphincter deficiency. blank. Scientific Way NSW, 1455
Marlborough, MA, Australia
01752
United States Of
America
Advantage Fit Retropubic. Sub-urethral sling for the treatment MO006850 | If you have your sticker you Boston Scientific Boston Scientific Pty 104326 Yes Boston TVT
+- Single of stress urinary 2110 will find it written next to Corporation Ltd
incontinence resulting from hypermobility and/or LOT. If you don’t then leave 300 Boston PO Box 332, BOTANY,
sphincter deficiency. blank. Scientific Way NSW, 1455
Marlborough, MA, Australia
01752
United States Of
America
Advantage Fit Retropubic. Sub-urethral sling for the treatment MO006850 | If you have your sticker you Boston Scientific Boston Scientific Pty 104326 Yes
5-pack of stress urinary 2111 will find it written next to Corporation Ltd

incontinence resulting from hypermobility and/or
sphincter deficiency.

LOT. If you don’t then leave
blank.

300 Boston
Scientific Way
Marlborough, MA,
01752

United States Of
America

PO Box 332, BOTANY,
NSW, 1455
Australia




Basic device information for reporting medical device incidents to the TGA. Last updated 16/02/2018.

Thank you to Carmen for providing this guide.

*Note that the adverse incidence form also requests a serial number and a batch number for the device. However, these are not available to
us as consumers and you don’t need to fill in those spaces*

Brand/Trade Device Description Device Lot Number Manufacturers Suppliers Details (also | ARTG ID# Is the Common
Name (I tool these from the ARTG listing under Model Name/Address known as Sponsor in (not needed device names used for
(asin the ‘intended purpose’. You can use to fill in the ARTG) on incident provided | this device
ARTG) “Device Description”) report, but it sterile
(If the device is now deregistered | have noted helps TGA if
below. In that case you can simply write “for you add it in
repair of prolapse, OR, for treatment of urinary the free text
incontinence” as you think. field)
Lynx Retropubic. Sub-urethral sling for the treatment MO006850 | If you have your sticker you Boston Scientific Boston Scientific Pty 104326 Yes
Suprapubic of stress urinary 3000 will find it written next to Corporation Ltd
Mid-urethral incontinence resulting from hypermobility and/or LOT. If you don’t then leave 300 Boston PO Box 332, BOTANY,
sling system sphincter deficiency. blank. Scientific Way NSW, 1455
For use as a suburethral Marlborough, MA, Australia
sling for the treatment of stress urinary 01752
incontinence United States Of
resulting from urethral hypermobility and/or America
intrinsic
sphincter deficiency.
Lynx Retropubic. Sub-urethral sling for the treatment MO006850 | If you have your sticker you Boston Scientific Boston Scientific Pty 104326 Yes
Suprapubic of stress urinary 3001 will find it written next to Corporation Ltd
sling system 5- incontinence resulting from hypermobility and/or LOT. If you don’t then leave 300 Boston PO Box 332, BOTANY,
pack sphincter deficiency. blank. Scientific Way NSW, 1455
Marlborough, MA, Australia
01752
United States Of
America
Obtryx Curved Transobturator. For use MO006850 | If you have your sticker you Boston Scientific Boston Scientific Pty 104326 Yes Boston TVTO
Single System as a suburethral sling for the treatment of stress 4000 will find it written next to Corporation Ltd

Device

urinary

incontinence resulting from urethral
hypermobility and/or

intrinsic sphincter deficiency.

LOT. If you don’t then leave
blank.

300 Boston
Scientific Way
Marlborough, MA,
01752

United States Of
America

PO Box 332, BOTANY,
NSW, 1455
Australia




Basic device information for reporting medical device incidents to the TGA. Last updated 16/02/2018.

Thank you to Carmen for providing this guide.

*Note that the adverse incidence form also requests a serial number and a batch number for the device. However, these are not available to
us as consumers and you don’t need to fill in those spaces*

Brand/Trade Device Description Device Lot Number Manufacturers Suppliers Details (also | ARTG ID# Is the Common
Name (I tool these from the ARTG listing under Model Name/Address known as Sponsor in (not needed device names used for
(asin the ‘intended purpose’. You can use to fill in the ARTG) on incident provided | this device
ARTG) “Device Description”) report, but it sterile
(If the device is now deregistered | have noted helps TGA if
below. In that case you can simply write “for you add it in
repair of prolapse, OR, for treatment of urinary the free text
incontinence” as you think. field)
Obtryx Halo Transobturator. For use MO006850 | If you have your sticker you Boston Scientific Boston Scientific Pty 104326 Yes Boston TVTO
Single System as a suburethral sling for the treatment of stress 5000 will find it written next to Corporation Ltd
Device urinary LOT. If you don’t then leave 300 Boston PO Box 332, BOTANY,
incontinence resulting from urethral blank. Scientific Way NSW, 1455
hypermobility and/or Marlborough, MA, Australia
intrinsic sphincter deficiency. 01752
United States Of
America
Obtryx Halo Transobturator. For use MO006850 | If you have your sticker you Boston Scientific Boston Scientific Pty 104326 Yes Boston TVTO
System 5-pack as a suburethral sling for the treatment of stress 5001 will find it written next to Corporation Ltd
urinary LOT. If you don’t then leave 300 Boston PO Box 332, BOTANY,
incontinence resulting from urethral blank. Scientific Way NSW, 1455
hypermobility and/or Marlborough, MA, Australia
intrinsic sphincter deficiency. 01752
United States Of
America
Obtryx Il, Halo, | Transobturator. For use MO006850 | If you have your sticker you Boston Scientific Boston Scientific Pty 104326 Yes Boston TVTO
Single Unit as a suburethral sling for the treatment of stress 5110 will find it written next to Corporation Ltd
urinary LOT. If you don’t then leave 300 Boston PO Box 332, BOTANY,
incontinence resulting from urethral blank. Scientific Way NSW, 1455
hypermobility and/or Marlborough, MA, Australia
intrinsic sphincter deficiency. 01752
United States Of
America
Obtryx Il, Halo, | Transobturator. For use MO006850 | If you have your sticker you Boston Scientific Boston Scientific Pty 104326 Yes Boston TVTO
5-pack as a suburethral sling for the treatment of stress 5111 will find it written next to Corporation Ltd

urinary

incontinence resulting from urethral
hypermobility and/or intrinsic sphincter
deficiency.

LOT. If you don’t then leave
blank.

300 Boston
Scientific Way
Marlborough, MA,
01752

United States Of
America

PO Box 332, BOTANY,
NSW, 1455
Australia




Basic device information for reporting medical device incidents to the TGA. Last updated 16/02/2018.

Thank you to Carmen for providing this guide.

*Note that the adverse incidence form also requests a serial number and a batch number for the device. However, these are not available to
us as consumers and you don’t need to fill in those spaces*

Brand/Trade Device Description Device Lot Number Manufacturers Suppliers Details (also | ARTG ID# Is the Common
Name (I tool these from the ARTG listing under Model Name/Address known as Sponsor in (not needed device names used for
(asin the ‘intended purpose’. You can use to fill in the ARTG) on incident provided | this device
ARTG) “Device Description”) report, but it sterile
(If the device is now deregistered | have noted helps TGA if
below. In that case you can simply write “for you add it in
repair of prolapse, OR, for treatment of urinary the free text
incontinence” as you think. field)
Solyx, SIS A single incision sling. For the treatment of stress | MO006850 | If you have your sticker you Boston Scientific Boston Scientific Pty 104326 Yes Boston
Sytem, Single urinary 7000 will find it written next to Corporation Ltd Minisling.
incontinence resulting from urethral LOT. If you don’t then leave 300 Boston PO Box 332, BOTANY,
hypermobility and/or intrinsic sphincter blank. Scientific Way NSW, 1455
deficiency. Removed from register 04/01/2018. Marlborough, MA, Australia
01752
United States Of
America
Restorelle M For the repair of abdominal wall hernia, including | 501320 If you have your sticker you Coloplast AS Coloplast Pty Ltd 190172 Yes
15x10cm inguinal, femoral, and incisional, and will find it written next to Holtedam 1 PO Box 240, MOUNT
uterovaginal prolapse and other fascial LOT. If you don’t then leave Humlebaek, , DK WAVERLEY, VIC, 3149
deficiencies that require support material. It blank. 3050 Australia
may be used in open or laparoscopic abdominal Denmark
procedures or for repair by the vaginal route.
Since 17/01/2018 with warning “not to be
implanted transvaginally.”
Restorelle XL For the repair of abdominal wall hernia, including | 501330 If you have your sticker you Coloplast AS Coloplast Pty Ltd 190172 Yes
30x30cm inguinal, femoral, and incisional, and will find it written next to Holtedam 1 PO Box 240, MOUNT
uterovaginal prolapse and other fascial LOT. If you don’t then leave Humlebaek, , DK WAVERLEY, VIC, 3149
deficiencies that require support material. It blank. 3050 Australia
may be used in open or laparoscopic abdominal Denmark
procedures or for repair. Since 17/01/2018 with
warning “not to be implanted transvaginally.”
Restorelle L For the repair of abdominal wall hernia, including | 501440 If you have your sticker you Coloplast AS Coloplast Pty Ltd 190172 Yes
24x8cm inguinal, femoral, and incisional, and will find it written next to Holtedam 1 PO Box 240, MOUNT

uterovaginal prolapse and other fascial
deficiencies that require support material. It
may be used in open or laparoscopic abdominal
procedures or for repair. Since 17/01/2018 with
warning “not to be implanted transvaginally.”

LOT. If you don’t then leave
blank.

Humlebaek, , DK
3050
Denmark

WAVERLEY, VIC, 3149
Australia




Basic device information for reporting medical device incidents to the TGA. Last updated 16/02/2018.

Thank you to Carmen for providing this guide.

*Note that the adverse incidence form also requests a serial number and a batch number for the device. However, these are not available to
us as consumers and you don’t need to fill in those spaces*

Brand/Trade Device Description Device Lot Number Manufacturers Suppliers Details (also | ARTG ID# Is the Common
Name (I tool these from the ARTG listing under Model Name/Address known as Sponsor in (not needed device names used for
(asin the ‘intended purpose’. You can use to fill in the ARTG) on incident provided | this device
ARTG) “Device Description”) report, but it sterile

(If the device is now deregistered | have noted helps TGA if

below. In that case you can simply write “for you add it in

repair of prolapse, OR, for treatment of urinary the free text

incontinence” as you think. field)
Restorelle Y For the repair of abdominal wall hernia, including | 501420 If you have your sticker you Coloplast AS Coloplast Pty Ltd 190172 Yes
24x4cm inguinal, femoral, and incisional, and will find it written next to Holtedam 1 PO Box 240, MOUNT

uterovaginal prolapse and other fascial LOT. If you don’t then leave Humlebaek, , DK WAVERLEY, VIC, 3149

deficiencies that require support material. It blank. 3050 Australia

may be used in open or laparoscopic abdominal Denmark

procedures or for repair
Restorelle Y-XL | For the repair of abdominal wall hernia, including | 501430 If you have your sticker you Coloplast AS Coloplast Pty Ltd 190172 Yes
27 x 4cm inguinal, femoral, and incisional, and will find it written next to Holtedam 1 PO Box 240, MOUNT

uterovaginal prolapse and other fascial LOT. If you don’t then leave Humlebaek, , DK WAVERLEY, VIC, 3149

deficiencies that require support material. It blank. 3050 Australia

may be used in open or laparoscopic abdominal Denmark

procedures or for repair. From 17/01/2018 with

warning “Not to be used transvaginally”.
Restorelle For the repair of abdominal wall hernia, including | 501450 If you have your sticker you Coloplast AS Coloplast Pty Ltd 190172 Yes
Direct Fix inguinal, femoral, and incisional, and will find it written next to Holtedam 1 PO Box 240, MOUNT
Anterior uterovaginal prolapse and other fascial LOT. If you don’t then leave Humlebaek, , DK WAVERLEY, VIC, 3149

deficiencies that require support material. It blank. 3050 Australia

may be used in open or laparoscopic abdominal Denmark

procedures or for repair. No longer on register.

Recall action from 21/12/2017.
Restorelle For the repair of abdominal wall hernia, including | 501460 If you have your sticker you Coloplast AS Coloplast Pty Ltd 190172 Yes
Direct Fix inguinal, femoral, and incisional, and will find it written next to Holtedam 1 PO Box 240, MOUNT
Posterior uterovaginal prolapse and other fascial LOT. If you don’t then leave Humlebaek, , DK WAVERLEY, VIC, 3149

deficiencies that require support material. It blank. 3050 Australia

may be used in open or laparoscopic abdominal Denmark

procedures or for repair. No longer on register.

Recall action from 21/12/2017.
Restorelle A For the repair of abdominal wall hernia, including | 501300 If you have your sticker you Coloplast AS Coloplast Pty Ltd 190172 Yes

inguinal, femoral, and incisional, and will find it written next to Holtedam 1 PO Box 240, MOUNT

uterovaginal prolapse and other fascial LOT. If you don’t then leave Humlebaek, , DK WAVERLEY, VIC, 3149

deficiencies that require support material. It blank. 3050 Australia

may be used in open or laparoscopic abdominal Denmark

procedures or for repair. Since 17/01/2018 with
warning “not to be implanted transvaginally.”
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*Note that the adverse incidence form also requests a serial number and a batch number for the device. However, these are not available to
us as consumers and you don’t need to fill in those spaces*

Brand/Trade Device Description Device Lot Number Manufacturers Suppliers Details (also | ARTG ID# Is the Common
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repair of prolapse, OR, for treatment of urinary the free text

incontinence” as you think. field)
Restorelle P For the repair of abdominal wall hernia, including | 501310 If you have your sticker you Coloplast AS Coloplast Pty Ltd 190172 Yes

inguinal, femoral, and incisional, and will find it written next to Holtedam 1 PO Box 240, MOUNT

uterovaginal prolapse and other fascial LOT. If you don’t then leave Humlebaek, , DK WAVERLEY, VIC, 3149

deficiencies that require support material. It blank. 3050 Australia

may be used in open or laparoscopic abdominal Denmark

procedures or for repair. Since 17/01/2018 with

warning “not to be implanted transvaginally.”
Restorelle EZA For the repair of abdominal wall hernia, including | 501340 If you have your sticker you Coloplast AS Coloplast Pty Ltd 190172 Yes

inguinal, femoral, and incisional, and will find it written next to Holtedam 1 PO Box 240, MOUNT

uterovaginal prolapse and other fascial LOT. If you don’t then leave Humlebaek, , DK WAVERLEY, VIC, 3149

deficiencies that require support material. It blank. 3050 Australia

may be used in open or laparoscopic abdominal Denmark

procedures or for repair. Since 17/01/2018 with

warning “not to be implanted transvaginally.”
Restorelle EZP For the repair of abdominal wall hernia, including | 501350 If you have your sticker you Coloplast AS Coloplast Pty Ltd 190172 Yes

inguinal, femoral, and incisional, and will find it written next to Holtedam 1 PO Box 240, MOUNT

uterovaginal prolapse and other fascial LOT. If you don’t then leave Humlebaek, , DK WAVERLEY, VIC, 3149

deficiencies that require support material. It blank. 3050 Australia

may be used in open or laparoscopic abdominal Denmark

procedures or for repair. Since 17/01/2018 with

warning “not to be implanted transvaginally.”
Altis Single Single Incision Sling. For the treatment of female 519650 If you have your sticker you Coloplast AS Coloplast Pty Ltd 190173 Yes Mini-sling
Incision sling stress urinary incontinence will find it written next to Holtedam 1 PO Box 240, MOUNT
system (SUI) resulting from urethral hypermobility LOT. If you don’t then leave Humlebaek, , DK WAVERLEY, VIC, 3149

and/or intrinsic sphincter deficiency (ISD). No blank. 3050 Australia

longer on register. Recall action from Denmark

21/12/2017.
Xenform Soft For use as a soft tissue patch to reinforce soft MO006830 | If you have your sticker you Boston Scientific Boston Scientific Pty 174878 Yes
Tissue Repair tissue where weakness exists and for the surgical | 2450 will find it written next to Corporation Ltd

Matrix 6cm x
10cm

repair of damaged or ruptured soft tissue
membranes. Specifically indicated for the repair
of colon, rectal,

urethral and vaginal prolapse

LOT. If you don’t then leave
blank.

300 Boston
Scientific Way
Marlborough, MA,
01752

United States Of
America

PO Box 332, BOTANY,
NSW, 1455
Australia
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*Note that the adverse incidence form also requests a serial number and a batch number for the device. However, these are not available to
us as consumers and you don’t need to fill in those spaces*

Brand/Trade Device Description Device Lot Number Manufacturers Suppliers Details (also | ARTG ID# Is the Common
Name (I tool these from the ARTG listing under Model Name/Address known as Sponsor in (not needed device names used for
(asin the ‘intended purpose’. You can use to fill in the ARTG) on incident provided | this device
ARTG) “Device Description”) report, but it sterile

(If the device is now deregistered | have noted helps TGA if

below. In that case you can simply write “for you add it in

repair of prolapse, OR, for treatment of urinary the free text

incontinence” as you think. field)
Xenform Tissue | For use as a soft tissue patch to reinforce soft MO006830 | If you have your sticker you Boston Scientific Boston Scientific Pty 174878 Yes
Repair Matrix tissue where weakness exists and for the surgical | 2470 will find it written next to Corporation Ltd
8cm x repair of damaged or ruptured soft tissue LOT. If you don’t then leave 300 Boston PO Box 332, BOTANY,
12cm membranes. Specifically indicated for the repair blank. Scientific Way NSW, 1455

of colon, rectal, Marlborough, MA, Australia

urethral and vaginal prolapse. From 04/1/2018 01752

“This device is not intended for any pelvic organ United States Of

prolapse repair via a transvaginal approach” America
Xenform Tissue | For use as a soft tissue patch to reinforce soft MO006830 | If you have your sticker you Boston Scientific Boston Scientific Pty 174878 Yes
Repair Matrix tissue where weakness exists and for the surgical 2410 will find it written next to Corporation Ltd
2cm x 7cm repair of damaged or ruptured soft tissue LOT. If you don’t then leave 300 Boston PO Box 332, BOTANY,

membranes. Specifically indicated for the repair blank. Scientific Way NSW, 1455

of colon, rectal, Marlborough, MA, Australia

urethral and vaginal prolapse. From 04/1/2018 01752

“This device is not intended for any pelvic organ United States Of

prolapse repair via a transvaginal approach” America
Xenform Tissue | For use as a soft tissue patch to reinforce soft MO006830 | If you have your sticker you Boston Scientific Boston Scientific Pty 174878 Yes
Repair Matrix tissue where weakness exists and for the surgical 2430 will find it written next to Corporation Ltd
4cm x 7cm repair of damaged or ruptured soft tissue LOT. If you don’t then leave 300 Boston PO Box 332, BOTANY,

membranes. Specifically indicated for the repair blank. Scientific Way NSW, 1455

of colon, rectal, Marlborough, MA, Australia

urethral and vaginal prolapse. From 04/1/2018 01752

“This device is not intended for any pelvic organ United States Of

prolapse repair via a transvaginal approach” America
Aris Polymeric Used as a long-term implant to support the UR3101 If you have your sticker you Abiss Coloplast Pty Ltd 157074 Yes
Mesh urethra and/or pelvic floor in the surgical will find it written next to 14 Rue de la PO Box 240, MOUNT

treatment of female stress urinary incontinence LOT. If you don’t then leave Telematique WAVERLEY, VIC, 3149

and genital blank. Saint Etienne, , Australia

prolapse 42000

France
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*Note that the adverse incidence form also requests a serial number and a batch number for the device. However, these are not available to
us as consumers and you don’t need to fill in those spaces*

Brand/Trade Device Description Device Lot Number Manufacturers Suppliers Details (also | ARTG ID# Is the Common
Name (I tool these from the ARTG listing under Model Name/Address known as Sponsor in (not needed device names used for
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repair of prolapse, OR, for treatment of urinary the free text

incontinence” as you think. field)
Aris kit with Transobturator - for the surgical treatment of all UR3105 If you have your sticker you Coloplast AS Coloplast Pty Ltd 160738 Yes TVTO, TOT
Aris mesh types will find it written next to Holtedam 1 PO Box 240, MOUNT

of stress urinary incontinence (SUI), for female LOT. If you don’t then leave Humlebaek, , DK WAVERLEY, VIC, 3149

urinary blank. 3050 Australia

incontinence resulting from urethral Denmark

hypermobility and/or intrinsic sphincter

deficiency.
Supris kit with Retropubic - for placement using a “top-down” or | 519562 If you have your sticker you Coloplast AS Coloplast Pty Ltd Yes TVT
Aris Mesh “bottom-up” will find it written next to Holtedam 1 PO Box 240, MOUNT

retropubic surgical approach. The Supris sling LOT. If you don’t then leave Humlebaek, , DK WAVERLEY, VIC, 3149

and blank. 3050 Australia

introducers are indicated for the surgical Denmark

treatment of female

stress urinary incontinence (SUI), resulting from

urethral hypermobility and/or intrinsic sphincter

deficiency.
Pelvic Floor For tissue reinforcement and stabilization of MO006831 | If you have your sticker you Boston Scientific Boston Scientific Pty 150342 Yes
Repair (PRF) Kit | fascial structures of the pelvic floor for vaginal 7050 will find it written next to Corporation Ltd
- Pinnacle, wall LOT. If you don’t then leave 300 Boston PO Box 332, BOTANY,
Anterior Apical prolapse, where surgical treatment is intended, blank. Scientific Way NSW, 1455

either as mechanical support or bridging material Marlborough, MA, Australia

for the fascial defect. Removed from register 01752

04/01/2018. United States Of

America

Uphold Vaginal | For tissue reinforcement and stabilization of MO006831 | If you have your sticker you Boston Scientific Boston Scientific Pty 150342 Yes
Support fascial structures of the pelvic floor for vaginal 7080 will find it written next to Corporation Ltd
System wall LOT. If you don’t then leave 300 Boston PO Box 332, BOTANY,

prolapse, where surgical treatment is intended, blank. Scientific Way NSW, 1455

either as mechanical support or bridging material Marlborough, MA, Australia

for the fascial defect. Removed from register
04/01/2018.

01752
United States Of
America
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*Note that the adverse incidence form also requests a serial number and a batch number for the device. However, these are not available to
us as consumers and you don’t need to fill in those spaces*

Brand/Trade Device Description Device Lot Number Manufacturers Suppliers Details (also | ARTG ID# Is the Common
Name (I tool these from the ARTG listing under Model Name/Address known as Sponsor in (not needed device names used for
(asin the ‘intended purpose’. You can use to fill in the ARTG) on incident provided | this device
ARTG) “Device Description”) report, but it sterile
(If the device is now deregistered | have noted helps TGA if
below. In that case you can simply write “for you add it in
repair of prolapse, OR, for treatment of urinary the free text
incontinence” as you think. field)
PFR Kit- For tissue reinforcement and stabilization of MO006831 | If you have your sticker you Boston Scientific Boston Scientific Pty 150342 Yes
Pinnacle, fascial structures of the pelvic floor for vaginal 7100 will find it written next to Corporation Ltd
Posterior wall LOT. If you don’t then leave 300 Boston PO Box 332, BOTANY,
prolapse, where surgical treatment is intended, blank. Scientific Way NSW, 1455
either as mechanical support or bridging material Marlborough, MA, Australia
for the fascial defect 01752
United States Of
America
PFR Kit For tissue reinforcement and stabilization of MO006831 | If you have your sticker you Boston Scientific Boston Scientific Pty 150342 Yes New generation
Pinnacle LITE fascial structures of the pelvic floor for vaginal 7140 will find it written next to Corporation Ltd lightweight POP
Anterior wall LOT. If you don’t then leave 300 Boston PO Box 332, BOTANY, mesh
/Apical prolapse, where surgical treatment is intended, blank. Scientific Way NSW, 1455
either as mechanical support or bridging material Marlborough, MA, Australia
for the fascial defect 01752
United States Of
America
PFR Kit For tissue reinforcement and stabilization of MO006831 | If you have your sticker you Boston Scientific Boston Scientific Pty 246992 Yes
Pinnacle LITE fascial structures of the pelvic floor for vaginal 7150 will find it written next to Corporation Ltd
Posterior wall LOT. If you don’t then leave 300 Boston PO Box 332, BOTANY,
prolapse, where surgical treatment is intended, blank. Scientific Way NSW, 1455
either as mechanical support or bridging material Marlborough, MA, Australia
for the fascial defect 01752
United States Of
America
PFR Kit Uphold For tissue reinforcement and stabilization of MO006831 | If you have your sticker you Boston Scientific Boston Scientific Pty 150342 Yes New generation
LITE Vaginal fascial structures of the pelvic floor for vaginal 7170 will find it written next to Corporation Ltd lightweight POP
Supp System wall LOT. If you don’t then leave 300 Boston PO Box 332, BOTANY, mesh
prolapse, where surgical treatment is intended, blank. Scientific Way NSW, 1455
either as mechanical support or bridging material Marlborough, MA, Australia

for the fascial defect. Removed from register
04/01/2018.

01752
United States Of
America




Thank you to Carmen for providing this guide.

Basic device information for reporting medical device incidents to the TGA. Last updated 16/02/2018.

*Note that the adverse incidence form also requests a serial number and a batch number for the device. However, these are not available to
us as consumers and you don’t need to fill in those spaces*

Brand/Trade Device Description Device Lot Number Manufacturers Suppliers Details (also | ARTG ID# Is the Common
Name (I tool these from the ARTG listing under Model Name/Address known as Sponsor in (not needed device names used for
(asin the ‘intended purpose’. You can use to fill in the ARTG) on incident provided | this device
ARTG) “Device Description”) report, but it sterile

(If the device is now deregistered | have noted helps TGA if

below. In that case you can simply write “for you add it in

repair of prolapse, OR, for treatment of urinary the free text

incontinence” as you think. field)
Uphold (TM) For tissue reinforcement and stabilization of MO006831 | If you have your sticker you Boston Scientific Boston Scientific Pty 150342 Yes New generation
LITE w/ Capio fascial structures of the pelvic floor for vaginal 8170 will find it written next to Corporation Ltd lightweight POP
SLIM wall LOT. If you don’t then leave 300 Boston PO Box 332, BOTANY, mesh

prolapse, where surgical treatment is intended, blank. Scientific Way NSW, 1455

either as mechanical support or bridging material Marlborough, MA, Australia

for the fascial defect. Removed from register 01752

04/01/2018. United States Of

America

Upsylon Y- For tissue reinforcement and stabilization of MO006831 | If you have your sticker you Boston Scientific Boston Scientific Pty 150342 Yes
Mesh Kit fascial structures of the pelvic floor for vaginal 8220 will find it written next to Corporation Ltd

wall LOT. If you don’t then leave 300 Boston PO Box 332, BOTANY,

prolapse, where surgical treatment is intended, blank. Scientific Way NSW, 1455

either as mechanical support or bridging material Marlborough, MA, Australia

for the fascial defect. From 22/01/18 “This device 01752

is not intended for pelvic organ prolapse repair United States Of

via a transvaginal route”. America
Gynecare No longer registered. PFRTO1 If you have your sticker you Ethicon SARL Johnson & Johnson 117686 Yes POP Mesh
Prolift will find it written next to Switzerland Medical Pty Ltd

LOT. If you don’t then leave Puits Godet 20 PO Box 134, NORTH
blank. Neuchatel, CH-2000 RYDE BC, NSW, 1670
Switzerland Australia

MiniArc Pro No longer registered. 9000261 If you have your sticker you Astora ASTORA Women's ? Yes AMS Single
Single Incision will find it written next to 13200 Pioneer Trl Health Australia Pty Incision Sling
Sling System LOT. If you don’t then leave Eden Prairie MN Ltd

blank.

55347-4119
USA

PO Box 991, Lane
Cove, NSW, 1595
Australia

*Note in liquidation

since April 2017. This
is the most | have of
an address*




Thank you to Carmen for providing this guide.

Basic device information for reporting medical device incidents to the TGA. Last updated 16/02/2018.

*Note that the adverse incidence form also requests a serial number and a batch number for the device. However, these are not available to
us as consumers and you don’t need to fill in those spaces*

Brand/Trade Device Description Device Lot Number Manufacturers Suppliers Details (also | ARTG ID# Is the Common
Name (I tool these from the ARTG listing under Model Name/Address known as Sponsor in (not needed device names used for
(asin the ‘intended purpose’. You can use to fill in the ARTG) on incident provided | this device
ARTG) “Device Description”) report, but it sterile
(If the device is now deregistered | have noted helps TGA if
below. In that case you can simply write “for you add it in
repair of prolapse, OR, for treatment of urinary the free text
incontinence” as you think. field)
MiniArc Precise | No longer registered. 720191- If you have your sticker you American Medical ASTORA Women's 144354 Yes AMS MinArc,
01 will find it written next to Systems now part of | Health Australia Pty AMS Single
LOT. If you don’t then leave Boston Scientific Ltd Incision Sling
blank. Corporation PO Box 991, Lane
300 Boston Cove, NSW, 1595
Scientific Way Australia
Marlborough, MA,
01752 *Note in liquidation
United States Of since April 2017. This
America is the most | have of
an address*
MonArc Sub-urethral sling for the treatment of stress 7240383 If you have your sticker you American Medical ASTORA Women's 92718 Yes MonArc Sling,
Subfacial urinary incontinence placed through the 1 will find it written next to Systems now part of | Health Australia Pty Monarc
Hammock transobturator route. No longer on register. LOT. If you don’t then leave Boston Scientific Ltd Transobturator
blank. Corporation PO Box 991, Lane sling, TOT.
300 Boston Cove, NSW, 1595
Scientific Way Australia
Marlborough, MA,
01752 *Note in liquidation
United States Of since April 2017.
America
RetroArc Retropubic sling. 9000262 If you have your sticker you American Medical ASTORA Women's 144354 Yes TVT, AMS

No longer on register.

will find it written next to
LOT. If you don’t then leave
blank.

Systems now part of
Boston Scientific
Corporation

300 Boston
Scientific Way
Marlborough, MA,
01752

United States Of
America

Health Australia Pty
Ltd

PO Box 991, Lane
Cove, NSW, 1595
Australia

*Note in liquidation
since April 2017

retropubic sling




Thank you to Carmen for providing this guide.

Basic device information for reporting medical device incidents to the TGA. Last updated 16/02/2018.

*Note that the adverse incidence form also requests a serial number and a batch number for the device. However, these are not available to
us as consumers and you don’t need to fill in those spaces*

Brand/Trade Device Description Device Lot Number Manufacturers Suppliers Details (also | ARTG ID# Is the Common
Name (I tool these from the ARTG listing under Model Name/Address known as Sponsor in (not needed device names used for
(asin the ‘intended purpose’. You can use to fill in the ARTG) on incident provided | this device
ARTG) “Device Description”) report, but it sterile
(If the device is now deregistered | have noted helps TGA if
below. In that case you can simply write “for you add it in
repair of prolapse, OR, for treatment of urinary the free text
incontinence” as you think. field)
Perigee (R) Gynaecological promeshlapse mesh. No longer 485013 If you have your sticker you American Medical ASTORA Women's 1083957?? Yes Perigee bladder
System with registered. will find it written next to Systems now part of | Health Australia Pty sling
Intepro (R) Lite LOT. If you don’t then leave Boston Scientific Ltd
(TM) blank. Corporation PO Box 991, Lane
300 Boston Cove, NSW, 1595
Scientific Way Australia
Marlborough, MA,
01752 *Note in liquidation
United States Of since April 2017.
America
Gynecare For use as a bridging material for apical vaginal GPSL If you have your sticker you Ethicon LLC Johnson & Johnson 165075 Yes
Gynemesh PS and uterine will find it written next to Route 22 West Medical Pty Ltd
Prolene prolapse where surgical treatment (laparotomy LOT. If you don’t then leave Somerville, NJ PO Box 134, NORTH
or laparoscopic approach) is warranted. blank. 08876 RYDE BC, NSW, 1670
Removed from register September 2017. (908) 218-0707 Australia
Gynemesh For use as a bridging material for apical vaginal GPSXL3 If you have your sticker you Ethicon LLC Johnson & Johnson 165075 Yes
PSXL Mesh and uterine will find it written next to Route 22 West Medical Pty Ltd
prolapse where surgical treatment (laparotomy LOT. If you don’t then leave Somerville, NJ PO Box 134, NORTH
or laparoscopic approach) is warranted. blank. 08876 RYDE BC, NSW, 1670
Removed from register September 2017 (908) 218-0707 Australia
SPARC self- The SPARC / Sling System is intended for the 7240365 If you have your sticker you American Medical ASTORA Women's 132191 Yes
fixating sling placement of a pubourethral sling for the 7 will find it written next to Systems now part of | Health Australia Pty
system treatment of female stress urinary incontinence LOT. If you don’t then leave Boston Scientific Ltd

(SUI) resulting from urethral hypermobility
and/or intrinsic sphincter

deficiency.

No longer on register.

blank.

Corporation

300 Boston
Scientific Way
Marlborough, MA,
01752

United States Of
America

PO Box 991, Lane
Cove, NSW, 1595
Australia

*Note in liquidation
since April 2017.




Thank you to Carmen for providing this guide.

Basic device information for reporting medical device incidents to the TGA. Last updated 16/02/2018.

*Note that the adverse incidence form also requests a serial number and a batch number for the device. However, these are not available to
us as consumers and you don’t need to fill in those spaces*

Brand/Trade Device Description Device Lot Number Manufacturers Suppliers Details (also | ARTG ID# Is the Common
Name (I tool these from the ARTG listing under Model Name/Address known as Sponsor in (not needed device names used for
(asin the ‘intended purpose’. You can use to fill in the ARTG) on incident provided | this device
ARTG) “Device Description”) report, but it sterile
(If the device is now deregistered | have noted helps TGA if
below. In that case you can simply write “for you add it in
repair of prolapse, OR, for treatment of urinary the free text
incontinence” as you think. field)
Boston The Elevate Apical & Posterior Repair System is a If you have your sticker you American Medical ASTORA Women's 106520 d Yes Boston Elevate
Scientific surgical mesh kit intended for transvaginal will find it written next to Systems 10700 Bren | Health Australia Pty 108395
Elevate Apical surgical LOT. If you don’t then leave Road West Ltd
and Posterior treatment to correct posterior wall prolapse and blank. Minnetonka, PO Box 991, Lane
Repair System vaginal apical prolapse Minnesota, 55343 Cove, NSW, 1595
No longer on register since 29/08/2016. United States Of Australia
America
*Note in liquidation
since April 2017.
Prolift Anterior | No longer on register PERTO1 If you have your sticker you Ethicon SARL Johnson & Johnson 117686 Yes
Pelvic Floor will find it written next to Switzerland Medical Pty Ltd
Repair System LOT. If you don’t then leave Puits Godet 20 PO Box 134, NORTH
blank. Neuchatel, CH-2000 RYDE BC, NSW, 1670
Switzerland Australia
Prosima Total, anterior and posterior pelvic floor repair PROC2 If you have your sticker you Ethicon SARL Johnson & Johnson 117686 Yes
Combined system for tissue reinforcement and stabilisation will find it written next to Switzerland Medical Pty Ltd
Pelvic Floor of fascial structures of the pelvic floor and vaginal LOT. If you don’t then leave Puits Godet 20 PO Box 134, NORTH
Repair System wall prolapse blank. Neuchatel, CH-2000 | RYDE BC, NSW, 1670
Switzerland Australia
Anterior No longer on register If you have your sticker you Ethicon SARL Johnson & Johnson 117686 Yes
Prosima Mesh will find it written next to Switzerland Medical Pty Ltd
Kit LOT. If you don’t then leave Puits Godet 20 PO Box 134, NORTH
blank. Neuchatel, CH-2000 | RYDE BC, NSW, 1670
Switzerland Australia
Anterior No longer on register If you have your sticker you American Medical American Medical 210026 Yes

Elevate Mesh
Kit

will find it written next to
LOT. If you don’t then leave
blank.

Systems 10700 Bren
Road West
Minnetonka,
Minnesota, 55343
United States Of
America

Systems Australia Pty
Ltd




Basic device information for reporting medical device incidents to the TGA. Last updated 16/02/2018.

Thank you to Carmen for providing this guide.

*Note that the adverse incidence form also requests a serial number and a batch number for the device. However, these are not available to
us as consumers and you don’t need to fill in those spaces*

Brand/Trade Device Description Device Lot Number Manufacturers Suppliers Details (also | ARTG ID# Is the Common
Name (I tool these from the ARTG listing under Model Name/Address known as Sponsor in (not needed device names used for
(asin the ‘intended purpose’. You can use to fill in the ARTG) on incident provided | this device
ARTG) “Device Description”) report, but it sterile

(If the device is now deregistered | have noted helps TGA if

below. In that case you can simply write “for you add it in

repair of prolapse, OR, for treatment of urinary the free text

incontinence” as you think. field)

Safyre T Transobturator. For the treatment of stress SAFYRET If you have your sticker you Av Gral Manuel Endotherapeutics Pty 118082 Yes Safyre TOT,
urinary incontinence by providing a uretheral will find it written next to Savio s/n Lote 3 Ltd Safyre TVTO
support. LOT. If you don’t then leave Manzana 3 PO Box 673, EPPING,

No longer on register as of 11/8/2017 blank. Parque Industrial NSW, 1710
Ferreyra, Cordoba, Australia
X5925XAD
Argenti

Safyre T Plus Transobturator. For the treatment of stress SAFYRET If you have your sticker you Av Gral Manuel Endotherapeutics Pty 118082 Yes Safyre TOT,
urinary incontinence by providing a uretheral PLUS will find it written next to Savio s/n Lote 3 Ltd Safyre TVTO
support. LOT. If you don’t then leave Manzana 3 PO Box 673, EPPING,

No longer on register as of 11/8/2017 blank. Parque Industrial NSW, 1710
Ferreyra, Cordoba, Australia
X5925XAD
Argenti

Ophira Mini-sling, Single-incision sling for the treatment If you have your sticker you Av Gral Manuel Endotherapeutics Pty 118082 Yes Mini-sling,

Minisling of stress urinary incontinence. No longer on will find it written next to Savio s/n Lote 3 Ltd single incision
register. LOT. If you don’t then leave Manzana 3 PO Box 673, EPPING, sling.

blank. Parque Industrial NSW, 1710
Ferreyra, Cordoba, Australia
X5925XAD
Argenti

Safyre VS Retropubic. No longer on register as of SAFYREV If you have your sticker you Av Gral Manuel Endotherapeutics Pty 118082 Yes Safyre TVT
11/8/2017 S will find it written next to Savio s/n Lote 3 Ltd

LOT. If you don’t then leave
blank.

Manzana 3

Parque Industrial
Ferreyra, Cordoba,
X5925XAD

Argenti

PO Box 673, EPPING,
NSW, 1710
Australia




Thank you to Carmen for providing this guide.

Basic device information for reporting medical device incidents to the TGA. Last updated 16/02/2018.

*Note that the adverse incidence form also requests a serial number and a batch number for the device. However, these are not available to
us as consumers and you don’t need to fill in those spaces*

Brand/Trade Device Description Device Lot Number Manufacturers Suppliers Details (also | ARTG ID# Is the Common
Name (I tool these from the ARTG listing under Model Name/Address known as Sponsor in (not needed device names used for
(asin the ‘intended purpose’. You can use to fill in the ARTG) on incident provided | this device
ARTG) “Device Description”) report, but it sterile
(If the device is now deregistered | have noted helps TGA if
below. In that case you can simply write “for you add it in
repair of prolapse, OR, for treatment of urinary the free text
incontinence” as you think. field)
Tissue Fixation For the treatment of Pelvic Organ Prolapse. No TFS If you have your sticker you TFS Manufacturing TFS Manufacturing Pty | 132657 Yes TFS
System longer on register. Removed from register from will find it written next to Pty Ltd. 3 Charles Ltd. 3 Charles Street,
05/11/2014. LOT. If you don’t then leave Street, Allenby Allenby Gardens SA
blank. Gardens SA 5009 5009 Australia
Australia
Covidien IVS- ? IV-02 If you have your sticker you ? ?
Tunneller will find it written next to
LOT. If you don’t then leave
blank.
InGYNious DAL | For vaginal vault prolapse. Removed from IGY5951 If you have your sticker you Ami Agency For Endotherapeutics Pty 200723 Yes
register 27/08/2014. will find it written next to Medical Innovations Ltd
LOT. If you don’t then leave GmbH 1/51 Rawson St,
blank. Im Letten 1 Epping NSW 2121
6800 Feldkirch,
Austria
InGYNious DAS | For vaginal vault prolapse. Removed from IGY5961 If you have your sticker you Ami Agency For Endotherapeutics Pty 200723
register 27/08/2014. will find it written next to Medical Innovations Ltd
LOT. If you don’t then leave GmbH 1/51 Rawson St,
blank. Im Letten 1 Epping NSW 2121
6800 Feldkirch,
Austria
InGYNious V For vaginal vault prolapse. Removed from IGY5921 If you have your sticker you Ami Agency For Endotherapeutics Pty 200723
register 27/08/2014. will find it written next to Medical Innovations | Ltd
LOT. If you don’t then leave GmbH 1/51 Rawson St,
blank. Im Letten 1 Epping NSW 2121
6800 Feldkirch,
Austria
InGYNious DPL, | For vaginal vault prolapse. Removed from IGY5971 If you have your sticker you Ami Agency For Endotherapeutics Pty 200723

register 27/08/2014.

will find it written next to
LOT. If you don’t then leave
blank.

Medical Innovations
GmbH

Im Letten 1

6800 Feldkirch,
Austria

Ltd
1/51 Rawson St,
Epping NSW 2121




Thank you to Carmen for providing this guide.

Basic device information for reporting medical device incidents to the TGA. Last updated 16/02/2018.

*Note that the adverse incidence form also requests a serial number and a batch number for the device. However, these are not available to
us as consumers and you don’t need to fill in those spaces*

Brand/Trade Device Description Device Lot Number Manufacturers Suppliers Details (also | ARTG ID# Is the Common
Name (I tool these from the ARTG listing under Model Name/Address known as Sponsor in (not needed device names used for
(asin the ‘intended purpose’. You can use to fill in the ARTG) on incident provided | this device
ARTG) “Device Description”) report, but it sterile
(If the device is now deregistered | have noted helps TGA if
below. In that case you can simply write “for you add it in
repair of prolapse, OR, for treatment of urinary the free text
incontinence” as you think. field)
InGYNious DPS For vaginal vault prolapse. Removed from IGY5981 If you have your sticker you Ami Agency For Endotherapeutics Pty 200723
register 27/08/2014. will find it written next to Medical Innovations | Ltd
LOT. If you don’t then leave GmbH 1/51 Rawson St,
blank. Im Letten 1 Epping NSW 2121
6800 Feldkirch,
Austria
InGYNious V For vaginal vault prolapse. Removed from IGY5921 If you have your sticker you Ami Agency For Endotherapeutics Pty 200723
register 27/08/2014. will find it written next to Medical Innovations Ltd
LOT. If you don’t then leave GmbH 1/51 Rawson St,
blank. Im Letten 1 Epping NSW 2121
6800 Feldkirch,
Austria
If you have your sticker you
will find it written next to
LOT. If you don’t then leave
blank.
AMI Mid-urethral sling for treatment of female SUI, PFR5021 If you have your sticker you Ami Agency For Endotherapeutics Pty 158894 Mid-urethral
Multipurpose designed for the transobturator or the retropubic will find it written next to Medical Innovations | Ltd sling
sling approach. Removed from register 27/08/2014 LOT. If you don’t then leave GmbH 1/51 Rawson St,
blank. Im Letten 1 Epping NSW 2121
6800 Feldkirch,
Austria
AMI CR Mesh For treatment of pelvic organ prolapse PFR5511 If you have your sticker you Ami Agency For Endotherapeutics Pty 158894
Consensus Shaped mesh of ultralight, wide-weave will find it written next to Medical Innovations Ltd
polypropylene with curved indentation for the LOT. If you don’t then leave GmbH 1/51 Rawson St,
rectum and integrated sling blank. Im Letten 1 Epping NSW 2121
6800 Feldkirch,
Austria
TiLOOP Tape The titanised TiLOOP® vaginal tape mesh 6000524 If you have your sticker you pfm medical Medical Specialties 97288 Yes
TiLOOP Two implants are used to treat female stress will find it written next to titanium GmbH. Australasia Pty Ltd. PO
incontinence. They are placed suburethrally and LOT. If you don’t then leave Sudwestpark 42, Box 764,
free of tension. Any retropubic/retrosympheseal blank. Nurnberg, 90449 WILLOUGHBY, NSW,
(TVT) and transobturator (TVT-0O) technique can Germany 2068

be applied. Removed from register 12/08/2015

Australia




Basic device information for reporting medical device incidents to the TGA. Last updated 16/02/2018.

Thank you to Carmen for providing this guide.

*Note that the adverse incidence form also requests a serial number and a batch number for the device. However, these are not available to
us as consumers and you don’t need to fill in those spaces*

Brand/Trade Device Description Device Lot Number Manufacturers Suppliers Details (also | ARTG ID# Is the Common
Name (I tool these from the ARTG listing under Model Name/Address known as Sponsor in (not needed device names used for
(asin the ‘intended purpose’. You can use to fill in the ARTG) on incident provided | this device
ARTG) “Device Description”) report, but it sterile
(If the device is now deregistered | have noted helps TGA if
below. In that case you can simply write “for you add it in
repair of prolapse, OR, for treatment of urinary the free text
incontinence” as you think. field)
TiLOOP Total 4 | The TiLOOP® Total 4 Transvaginal 4-Arm Mesh is 6000711 If you have your sticker you pfm medical Medical Specialties 97288 Yes
suitable for both anterior (cystocele, vaginal will find it written next to titanium GmbH. Australasia Pty Ltd. PO
prolaps) and posterior defects (enterocele, LOT. If you don’t then leave Sudwestpark 42, Box 764,
rectocele). Removed from register 12/08/2015 blank. Nurnberg, 90449 WILLOUGHBY, NSW,
Germany 2068
Australia
TiLOOP Total 6 | The TiLOOP® Total 6 Transvaginal 6-Arm Mesh is 6000712 If you have your sticker you pfm medical Medical Specialties 97288 Yes
suitable for both anterior (cystocele, vaginal (small) or | will find it written next to titanium GmbH. Australasia Pty Ltd. PO
prolaps) and posterior defects (enterocele, 6000724 LOT. If you don’t then leave Sudwestpark 42, Box 764,
rectocele). Removed from register 12/08/2015 (medium blank. Nurnberg, 90449 WILLOUGHBY, NSW,
) Germany 2068
Australia
TiLOOP Fix The TiLOOP® Fix mesh implant is used to correct 6000521 If you have your sticker you pfm medical Medical Specialties 97288 Yes
the position of the vaginal stump in defect- (light) or will find it written next to titanium GmbH. Australasia Pty Ltd. PO
specific pelvic floor reconstruction. Removed 6000522 LOT. If you don’t then leave Sudwestpark 42, Box 764,
from register 12/08/2015 (strong) blank. Nurnberg, 90449 WILLOUGHBY, NSW,
Germany 2068
Australia
TiLOOP Mesh The TiLOOP® Mesh implant is used for the 6000472, | If you have your sticker you pfm medical Medical Specialties 97288 Yes
surgical treatment of multiple individual defects 6000473, | will find it written next to titanium GmbH. Australasia Pty Ltd. PO
in defect-specific pelvic floor reconstruction. 6000486, LOT. If you don’t then leave Sudwestpark 42, Box 764,
Removed from register 12/08/2015 or blank. Nurnberg, 90449 WILLOUGHBY, NSW,
6000487 Germany 2068
Australia
TiLOOP Clip The TiLOOP® Clip mesh implant is used for 6000478 If you have your sticker you pfm medical Medical Specialties 97288 Yes
colposacropexy in cases of vaginal prolapse. will find it written next to titanium GmbH. Australasia Pty Ltd. PO
Thanks to its outstanding biocompatibility, it LOT. If you don’t then leave Sudwestpark 42, Box 764,
enables better quality of life and shorter blank. Nurnberg, 90449 WILLOUGHBY, NSW,
convalescence. Removed from register Germany 2068
12/08/2015 Australia




