Jennie - please confinm whether Biomedical Engineering will be taking over the responsibility for detaching and
reinstalling the neurosuite table. Please also confirm support for the following.

Adrian - please advise me how you expect the B&1 staff costs to be managed.

Horst - would you please make your expertise available for tomorrow evening from 18:00 fo reattach the neura table,
or at least hand over the kit and documentation to me if either you are unavailable or it is agreed that BME wili be
looking after this from now on. | think that I'd appreciate you being around/on-the-phone never-the-less.

James - | believe that you're on-call Tuesday evening, so please assist or lead the reinstaliation of the table or pass
this information onto the persen who is on-call and is capable of reinstaliing the table or providing assistance to Horst.

Rhona - please provide access to the neurosuite after the last case on Tuesday as well as arrange for an End Of Day
Check after the table has been reinstalled. | don't know who does the End Of Day Check, so please let me know who
that is so that | can let that person know when we're finished. Please also let me know what lock up procedure you
want me fo follow if | need to be the last person to leave if | cannot leave the neurosuite theatrs to the person doing
the End Of Day Check.

Camercn - please confirm that the MRI imaging system will be tested on Wednesday morning prior to clinical use.
Please also confirm that, as the MRI Safety Officer, you're satisfied with what we're doing.

There are two items left - access to a Wardsman and access to a trades person to assist with the instaliation. f you {
organised this in the past, then please do so again and let me know. | think that we will not need the trades person if
we have Horst and James (or the on-call BME} working together on this with assistance from a Wardsman.

¥l be there for the entire process and will ensure handover to the person doing the End Of Day Check as well as
centacting Rhona by SMS and Cameron via e-mazil on completion.

I believe that we'li be finished with the reinstailation within two hours of being given the theatre, inctuding the End Of
Day Check. Please correct my estimate if you belisve | am wrong.

Pleasge call me on 6244 2256 if you have any queries. This number reaches me 24/7.
Cheers,

Sean

Sean Geoghegan, PhD

Chief Medical Physicist ~ACT Health ~ ACT Australia

p: 61 2 6244 2256 f: +6126244 2276 m:

Care ------ Excellence ------ Collaboration ------ Integrity 1\

From: Geoghegan, Sean

Sent: Monday, 8 August 2011 21:42

To: Baker, Jennie

Cc: Cotterill, James; Kirchner, Horst; JasonSmith, Rhona; Thorburn, Philfip; Robertson, Cameron
Subject: RE: The Neuro Theatre Table

Hi Jennie,
sorry fo take s long to get back to you.

I believe that it is safe to return the table to use on condition that the SOPs shown to us this morning by Rhona are
followed by the Neurosuite staff. These SOPs cover testing that the room is clear of mobile magnetisable ohjects
{covered in their End Of Day Check SOP) and determining that the image quality is clinically sufficient. | caught up
with Cameron Robertson after our meeting this morning and he confirmed that they conduct image quality tests on the
MRI before use.



McClymont, Geoff

From: Van Lith, Martin

Sent: Tuesday, 9 August 2011 2:16 PM

To: Thorburn, Phillip; Geoghegan, Sean; JasonSmith, Rhona; Kirchner, Horst, Cotterill,
James; Swain, Rob

Cc: Baker, Jennie

Subject: Interchange of IMRIS Operating Room Table in the MRI Neurosuite at TCH - Risk
management plan

Attachments: Risk Plan 090811.doex

Hello

On Monday we met to discuss the interchange of the IMRIS Operating Room Table in the MRI Neurosuite at TCH.

Our task is to develop a risk management plan and identify any risks associated with the frequent removal and re-instaliation
of IMRIS Operating Room Table in the MRI Neurosuite at TCH

You raised many risks and issues before and during the meeting that are in the risk management plan. Attached isa
DRAFT Risk Management Plan for your comment.

Please return your comments and updates to me on the attached in colour or track changes by COB Wednesday 10
August 2011.

Kind regards

Martin Van Lith

_ Coordinator, Accreditation and Risk Management, Systems & Reporting
' GMEE Business and Infrastructure"— committed to timely, responsive and
Heam chent -focused services
h: (02) 6205 0594 Email: mailto:Martin.Vanlith@act.gov.au
Care Excellence  Colloboration  Integrity
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McClymont, Geoff

From: Geoghegan, Sean

Sent: Monday, 26 March 2012 4:46 PM
To: McClymont, Geoff

Subject: iMRI FOI - FW: Neuro Theatre Table

From: Baker, Jennie
Sent: Tuesday, 9 August 2011 2:31 PM
To: Scott, Adrian

Cc: Geoghegan, Sean; Thorburn, Phillip
Subject: Neuro Theatre Table

Hi Adrian,
As directed, this afternoon the BME team will and Horst will reinstall the neuro theatre tahble.

After this installation under the supervision of Horst, the BME staff will take over responsibility for the instalfation of
the table.

The BME staff retain concerns about responsibility for these actions should there be any resultant injury to staff or
patients from the utilisation of this system being used in a manner for which it was not intended and the fact that
they could be construed to be the “manufacturer”.

| have explained that you have undertaken a risk assessment and sought advice about the risks inherent in the
process and have requested them to proceed. They are proceeding on the understanding that the responsibility and
accountability for this move remains with you.

Regards.

Jennie
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McClymont, Geoff

From: Geoghegan, Sean

Sent: Monday, 26 March 2012 4:57 PM

To: McClymont, Geoff

Subject: iMRI FOI - FW: The Neuro Theatre Table

From: Kirchner, Horst

Sent: Tuesday, 9 August 2011 4:04 PM
To: Geoghegan, Sean; JasonSmith, Rhona; Cotterill, James; Baker, Jennie; Scott, Adrian; Robertson, Cameron;
Sommariva, Maurice

Cc: Van Lith, Martin; Thorburn, Phillip; Swain, Rob
Subject: RE: The Neuro Theatre Table

Thank you all, see you then

cheers

Horst Kivchmer
Jusiness & Infrastructure
Strategic Support

Bldg. 6, L3, TCH

6205

mob
Business & Infrastructure — committed fo timely, responsive and client-focused services

© Mealth

From: Geoghegan, Sean

Sent: Tuesday, 9 August 2011 4:03 PM

To: Kirchner, Horst; JasonSmith, Rhona; Cotterill, James; Baker, Jennie; Scott, Adrian; Robertson, Cameron;
Sommariva, Maurice

Cc: Van Lith, Martin; Thorburn, Phillip; Swain, Rob

Subject: RE: The Neuro Theatre Table

Hi all,

As just confirmed with Rhona and Horst, Horst together with James and Maurice from Biomedical Engineering and
myself from Medical Physics will conduct the table installation at 6:00 tomorrow morning.

Cheers,

Sean
Sean Geoghegan
Chief Medical Physicist Medical Physics and Medical Technclogy Systems
Phone: 6244 2255 | Mobile: | F2x 624 3819 | Email: sean.geoghegan@act gov.au

Nt Business & Infrastructure — committed to timely, responsive and client-focused services
Care Excellence Collaboration Integrity

From: Kirchner, Horst

Sent: Tuesday, 9 August 2011 1:27 PM
To: Geoghegan, Sean; JasonSmith, Rhona; Cotterill, James; Baker, Jennie; Scott, Adrian; Robertson, Cameron




o~

Cc: Van Lith, Martin
Subject: RE: The Neuro Theatre Table

Sean,

| would prefer to come in early tomorrow (6am or so!) to assist in the bed install.
(I have an engagement most Tuesday evenings)

Unless the theatre is free around 3pm today. (Rhona will let me know)

cheers

Horst Kirchner
Business & Infrastructure
Strategic Support

Bldg. 6, L3, TCH
62050363

mob
Business & Infrastructure— committed to timely, responsive and client-focused services

From: Geoghegan, Sean
Sent: Monday, 8 August 2011 10:17 PM

To: Kirchner, Horst; JasonSmith, Rhona; Cotterill, James; Baker, Jennie; Scott, Adrian; Robertson, Cameron
Subject: FW: The Neurc Theatre Table

Hi Jennie, Adrian, Horst, James, Rhona and Cameron,

with regard to the reinstallation of the neurosuite table on the evening of Tuesday 9 August in preparation for a case
on the following Wednesday morning:

Jennie - please confirm whether Biomedical Engineering will be taking over the responsibiiity for detaching and
reinstalling the neurosuite table. Please also confirm support for the following.

Adrian - please advise me how you expect the B&I staff costs to be managed.

.worst - would you please make your expertise available for tamorrow evening from 18:00 to reattach the neuro table,
or at least hand over the kit and documentation to me if either you are unavailable or it is agreed that BME will be
looking after this from now on. | think that I'd appreciate you being around/on-the-phone never-the-less.

James - | believe that you're on-call Tuesday evening, so please assist or lead the reinstallation of the table or pass
this information onto the person who is on-call and is capable of reinstalling the table or providing assistance to Horst.

Rhona - please provide access to the neurosuite after the last case on Tuesday as weli as arrange for an End Of Day
Check after the table has been reinstalled. | don't know who does the End Of Day Check, so please let me know who
that is so that | can let that person know when we're finished. Please also let me know what lock up procedure you
want me to follow if | need to be the last person to leave if | cannot leave the neurosuite theatre {o the person doing
the End Of Day Check.

Cameron - please confirm that the MRI imaging system will be tested on Wednesday morning prior to clinical use.
Please also confirm that, as the MRI Safety Officer, you're satisfied with what we're doing.

There are two items left - access to a Wardsman and access {0 a trades person to assist with the installation. If you
organised this in the past, then please do so again and let me know. | think that we will not need the trades person if
we have Horst and James (or the on-cail BME) working together on this with assistance from a Wardsman.
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I'll be there for the entire process and will ensure handover to the person doing the End Of Day Check as well as
contacting Rhona by SMS and Cameron via e-mail on completion.

I believe that we'll be finished with the reinstallation within two hours of being given the theatre, including the End Of
Day Check. Please correct my estimate if you believe | am wrong.

Please call me on 6244 2256 if you have any queries. This number reaches me 24/7.
Cheers,

Sean

Sean Geoghegan, PhD

Chief Medical Physicist ~ ACT Health ~ ACT Australia
p: +61 262442256 f:+61 262442276 m:

Care wewe-- Excellence ------ Collaboration ---—- Integrity

From: Gecghegan, Sean
Sent: Monday, 8 August 2011 21:42
T0: Baker, Jennie

- Cc: Cotterill, James; Kirchner, Horst; JasonSmith, Rhona; Thorburn, Phillip; Robertson, Cameron
Subject: RE: The Neuroc Theatre Table

Hi Jennie,
sorry to take so long to get back to you.

I believe that it is safe to return the table to use on condition that the SOPs shown to us this morning by Rhona are
followed by the Neurosuite staff. These SOPs cover testing that the room is clear of mobile magnetisable objects
(covered in their End Of Day Check SOP) and determining that the image quality is clinically sufficient. | caught up
with Cameron Roberison after our meeting this morning and he confirmed that they conduct image quality tests on the
MRI before use.

The single highest likelihood risk is the risk that the hydraulics will fail. This will eventually happen with work

hardening and fatigue of the steel hydraulic connecting tubes at the base of the table stand that protrude from the

floor. We probably have many cycles of detachment and reattachment before failure occurs. | believe that a practical

alternative to repeatedly detaching and reattaching the hydraulics with the current configuration can be devised in the

short to medium term - this will be addressed as part of our risk assessment being developed between Martin Van
ith, Rob Swain, Phil Thorburn and myself.

Tomorrow, the MRI neuro table will need to be reinstalled for a case from 8:00 on Wednesday morning. We'll get the
theatre after the last case of the day at approximately 18:00 on Tuesday. We'll need to arrange staff to install the
table, and check the installation. I'li liaise with James, Horst and Rhona to make it happen.

I have a full day of meetings tomorrow, but will keep and eye on my e-mails and make sure that we have all arranged
before 18:00 tomorrow.

Cheers,
Sean
Sean Geoghegan, PhiD

Chief Medical Physicist  ACT Health  ACT Australia
p: +61 2 6244 2256 £ 461262442276 m:
Care ------ Excellence ----— Collaboration ------ Integrity

From: Geoghegan, Sean
Sent: Monday, 8 August 2011 09:46



To: Baker, Jennie; Thorburn, Phillip
Subject: RE: The Neuro Theatre Table

Hi Jennie,
I'll provide you with an opinion after our meeting with Rhona this morning at 10:00.
Cheers,

Sean
Sean Geoghegan

Chief Medical Physicist IMedical Physics and Idedi logy Systems
Phone: 6244 2256 | Mobile: Fax: 6244 3819 | Email: sean.geoghegan@act.gov.au

[ Business & Infrastructure — committed to timely, responsive and client-focused services
Care Excellence Collaboration Integrity

From: Baker, Jennie

Sent: Monday, 8 August 2011 9:44 AM
To: Geoghegan, Sean; Thorburn, Phillip
Subject: The Neuro Theatre Table

Hi Gentlemen,
Adrian has informed me that we will receive a request to reinstall the MRI table for a case on Wednesday.

In your professional opinions do you consider it safe for use as a MRI/Neuro table after installation by the Facilities/
BME team?

Jennie

Fermie Baker
BDirector Business Support
ACT Bealth

Phone 02 6244 3045

oot

sennie. baker@act.gob.au



McClymont, Geoff

From: Geoghegan, Sean

Sent: Monday, 26 March 2012 4.56 PM

To: McClymont, Geoff

Subject: iMRI FOI - FW: The Neurc Theatre Table

From:

Sent: Tuesday, 9 August 2011 4:13 PM
To: Geoghegan, Sean
Subject: RE: The Neuro Theatre Table

Great | see you tomorrow

From: Geoghegan, Sean

Sent: Tuesday, 9 August 2011 4:08 PM

To:

~c: Cotterill, James; Williams, Horace; Baker, Jennie; Hallberg, Erik
Subject: RE: The Neuro Theatre Table

I've just got to this now. As discussed between ourselves about 30 minutes ago, we’ll now be performing this task at
6:00 tomorrow morning with Horst and James. | understand that Horst will do the installation with assistance from

yourself.

| also have reservations with the procedure — Martin Van Lith, Rob Swain, Phil Thorburn and myself are undertaking
a risk analysis on removing and reinstalling the iMRI table which is due on Adrian Scott’s desk this Friday afternoon.

| believe that Jennie is chasing up the disclaimer from Adrian for us. | agree that your request for this is more than
reasonable.

Cheers,

2an
Sean Geoghegan
Chief Medical Physicist Medical Physics and Medical Technology Systems

Phone: 6244 2256 | Mobile: I -2 6244 3819 | Email: sean.geoghegan@act.gov.au

Business & Infrastructure — committed to timely, responsive and client-focused services
dence Collaboration Integrity

From: [

Sent: Tuesday, 9 August 2011 2:51 PM

To: Geoghegan, Sean

Cc: Cotterill, James; Williams, Horace; Baker, Jennie; Hallberg, Erik
Subject: RE: The Neuro Theatre Table

Hi Sean,
Could you please explain what my role will be this afternoon, as | haven’t been able to extract from the previous

emails what Biomedical Engineering/myself is supposed to be doing in this occasion. My understanding is that in
future, we are heing asked to carry out the actual reinstallation/removal of the theatre table?
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I am available this afternoon at 16:00 onwards as the on-call Biomedical Engineer. | have reservations as to actually
participate in the installing of the table since  believe that removing/instaliing is against manufacturers
recommendations, however | will attend to help clarify and learn about the procedure.

In future, the team members(Horace, James, Erik) and myself will perform this task, only after receiving an
appropriate disclaimer where the safety and technical issues that have been raised as probable liability become
fully the responsibility of those requesting this procedure, thus removing any fault from carrying out this procedure
as | feel that in the event of equipment malfunction the person carrying this installation/removal would be blamed.
I’'m sure that you can appreciate that it’s a reasonable request, that if something goes against the technical advice
you are offering then it should become that someone else’s responsibility to bear that risk.

Cheers

From: Geoghegan, Sean

Sent: Tuesday, 9 August 2011 1:23 PM

To: Kirchner, Horst; Sommariva, Maurice

“c: Baker, Jennie; Thorburn, Phillip; Cotterill, James
Subject: FW: The Neuro Theatre Table

Hi Horst and_

It looks like we’li be on from 16:00 for the iMRI table move this afternoon. Are you able to make it then?
Cheers,

Sean

Sean Geoghegan

Chief Medical Physicist Medical Physics and Medical Technology Systems
Phone: 6244 2256 | Mobile:_ Fax: 6244 3819 | Email: sean.geoghegan@act.qov.au i

Business & Infrastructure — committed to timely, responsive and client-focused services
sie Collaboration Integrity

Care &

From: JasocnSmith, Rhona

.ant: Tuesday, 9 August 2011 12:53 PM
To: Geoghegan, Sean
Subject: RE: The Neuro Theatre Table

Hi Sean

As per our phone conversation, | am anticipating that we will be able to have access to the Neuro Suite from around
4pm and | will phone you if that time alters. | have planned for an In-between clean to be undertaken at the end of the
2™ case so that the environment will be safe for you and your colleagues to work in. Once you have completed the
installation of the table an End-of-Day clean will be undertaken and all the associated checks carried out as per the
SOPs. Angela Goodridge is the Patient Flow CNC in-charge of the unit this evening and she is the person t¢ contact
when the works have been completed. You will not be required to ‘lock up’ after you finish, as there wilf still be a body
of clinical re-stocking and setting up to be completed by the nursing staff in preparation for the next day.

Thank you

Rhona

Rhena JasonSmith
Assistant Director of Nursing Perioperative Services
The Canberra Hospital



ph (02) 62443051
fx (020 6244 3348

Care Excellence Collaboration Integrity

From: Geoghegan, Sean

Sent: Monday, 8 August 2011 10:17 PM

To: Kirchner, Horst; JasonSmith, Rhona; Cotterill, James; Baker, Jennie; Scott, Adrian; Robertson, Cameron
Subject: FW: The Neuro Theatre Table

Hi Jennie, Adrian, Horst, James, Rhona and Cameron,

with regard to the reinstallation of the neurosuite table on the evening of Tuesday 9 August in preparation for a case
on the following Wednesday morning:

Jennie - please confirm whether Biomedical Engineering will be taking over the responsibility for detaching and
reinstalling the neurosuite table. Please also confirm support for the following.

Adrian - please advise me how you expect the B&I staff costs to be managed.

Horst - would you please make your expertise available for tomorrow evening from 18:00 to reattach the neuro table,
Jr at least hand over the kit and documentation to me if either you are unavailable or it is agreed that BME will be
looking after this from now on. | think that I'd appreciate you being around/on-the-phone never-the-less.

James - beligve that you're on-call Tuesday evening, so please assist or lead the reinstallation of the table or pass
this information onto the person who is on-call and is capable of reinstalling the table or providing assistance to Horst.

Rhona - please provide access to the neurosuite after the last case on Tuesday as well as arrange for an End Of Day
Check after the table has been reinstalled. | don't know who does the End Of Day Check, so please let me know who
that is so that | can let that person know when we're finished. Please also let me know what fock up procedure you
want me to follow if | need to be the last person to leave if | cannot leave the neurosuite theatre to the person doing
the End Of Day Check.

Cameron - please confirm that the MRI imaging system will be tested on Wednesday morning prior to clinical use.
Please also confirm that, as the MRI Safety Cfficer, you're satisfied with what we're doing.

There are two items left - access to a Wardsman and access to a trades person to assist with the installation. if you
organised this in the past, then please do so again and let me know. | think that we will not need the trades person if
we have Horst and James (or the on-call BME) working together on this with assistance from a Wardsman.

vl be there for the entire process and will ensure handover to the person doing the End Of Day Check as well as
contacting Rhona by SMS and Cameron via e-mail on completion.

I believe that we'll be finished with the reinstallation within two hours of being given the theatre, including the End Of
Day Check. Please correct my estimate if you believe | am wrong.

Please call me on 6244 2256 if you have any queries. This number reaches me 24/7.
Cheers,

Sean

Sean Geoghegan, PhD

Chief Medical Physicist ~ ACT Health ~ ACT Australia
p: +612 62442256 f +612 62442276 m:

Care ------ Excellence ------ Collaboration ------ Integrity




From: Geoghegan, Sean

Sent: Monday, 8 August 2011 21:42

To: Baker, Jennie

Cc: Cotterill, James; Kirchner, Horst; JasonSmith, Rhona; Thorburn, Phillip; Robertson, Cameron
Subject: RE: The Neuro Theatre Table

Hi Jennie,
sorry to take so long to get back to you.

| believe that it is safe to return the table to use on condition that the SOPs shown to us this morning by Rhona are
followed by the Neurosuite staff. These SOPs cover testing that the room is clear of mobile magnetisable objects
(covered in their End Cf Day Check SOP) and determining that the image quality is clinically sufficient. | caught up
with Cameron Robertson after our meeting this morning and he confirmed that they conduct image quality tests on the
MRI before use.

The single highest likelihood risk is the risk that the hydraulics will fail. This will eventuaily happen with work
hardening and fatigue of the steel hydraulic connecting tubes at the base of the table stand that protrude from the
floor. We probably have many cycles of detachment and reattachment before failure occurs. | believe that a practical
alternative to repeatedly detaching and reattaching the hydraulics with the current configuration can be devised in the
short to medium term - this will be addressed as part of our risk assessment being developed between Martin Van
Lith, Rob Swain, Phil Thorburn and myself.

Tomorrow, the MRI neuro table will need to be reinstalled for a case from 8:00 on Wednesday morning. We'll get the
theatre after the last case of the day at approximately 18:00 on Tuesday. We'll need to arrange staff to install the
table, and check the installation. I'll liaise with James, Horst and Rhona to make it happen.

| have a full day of meetings tomorrow, but will keep and eye on my e-mails and make sure that we have all arranged
before 18:00 tomorrow.

Cheers,

Sean

Sean Geoghegan, PhD
Chief Medical Physicist ~ ACT Health ~ ACT Australia

p: +612 62442256 +612 62442276 m: || KKK

Care ------ Excellence ~~-~-- Collaboration -=---- Integrity

rom: Geoghegan, Sean

Sent: Monday, 8 August 2011 09:46
To: Baker, Jennie; Thorburn, Phillip
Subject: RE: The Neuro Theatre Table

Hi Jennie,
I’ll provide you with an opinion after our meeting with Rhona this morning at 10:00.
Cheers,

Sean

Sean Geoghegan
Chief Medical Physicist Medical Physics and Medical Technology Systems

Phone: 6244 2256 | Mobile Jj I 2 6244 3819 | Email: sean.geoghegan@act gov.au
T

Care i

Business & Infrastructure — committed to timely, responsive and client-focused services
ace Coliaboration  Integrity
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From: Baker, Jennie

Sent: Monday, 8 August 2011 9:44 AM
To: Geoghegan, Sean; Thorburn, Phillip
Subject: The Neuro Theatre Table

Hi Gentlemen,
Adrian has informed me that we will receive a request to reinstall the MRI table for a case on Wednesday.

In your professional opinions do you consider it safe for use as a MRI/Neuro table after installation by the Facilities/
BME team?

Jennie

Fennie Waker
Birector Wusginess Support
LT BHealth

Phone 02 6244 3045

obile I

jennie. baker(@uazt. gob.au



Folio 480 - 481

Exempt under Section 36 of the Freedom of Information Act



McClymont, Geoff

From: Geoghegan, Sean

Sent: Monday, 26 March 2012 4:56 PM

To: McClymont, Geoff

Subject: iIMRI FOI - FW: The Neuro Theatre Table

Attachments: IMRIS REMOVAL OF BED 080711.doc; Material list for [mris Table.docx; Procedure for

removing the IMRIS OR Table at Canberra Hospital.pdf; Tool Kit for IMRIS removal.doc

From: Kirchner, Horst

Sent: Wednesday, 10 August 2011 10:30 AM
To: Geoghegan, Sean

Subject: RE: The Neuro Theatre Table

Sean, for your records

Hovst Kirchnesr
Business & Infrastructure
Strategic Support

3ldg. 6, L3, TCH
62050363

mob.
Business & infrastructure — committed to imely, responsive and client-focused services

From: Geoghegan, Sean

Sent: Tuesday, 9 August 2011 4:03 PM

To: Kirchner, Horst; JasonSmith, Rhona; Cotterill, James; Baker, Jennie; Scott, Adrian; Robertson, Cameron;
Sommariva, Maurice

Cc: Van Lith, Martin; Thorburn, Phillip; Swain, Rob

Subject: RE: The Neuro Theatre Table

Hi all,

As just confirmed with Rhona and Horst, Horst together with James and Maurice from Biomedical Engineering and
myself from Medical Physics will conduct the table installation at 6:00 tomorrow morning.

Cheers,

Sean
Sean Geoghegan
Chief Medical Physicist Medical Physics and Medical Technology Systems
Phone: 6244 2256 | Mobile {j I 72x: 6244 3818 | Email: sean.geoghegan@act.gov.au

Business & Infrasfructure — committed to timely, responsive and client-focused services

Care * = Collaboration Infegrity

From: Kirchner, Horst

Sent: Tuesday, 9 August 2011 1:27 PM

To: Geoghegan, Sean; JasonSmith, Rhona; Cotterill, James; Baker, Jennie; Scott, Adrian; Robertson, Cameron
Cc: Van Lith, Martin

Subject: RE: The Neuro Theatre Table



Sean,

I would prefer to come in early tomorrow (6am or sa!) to assist in the bed install.
(I have an engagement most Tuesday evenings}

. Unless the theatre is free around 3pm today. (Rhona will let me know)

cheers

Horst Kivchner
Business & Infrastructure
Strategic Support

Bidg. 6, L3, TCH
62050363

mob.
Business & Infrastructure — committed to timely, responsive and client-focused services
Care Excelflence Collaboration Integrity

Heplth’

From: Geoghegan, Sean

Sent: Monday, 8 August 2011 10:17 PM

To: Kirchner, Horst; JasonSmith, Rhona; Cotterill, James; Baker, Jennie; Scott, Adrian; Robertson, Cameron
Subject: FW: The Neuro Theatre Table

Hi Jennie, Adrian, Horst, James, Rhona and Cameron,

with regard to the reinstallation of the neurosuite table on the evening of Tuesday 9 August in preparation for a case
on the following Wednesday morning:

Jennie - please confirm whether Biomedical Engineering will be taking over the responsibility for detaching and
reinstalling the neurosuite table. Please also confirm support for the following.

Adrian - please advise me how you expect the B&! staff costs to be managed.

Horst - woulld you please make your expertise available for tomorrow evening from 18:00 to reattach the neuro table,
or at least hand over the kit and documentation to me if either you are unavailable or it is agreed that BME will be
looking after this from now on. | think that I'd appreciate you being around/on-the-phone never-the-less.

James - | believe that you're on-call Tuesday evening, so please assist or lead the reinstallation of the table or pass
this information onto the person who is on-call and is capable of reinstalling the table or providing assistance to Horst.

Rhona - please provide access to the neurasuite after the last case on Tuesday as well as arrange for an End Of Day
Check after the table has been reinstalled. 1 don't know who does the End Of Day Check, so please let me know who
that is so that | can let that person know when we're finished. Please also let me know what lock up procedure you
want me to follow if | need to be the last person to leave if | cannot leave the neurosuite theatre to the person doing
the End Of Day Check.

Cameron - please confirm that the MRI imaging system will be tested on Wednesday morning prior to clinical use.
Please also confirm that, as the MRI Safety Officer, you're satisfied with what we're doing.

There are two items left - access to a Wardsman and access to a trades person to assist with the installation. If you
organised this in the past, then please do so again and let me know. | think that we will not need the trades person if
we have Horst and James (or the on-call BME) working together on this with assistance from a Wardsman.

F'll be there for the entire process and will ensure handover to the person doing the End Of Day Check as well as
contacting Rhona by SMS and Cameron via e-mail on completion.



| believe that we'll be finished with the reinstallation within two hours of being given the theatre, including the End Of
Day Check. Please correct my estimate if you believe | am wrong.

Please call me on 6244 2256 if you have any queries. This number reaches me 24/7.
Cheers,

Sean

Sean Geoghegan, PhD

Chief Medical Physicist ~ ACT Health  ACT Australia
p: +61 2 6244 2256 f: +61 262442276 m:

Care ~—~n- Excellence ------ Collaboration =-=--- Integrity

From: Geoghegan, Sean

Sent: Monday, 8 August 2011 21:42

To: Baker, Jennie

Cc: Cotterill, James; Kirchner, Horst; JasonSmith, Rhona; Thorburn, Phillip; Robertson, Cameron
Subject: RE: The Neuro Theatre Table

di Jennie,
sorry to take so long to get back to you.

| believe that it is safe to return the table to use on condition that the SOPs shown to us this morning by Rhona are
followed by the Neurosuite staff. These SOPs cover testing that the room is clear of mobile magnetisable objects
(covered in their End Of Day Check SOP) and determining that the image quality is clinically sufficient. | caught up
with Cameron Robertson after our meeting this morning and he confirmed that they conduct image quality tests on the
MRI before use.

The single highest likelihood risk is the risk that the hydraulics will fail. This will eventually happen with work
hardening and fatigue of the steel hydraulic connecting tubes at the base of the table stand that protrude from the
floor. We probably have many cycles of detachment and reattachment before failure occurs. 1 believe that a practical
alternative to repeatedly detaching and reattaching the hydraulics with the current configuration can be devised in the
short to medium term - this will be addressed as part of our risk assessment being developed between Martin Van
Lith, Rob Swain, Phil Thorburn and myself.

Tomorrow, the MRI neuro table will need to be reinstalted for a case from 8:00 on Wednesday morning. We'll get the
*heatre after the last case of the day at approximately 18:00 on Tuesday. We'll need to arrange staff to install the
.able, and check the installation. I'll liaise with James, Horst and Rhona to make it happen.

| have a full day of meetings tomorrow, but will keep and eye on my e-mails and make sure that we have all arranged
before 18:00 tomorrow.

Cheers,

Sean

Sean Geoghegan, PhD

Chief Medical Physicist ~ ACT Health ~ ACT Australia
P +61 2 6244 2256 1 +61 2 6244 2276 m:

Care ------ Excellence ~----- Collaboration ------ Integrity

From: Geoghegan, Sean

Sent: Monday, 8 August 2011 09:46
To: Baker, Jennie; Thorburn, Phillip
Subject: RE: The Neuro Theatre Table



Hi Jennie,
U'll provide you with an opinion after our meeting with Rhona this morning at 10:00.
Cheers,

Sean
Sean Geoghegan

Chief Medical Physicist Medical Physics and ' logy Systems
Phone: 6244 2256 | Mobile: Fax: 6244 3819 | Email: sean.geoghegan@act.gov.au
E

Care Exue

Business & Infrastructure — committed to timely, responsive and client-focused services
«ce Collaboration Integrity

From: Baker, Jennie

Sent: Monday, 8 August 2011 9:44 AM
To: Geoghegan, Sean; Thorburn, Phillip
Subject: The Neuro Theatre Table

Hi Gentlemen,

Adrian has informed me that we will receive a request to reinstall the MRI table for a case on Wednesday.

In your professional opinions do you consider it safe for use as a MRI/Neuro table after installation by the Facilities/

BME team?

Jennie

Fennie Baker

Mirector Wusginess Support
ACT Bealth

Phone 02 6244 3045
lobile

jernie haker@act.gob.au
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‘I::I Perioperative Services

(Semde™ N Yamba Drive, Garran ACT 2605
CANBERRA PO Box 11 Woden ACT 2606
HOSPITAL Phone: (02) 6244 2765 Fax: (02) 6244 3348
Website: www.health.act.gov.au

ABN: 82 049 056 234
e

o NOTES

IMRIS Removal of Bed Run-through
08 July 2011

[ A division of ACT Heslth |

Present: ©Rhena JasonSmith, Elina Black, Cameron Robertson, Shane Guy, Bobby Tasic, Phillipa
Keating, Horst Kirchner — Keith & John, Ben Lollback, Rochelle Woolf

Apologies: Rhonda Hosking, Wendy Beckingham, Steve Saker

Minutes: Elina Black

1. Process as per instructions
¢ IMRIS bed is brought out via a dedicated manual trolley to OR14
« Imris has supplied stainless steel caps that will not interfere with scans
2. Issues Arising
+ Washers need to be put on — what type of material are they made out of? — (rubber/metal?)
+ Trolley is a little hard to manoeuvre to get into perfect position over bolts
+ No vision around trolley
+ Who will be responsible for removing and reattaching the bed?
¢ Where will the trolley be stored out side of the OR?
» ‘“Design Fault” — movement of bed at the base — replacement part is coming (Horst)
+ Possible thread damage to bolts — be mindful when re attaching bolts

3. Recommendations
* Tools for IMRIS Bed Kit
» Correct size spanner
» Hammer
» Alan Keys
» File for thread on bolts

* Line-marking to the floor — similar to the black & cold strips on the trolley will help with alignment
over bolts

» Plastic caps/tubing to be placed over bolts to prevent damage

+ Rubber casing to be removed from floor & attached to base of bed instead (éasier to adjust
trolley over bolis)

* One person to ensure all hands are clear before lowering bed

4. SOP/SWP
¢ Crush Injury Prevention — SWP/SOP
e BioMedical Tech, Electrician & Fitter require training when the Imris table is being installed

Canbetra Hospital - a teaching hospital of The Australian National University Medical School Page 1 of 1



McClymont, Geoff

From: Geoghegan, Sean

Sent: Monday, 26 March 2012 4:56 PM

To: McClymont, Geoff

Subject: iMRI FOI - FW: The Neuro Theatre Table
Attachments: Refitting Imris Operating Table.doc

From: Kirchner, Horst

Sent: Wednesday, 10 August 2011 10:40 AM
To: Geoghegan, Sean

Subject: RE: The Neuro Theatre Table

Sean, more docs relevant to IMRIS table, to much for 1 email. And two emails form IMRIS,

Lindley, thanks for the update.

Horst Kivchner

Business & Infrastructure
‘trategic Support

Bldg. 6, L3, TCH

62050363

Sent: Thursday, une 2011 10:36 PM

To: Kirchner, Horst
Subject: RE:

Horst:

We are in the process of releasing a Field Change Order to replace the entire locking mechanism for that table with a
new design as we have found that it goes out of adjustment too easily and is too difficult to lock. The parts are going
into production next week, so | will soon have a date for the delivery of the parts to my group for implementation.
The updates will be scheduled with each customer once | have the delivery dates for the parts.

Best Reiards‘

From: Kirchner, Horst [mailto:Horst.Kirchner@act.gov.au]
Sent: June-22-11 9:59 PM

To:
Subject:

e are taking the table of the floor today, | noticed that the locking pin (picture) was quite loose, this does
not seem right, as the table moves when locked?.

cheers
Horst Kivchwmer
Hi Horst:

The IMRIS bed can be lifted by the rails, however a locking device needs to be installed first to prevent damage to
the hydraulic system. The lock is easy to install and consists of 3 parts. Two parts that hold the lifting pedestal in the
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lowest position, and the third that locks the rotation of the table. We are shipping those parts to you by courier
today attention to Cameron Robertson at the hospital (see attached FedEx detail).

Attached is the procedure for removal of the OR Table.

There are calibration steps that must be followed when the table is reinstalled. This is necessary to ensure the
alignment of the table with the magnet, and to ensure that all of the air is bled from the system. IMRIS will be
required to return to the site at the time of reinstallation to ensure that the system meets all requirements. Please
also note that the table is not designed for repeated removal and reinstallation, and if this is done more than once,
it could result in problems with seizing of the fasteners, or hydraulic leaks requiring replacement of some hydraulic
fittings.

On additional and VERY IMPORTANT step that must be taken if the OR Table is going to be removed. The control for
the large sliding doors must be locked and the key removed and locked away somewhere safe to prevent anyone
from moving the magnet into the OR. If someone was to bring the magnet into the OR with the wrong OR Table
installed the OR table could be sucked into the magnet. The control panel has a key switch on it for locking the
doors.

Much of our preventive maintenance routine relies on interaction between the system and the OR Table so without
the table installed, we will be unable to fully complete the PM procedures.

Finally, please note that IMRIS will not assume any liability for issues related to safety or functionality in the OR as
specifically related to the environment created through the removal or our OR Table.
Should you have any further questions or concerns, please feel free to contact me as per below.

Best Regards,

m
Sent: -29-11 10:40 PM
To:

Subject: Fw: IMRIS bed
Hi
Another query from Canberra.

eiardsl

From: Kirchner, Horst [mailto:Horst.Kirchner@act.gov.au]
Sent: Sunday, May 29, 2011 08:21 PM

-I forgot to ask,

If we lift the bed can we lift at the table side rails, or should we try to clamp the column.
We do want to lift the unit as one piece.
regards

Horst Kivchmer
Business & Infrastructure
Strategic Support

Bldg. 6, L3, TCH
62050363

mob



Horst Kavchmner
Business & Infrastructure
Strategic Support

Bldg. 6, L3, TCH
62050363

mob
Business & Infrastructure — committed to timely, responsive and client-focused services
Care Excellence Collaboration Integrity
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From: Geoghegan, Sean

Sent: Tuesday, 9 August 2011 4:03 PM

To: Kirchner, Horst; JasonSmith, Rhona; Cotterill, James; Baker, Jennie; Scott, Adrian; Robertson, Cameron;
Sommariva, Maurice

Cc: Van Lith, Martin; Thorburn, Phillip; Swain, Rob

subject: RE: The Neuro Theatre Table

Hi all,

As just confirmed with Rhona and Horst, Horst together with James and Maurice from Biomedical Engineering and
myself from Medical Physics will conduct the table installation at 6:00 tomorrow morning.

Cheers,

Sean
Sean Geoghegan
Chief Medical Physicist Medical Physics and Medical Technology Systems
Phone: 6244 2256 | Mobile: | F2x 6244 3819 | Email: sean.geoghegan@act.gov.au

\’:_« Gowmpant . . . . . .
e Business & Infrastructure — committed to timely, responsive and client-focused services
Care Excelience Collaboration Integrity

rom: Kirchner, Horst
Sent: Tuesday, 9 August 2011 1:27 PM
To: Geoghegan, Sean; JasonSmith, Rhona; Cotterill, James; Baker, Jennie; Scott, Adrian; Robertson, Cameron
Cc: Van Lith, Martin
Subject: RE: The Neuro Theatre Table

Sean,

| would prefer to come in early tomorrow (6am or so!) to assist in the bed install.
(I have an engagement most Tuesday evenings)

Unless the theatre is free around 3pm today. (Rhona will let me know)

cheers

Horst Kirchmer
Business & Infrastructure
Strategic Support

Bldg. 6, L3, TCH
62050363
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From: Geoghegan, Sean

Sent: Monday, 8 August 2011 10:17 PM

To: Kirchner, Horst; JasonSmith, Rhona; Cotterill, James; Baker, Jennie; Scott, Adrian; Robertson, Cameron
Subject: FW: The Neuro Theatre Table

Hi Jennie, Adrian, Horst, James, Rhona and Cameron,

with regard to the reinstallation of the neurosuite table on the evening of Tuesday 9 August in preparation for a case
on the following Wednesday morning:

Jennie - please confirm whether Biomedical Engineering will be taking over the responsibility for detaching and
reinstalling the neurosuite table. Please also confirm support for the following.

Adrian - please advise me how you expect the B&l staff costs to be managed.

Horst - would you please make your expertise available for tomorrow evening from 18:00 to reattach the neuro table,
or at least hand over the kit and documentation to me if either you are unavailable or it is agreed that BME will be
looking after this from now on. | think that I'd appreciate you being around/on-the-phone never-the-less.

James - | believe that you're on-call Tuesday evening, so please assist or lead the reinstallation of the table or pass
this information onto the person who is on-call and is capable of reinstalling the table or providing assistance to Horst.

Rhona - please provide access to the neurosuite after the last case on Tuesday as well as arrange for an End Of Day
Check after the table has been reinstalled. | don't know who does the End Of Day Check, so please let me know who
that is so that | can let that person know when we're finished. Please also let me know what lock up procedure you
want me to follow if | need to be the last person to leave if | cannot leave the neurosuite theatre to the person doing
the End Of Day Check.

Cameron - please confirm that the MRI imaging system will be tested on Wednesday morning prior to clinical use.
Please also confirm that, as the MRI| Safety Officer, you're satisfied with what we're doing.

There are two items left - access to a Wardsman and access to a trades person to assist with the installation. If you
organised this in the past, then please do so again and let me know. | think that we will not need the trades person if
e have Horst and James (or the on-call BME) working together on this with assistance from a Wardsman.

I'll be there for the entire process and will ensure handover to the person doing the End Of Day Check as well as
contacting Rhona by SMS and Cameron via e-mail on completion.

I believe that we'll be finished with the reinstallation within two hours of being given the theatre, including the End Of
Day Check. Please correct my estimate if you believe | am wrong.

Please call me on 6244 2256 if you have any queries. This number reaches me 24/7.
Cheers,

Sean

Sean Geoghegan, PhD

Chief Medical Physicist ~ ACT Health ~ ACT Australia
p: +61 26244 2256 f: +612 62442276 m:

Care ------ Excellence ------ Collaboration ------ Integrity
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From: Geoghegan, Sean

Sent: Monday, 8 August 2011 21:42

To: Baker, Jennie

Cc: Cotterill, James; Kirchner, Horst; JasonSmith, Rhona; Thorburn, Phillip; Robertson, Cameron
Subject: RE: The Neuro Theatre Table

Hi Jennie,
sorry to take so long to get back to you.

| believe that it is safe to return the table to use on condition that the SOPs shown to us this morning by Rhona are
followed by the Neurosuite staff. These SOPs cover testing that the room is clear of mobile magnetisable objects
(covered in their End Of Day Check SOP) and determining that the image quality is clinically sufficient. | caught up
with Cameron Robertson after our meeting this morning and he confirmed that they conduct image quality tests on the
MRI before use.

The single highest likelihood risk is the risk that the hydraulics will fail. This will eventually happen with work
hardening and fatigue of the steel hydraulic connecting tubes at the base of the table stand that protrude from the
floor. We probably have many cycles of detachment and reattachment before failure occurs. | believe that a practical
alternative to repeatedly detaching and reattaching the hydraulics with the current configuration can be devised in the
short to medium term - this will be addressed as part of our risk assessment being developed between Martin Van
Lith, Rob Swain, Phil Thorburn and myself.

Tomorrow, the MRI neuro table will need to be reinstalled for a case from 8:00 on Wednesday morning. We'll get the
theatre after the last case of the day at approximately 18:00 on Tuesday. We'll need to arrange staff to install the
table, and check the installation. I'll liaise with James, Horst and Rhona to make it happen.

| have a full day of meetings tomorrow, but will keep and eye on my e-mails and make sure that we have all arranged
before 18:00 tomorrow.

Cheers,

Sean

Sean Geoghegan, PhD

Chief Medical Physicist ~ ACT Health ~ ACT Australia
p: +61 26244 2256 f: +612 6244 2276 m:

Care ------ Excellence ------ Collaboration ------ Integrity

«~rom: Geoghegan, Sean

Sent: Monday, 8 August 2011 09:46
To: Baker, Jennie; Thorburn, Phillip
Subject: RE: The Neuro Theatre Table

HiJennie,
I'll provide you with an opinion after our meeting with Rhona this morning at 10:00.
Cheers,

Sean

Sean Geoghegan
Chief Medical Physicist Medical Physics and Medical Technology Systems

Phone: 6244 2256 | Mobile: || NNl F2x 6244 3819 | Email: sean.geoghegan@act.gov.au
E] Business & Infrastructure — committed to timely, responsive and client-focused services

Care [xcallence Collaboration Integrity
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From: Baker, Jennie

Sent: Monday, 8 August 2011 9:44 AM
To: Geoghegan, Sean; Thorburn, Phillip
Subject: The Neuro Theatre Table

Hi Gentlemen,

Adrian has informed me that we will receive a request to reinstall the MRI table for a case on Wednesday.

In your professional opinions do you consider it safe for use as a MRI/Neuro table after installation by the Facilities/
BME team?

Jennie

Jennie Waker
Director Busginess Support
ACT Bealth

Phone 02 6244 3045
fHlobile

jennie.baker@act.gov.au



Refitting Imris Operating Table.

A guide to installing the IMRIS ORT 100;
Personal must be trained for this operation.

Allow 30 minutes to remove the table.

Allow 1 hour for the re-fitting.

Follow the instructions, and use care when lowering the table, there are plastic
tubes in the tool kit, to cover the floor mounting studs.

Clean up after the installation.

Check that all tools and fittings (bolts, screws, nuts, washers, grommets etc.) are
bagged and placed in the tool bag.
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1; Check with Clinical staff, that theatre is ready for
installation.

2; Wheel the table & trolley into MRI theatre 14, Check that
power to table is isolated.

The key for the Distribution Board is in control room Key
Cabinet
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3; Remove stainless steel cover on floor; do not disturb the
packing strips or packing filler.

Note, Use the cover as a tray to hold all the nuts, screws and tools




4; Position the bed base over the 4 studs, the studs are
numbered as are the holes, the bed has a folding, head
attachment, and this must face the Magnet room.

Do not move the packing strips, fit plastic tubes over studs to
reduce chance of damage by bed base.
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5; Position the trolley with table over the base area. This will
require a spotter & driver, align the bed base with the edges of
packing. Lower the bed onto the floor, do not remove the frame

until the bed is sitting flat. !11l. Caution keep hands clear
when lowering table




6; Select the correct washer for each of the four studs; align
the washers with the etched markings on the bed base, to align
the washer to the markings, you will need to move the bed
around. Fit anti vibration washer and hand tighten nuts, then
tighten nuts diagonally, applying pressure evenly, do not tighten
one all the way.

‘E’J’I.‘-

Note, if the nuts are difficult to screw on, stop and check the
threads, there may be a bur to remove with the file, do not
force the nut on the stud. All metal burs/fillings must be
removed using a vacuum cleaner or magnet.



_._; _..,-?\.,_

7; Run the black control cables & hose through the base cover
hole, use the plastic nut to lo lock the hose in place.




8; Remove the two red locking brackets; keep the brackets,
Allan bolts & washers in a bag. Temporarily attach locking
pedal make sure base is in Locked position




9; Connect the control wire, quick coupler, connect the earth
wire to the base of the bed.

Check the direction of the hoses and cables, before attaching!!




10; Connect the hydraulic hose, correct hoses are connected.
(Make sure the caps and nuts are kept in a bag)

11; Fit hose clamps and cable ties to hold hydraulic & electrical
cables in place.

10



12; Check that foot operated locking clamp is operating
correctly, remove to fit base cover.

11
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12; Confirm power is on, test the bed operation, using hand
controller.

12
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13; Fit bed base and pedestal covers, the rubber seal should be
fitted to the base, before fitting covers. Retro fit end cover
before locking down base panels (the rubber grommets are a
pain!)

13
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All the cover screws & self tappers should only be finger tightened
before final locking down.

Remove the trolley, tool kit and cover panel from the suite,
keep all items together, have a check list to ensure nothing has
been left behind. Clean up and remove all dust/dirt.

15



McClymont, Geoff

SO
From: Geoghegan, Sean
Sent: Monday, 26 March 2012 4:55 PM
To: McClymont, Geoff
Subject: iIMRI FOI - FW: The Neuro Theatre Table

From: Geoghegan, Sean

Sent: Wednesday, 10 August 2011 5:12 PM
To: Kirchner, Horst

Subject: RE: The Neuro Theatre Table

Thanks Horst,
All saved 1o a local file.
Cheers,

Sean
ean Geoghegan
Chief Medical Physicist Medical Physics and Medical Technology Systems
Phone: 6244 2256 | Mobile:-axz 6244 3818 | Email: sean.geoghegan@act.gov.au

Business & Infrastructure — committed to timely, responsive and client-focused services
Ezcellznge Collaboration  Integrity

From: Kirchner, Horst

Sent: Wednesday, 10 August 2011 10:30 AM
To: Geoghegan, Sean

Subject: RE: The Neuro Theatre Table

Sean, for your records

Hovst Kivchner
Business & Infrastructure
Strategic Support

“ldg. 6, L3, TCH
&2050363

mob
Business & Infrastructure — committed to timely, responsive and client-focused services

From: Geoghegan, Sean X

Sent: Tuesday, 9 August 2011 4:03 PM

To: Kirchner, Horst; JasonSmith, Rhona; Cotterill, James; Baker, Jennie; Scott, Adrian; Robertson, Cameron;
Sommariva, Maurice

Cc: Van Lith, Martin; Thorburn, Phillip; Swain, Rob

Subject: RE: The Neuro Theatre Table

Hi ali,

As just confirmed with Rhona and Horst, Horst together with James and Maurice from Biomedical Engineering and
myself from Medicai Physics will conduct the table installation at 6:00 tomorrow morning.

1



Cheers,

Sean
Sean Geoghegan
Chief Medical Physicist Medical Physics and Medical Technology Systems
Phone: 6244 2256 | Mobile - =x: 6244 3819 | Email: sean.geoghegan@act.qov.au

Business & Infrastructure — committed to timely, responsive and client-focused services
fanon Collaboration  Integrity

From: Kirchner, Horst

Sent: Tuesday, 9 August 2011 1:27 PM

To: Geoghegan, Sean; JasonSmith, Rhona; Cotterill, James; Baker, Jennie; Scott, Adrian; Robertson, Cameron
Cc: Van Lith, Martin

Subject: RE: The Neuro Theatre Table

Sean,

| would prefer to come in early tomorrow {6am or so!) to assist in the bed install.
{I have an engagement most Tuesday evenings)

"nless the theatre is free around 3pm today. (Rhona will let me know)

cheers

Hovsi Kavchnesr
Business & Infrastructure
Strategic Support

Bidg. 6, L3, TCH
62050363

mob.
Business & infrastructure — committed ta timely, responsive and client-focused services

Healh

rom: Geoghegan, Sean
Sent: Monday, 8 August 2011 10:17 PM
To: Kirchner, Horst; JasonSmith, Rhona; Cotterill, James; Baker, Jennie; Scott, Adrian; Robertson, Cameron
Subject: FW: The Neuro Theatre Table

Hi Jennie, Adrian, Horst, James, Rhona and Cameron,

with regard to the reinstallation of the neurosuite tabte on the evening of Tuesday 9 August in preparation for a case
on the following Wednesday morning:

Jennie - please confirm whether Biomedical Engineering will be taking over the responsibility for detaching and
reinstalling the neurosuite table. Please also confirm support for the following.

Adrian - please advise me how you expect the B&l staff costs to be managed.
Horst - would you please make your expertise available for tomorrow evening from 18:00 to reattach the neuro table,

or at least hand over the kit and documentation to me if either you are unavailable or it is agreed that BME will be
looking after this from now on. I think that I'd appreciate you being around/on-the-phone never-the-less.

James - | believe that you're on-call Tuesday evening, so please assist or lead the reinstallation of the table or pass

this information onto the person who is on-call and is capable of reinstalling the table or providing assistance to Horst.

pi
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Rhona - please provide access to the neurosuite after the last case on Tuesday as well as arrange for an End Of Day
Check after the table has been reinstalled. | don't know who does the End Of Day Check, so please let me know who
that is so that | can let that person know when we're finished. Please also let me know what lock up procedure you
want me to follow if | need to be the last person to leave if | cannot leave the neurosuite theatre to the person doing
the End Cf Day Check.

Cameron - please confirm that the MRI imaging system will be tested on Wednesday morning prior to clinical use.
Please also confirm that, as the MRI Safety Officer, you're satisfied with what we're doing.

There are two items left - access to a Wardsman and access to a trades person to assist with the installation_ If you
organised this in the past, then please do so again and let me know. | think that we will not need the trades person if
we have Horst and James (or the on-call BME) working together on this with assistance from a Wardsman.

I'l be there for the entire process and will ensure handover to the person doing the End Of Day Check as well as
contacting Rhona by SMS and Cameron via e-mail on completion.

I believe that we'll be finished with the reinstaliation within two hours of being given the theatre, including the End Of
Day Check. Please correct my estimate if you believe | am wrong.

Please call me on 6244 2256 if you have any queries. This number reaches me 24/7.
oheers,

Sean

Sean Geoghegan, PhD

Chief Medical Physicist ~ ACT Health ~ ACT Australia
p: 161 2 6244 2256 £ +61 2 6244 2276 m:
Care ------ Excellence ------ Collaboration ------ Integrity

From: Geoghegan, Sean

Sent: Monday, 8 August 2011 21:42

To: Baker, Jennie

Cc: Cotterill, James; Kirchner, Horst; JasonSmith, Rhona; Thorburn, Phillip; Robertson, Cameron
Subject: RE: The Neuro Theatre Table

Hi Jennie,
sorry to take so long to get back to you.

| believe that it is safe to return the table to use on condition that the SOPs shown to us this morning by Rhona are
followed by the Neurosuite staff. These SOPs cover testing that the room is clear of mobile magnetisable objects
(covered in their End Of Day Check SOP) and determining that the image quality is clinically sufficient. | caught up
with Cameron Robertson after our meeting this morning and he confirmed that they conduct image quality tests on the
MRI before use.

The single highest likelihood risk is the risk that the hydraulics will fail. This will eventually happen with work
hardening and fatigue of the steel hydrautic connecting tubes at the base of the table stand that protrude from the
floor. We probably have many cycles of detachment and reattachment before failure occurs. | believe that a practical
alternative to repeatedly detaching and reattaching the hydraulics with the current configuration can be devised in the
short to medium term - this will be addressed as part of our risk assessment being developed between Martin Van
Lith, Rab Swain, Phil Thorburn and myself.

Tomorrow, the MRI neuro table will need to be reinstalled for a case from 8:00 on Wednesday morning. We'll get the
theatre after the last case of the day at approximately 18:00 on Tuesday. We'll need to arrange staff to install the
table, and check the installation. I'll liaise with James, Horst and Rhona to make it happen.

I have a full day of meetings tomorrow, but will keep and eye on my e-mails and make sure that we have all arranged
before 18:00 tomorrow.

3



Cheers,

Sean

Sean Geoghegan, PhD
Chief Medical Physicist ~ ACT Health ~ ACT Australia

p: +61 2624422

56 £ +61262442276 m: -

Care =mwwww Excellence —---- Collaberation —---- Integrity

wlobh
et € 4

From: Geoghegan, Sean

Sent: Monday, 8 August 2011 09:46
To: Baker, Jennie; Thorburn, Phillip
Subject: RE: The Neuro Theatre Table

HiJennie,

I'll provide you with an opinion after our meeting with Rhona this morning at 10:00.

heers,

Sean

Sean Geoghegan
Chief Medical Physicist Medical Physics and Medical Technology Systems

-

Care Etxcsiisnee Collaboration Integrity

From: Baker, Jennie

Phone: 6244 2258 | Mobile:_ Fax: 6244 3819 | Email: sean.geoghegan@act.gov.au

Business & Enfrastructure — committed to timely, responsive and client-focused services

Sent: Monday, 8 August 2011 9:44 AM
To: Geoghegan, Sean; Thorburn, Phillip
Subject: The Neuro Theatre Table

Hi Gentlemen,

“drian has informed me that we will receive a request to reinstall the MRI table for a case on Wednesday.

In your professional opinions do you consider it safe for use as a MRI/Neuro table after installation by the Facilities/

BME team?
Jennie

Fennic Baker

Wirertor Busginess Support

ACT Bealth

Phone 026244 3045

smovitc [

jennie.baker@act. gob.an



McClymont, Geoff

From: Geoghegan, Sean

Sent: Monday, 26 March 2012 4:54 PM

To: McClymont, Geoff

Subject: iMRI FOI - FW: The Neuro Theatre Table

Attachments: IMRIS REMOVAL OF BED 080711.doc; Material list for imris Table.docx; Procedure for

removing the IMRIS OR Table at Canberra Hospital.pdf; Tool Kit for IMRIS removal.doc

From: Geoghegan, Sean

Sent: Wednesday, 10 August 2011 5:13 PM
To: Amponin, Gretchen

Subject: FW: The Neuro Theatre Table

Hi Gretchen,
Would you please print these and add to our iMRI file. I’'ve saved them to our NeuroMRI client folder on Q: drive.
Cheers,

Sean
Sean Geoghegan
Chief Medical Physicist Medical Physics and Medical Technology Systems
Phone: 6244 2256 | Mobile: 0409 244 982 | Fax: 6244 3819 | Email: sean.geoghegan@act.gov.au

Business & Infrastructure — committed to timely, responsive and client-focused services
Collaboration Integrity

From: Kirchner, Horst

Sent: Wednesday, 10 August 2011 10:30 AM
To: Geoghegan, Sean

Subject: RE: The Neuro Theatre Table

Sean, for your records

Horvst Kirchmner

Rusiness & Infrastructure
strategic Support

Bldg. 6, L3, TCH
62050363

mob.0418 864 069

Business & Infrastructure — committed to timely, responsive and client-focused services
Care Excellence Collaboration Integrity

2N ACT

Govemment
Health

From: Geoghegan, Sean

Sent: Tuesday, 9 August 2011 4:03 PM

To: Kirchner, Horst; JasonSmith, Rhona; Cotterill, James; Baker, Jennie; Scott, Adrian; Robertson, Cameron;
Sommariva, Maurice

Cc: Van Lith, Martin; Thorburn, Phillip; Swain, Rob

Subject: RE: The Neuro Theatre Table

Hi all,



As just confirmed with Rhona and Horst, Horst together with James and Maurice from Biomedical Engineering and
myself from Medical Physics will conduct the table installation at 6:00 tomorrow morning.

Cheers,

Sean
Sean Geoghegan
Chief Medical Physicist Medical Physics and Medical Technology Systems
Phone: 6244 2256 | Mobile: 0409 244 982 | Fax: 6244 3819 | Email: sean.geoghegan@act.gov.au

Business & Infrastructure — committed to timely, responsive and client-focused services
Collaboration Integrity

From: Kirchner, Horst

Sent: Tuesday, 9 August 2011 1:27 PM

To: Geoghegan, Sean; JasonSmith, Rhona; Cotterill, James; Baker, Jennie; Scott, Adrian; Robertson, Cameron
Cc: Van Lith, Martin

Subject: RE: The Neuro Theatre Table

Sean,

‘would prefer to come in early tomorrow (6am or so!) to assist in the bed install.
(| have an engagement most Tuesday evenings)

Unless the theatre is free around 3pm today. (Rhona will let me know)

cheers

Horvst Kavchnmer
Business & Infrastructure
Strategic Support

Bldg. 6, L3, TCH
62050363

mob.0418 864 069

Business & Infrastructure — committed to timely, responsive and client-focused services
Care Excellence Collaboration Integrity

ACT

Grvemment
Health

From: Geoghegan, Sean

Sent: Monday, 8 August 2011 10:17 PM

To: Kirchner, Horst; JasonSmith, Rhona; Cotterill, James; Baker, Jennie; Scott, Adrian; Robertson, Cameron
Subject: FW: The Neuro Theatre Table

Hi Jennie, Adrian, Horst, James, Rhona and Cameron,

with regard to the reinstallation of the neurosuite table on the evening of Tuesday 9 August in preparation for a case
on the following Wednesday morning:

Jennie - please confirm whether Biomedical Engineering will be taking over the responsibility for detaching and
reinstalling the neurosuite table. Please also confirm support for the following.

Adrian - please advise me how you expect the B&I staff costs to be managed.
Horst - would you please make your expertise available for tomorrow evening from 18:00 to reattach the neuro table,

or at least hand over the kit and documentation to me if either you are unavailable or it is agreed that BME will be
looking after this from now on. I think that I'd appreciate you being around/on-the-phone never-the-less.



James - | believe that you're on-call Tuesday evening, so please assist or lead the reinstallation of the table or pass
this information onto the person who is on-call and is capable of reinstalling the table or providing assistance to Horst.

Rhona - please provide access to the neurosuite after the last case on Tuesday as well as arrange for an End Of Day
Check after the table has been reinstalled. | don't know who does the End Of Day Check, so please let me know who
that is so that | can let that person know when we're finished. Please also let me know what lock up procedure you
want me to follow if | need to be the last person to leave if | cannot leave the neurosuite theatre to the person doing
the End Of Day Check.

Cameron - please confirm that the MRI imaging system will be tested on Wednesday morning prior to clinical use.
Please also confirm that, as the MRI Safety Officer, you're satisfied with what we're doing.

There are two items left - access to a Wardsman and access to a trades person to assist with the installation. If you
organised this in the past, then please do so again and let me know. | think that we will not need the trades person if
we have Horst and James (or the on-call BME) working together on this with assistance from a Wardsman.

I'll be there for the entire process and will ensure handover to the person doing the End Of Day Check as well as
contacting Rhona by SMS and Cameron via e-mail on completion.

| believe that we'll be finished with the reinstallation within two hours of being given the theatre, including the End Of
Day Check. Please correct my estimate if you believe | am wrong.

lease call me on 6244 2256 if you have any queries. This number reaches me 24/7.
Cheers,

Sean

Sean Geoghegan, PhD

Chief Medical Physicist ~ ACT Health ~ ACT Australia

p: +61 2 6244 2256 f: +61 2 6244 2276 m: +61 409 244 982
Care ------ Excellence ------ Collaboration ------ Integrity

From: Geoghegan, Sean

Sent: Monday, 8 August 2011 21:42

To: Baker, Jennie

Cc: Cotterill, James; Kirchner, Horst; JasonSmith, Rhona; Thorburn, Phillip; Robertson, Cameron
Subject: RE: The Neuro Theatre Table

Hi Jennie,
sorry to take so long to get back to you.

I believe that it is safe to return the table to use on condition that the SOPs shown to us this morning by Rhona are
followed by the Neurosuite staff. These SOPs cover testing that the room is clear of mobile magnetisable objects
(covered in their End Of Day Check SOP) and determining that the image quality is clinically sufficient. | caught up
with Cameron Robertson after our meeting this morning and he confirmed that they conduct image quality tests on the
MRI before use.

The single highest likelihood risk is the risk that the hydraulics will fail. This will eventually happen with work
hardening and fatigue of the steel hydraulic connecting tubes at the base of the table stand that protrude from the
floor. We probably have many cycles of detachment and reattachment before failure occurs. | believe that a practical
alternative to repeatedly detaching and reattaching the hydraulics with the current configuration can be devised in the
short to medium term - this will be addressed as part of our risk assessment being developed between Martin Van
Lith, Rob Swain, Phil Thorburn and myself.

Tomorrow, the MRI neuro table will need to be reinstalled for a case from 8:00 on Wednesday morning. We'll get the
theatre after the last case of the day at approximately 18:00 on Tuesday. We'll need to arrange staff to install the
table, and check the installation. I'll liaise with James, Horst and Rhona to make it happen.



I have a full day of meetings tomorrow, but will keep and eye on my e-mails and make sure that we have all arranged
before 18:00 tomorrow.

Cheers,

Sean

Sean Geoghegan, PhD

Chief Medical Physicist ~ ACT Health ~ ACT Australia

p: +61 2 6244 2256 f: +612 6244 2276 m: +61 409 244 982
Care ------ Excellence ------ Collaboration ------ Integrity

From: Geoghegan, Sean

Sent: Monday, 8 August 2011 09:46
To: Baker, Jennie; Thorburn, Phillip
Subject: RE: The Neuro Theatre Table

Hi Jennie,
Il provide you with an opinion after our meeting with Rhona this morning at 10:00.
Cheers,

Sean

Sean Geoghegan
Chief Medical Physicist Medical Physics and Medical Technology Systems

Phone: 6244 2256 | Mobile: 0409 244 982 | Fax: 6244 3819 | Email: sean.geoghegan@act.gov.au
Ei Business & Infrastructure — committed to timely, responsive and client-focused services

Care xcellence Collaboration Integrity

From: Baker, Jennie

Sent: Monday, 8 August 2011 9:44 AM
To: Geoghegan, Sean; Thorburn, Phillip
Subject: The Neuro Theatre Table

Hi Gentlemen,

Adrian has informed me that we will receive a request to reinstall the MRI table for a case on Wednesday.

In your professional opinions do you consider it safe for use as a MRI/Neuro table after installation by the Facilities/
BME team?

Jennie

Jennie Baker

Birvector Business Support
ACT BHealth

Phone 02 6244 3045
Mobile 0408 060 349

jennie.baker@act.gob.au



Procedure for removing the IMRIS OR Table at Canberra Hospital.

Below are the instructions for removal of the table from the floor in the Operating Room.

1.

woeNO N A

13.

Turn on the table at the pendant and lower the table to its lowest position. Ensure that the table
is level with the floor.

Remove the radiolucent back section from the table so that you are left with only the stainless
body of the table (refer to Operator’s Manual for instructions on removal of the back section).
Turn off power to the table at the pendant, and turn off the circuit breaker to the table control
panel.

Release the rotary lock at the table base so that the table can rotate freely.

Remove the rotary lock pedal (1 x socket head cap screw).

Remove the 4 screws securing the upper pedestal cover.

Remove the screws from the lower pedestal cover

Disconnect the control cable (grey), and ground cable (green) at the base of the table.
Disconnect the hydraulic lines at the base of the table and install the caps provided to prevent
fluid loss and ingress of dust or dirt.

. Install the right angle shipping brackets on two sides of the pedestal
11.
12.

Align the table with the base plate and then install the rotary lock.

The 4 nuts securing the table to the floor may now be released and the table lifted from the
floor. The table may be lifted by the side rails.

Lock the magnet door controller and remove the key to prevent someone from accidentally
bringing the magnet into the room with the wrong OR table installed.
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Material list for Imris Table

Cover plate, stainless steel;
e 4 caps nuts
® 6 stainless washers

e 8 rubber washers




« | &4
=! |

Pedestal covers, (plastic/ fibre glass)
2 side piece,
e 4 stainless steel cap screw (screw both section together)
e 4 stainless countersunk screws (screw to base cover)
1 base piece
e 4 stainless steel cap screws & 4 flat washers (screw to pedestal
base)
1 small base centre piece

e 4 rubber grommets, 4 cap screw & washers




Table fixing items, cable & hose clamps
e 1 Table locking lever, 1 cap screw & washer
e 2 Hydraulic hose caps
e 2 Hydraulic hose plugs
e 1 screw for earth lead
e 4 screw for hose clamps

4 plastic cable ties for power cord.

e 2 Red angle brackets, (locking clamp when table is lifted, supplied
by IMRIS)
e 4 cap screw, 4 spring washers, 4 flat washers



Main holding down nuts

e 4 nuts

e 4 anti vibration washes

. 4 locating discs, with slotted holes, each is marked with position

LN

on base
Item Description units bagged
Base cover Large plastic base cover 1
Base cover Small end cover 1
Side covers Side covers for pedestal 2
Cover screws Stainless 4 mm, 30mm 4
washers Flat washers for above 4 1 missing
Cap screws 3mm screw for side covers 4
Countersunk screws 6mm screw to fit side cover to base cover 4
End cap screws Stainless 4 mm 23 mm 4
Rubber grommets 4 units for end cap 4 1 missing
Screws 4.5 mm Phillips head, for Earth lead & cables 1
End caps Stainless end caps for Hydraulic hose 2
Hose plugs Stainless hose plugs for Hydraulic hose 2
Holding Brackets Red angle pieces 2
Cap screws 10mm to lock angle pieces 4
Washers Spring washers for above 4
Washers Flat washers for above 4
Locking lever Pedestal locking lever, foot operated 1
Cap screw 8mm screw to fit lock lever 1
Washers Flat & spring for above 2
Stud Cover tubes Plastic tube pieces for stude 8




Spare items, bagged.

Stainless screws 4mm 6
Cap screw, stainless 4mm 3
Rubber washers 12
Cover Tubes for studs 4

Cap washers




Procedure for removing the IMRIS OR Table at Canberra Hospital.

Below are the instructions for removal of the table from the floor in the Operating Room.

1.
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13.

Turn on the table at the pendant and lower the table to its lowest position. Ensure that the table
is level with the floor.

Remove the radiolucent back section from the table so that you are left with only the stainless
body of the table (refer to Operator’s Manual for instructions on removal of the back section).
Turn off power to the table at the pendant, and turn off the circuit breaker to the table control
panel.

Release the rotary lock at the table base so that the table can rotate freely.

Remove the rotary lock pedal (1 x socket head cap screw).

Remove the 4 screws securing the upper pedestal cover.

Remove the screws from the lower pedestal cover

Disconnect the control cable (grey), and ground cable (green) at the base of the table.
Disconnect the hydraulic lines at the base of the table and install the caps provided to prevent
fluid loss and ingress of dust or dirt.

. Install the right angle shipping brackets on two sides of the pedestal
11,
12,

Align the table with the base plate and then install the rotary lock.

The 4 nuts securing the table to the floor may now be released and the table lifted from the
floor. The table may be lifted by the side rails.

Lock the magnet door controller and remove the key to prevent someone from accidentally
bringing the magnet into the room with the wrong OR table installed.
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Kirchner, Horst

From: Kirchner, Horst

Sent; Thursday, 11 August 2011 2:40 PM
To:

Cc:

Subject: FW! locking

Dawn, for yvour info.

cheers

Horst Kirchner
Business & Infrastructure
Strategic Support

Bldg. 6, L3, TCH
62050363

mob
Business & infrastructure — comimifted o timely, responsive and client-focused services
E ~xoetence Collaboration integrity

Sarmnorons
Hunith

From: Kirchner, Horst

Sent: Thursday, 11 August 2011 2:36 PM
To:
Cc:
Subject: locking

*Van Lith, Martin

I am concerned about the table locking device, what progress is there on the replacement.

The lock is not very secure.

regards

Hovst Kirchnes
Business & Infrastructure
Strafegic Support

Bldg. 6, L3, TCH
620503863

mob.
Business & Infrastructure — commitfed fo timely, responsive and client-focused services

From: Kirchner, Horst
Sent: Friday, 24 June 2011 8:29 AM
To:

-thanks for the update.



Business & Infrastructure
Strategic Support

Bldg. 6, 1.3, TCH
62050363

mob [
Business & infrastructure — committed to tmely, responsive and client-focused services

Care Excefiance Collsboration integity

Sent: Thursday, une :

To: Kirchner, Horst
Subject: RE:

Horst:

We are in the process of releasing a Field Change Order to replace the entire locking mechanism for that table witi‘g -
new design as we have found that it goes out of adjustment too easily and is too difficult to lock. The parts are going
into production next week, so 1 will soon have a date for the delivery of the parts to my group for implementation.
The updates will be scheduled with each customer once | have the delivery dates for the parts.

Best Regards,

From: Kirchner, Horst [mailto:Horst.Kirchner@act.gov.au]
Sent: June-22-11 9:59 PM

To:
Subject:

{

-we are taking the table of the floor today, | noticed that the locking pin (picture) was quite loose, this does
not seem right, as the table moves when locked?,

cheers

Horst Kivchner
Business & Infrastructure
Strategic Support

Bldg. 6, 1.3, TCH
62050363

mob.0418 864 069

Business & Infragtructure — commiitted to timely, responsive and client-focused services
Care Exeslience Collaboration intsgrity




i

This email, and any attachments, may be confidential and also privileged. If you are not the intended
recipient, please notify the sender and delete all copies of this transmission along with any attachments
immediately. You should not copy or use it for any purpose, nor disclose its contents to any other person.

This email has been scanned by the IMRIS Email Security System.

This email has been scanned by the IMRIS Email Security System



McClymont, Geoff

N
From: Geoghegan, Sean
Sent: Monday, 26 March 2012 5:00 PM
To: McClymont, Geoff
Subject: iMRI FOI - FW: UPDATE - Interchange of IMRIS Operating Room Table in the MR
Neurosuite at TCH - Risk management plan
Attachments: Risk_Plan_20110811.docx

From: Geoghegan, Sean

Sent: Thursday, 11 August 2011 5:40 PM

To: Van Lith, Martin; Thorburn, Phillip; JasonSmith, Rhona; Kirchner, Horst; Cotterill, James; Swain, Rob
Cc: Baker, Jennie

Subject: RE: UPDATE - Interchange of IMRIS Operating Room Table in the MRI Neurosuite at TCH - Risk
management plan

Hi all,

Please find attached my changes to the document — in blue. Significantly | have changed the likelihood of a
nechanical failure of the table to “Almost Certain” without mitigation because of the limited number of cycles that
the high pressure hydraulic system can be disconnected and reconnected using the current design. I've also added
several proposed risk treatments to reduce the likelihood of mechanical failure to “Possible”.

All the risks that I have identified in the Excel spreadsheet that | originally distributed have been capture in the
current Risk Plan.

I have left Martin’s comments in red.
Cheers,

Sean

Sean Geoghegan

Chief Medical Physicist Medical Physics and Medical Technology Systems

Phone: 6244 2256 | Mobile:-| Fax: 6244 3819 | Email: sean.geoghegan@act.gov.au

. Business & Infrastructure — committed to timely, responsive and client-focused services
Care © 1t Gollaboration Integrity

From: Van Lith, Martin

Sent: Thursday, 11 August 2011 12:10 PM

To: Thorburn, Phillip; Geoghegan, Sean; JasonSmith, Rhona; Kirchner, Horst; Cotterill, James; Swain, Rob

Cc: Baker, Jennie

Subject: UPDATE - Interchange of IMRIS Operating Room Table in the MRI Neurosuite at TCH - Risk management
plan

Hello all

Still waiting for your comments on the risk management plan for the interchange of the IMRIS Operating Room
Table in the MRI Neurosuite at TCH.

In the meantime, | have added several more risks identified.

New version of risk management plan is attached and please use the attached version for your comment and
feedback.

Your comments please today.



Kind regards

Martin Van Lith
2 AQT Coordinator, Accreditation and Risk Management, Systems & Reporting
I cwennen BUSINess and Infrastructure — committed to timely, responsive and
¥ . Client-focused services
Ph: (02) 6205 0594 Email: mailto:Martin.VanLith@act.gov.au
Care [Excelience Colloborotion  Integrity

From: Van Lith, Martin

Sent: Tuesday, 9 August 2011 2:16 PM

To: Thorburn, Phillip; Geoghegan, Sean; JasonSmith, Rhona; Kirchner, Horst; Cotterill, James; Swain, Rob
Cc: Baker, Jennie

Subject: Interchange of IMRIS Operating Room Table in the MRI Neurosuite at TCH - Risk management plan

Hello
On Monday we met to discuss the interchange of the IMRIS Operating Room Table in the MRI Neurosuite at TCH.

Jur task is to develop a risk management plan and identify any risks associated with the frequent removal and re-installation
of IMRIS Operating Room Table in the MRI Neurosuite at TCH

You raised many risks and issues before and during the meeting that are in the risk management plan. Attachedisa
DRAFT Risk Management Plan for your comment.

Please return your comments and updates to me on the attached in colour or track changes by COB Wednesday 10
August 2011.

Kind regards

Martin Van Lith

Coordinator, Accreditation and Risk Management, Systems & Reporting
&%E Business and infrastructure — committed to timely, responsive and
waw  client-focused services

Ph: (02} 6205 0594 Email: mailto:Martin.VanLith@act.gov.au

Care Ewceilence Collaboration  Integrity
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McClymont, Geoff

From: Geoghegan, Sean

Sent: Monday, 26 March 2012 5:00 PM

To: McClymont, Geoff

Subject: iIMRI FOI - FW: UPDATE - interchange of IMRIS Operating Room Table in the MRI

Neurosuite at TCH - Risk management plan

From: Baker, Jennie

Sent: Friday, 12 August 2011 10:17 AM

To: Geoghegan, Sean; Van Lith, Martin; Thorburn, Phillip; JasonSmith, Rhona; Kirchner, Horst; Cotterill, James;
Swain, Rob

Cc: Scott, Adrian

Subject: RE: UPDATE - Interchange of IMRIS Operating Room Table in the MRI Neurosuite at TCH - Risk
manhagement plan

Hi Sean,
Many thanks for this and to you, Martin & Phil for your time and input. | support this document.
Regards

Jennie

From: Geoghegan, Sean

Sent: Thursday, 11 August 2011 5:40 PM

To: Van Lith, Martin; Thorburn, Phillip; JasonSmith, Rhona; Kirchner, Horst; Cotterill, James; Swain, Rob
Cc: Baker, Jennie

Subject: RE: UPDATE - Interchange of IMRIS Operating Room Table in the MRI Neurosuite at TCH - Risk
management plan

Hi all,

Please find attached my changes to the document —in blue. Significantly | have changed the likelihood of a

mechanical failure of the table to “Almost Certain” without mitigation because of the limited number of cycles that

the high pressure hydraulic system can be disconnected and reconnected using the current design. I've also added
averal proposed risk treatments to reduce the likelihood of mechanical failure to “Possible”.

All the risks that | have identified in the Excel spreadsheet that | originally distributed have been capture in the
current Risk Plan.

I have left Martin’s comments in red.
Cheers,

Sean
Sean Geoghegan

Chief Medical Physicist Medical Physics and Medical Technology Systems
, Phone: 6244 2256 | Mobiledgx: 6244 3819 | Email: sean.geoghegan@act.qgov.ay
2% ACT

&5/ 75" Business & Infrastructure — committed to timely, responsive and client-focused services
Care tuzaiiencs Collaboration Integrity

From: Van Lith, Martin ”

Sent: Thursday, 11 August 2011 12:10 PM

To: Thorburn, Phillip; Geoghegan, Sean; JasonSmith, Rhona; Kirchner, Horst; Cotterill, James; Swain, Rob
1



- ra

Cc: Baker, Jennie

Subject: UPDATE - Interchange of IMRIS Operating Room Table in the MRI Neurosuite at TCH - Risk management
plan

Hello al!

Stilt waiting for your comments on the risk management plan for the interchange of the IMRIS Operating Room
Table in the MRI Neurosuite at TCH.

In the meantime, | have added several mare risks identified.

New version of risk management plan is attached and please use the attached version for your comment and
feedback.

Your comments please today.
Kind regards

Martin Van Lith
AQF Coordinator, Accreditation and Risk Management, Systems & Reporting
| coennen BUSINess and Infrastructure — committed to timely, responsive and
.  client-focused services
' Ph: {02) 6205 0594 Email: mailto:Martin.VanLith@act.gov.au
Care Fucellence Colloboration  Integrity

From: Van Lith, Martin

Sent: Tuesday, 9 August 2011 2:16 PM

To: Thorburn, Phillip; Geoghegan, Sean; JasonSmith, Rhona; Kirchner, Horst; Cotterill, James; Swain, Rob
Cc: Baker, Jennie

Subject: Interchange of IMRIS Operating Room Table in the MRI Neurosuite at TCH - Risk management plan

Hello
On Monday we met to discuss the interchange of the IMRIS Operating Roam Table in the MRI Neurosuite at TCH.

Our task is to develop a risk management plan and identify any risks associated with the frequent removal and re-installation
f IMRIS Operating Room Table in the MRI Neurosuite at TCH

You raised many risks and issues before and during the meeting that are in the risk management plan. Attached is a
DRAFT Risk Management Plan for your comment,

Please return your comments and updates to me on the attached in colour or track changes by COB Wednesday 10
August 2011.

Kind regards

Martin Van Lith

Coordinator, Accreditation and Risk Management, Systems & Reporting
Business and Infrastructure — committed to timely, responsive and
client-focused services

Ph: {02) 6205 0594 Email: mailto:Martin.Vanlith@act.gov.au

Care Erxcellence Collaboration  lntegrity
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McClymont, Geoff

From: Cotterill, James

Sent: Wednesday, 17 August 2011 11:17 AM
To: M

Subject: anutacturing detect IMRIS MRI table

IMRIS Australia
Hi Jeff,

You may recall we were in contact a few weeks ago regarding the removal of the IMRIS table at the Canberra
Hospital.

Now we have another issue... upon installation of the table last week we noticed the table itself was unstable.
The problem was found to be related to the manual locking mechanism which allows the table be unlocked and
rotated up to 180 degrees.

There appears to be a manufacturing defect in this locking mechanism which allows too much free play..as a
consequence the table can move sideways.

As you can imagine this poses a serious risk to patient safety, accordingly we, Biomedical Engineering are advising
our staff not to use the table until it has been repaired.

I was made aware that IMRIS was also aware of this issue and is producing a in the field upgrade kit.
Could you please let me know when our table could be fitted with the upgrade.

Many thanks
Regards

James Cotterill
Biomedical Engineering Techncian | Biomedical Engineering Department
Phone: 6244 3831 | Fax: 6244 3819 | Email: james.cotterill@act.gov.au

ACT
Health

Business & Infrastructure — committed to timely, responsive and client-focused services
Care bonfizpse Collaboration Integrity
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McClymont, Geoff

From: Cotterill, James

Sent: Thursday. 18 August 2011 8:13 AM
Cc: asonomith, Rhona

Subject: FW: Table repair

Our Assistant Director of Nursing Perioperative Services is Rhona Jason Smith.
Her contact details are as follows:

Ph (02) 62443051
email: Rhona.JasonSmith@act.gov.au

Many thanks

James Cotterill
Biomedical Engineering
The Canberra Hospital

(02) 62443831

----- Original Message-----

Sent: Wednesday, 17 August 2811 10:05 PM
To: Cotterill, James

Subject: Table repair

Hi James

As discussed yesterday could you please forward the contact details for theatre manager so
that I can arrange a time to carry out the repairs.

Once I have arrange a time I will let you know so that we can meet up will I am on site.

Mi direct contact details are

Regards
Michael Thomas

This email has been scanned by the IMRIS Email Security System



McClymont, Geoff

From: Van Lith, Martin

Sent: Thursday, 18 August 2011 11:38 AM

To: Thorburn, Phillip; JasonSmith, Rhona; Kirchner, Horst; Cotterill, James; Geoghegan,
Sean; Swain, Rob

Cc: Scott, Adrian; Baker, Jennie

Subject: Interchange of the IMRIS operating theatre table in the MRI Neurosuite at TCH

Attachments: Review report 180811.docx; Risk_Plan_20110818.docx

Hello

I was able to speak with Dr John Fuller, Head of Neurosurgery yesterday and obtain his views on the interchange of
the IMRIS operating theatre table in the MRI Neurosuite at TCH. His comments are included in the report.

A draft report is attached for your review and updating.
Your changes, updates, corrections back to me by early morning Friday 18 August 2011.
“ind regards

Martin Van Lith

Coordinator, Accreditation and Risk Management, Systems & Reporting
: %&E Business and Infrastructure — committed to timely, responsive and
war  client-focused services
Ph: (02) 6205 0594 Email: mailto:Martin.Vantith@act.gov.au

Care Ewewilente  Collohoration  Integrity
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Government

Heaith

Business & Infrastructure Branch

with support from

Surgery and Oral Health Division
&

Quality and Safety Unit

Review

Interchange of IMRIS Operating Room Table in
the MRI Neurosuite at TCH

Draft - Final Report
18 August 2011



Executive Summary

The review set out to develop a risk management plan and identify key risks associated with the
frequent interchange (removal and re-installation) of the IMRIS Operating Room Table in the MRI
Neurosuite at TCH.

The review considered the risks for interchanging the IMRIS Operating Room Table and also for
leaving it in position. The reviewing process uncovered other important and closely related risks.

The identified key risks were analysed, current controls identified, assessed and risk treatments
proposed to lower the risk levels.

Recommendations were based on the proposed risk treatments for interchanging the IMRIS
Operating Room Table and also for leaving it in position.

1. Report Owner

The review was initiated and the report is owned by the Business & Infrastructure Branch
Executive Director, currently acting in this position is Mr Adrian Scott.

The review team included:

Martin Van Lith - Coordinator, Accreditation & Risk Management, Business &
Infrastructure Branch.

Phil Thorburn — Biomedical Engineer, Redevelopment Unit, Service & Capital Planning
Rhona JasonSmith - Assistant Director of Nursing Perioperative Services

Horst Kirchner - Project Manager, Strategic Asset Management & Accommodation
James Cotterill - Biomedical Engineering Technician, Clinical Engineering

Sean Geoghegan - Chief Medical Physicist, Medical Physics and Medical Technology
Systems

Rob Swain - Assistant Director, Workplace Safety, Quality & Safety Unit

2. Review Objectives and Scope

The objectives of the review team were to:
e Establish the facts with the interchange of the IMRIS Operating Room Table using Risk
Analysis
* Provide a report of the review findings and formulate recommendations
+ Look for system gaps and opportunities for improvement

The scope of the review included the interchange of the IMRIS Operating Room Table in the MRI
Neurosuite at TCH.

3. Review Process

The review process consisted of:

A documentation review including related Emails and Product Manuals;
Site visits and demonstration of the re-installation;

Interviews with key stakeholders;

Analysis of findings utilising risk analysis;

Reporting of the findings and recommendations; and

A risk analysis to support the report (Attachment A).

® & & & & @



A telephone discussion was held with Dr John Fuller, Head of Neurosurgery, on 17 August 2011.
He stated that the MRI Neurosuite should be used more often as an operating theatre and not
wasted. He also stated that as a surgeon he considered that the IMRIS Operating Table was not
suitable for other surgery. His opinion was that the operating theatre should be used and that it
required the IMRIS Operating Table be moved to make way for other operating theatre tables.

4. Summary of Key Risks and Recommendations

The review found that most interviewed stakeholders were concerned over the governance,
management and safety associated with the frequent interchange (removal and re-instaliation) of
IMRIS Operating Table in the MRI Neurosuite at TCH.

The Risk Management Plan in Attachment A contains the key risks that fell info the following
main categories:

* Clinical

People

Property and Services
Firancial

Business Process and Systems
Reputation

Document: Review report 180811 Last printed: 26/03/2012 1:31:00 PM Version Date: 18 August 2011
This document is electronically controlled. Please refer to master list to ensure this version is current. Page 1 of 6




Key Risks and Recommendations

i

Risks

Recommendation

e The process of interchanging the IMRIS ORT100
Operating Table has adverse effect on the correct and
accurate function of the table.

» Al liability for using the MRI equipment in the MRI
Neurosuite, including the IMRIS operating table, has
been moved from the manufacture and installer to the
Health Directory.

e Litigation from a complication associated with a clinical
case following the interchanging of the IMRIS Operating
Table.

¢ Interchanging the IMRIS operating table causes
premature ‘wear and tear’, as well increases the chance
for error during each installation.

+  Staff or patient on an operating table being injured from
unexpectantly coming in contact with the metal floor
plate covering the base for the IMRIS Operating Table.

1.1

OR

1.2

Do net interchange the IMRIS ORT100
Operating Table in the MRI Neurosuite.

If the IMRIS ORT100 Operating Table is to
be interchanged then implement the risk
treatments outlined in the Risk Management
Plan

Recommendation

Permanent loss of function for the patient unrelated to the
underlying iliness.

2.1

22

Supplier / manufacturer to fit a new entire
locking mechanism to the IMRIS ORT100
Operating Table.

Health Directorate notify Therapeutic goods
Administration (TGA) of the problem with the
IMRIS ORT100 Operating Table.

Risk

Recommendation

Medical equipment in the MRI Neurosuite, including the
IMRIS ORT100 Operating Table not available for surgery.

3.1

3.2

Clarify responsibility and appropriately
resource, including ongoing costs, the
maintenance and upkeep of the medical
equipment in the MRI Neurosuite, including
the IMRIS ORT100 Operating Table.
Appropriate training and endorsement by the
manufacturer for the maintenance staff &
other staff for the IMRIS ORT100 Operating
Table.

Risk

Recommendation

Present lighting pendanis in the Neurosuite will not effeciively
cover the whole operating site for a Jackson Spinal operating
theatre table.

4.0

Modify operating theatre light for the MRI
Neurosuite, e.g. extending the arm on the
pendant holding existing theatre light.

Risk

Recommendation

The MRI Neurosuite not being fully utilised for surgery.

5.1

Utilise the IMRIS ORT 100 Operating Table
into the least obstructive position when using
other operating theatre tables,

AND/OR

52

Regulate the use of the MRI Neurosuite to
surgical procedures that can be performed
on the IMRIS ORT 100 Operating Table.

Document: Review report 180811

Last printed: 26/03/2012 1:31:00 PM
This document is electronically controlled. Please refer to master list to ensure this version is current.

Version Date: 18 August 2011
Page 2 of 6



Risk

Recommendation

Medical equipment in the MRI Neurosuite, including the
IMRIS CRT100 Operating Table not available for surgery.

6.0

Schedule the work for the upgrading of the
other eight operating theatres with improved
theatre pendants, lights and cabling work, as
previously planned and partially completed.

Risk

Recommendation

Degrading of the magnetic field for MR! and possible damage
to staff and medical equipment from loose remnant small
metal items or fragments

71

7.2

7.3

Ensure all staff entering and using the MRI
Neurosuite are trained and competent in
using this operating theatre, including the
cleaning, technical and clinical staff.
Schedule appropriate surgical cases for this
operating theatre, i.e. being particularly
careful with surgical cases involving metal
implants, metal components, screws, eic.
Conduct a metal sweep of the operating
theatre with a magnetic roller at the end of
each day for detecting and removing
remnant small metal items or fragments of
metal.

Document: Review report 180811 Last printed: 26/03/2012 1:31:00 PM

Version Date: 18 August 2011
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8. Conclusion

The risk management plan identified key risks associated with the frequent interchange (removal
and re-installation} and also for leaving fixed the IMRIS Operating Table in the MR] Neurosuite at
TCH. The process also highlighted other important and closely related risks.

The risk management planning process identified three extreme level, six high level and two
medium level risks.

Expedient attention is urged to address the following three extreme level risks.

1. Itis recommended that the IMRIS ORT100 Operating Table not be interchanged. The
review identified an extreme risk associated with interchanging the IMRIS ORT100
Operating Table from the adverse effect on the correct and accurate function of the table,
premature ‘wear and tear’, increased chance for error during installation, increased liability
and possibility to increased litigation exposure, as well as staff or patient on an operating
table being injured from unexpectantly coming in contact with the metal floor plate.

If the IMRIS ORT100 Operating Table is to be interchanged then it is recommended that
the risk treatments cutlined in the Risk Management Plan under Risk Nos. 1, 2,34 and 5
ke implemented.

2. ltis recommended that the supplier/manufacturer of the IMRIS ORT100 Operating Table
fits 2 new entire locking mechanism and that the Therapeutic Goods Administration (TGA)
be notified of the problem with the Table. Limited free movement of the table top presents
an extreme risk from permanent loss of function for the patient unrelated to the underlying
iliness.

3. ltis also recommended that responsibility and appropriate resources be allocated,
including ongoing costs, for the maintenance and upkeep of the medical equipment in the
MRI Neurosuite, including the IMRIS ORT100 Operating Table. Appropriate training is
required and endorsement by the manufacturer for the maintenance staff & other staff for
the IMRIS ORT100 Operating Table.

Recommendations 4.0, 5.1, 5.2, 6.0, 7.1, 7.2 and 7.3 listed in the Table above also apply and are
presented for follow-up and action to lower the other high and medium risks identified during the
review.

Document: Review report 180811 Last printed: 26/03/2012 1:31:00 PM Version Date: 18 August 2011
This document is electronically controlled. Please refer to master list to ensure this version is current. Page 4 of §
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Kirchner, Horst

From:

Sent: Thursday, 18 August 2011 12:48 PM

Jo: Kirchner, Horst; Van Lith, Martin; Richard Barroso
Subject: Re: IMRIS Table

Horst. Yesterday | asked my CSS Richard Barroso in Meibourne to contact James Cotterill to arrange a visit to fix your
table. | have copied Richard on this email. Richard can you please let Horst know when you have arranged the visit.

Best Regards.

From K|rchner, Horst I'maalto Harst. Krchner@act gov.au]
Sent: Wednesday, August 17, 2011 04:55 PM

To: Van Lith, Martin <Martin.VanLith@act.gov.au>

Cc:

Subject: RE: IMRIS Table

Martin, nothing, yes will

Fovst Kirchner
Business & Infrastructure
Strategic Support

Bidg. 6, [.3, TCH
62050363

mob
Business & infrastructure — commitied to imely, responsive and client-focused services
Cafe Excallonce Colfaboeration {niegrily

ALY

Senbmrnigd
Hoahh

From: Van Lith, Martin

" Jent: Wednesday, 17 August 2011 4:51 PM
" fo: Kirchner, Horst
Subject: IMRIS Table

Hello Horst
Any responss from IMRIS yet? Would vou please follow them up?

Kind regards

Martin Yan Lith
ﬁﬁ? Coordinator, Accreditation and Risk Management, Systems & Reporting
| o Business and infrastructure ~ committed to timely, responsive and
qeh client-focusea’ services
(02) 6205 0594 Email: mailto:Martin.VanLith@act.gov.au
fae Colloborotion  Integrity

Care

From: Kirchner, Horst

Sent: Thursday, 11 August 2011 2:36 PM
To: i



Cc: _Van Lith, Martin

Subject: locking

I'am concerned about the table locking device, what progress is there on the replacement.
The lock is not very secure.,

regards

Hovrst Kivchner
Business & Infrastructure
Strategic Support

Blidg. 6, L3, TCH
62050363

moh.
Business & Infrastructure — committed fo fimely, responsive and client-focused services

Care Excellonce Collaboration lnfegrity

From: Kirchner, Horst

Sent: Friday, 24 June 2011 8:29 AM
To: 'Lindley Ward'

Subject: RE:

-hanks for the update.
Hovst Kivchner

Business & Infrastructure
Strategic Support

Bldg. 6, L3, TCH
62050363

mob
Business & infrastruciure — committed to timely, responsive and client-focussd services

Care Exceflence Collaboration fntegrity (

ACT

L

rrom: [
Sent: Thursday, une 10:36 PM

To: Kirchner, Horst
Subject: RE:

Horst:

We are in the process of releasing a Field Change Order to replace the entire locking mechanism for that table with a
new design as we have found that it goes out of adjustment too easily and s too difficult to lock. The parts are going
into production next week, so | will soon have a date for the delivery of the parts to my group for implementation.
The updates will be scheduled with each customer once | have the delivery dates for the parts.

Best Regards,




From: Kirchner, Horst [mailto:Horst. Kirchner@act.gov.aul

Sent: June-22-11 9:59 PM

To:
Subject:

-/e are taking the table of the floor today, I noticed that the locking pin (picture} was quite loose, this does
not seem right, as the table moves when locked?.

cheers

Hovst Kirchney
Business & infrastructure
Strafegic Support

Bldg. 6, L3, TCH

205

mob
Business & Infrasfruciure — commiited to fimely, responsive and clieni-focused services
Care Frxreflence Collaboration infegnity

A

Hesith

This email, and any attachments, may be confidential and also privileged. If you are not the intended
recipient, please notify the sender and delete all copies of this transmission along with any attachments
immediately. You should not copy or use it for any purpose, nor disclose its contents to any other person.

.'his email has been scanned by the IMRIS Email Security System.

This email has been scanned by the IMRIS Email Security System

This email has been scanned by the IMRIS Email Security System.

This email has been scanned by the IMRIS Email Security System



McClymont, Geoff

From: Van Lith, Martin

Sent: Thursday, 18 August 2011 2.19 PM
To: Baker, Jennie

Cc: Cotterill, James; Kirchner, Horst
Subject: FW: IMRIS Table

Hello Jennie

Looks as if IMRIS has contacted James Cotterill for doing the Product Correction / Recall of the IMRIS Operating
Table.

This fix is for the locking mechanism at the base of the table. At present the mechanism does not work effectively
and allows limited free movement of the table top; an extreme risk for a neurc-surgery table.

TGA needs to be informed of the product correction. Can James ask IMRIS if this is already in progress please?
Horst and | will now step back from this part of the issue and let IMRIS work with James to do the fix.
Kind regards

Martin Van Lith
AC-E Coordinator, Accreditation and Risk Management, Systems & Reporting
e BUSIness and Infrastructure — committed to timely, responsive and
taw  client-focused services
Ph: {02) 6205 0594 Email: mailto:Martin.VanLith@act.gov.au
Core &xesflence Colloboration  Integrity

From:

Sent: Thursday, 18 August 2011 12:48 PM

To: Kirchner, Horst; Van Lith, Martin; Richard Barroso
Subject: Re: IMRIS Table

Horst. Yesterday | asked my_n Melbourne to contact James Cotterill to arrange a visit te fix your
table. | have copied Richard on this email. Richard can you please let Horst know when you have arranged the visit.

sest Regards.

From: Kirchner, Horst [mailto:Horst.Kirchner@act.gov.au]
Sent: Wednesday, August 17, 2011 04:55 PM

To: Van Lith, Martin <Martin.VanLith@act.gov.au>

Cc:

Subject: RE: IMRIS Table

Martin, nothing, yes wili

Horst Kirchner
Business & Infrastructure
Strategic Support

Bldg. 6, L3, TCH
62050363

mob



Business & Infrastructure — committed to timely, responsive and ciient-focused services
Care Excellence Collaboration integrity

From: Van Lith, Martin

Sent: Wednesday, 17 August 2011 4:51 PM
To: Kirchner, Horst

Subject: IMRIS Table

Hello Horst
Any response from IMRIS yet? Would you please follow them up?
Kind regards

Martin Van Lith
r/. ACT Coordinator, Accreditation and Risk Management, Systems & Reporting
{ 3 e BUSiness and Infrastructure — committed to timely, responsive and
- client-focused services
Ph: (02) 6205 0594 Email: mailto:Martin.VanLith@act.gov.au
Care Ireefience Collohoration  Integrity

From: Kirchner, Horst

Sent: Thursday, 11 August 2011 2:36 PM
To:
Cc:
Subject: focking

Van Lith, Martin

I am concerned about the table locking device, what progress is there on the replacement.

The lock is not very secure.

regards

fovst Kivchmer
Business & Infrastructure
Strategic Support
Bidg. 6, L3, TCH
62050363

mob
Business & infrastructure — committed to timely, responsive and client-focused services
Care £ xcel!ence Colfaboration Integrity

From: Kirchner, Horst

Sent: Friday, 24 June 2011 8:29 AM

To:
Subject: RE:

B ks for the update.




Hovst Kerchner
Business & Infrastructure
Strategic Support

Bldg. 6, L3, TCH
62050363

mob.
Business & Infrastructure — committed to timely, responsive and client-focused services
Care Excellence Collaboration Integrity

act

From: Lindley Ward [mailto:lward@imris.com]
Sent: Thursday, 23 June 2011 10:36 PM

To: Kirchner, Horst

Subject: RE:

Horst:

We are in the process of releasing a Field Change Order to replace the entire locking mechanism for that table with a
«ew design as we have found that it goes out of adjustment too easily and is too difficult to lock. The parts are going
into production next week, so | will soon have a date for the delivery of the parts to my group for implementation.
The updates will be scheduled with each customer once | have the delivery dates for the parts.

Best Regards,

From: Kirchner, Horst [mailto:Horst.Kirchner@act.gov.au]
Sent: june-22-11 9:59 PM

To:
Subject:

-ve are taking the table of the floor today, | noticed that the locking pin (picture) was quite loose, this does
not seem right, as the table moves when locked?.

cheers

Horst Kivchneyr
Business & Infrastructure
Strategic Support

Bidg. 6, L3, TCH
62050363

moh |GG

Business & Infrastructure — committed to timely, responsive and client-focused services
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McClymont, Geoff

From: Geoghegan, Sean

Sent: Monday, 26 March 2012 4:41 PM

To: McClymont, Geoff

Subject: iMRI FOI - FW: Interchange of the IMRIS operating theatre table in the MR| Neurosuite at
TCH

Attachments: Review report 180811.docx

From: Geoghegan, Sean

Sent: Thursday, 18 August 2011 7:22 PM

To: Van Lith, Martin

Subject: Re: Interchange of the IMRIS operating theatre table in the MRI Neurosuite at TCH
Hi Martin,

my comments are attached. Only one change. | couldn't edit it properly - the citrix connect is very poor and | couldn't
adequately work on it. Some of the phrases seem awkward, but it is good as it stands.

Cheers,

Sean

Sean Geoghegan, PhD

Chief Medical Physicist ~ ACT Health ~ ACT Australia
p: +61 2 62442256 f:+612 62442276 m:

Care ------ Excellence ------ Collaboration ------ Integrity

From: Van Lith, Martin

Sent: Thursday, 18 August 2011 11:38

To: Thorburn, Phillip; JasonSmith, Rhona; Kirchner, Horst; Cotterill, James; Geoghegan, Sean; Swain, Rob
Cc: Scott, Adrian; Bakér, Jennie

Subject: Interchange of the IMRIS operating theatre table in the MRI Neurosuite at TCH

Hello

'vas able to speak with Dr John Fuller, Head of Neurosurgery yesterday and obtain his views on the interchange of
‘the IMRIS operating theatre table in the MRI Neurosuite at TCH. His comments are included in the report.

A draft report is attached for your review and updating.
Your changes, updates, corrections back to me by early morning Friday 19 August 2011.
Kind regards

Martin Van Lith

Coordinator, Accreditation and Risk Management, Systems & Reporting
Business and Infrastructure — committed to timely, responsive and
client-focused services

Ph: {02) 6205 0594 Email: mailto:Martin.VanLith@act.gov.au

Care Exeelflence  Collaboration  Integrity




Baker, Jennie

From: Baker, Jennie

Sent: Friday, 19 August 2011 9:38 AM
To: Cotterill, James

Subject: RE: IMRIS Table

Hi James,

Sounds good to me.

Jennie

From: Cotterill, James

Sent: Friday, 19 August 2011 9:22 AM
To: Baker, Jennie

Subject: RE: IMRIS Table

Hi Jennie

. «nink the issue with this table is serious enough to require a recall.

I have made complaints to the TGA before and | know you have to push very hard to get them to take action and
you also need to be very sure of the information you have.

At this stage | have no information to offer... | am just waiting on a confirmation call back from the IMRIS technician.
i IMRIS has identified this to be a defect and have issued an internal recall BUT have not reported that to its clients
and to the TGA then they may face some serious repercussions from the TGA.

| think waiting a few hours so we can get the information we need is the best way forward, at the moment | don’t
have encugh information to correctly complete a TGA complaint form.

COnce | hear back from the IMRIS technician | will have the correct information and hopefully some documentation
to back it up.

Regards
James
ym: Baker, Jennie
sent: Thursday, 18 August 2011 4;37 PM

To: Cotterill, James
Subject: RE: IMRIS Table

Hi James,

| don’t think that he mentions a recall, it is just to iet them know that there issues with the system in case other sites
have identified the same.

lennie
From: Cotterill, James
Sent: Thursday, 18 August 2011 4:28 PM

To: Baker, Jennie
Subject: RE: IMRIS Table

Hi Jennie



It may be premature to contact TGA until we hear back from IMRIS, at this stage IMRIS have not confirmed the
existence of a manufacturing defect/recall with the table.

Horst was told by IMRIS they knew about the issue, but | have nothing in writing from IMRIS te confirm this..at this
stage.

TGA would need to investigate the fault in order to issue a recalt and so we need to get our facts in order before we
go down that path.

| believe the best way forward is to wait a few days until we hear back from the service contact at IMRIS, then once
we know the facts and have some documentation we can contact TGA.

Regards

james

From: Baker, Jennie

Sent: Thursday, 18 August 2011 4:18 PM
To: Cotterill, James

Subject: FW: IMRIS Table

HiJames,
Can you please confirm if TGA are aware?

Jennie

Ffom: Van Lith, Martin

Sent: Thursday, 18 August 2011 2:19 PM
To: Baker, Jennie

Cc: Cotterill, James; Kirchner, Horst
Subject: FW: IMRIS Table

Hello Jennie

Looks as if IMRIS has contacted James Cotteril! for doing the Product Correction / Recall of the IMRIS Operating
Table.

This fix is for the locking mechanism at the base of the table. At present the mechanism does not work effectively
and atlows limited free movement of the table top; an extreme risk for a neuro-surgery table.

TGA needs to be informed of the product correction. Can James ask IMRIS if this is already in progress please?

Horst and | will now step back from this part of the issue and let IMRIS work with James to do the fix.

Kind regards

Lith
Coordinator, Accreditation and Risk Management, Systems & Reporting
Business and Infrastructure — committed to timely, responsive and
war client-focused services

Ph: (02) 6205 0594 Email: mailto:Martin.VanLith@act.gov.au
Cave fxowiizose  Collphorgtion  Integrity

From:
Sent: Thursday, 18 August 2011 12:48 PM



To: Kirchner, Horst; Van Lith, Martin; Richard Barroso
Subject: Re: IMRIS Table

Horst. Yesterday | asked my CSS Richard Barroso in Melbourne to contact James Cotterill to arrange a visit to fix your
table. | have copied Richard on this email. Richard can you please let Horst know when you have arranged the visit.

Best Regards.

From: Kirchner, Horst [mailto:Horst.Kirchner@act.gov.au]
Sent: Wednesday, August 17, 2011 04:55 PM

To: Van Lith, Martin <Martin.VanLith@act.gov.au>

Cc: Lindley Ward

Subject: RE: IMRIS Table

Martin, nothing, yes will

Horst Kivchner

Business & Infrastructure
“rategic Support

Bidg. 6, L3, TCH

620503863

mob.
Business & Infrastructure — committed to timely, responsive and client-focused services
Care Excel/ence Coliaboration integrity

From: Van Lith, Martin

Sent: Wednesday, 17 August 2011 4:51 PM
To: Kirchner, Horst

Subject: IMRIS Table

Hello Horst

y response from IMRIS yet? Would you please follow them up?

Kind regards

Martin Van Lith
Coordinator, Accreditation and Risk Management, Systems & Reporting
Business and infrastructure — committed to timely, responsive and
T client-focused services

{02) 6205 0594 Email: mailto:Martin.VanLith@act.gov.au
noe Cofloberation  Integrity

Care

From: Kirchner, Horst

Sent: Thursday, 11 August 2011 2:36 PM
Cc: Van Lith, Martin
Subject: locking

| am concerned about the table locking device, what progress is there on the replacement.

3



The lock is not very secure.

regards

Horst Kivchner
Business & Infrastructure
Strategic Support

Bldg. 6, L3, TCH
62050363

maob.
Business & Infrastructure — compmitted to timely, responsive and ciient-focused services

Care Excefiencs Collahoration integrily

ACT

Capsmannien

Hetlth

From: Kirchner, Horst

Sent: Friday, 24 June 2011 8:29 AM
To: *

Subject: RE:

-thanks for the update.
Hovst Kirchner

Business & Infrastructure
Strategic Support

Bldg. 6, L3, TCH
62050363

mob
Business & Infrastructure — committed to timely, responsive and client-focused services

Care Excellznce Collaboration fntegrity

ACT

From:

Sent: Thursday, 23 June 2011 10:36 PM
To: Kirchner, Horst

Subject: RE:

Horst:

We are in the process of releasing a Field Change Order to replace the entire locking mechanism for that table with a
new design as we have found that it goes out of adjustment too easily and is too difficult to lock. The parts are going
into production next week, so | will soon have a date for the delivery of the parts to my group for implementation.
The updates will be scheduled with each customer once | have the delivery dates for the parts.

Best Regards,




o~ )
S8

From: Kirchner, Horst [mailto:Horst.Kirchner@act.gov.au]
Sent: June-22-11 9:59 PM

To:

Subject:

Lindley, we are taking the table of the floor today, I noticed that the locking pin (picture) was quite loose, this does
not seem right, as the table moves when locked?.

cheers

Horst Kivchner

Business & Infrastructure
Strategic Support

Bldg. 6, L3, TCH
62050363

mob

Business & Infrastructure — committed to timely, responsive and client-focused services
Care Excellence Collaboration Integrity

™\ ACT
Eeruannaignt
" Health
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Baker, Jennie

From: Baker, Jennie

Sent: Friday, 19 August 2011 10:15 AM
To: Cotterill, James

Subject: RE: IMRIS theatre table

Hi James,

Could you please ensure that TGA are informed?

Jennie

From: Cotterill, James

Sent: Friday, 19 August 2011 10:14 AM

To: Baker, Jennie

Cc: Williams, Horace; Kirchner, Horst; Belle, Kyril; Sommariva, Maurice; Thorburn, Phillip; Geoghegan, Sean; Saker,
Steve; Hallberg, Erik; Van Lith, Martin

Subject: IMRIS theatre table

>od morning,

| received a call this morning from _ne of the field technicians from IMRIS Australia.

said he has a tentative booking to travel to Canberra next Monday to check the table and make some
temporary repairs.
He is currently waiting on a call back from Rhona to confirm a time.

-as confirmed that the table is subject to a factory field upgrade and that IMRIS recognises the problem is a
manufacturing fault.
Unfortunately the upgrade kit is not in the country as yet, but when it arrives {1-2 weeks)-mll return to TCH
and install it.

i have advised [JJllthat there is a requirement for IMRIS to inform the TGA about this matter and that TCH is
required to do the same.

Regards

James Cotterill
Biomedical Engineering Techncian | Biomedical Engineering Department
Phone: 6244 3831 | Fax: 6244 3819 | Email: james.cotterill @act.gov.au

AcT Business & Infrastructure — committed to timely, responsive and client-focused services
B Care “woationce Collaboration Integrity



Baker, Jennie

From: Van Lith, Martin

Sent: Friday, 19 August 2011 10:31 AM
To: Cotterill, James

Cc: Scott, Adrian; Baker, Jennie
Subject: RE: IMRIS theatre table

Hello James

Many thanks.

May be a good time to talk to him about the training for the maintenance of the table. Do you have all the
maintenance manuals for the table?

Kind regards

Martin Van Lith
ﬂﬂ Coordinator, Accreditation and Risk Management, Systems & Reporting
S8 Goneen  Business and Infrastructure — committed to timely, responsive and
By e client-focused services
Ph: (02) 6205 0594 Email: mailto:Martin.VanLith@act.gov.au
Care Prxesfipnee  Colloboration  Integrity

From: Cotterill, James
Sent: Friday, 19 August 2011 10:14 AM
To: Baker, Jennie

Cc: Williams, Horace; Kirchner, Horst; Belle, Kyril; Sommariva, Maurice; Thorburn, Phillip; Gecghegan, Sean; Saker,
Steve; Hallberg, Erik; Van Lith, Martin
Subject: IMRIS theatre table

Good morning,

I received a call this morning from_one of the field technicians from IMRIS Australia.

aid he has a tentative booking to travel to Canberra next Monday to check the table and make some
temporary repairs.
g is currently waiting on a call back from Rhona to confirm a time.

B =5 confirmed that the table is subject to a factory field upgrade and that IMRIS recognises the problem is a
manufacturing fault.

Unfortunately the upgrade kit is not in the country as yet, but when it arrives (1-2 weeks) [Jj¥i! return to TCH
and install it.

| have advised-that there is a requirement for IMRIS to inform the TGA about this matter and that TCH is
required to do the same.

Regards

James Cotterill
Biomedical Engineering Techncian | Biomedical Engineering Department
Phone: 6244 3831 | Fax: 6244 3819 | Email: james.cotteril @act.gov.au

AT Business & Infrastructure — committed to timely, responsive and client-focused services
Care Fuoaiizpoz Collaboration Integrity



McClymont, Geoff

From: Geoghegan, Sean

Sent; Monday, 26 March 2012 4:40 PM

To: McClymont, Geoff

Subject: iMRI FOI - FW: Interchange of the IMRIS operating theatre table in the MRI Neurosuite at
TCH

From: Van Lith, Martin

Sent: Friday, 19 August 2011 9:47 AM

To: Geoghegan, Sean

Subject: RE: Interchange of the IMRIS operating theatre table in the MRI Neurosuite at TCH

Thanks Sean
Much obliged. We are finalising the report. Adrian wanted it with recommendations.

Kind regards

“Aartin Van Lith
) AcT Coordinator, Accreditation and Risk Management, Systems & Reporting
(F ennen  Business and Infrastructure — committed to timely, responsive and
J v Client-focused services
Ph: (02) 6205 0524 Email: mailto:Martin.VanLith@act.gov.au
Care fxoefence  Coflohorotion  Integrity

From: Geoghegan, Sean

Sent: Thursday, 18 August 2011 7:22 PM

To: Van Lith, Martin

Subject: Re: Interchange of the IMRIS operating theatre table in the MRI Neurosuite at TCH
Hi Martin,

my comments are attached. Only one change. I couldn't edit it properly - the citrix connect is very poor and | couldn't
adequately work on it. Some of the phrases seem awkward, but it is good as it stands.

"heers,

Sean

Sean Geoghegan, PhD

Chief Medical Physicist ~ ACT Health ~ ACT Australia
p: +61 2 6244 2256 f +61 262442276 m:
Care --—---- Excellence ~---- Collaboration ------ Integrity

From: Van Lith, Martin

Sent: Thursday, 18 August 2011 11:38

To: Thorburn, Phillip; JasonSmith, Rhona; Kirchner, Horst; Cotterill, James; Geoghegan, Sean; Swain, Rob
Cc: Scott, Adrian; Baker, Jennie

Subject: Interchange of the IMRIS operating theatre table in the MRI Neurosuite at TCH

Hello

I was able to speak with Dr John Fuller, Head of Neurosurgery yesterday and obtain his views on the interchange of
the IMRIS operating theatre table in the MRI Neurosuite at TCH. His comments are included in the report.

1



A draft report is attached for your review and updating.

Your changes, updates, corrections back to me by early morning Friday 19 August 2011.

Kind regards

Martin Van Lith

Coordinator, Accreditation and Risk Management, Systems & Reporting
Business and Infrastructure — committed to timely, responsive and
client-focused services

Ph: (02} 6205 0594 Email: mailto:Martin.VanLith@act.gov.au

Care FEx v Colloboration  Integrity




McClymont, Geoff

Sent: unday, ugus :

To: Cotterill, James
Subject: RE: Manufacturing defect IMRIS MRI table
Attachments: T300032-000 Rev G.pdf

Resend...bounced back to me.

From: I
Sent: August-18-11 11:42 PM

To: 'Cotterill, James'

Subject: RE: Manufacturing defect IMRIS MRI table

HiJames,

Sure its not a problem.... but did something happen with the IMRIS service guys as they should still be coming to fix
the table. | realize warranty has expired but we were going to get that resolved when Alan Ringland gets back from
rave (we would just backdate the service contract).

For now , all | have on my laptop is the attached. Please let me know if the IMRIS service guys are not coming and |
will investigate. If the guys are coming do you still want the service manual

Beii Rigards,

From: Cotterill, James [mailto:James.Cotterili@act.gov.au]
Sent: August-18-11 8:05 PM

To:
Subject: RE: Manufacturing defect IMRIS MRI table

i [
vas wondering if we could be sent a service manual for the 0T100?
Since our warranty is now null and void it appears we will need to service the table.

Regards

James Cotterill
Biomedical Engineering
Canberra Hospital

From:
Sent: Wednesday, 17 August 2011 11:37 AM

To: Cotterill, James

Cc: Richard Barroso; Michael Thomas

Subject: RE: Manufacturing defect IMRIS MRI table

Hi James,



I o o< currently in Melbourne (on the RCH install) will be contacting you

shortly to arrange a time to come.

Best Regards,

IMRIS

M. 204 2916707 (Canada)
M. 03 9005 6789 (Australia)
M. 70 7847 7036 (South Korea)

M. 852 8189 9245 (Hong Kong)
E.ﬁ

www.Imris.com

From: Cotterill, James [mailto:James.Cotterill@act.qov.au]

Sent: -16- 17 PM
To
Subject: Manufacturing defect IMRIS MRI table

To:
IMRIS Australia

You may recall we were in contact a few weeks ago regarding the removal of the IMRIS table at the Canberra
Hospital.
Now we have another issue... upon installation of the table last weelk we noticed the table itself was unstable.
The problem was found to be related to the manual locking mechanism which allows the table be unlocked and
rotated up to 180 degrees.

- There appears to be a manufacturing defect in this locking mechanism which allows too much free play..as a
consequence the table can move sideways.
As you can imagine this poses a serious risk to patient safety, accardingly we, Biomedical Engineering are advising
our staff not to use the table until it has been repaired.

I was made aware that IMRIS was also aware of this issue and is producing a in the field upgrade kit.
Could you please let me know when our table could be fitted with the upgrade.

Many thanks
Regards

James Cotterill
Biomedical Engineering Techncian | Biomedical Engineering Department
Phone: 6244 3831 | Fax: 6244 3819 | Email: james.cotterill@act.gov.au

acrT Business & Infrastructure — committed to timely, responsive and client-focused services
Care fxcallznce  Collaboration  Integrity
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McClymont, Gegl:f

From: Cotterill, James

Sent: Monday, 22 August 2011 8:17 AM

To:

Subject: RE: Manufacturing defect IMRIS MRI table

Thank you, we just like to have service manuals for all of the assets we have, the question was raised if we had a
manual or not when a discussion arose regarding the in house servicing of the table
If you could send the service manual it would he appreciated.

Regards James

Sent: Sunday, 21 August 2011 2:28 PM
To: Cotterill, James
Subject: RE: Manufacturing defect IMRIS MRI table

Resend...bounced back to me.

From:
Sent: August-18-11 11:42 PM

To: 'Cotterill, James'

Subject: RE: Manufacturing defect IMRIS MRI table

Hi James,

Sure its not a problem.... but did something happen with the IMRIS service guys as they should still be coming to fix
the table. I realize warranty has expired but we were going to get that resolved when Alan Ringland gets back from
leave (we would just backdate the service contract).

For now, all | have on my laptop is the attached. Please let me know if the IMRIS service guys are not coming and |
ill investigate. If the guys are coming do you still want the service manual

Best Regards,

From: Cotterill, James [mailto:James.Cotterill@act.gov.au]
Sent: August-18-11 8:05 PM
To:

Subject: RE: Manufacturing defect IMRIS MRI table

| was wondering if we could be sent a service manual for the OT100?
Since our warranty is now null and void it appears we will need to service the table.

Regards



James Cotterill
Biomedical Engineering
Canberra Hospital

Sent: Wednesday, 17 August 2011 11:37 AM

To: Cotterill, James

Cc: Richard Barroso; Michael Thomas

Subject: RE: Manufacturing defect IMRIS MRI table

Hi James,

_ho are currently in Melbourne {on the RCH install) will be contacting you

shortly to arrange a time to come.

Best Reiards,

IMRIS 5

M. 204 291 8707 (Canada)
M. 03 9005 6792 (Australia)
M. 70 7847 7036 (South Korea)
M. 852 8199 924 Kong)

E.
WWW. IMIIS.com

From: Cotterill, James [mailto:James.Cotterill@act.gov.au]

Sent: August-16-11 8:17 PM
To:

ubject: Manufacturing defect IMRIS MRI table

o [

IMRIS Australia

You may recall we were in contact a few weeks ago regarding the removal of the IMRIS table at the Canberra
Hospital.

Now we have another issue... upon installation of the table last week we noticed the table itself was unstable.
The problem was found to be related to the manual locking mechanism which allows the table be unlocked and
ratated up to 180 degrees.

There appears to be a manufacturing defect in this iocking mechanism which allows too much free play..as a
consequence the table can move sideways.

As you can imagine this poses a serious risk to patient safety, accordingly we, Biomedical Engineering are advising
our staff not to use the table until it has been repaired.

I was made aware that IMRIS was also aware of this issue and is producing a in the field upgrade kit.
Could you please let me know when our table could be fitted with the upgrade.

2



Many thanks
Regards

James Cotterill
Biomedical Engineering Tachncian | Biomedical Engineering Department
Phone: 6244 3831 | Fax: 6244 3819 | Emall: james.cotterill@act gov.au

Business & Infrastructure — committed to timely, responsive and client-focused services

Care 7xo :» Collaboration Integrity
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McClymont, Geoff

From: Cotterill, James

Sent: Monday, 22 August 2011 11:53 AM
To: Van Lith, Martin

Subject: FW: IMRIS OR table Materials #2
Attachments: IMRIS OR Table.pptx

From:

Sent: Saturday, 6 August 2011 11:38 AM
To: Cotterill, James
Subject: RE: IMRIS OR table Materials #2

Here is a presentation of the OR table with some procedural stats from other hospitals.

From:

Sent: August-05-11 8:33 PM

To: 'james.cotterill@act.gov.au'
Subject: IMRIS OR table Materials #1

Hi James,

I have attached a basic user manual for the OR table and will also try to include some reference materials to help aid
the discussion. As | mentioned our spine capabilities are limited but possible...I will also send materials in a couple
of e-mails due to file size.

1. Our system has been used clinically for cervical spine work by Dr. Garnette Sutherland Foothills Hospital
Calgary {Canada), and Dr. Carlo DeLuna Wilkes Barre General hospital {USA). They have successfully used
the system for ACDF’s, cervical tumors, and trans-oral decompressions. Please note that they have made
concessions to do these surgeries such as make shift equipment that their hospital made for them.

2. Dr. David Donahue and Dr. John Honeycut of Cook Children’s have used the system intra-opertively on a
tethered chord case. They have also worked in the base of the skull/top of the spine for Chiari
malformations.

3. Currently it is extremely challenging to use our system for lumbar spine or thoracic spine work. Making a
table extension would only work when the patient was positioned flat and we could get the MRI low enough
to scan. The only other option would be to get a knee chest position and get the MRI low enough to image.

Best Reia rds,

IMRIS

M. 204 291 6707 (Canada)
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Baker, Jennie

From: Van Lith, Martin

Sent: Monday, 22 August 2011 12:36 PM

To: Scott, Adrian; Reid, Barbara

Ce: Baker, Jennie; Lang, Kellie; Cotterill, James
Subject: IMRIS Operating Theatre Table

Hello Barbara and Adrian

I have looked at the Procurement document for the integrated neurosurgical operating suite with IMRIS and it states
on page 3.5 that “The table is bolted to the OR floor ....."”

The IMRIS Australia field technician, Michael Thomas, is driving from Sydney to Canberra at this moment and will be
at TCH this afternoon. He will be making contact with James Cotterill in biomedical engineering and the operating
theatre.

The purpose of this visit is to look at the problem with the locking mechanism of the table and make a temporary
‘fix” until the ‘permanent fix’ arrives in a few weeks from Canada.

Contacted the manufacturer and they are ha to talk to us this Wednesday by telephone.

IMRIS

M. 204 291 6707 (Canada)
M. 03 9005 6799 (Australia)
M. 70 7847 7036 (South Korea)

M. 852 8199 9245 (Hong Kong)
E. d

WWW.Imris.com

In the meantime Jeff would like to know the type of surgical procedures to be used for the table; e.g. is it just a
longer table ot a table that bends

Jeff will advise the suitable time for the telephone call after | send him further information on the requirements.
'0king forward to your response on the surgical requirements for the theatre table.
Kind regards
Martin Van Lith
Coordinator, Accreditation and Risk Management, Systems & Reporting
ﬁ;ﬂ' Business and Infrastructurg — committed to timely, responsive and
Health client-focused servic_,_es”'

Ph: {02) 6205 0594 Email: mailto:Martin.VanLith@act.gov.au
Core ‘rxoaiiznsd Colloboration  Integrity
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Baker, Jennie

From: Geoghegan, Sean

Sent: Mecnday, 22 August 2011 12:58 PM
To: Shaw, Diane

Cc: Cotterill, James; Baker, Jennie
Subject: RE: IMRIS table

Hi Di,

I understand that you need the IMRIS table lifted in preparation for the theatre case
tomorrow morning. I just tried to call but was unable to reach you. I spoke to James
Cotterill from Biomedical Engineering about the request to 1lift the IMRIS table. He is the
person who will organise the 1lift for you. Please call James on 43831 to make the
arrangements.

The table lift will need to wait until after the table has been serviced in-situ by the
engineer from IMRIS this afternoon. That will mean that the table will not be lifted
before about 17:00 at the earliest. It may be that the table will need to be left in-situ
after servicing, however I expect that the likelihood of this is remote and the table
~hould be able to be lifted and put into storage by about 18:00. James will be able to
.onfirm the details and confirm the timing of the lift.

As discussed, once the table is lifted and taken out it will not be going back in without
written authorisation from Barbara Reid.

Cheers,
Sean
Sean Geoghegan

Chief Medical Physicist Medical Physics and Medical Technology Systems
Phone: 6244 2256 | Mobile:ﬁ Fax: 6244 3819 | Email:

sean.geoghegan@act.gov.au

Business & Infrastructure — committed to timely, responsive and client-focused services
Care Excellence Collaboration Integrity

————— Original Message-----
rom: Shaw, Diane
sent: Monday, 22 August 2011 12:42 PM
To: Geoghegan, Sean
Subject:

Sean

Further to our phone conversation re lifting the iMRI table this pm after maintenance can
you please phone me or Angela Goodridge on_or‘ 42765 and ask for patient flow
CNC re time for lifting the table Thanks

Diane Shaw

Acting Patient Flow CNC
Level 2 General Surgery
Opearating Theatres

The Canberra Hospital
Yamba Drive

ACT 2606

62442765
Diane.Shaw@act.gov.au
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Business & Infrastructure Branch

with support from

Surgery and Oral Health Division
&

Quality and Safety Unit

Review

Interchange of IMRIS Operating Table in the MRI
Neurosuite at TCH

Final Report

22 August 2011



Executive Summary

The review set out to develop a risk management plan and identify key risks associated with the
frequent interchange (removal and re-installation) of the IMRIS Operating Tabie in the MRI
Neurosuite at TCH following various concerns associated with interchanging of the Table.

The IMRIS Operating Table has been interchanged to make way for other operating theatre
tabies so that the operating theatre can be used for other surgical procedures.

The IMRIS Operating Table was supplied and fixed to the floor as part of the instailation of the
MRI Neurosuite during 2010. The supplier and manufacturer is intra-Operative Magnetic
Resonance Imaging System (IMRIS) Inc. based in Canada.

The review considered the risks for interchanging the IMRIS Operating Table and also for
leaving it in position. The review process uncovered other important and closely related risks.

The identified key risks were analysed, current controls identified, assessed and risk treatments
proposed to lower the risk levels.

Recommendations were based on the proposed risk treatments for interchanging the IMRIS
Operating Table and aiso for leaving it in position.

1. Report Owner

The review was initiated and the report is owned by the Business & Infrastructure Branch
Executive Director, currently acting in this position is Mr Adrian Scoft.

The review team included:
Martin Van Lith - Coordinator, Accreditation & Risk Management, Business & Infrastructure

Branch.

Phil Thorburn — Biomedical Engineer, Redevelopment Unit, Service & Capital Planning

Rhona JasonSmith - Assistant Director of Nursing Perioperative Services

Horst Kirchner - Project Manager, Strategic Asset Management & Accommodation

James Cotterill - Biomedical Engineering Technician, Clinical Engineering

Sean Geoghegan - Chief Medical Physicist, Medical Physics and Medical Technology Systems
Rob Swain - Assistant Director, Workplace Safety, Quality & Safety Unit

2. Review Objectives and Scope

The objectives of the review team were to:
» Establish the facts with the interchange of the IMRIS Operating Room Table using Risk
Analysis
* Provide a report of the review findings and formulate recommendations
* Look for system gaps and opportunities for improvement

The scope of the review included the interchange of the IMRIS Operating Room Table in the
MRI Neurosuite at TCH.
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3. Review Process

The review process consisted of:

A documentation review including related Emails and Product Manuals;
Site visits and demonstration of the re-installation;

Interviews with key stakeholders;

Analysis of findings utilising risk analysis;

Reporting of the findings and recommendations; and

A risk analysis to support the report (Attachment A).

A telephone discussion was held with Dr John Fuller, Head of Neurosurgery, on 17 August
2011. He stated that the MRI Neurosuite should be used more often as an operating theatre
and not wasted. He also stated that as a surgeon he considered that the IMRIS Operating
Table was not suitable for other surgery. His opinion was that the operating theatre should be
used and that it required the IMRIS Operating Table be moved to make way for other operating
theatre tables.

4. Summary of Key Risks and Recommendations

The review found that most interviewed stakeholders were concerned over the governance,
management and safety associated with the frequent interchange (removal and re-installation)
of IMRIS Operating Table in the MRI Neurosuite at TCH.

The Risk Management Plan in Attachment A contains the key risks that fell into the following
main categories:
e Clinical
People
Property and Services
Financial
Business Process and Systems
Reputation



Key Risks and Recommendations

Risks

_-Recommendation

e The process of interchanging the IMRIS ORT100
Operating Table has adverse effect on the correct and
accurate function of the table. '

e Al liability for using the MRI equipment in the MRI
Neurosuite, including the IMRIS Operating Table, has
been moved from the manufacture and installer to the
Heaith Directorate.

o Litigation from a complication associated with a clinical
case following the interchanging of the IMRIS Operating
Table.

» Interchanging the IMRIS Operating Table causes
premafure ‘wear and tear’, as well increases the chance
for error during each installation.

s  Staff or patient on an operating table being injured from
unexpectantly coming in contact with the metal floor plate
covering the base for the IMRIS Operating Table.

1.1

OR

1.2

1.3

Do not interchange the IMRIS ORT100
QOperating Table in the MR! Neurosuite.

If the IMRIS ORT100 Operating Table is to
be interchanged then implement the risk
treatments outlined in the Risk
Management Plan

Investigate with IMRIS designing a
removable Operating Table suitable for use
in the MRI Neurosuite and/or an
interchangeable Operating Table top.

- Recommendation

Permanent loss of function for the patient unrelated to the
underlying illness.

21

22

Supplier / manufacturer to fit a new entire
locking mechanism to the IMRIS ORT100
Operating Table.

Health Directorate notify Therapeutic
goods Administration (TGA) of the problem
with the IMRIS ORT100 Operating Table.

Risk

Recommendation

Medical equipment in the MR! Neurosuite, including the IMRIS
ORT100 Operating Table not available for surgery.

3.1

3.2

Clarify responsibility and appropriately
resource, including ongoing costs, the
maintenance and upkeep of the medical
equipment in the MRI Neurosuite, inciuding
the IMRIS ORT100 Operating Tabile.
Appropriate training and endorsement by
the manufacturer for the maintenance staff
& other staff for the IMRIS ORT100
Operating Table.

Risk

Recommendation

Present lighting pendants in the Neurosuite will not effectively
cover the whole operating site for a Jackson Spinal operating
theatre table, -

4.0

Modify operating theatre light for the MRI
Neurosuite, e.g. extending the arm on the
pendant holding existing theatre light.

| Ris_k

Recommendation

The MRI Neurosuite not being fully utifised for surgery.

5.1

Utilise the IMRIS ORT 100 Operating Table
into the least obstructive position when
using cother operating theatre tables,

AND/OR

52

Regulate the use of the MRI Neurosuite to
surgical procedures that can be performed
on the IMRIS ORT 100 Operating Table.




Risk

Recommendation

Operating theatres at TCH not fitted with appropriate medical
equipment contributing to backlog in surgical operations.

6.0 Schedule the work for the upgrading of the
other eight operating theatres with
improved theatre pendants, lights and
cabling work, as previously planned and
partially completed.

Risk

' _Recomm'endatio.n o

Degrading of the magnetic field for MRI and possible damage__ | this operating theatre, i.e. being particularly
to staff and medical equipment from loose remn mall metal

items or fragments

7.1 Ensure ali staff entering and using the MRI
Neurosuite are trained and competent in
using this operating theatre, including the
cleaning, technical and clinical staff.

7.2 Schedule appropriate surgical cases for

oy

careful with surgical cases involving metal
implants, metal components, screws, etc.

7.3 Conduct a metal sweep of the operating
theatre with a magnetic roller at the end of
each day for detecting and removing
remnant small metal items or fragments of
metal.

o © “’”M '
Thar wes o-m\?-cgﬁpWM ML?’V"‘%

Fo{a&«jd%bmecw Mﬂf&d’fh/& M{Mﬂﬂu




5. Conclusion

The risk management plan identified key risks associated with the frequent interchange
(removal and re-installation) and also for leaving fixed the IMRIS Operating Table in the MRI
Neurosuite at TCH. The process also highlighted other important and closely related risks.

The risk management planning process identified three extreme level, six high level and two
medium level risks.

Expedient attention is urged to address the following three extreme level risks.

1. It is recommended that the IMRIS ORT100 Operating Table not be interchanged. The
review identified an extreme risk associated with interchanging the IMRIS ORT100
Operating Table from the adverse effect on the correct and accurate function of the
table, premature ‘wear and tear’, increased chance for error during installation, increased
liability and possibility to increased litigation exposure, as well as staff or patient on an
operating table being injured from unexpectantly coming in contact with the metal floor
plate.

If the IMRIS ORT100 Operating Table is to be interchanged then it is recommended that
the risk treatments outlined in the Risk Management Plan under Risk Nos. 1, 2, 3 4 and
5 be implemented.

2. Itis recommended that the supplier/manufacturer of the IMRIS ORT100 Operating Table
fits a new entire locking mechanism and that the Therapeutic Goods Administration
(TGA) be notified of the problem with the Table. Limited free movement of the Table top
presents an extreme risk from permanent loss of function for the patient unrelated to the
underlying illness.

3. ltis also recommended that responsibility and appropriate resources be allocated,
including ongoing costs, for the maintenance and upkeep of the medical equipment in
the MRI Neurosuite, including the IMRIS ORT100 Operating Table. Appropriate training
is required and endorsement by the manufacturer for the maintenance staff & other staff
for the IMRIS ORT100 Operating Table.

'Recommendations 4.0,5.1,5.2,6.0,7.1, 7.2 and 7.3 listed in the Table above also apply and
are presented for follow-up and action to lower the other high and medium risks identified during
the review. :
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Baker, Jennie

&

A
From: Baker, Jennie
Sent: Tuesday, 23 August 2011 9:23 AM
To: Scott, Adrian
Subject: FW: IMRIS Operating table - Removal FY]
FYI

From: Kirchner, Horst

Sent: Tuesday, 23 August 2011 7:55 AM

To: Cotterill, James; Baker, Jennie; Geoghegan, Sean; Van Lith, Martin
Subject: RE: IMRIS Operating table - Removal

James, thanks for the update, good to hear it went OK.

cheers

Horst Kivchner
Business & Infrastructure
olrategic Support

Bldg. 6, L3, TCH
62050363

mob
Business & Infrastructure — committed to timely, responsive and client-focused services
Care Excellence Collaboration Integrity

ACT

Goammen

Health

From: Cotterill, James

Sent: Tuesday, 23 August 2011 7:54 AM

To: Baker, Jennie; Geoghegan, Sean; Van Lith, Martin; Kirchner, Horst
Subject: IMRIS Operating table - Removal

Hi Martin/Jennie/Sean/Horst

... removal of the IMRIS table went well and the theatre is now ready for use.
We cleaned the floor around the table and checked for ferrous material with the magnetic roller.

the technician from IMRIS, was there at the time and we asked him a few questions about the table.
is a new employee, he joined IMRIS just 4 weeks ago..so he only had limited product knowledge on the

table.
The following infarmation was obtained/cbserved

1. There is no safety shutoff valve within the table to protect should hydraulic pressure be lost —this is a
serious problem!

2. He was aware there was a problem with the locking pins, but he had no hands on experience as yet dealing
with the problem

3. He was aware there was a factory recall, of sorts, for the locking pin and that new parts were being
manufactured to solve the issue.

4. Michael was able to adjust the locking pins so the table became stable, no movement — however this
adjustment seemed to be quite sensitive and could alter over time.



5. | noticed there was a 3-4 second delay in the table responding to table movement requests via the remote
control — indicating there is already a reduction in pressure in the hydraulics!

6. |also noticed the hydraulic lines, actuators underneath the table are open, there is no drain/capture device,
should a leak occur oil could reach the floor and cause a serious hazard

in light of the above and previous observations | am still of the opinion that this table should not be used again until
the locking pin recall has been implemented.

The table hydraulic systems are vulnerable from regular removed/reinstallation, serious clinical repercussions may
occur if we continue to removal/reinstall this table.

My advice: When the new locking pin assembly is ready to be installed, IMRIS should reinstall the table back into the
theatre, install the new pin and recertify the table.
The table shouid then be left in place, never to be removed again.

Regards

James Cotterill
Biomedical Engineering Techneian | Biomedical Engineering Department
Phone: 6244 3831 | Fax: 6244 3819 | Email: james.cotterill@act.gov.au

Business & Infrastructure — committed to timely, responsive and client-focused services
are fxoalianos Collaboration integrity
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McClymont, Geoff

From: Cotterill, James

Sent: Wednesday, 24 August 2011 7:43 AM

To: Jeff Koffman

Subject: RE: Manufacturing defect IMRIS MRI table

Thank you Jeff, the manuals will stay on a protected hard drive and will not be shared.
Kind regards

James

From:

Sent: Wednesday, 24 August 2011 4:29 AM

To: Cotterill, James

Subject: RE: Manufacturing defect IMRIS MRI table

HiJames,

Here are the ORT100 manuals. Please note that these are proprietary materials and are not for external distribution.

Best Reia rds|

From: Cotterill, James [mailto:James.Cotterill@act.gov.au]
Sent: August-21-11 5:17 PM

To:

Subject: RE: Manufacturing defect IMRIS MRI table

Thank you, we just like to have service manuals for all of the assets we have, the question was raised if we had a
manual or not when a discussion arose regarding the in house servicing of the table
If you could send the service manual it would be appreciated.

regards James

From:

Sent: Sunday, 21 August 2011 2:28 PM

To: Cotterill, James

Subject: RE: Manufacturing defect IMRIS MRI table

Resend...bounced back to me.

From:

Sent: August-18-11 11:42 PM

To: 'Cotterill, James'

Subject: RE: Manufacturing defect IMRIS MRI table

Hi James,



Sure its not a problem.... but did something happen with the IMRIS service guys as they should stili be coming to fix
the table. | realize warranty has expired but we were going to get that resolved when Alan Ringland gets back from
leave {we would just backdate the service contract).

For now, all | have on my laptop is the attached. Please let me know if the IMRIS service guys are not coming and |
will investigate. If the guys are coming do you still want the service manual

Best Reiardsl

From: Cotterill, James [mailto:James.Cotterill@act.gov.au]

Sent: Auqust-18-11 8:05 PM
]
Subject: RE: Manufacturing defect IMRIS MRI table

I was wondering if we could be sent a service manual for the 0T1007?
Since our warranty is now null and void it appears we will need to service the table.

Regards

James Cotterill
Biomedical Engineering
Canberra Hospital

From:
Sent: Wednesday, 17 August 2011 11:37 AM
To: Cotterill, James
Cc:

Subject: RE: Manufacturing defect IMRIS MRI table

HiJames,

_who are currently in Melbourne (on the RCH install) will be contacting you

shortly to arrange a time to come.

Best Reiards|

M. 204 2916707 (Canada)
M. 03 9005 6799 (Australia)
M. 70 7847 7036 (South Korea)

M. 852 8199 8245 (Hong Kong)
E. W
WWW. R



From: Cotterill, James [mailto:James.Cotterill@act.gov.au]

Sent: August-16-11 8:17 PM
To: N

Subject: Manufacturing defect IMRIS MRI table

T
IMRIS Australia

You may recall we were in contact a few weeks ago regarding the removal of the IMRIS table at the Canberra
Hospital.

Now we have another issue... upon installation of the table last week we noticed the table itself was unstable.
The problem was found to be related to the manual locking mechanism which allows the table be uniocked and
rotated up to 180 degrees.

There appears to be a manufacturing defect in this locking mechanism which allows too much free play..as a
consequence the table can move sideways.

As you can imagine this poses a serious risk to patient safety, accordingly we, Biomedical Engineering are advising
our staff not to use the table until it has been repaired.

| was made aware that IMRIS was also aware of this issue and is producing a in the field upgrade kit.
Could you please let me know when our table could be fitted with the upgrade.

Many thanks
Regards

James Cotterill
Biomedical Engineering Techncian | Biomedica! Engineering Department
Phone: 6244 3831 | Fax: 6244 3819 | Email: james.cotterill@act.gov.au

4 Ag;’n* Business & Infrastructure — committed to timely, responsive and client-focused services
Care Excsiisnce Collaboration Integrity

~.ais email, and any attachments, may be confidential and also privileged. If you are not the intended
recipient, please notify the sender and delete all copies of this transmission along with any attachments
immediately. You should not copy or use it for any purpose, nor disclose its contents to any other person.

This email has been scanned by the IMRIS Email Security System.

This email has been scanned by the IMRIS Email Security System

This email has been scanned by the IMRIS Email Security System.

This email has been scanned by the IMRIS Email Security System

This email has been scanned by the IMRIS Email Security System.



McClymont, Geoff

a

From:
Sent:
To:
Subject:

Hi Martin/Al

Just letting you know we now have the IMRIS service manuals on the ‘G’ drive.

Cotterill, James

Wednesday, 24 August 2011 7:52 AM
Van Lith, Martin; Ringland, Alan
IMRIS Service manuals

IMRIS have stressed that these manuals are for TCH internal use only

Regards

James Cotterill

Biomedical Engineering Techncian | Biomedical Engineering Department
Phone: 6244 3831 | Fax; 6244 3819 | Email: james.cotterili@act.gov.au

Care

. aer o Business & Infrastructure — committed to timely, responsive and client-focused services
L] o

5

Collaboration Integrity
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Baker, Jennie
From: Reid, Barbara
Sent: Woednesday, 24 August 2011 3:02 PM
To: JasonSmith, Rhona; Cotterill, James,; Baker, Jennie; Geoghegan, Sean; Van Lith, Martin;
Kirchner, Horst
Cc: Lang, Kellie
Subject: RE: IMRIS Operating table - Removal
Hi Rhona

1 was notified on Friday of the 3-4 second delay in the table responding which it was explained that been there since
day one essentially. What | don’t understand is why this has not been addressed before now or has it and no-one
has let me know,

Barb

Barbara Reid

Executive Director
Division of Surgery & Oral Heatlth

Care » Excellence » Collaboration a Integrity

RTINS

Hasalthy

From: JasonSmith, Rhona

Sent: Wednesday, 24 August 2011 2:53 PM

To: Cotterill, James; Baker, Jennie; Geoghegan, Sean; Van Lith, Martin; Kirchner, Horst
Cc: Reid, Barbara

Subject: RE: IMRIS Operating table - Removal

Hi Folks

Please note regarding dot point 5. There has always been a 3 -4 second delay in the table responding since it was
first installed. | think the hypothesis may need to be checked with iIMRIS as this may be how the table operates or, it
was faulty from the beginning. | am assuming this is what IMRIS expects as they tested the unit before handing it
over.

-Regards
Rhona

Rhona JasonSmith

Assistant Director of Nursing Perioperative Services
The Canberra Hospital

ph (02} 62443051

fx (020 6244 3348

Care Excellence Collaboration Integrity

From: Cotterill, James

Sent: Tuesday, 23 August 2011 7:54 AM

To: Baker, Jennie; Geoghegan, Sean; Van Lith, Martin; Kirchner, Horst
Subject: ==printed== IMRIS Operating table - Removal

Hi Martin/Jennie/Sean/Horst



The removal of the IMRIS table went well and the theatre is now ready for use.
We cleaned the floor around the table and checked for ferrous material with the magnetic roller.

Michael the technician from IMRIS, was there at the time and we asked him a few questions about the table.
Michael is a new employee, he joined IMRIS just 4 weeks ago..so he only had limited product knowledge on the
table.

The following information was obtained/cbserved

1. There is no safety shutoff valve within the table to protect should hydraulic pressure be lost — this is a
serious problem!

2. He was aware there was a problem with the locking pins, but he had no hands on experience as yet dealing
with the problem

3. He was aware there was a factory recall, of sorts, for the locking pin and that new parts were being
manufactured to solve the issue.

4. Michael was able to adjust the locking pins so the table became stable, no movement — however this
adjustment seemed to be quite sensitive and could alter over time.

5. | noticed there was a 3-4 second delay in the table responding to table movement requests via the remote
control —indicating there is already a reduction in pressure in the hydraulics!

6. |also noticed the hydraulic lines, actuators underneath the table are open, there is no drain/capture device,
should a leak occur cil could reach the floor and cause a serious hazard

In light of the above and previous observations | am still of the opinion that this table should not be used again until
the locking pin recall has been implemented.

The table hydraulic systems are vulnerable from regular removed/reinstallation, serious clinical repercussions may
occur if we continue to removal/reinstall this table.

My advice: When the new locking pin assembly is ready to be installed, IMRIS should reinstall the table back into the
theatre, install the new pin and recertify the table.
The table should then be left in place, never to be removed again.

Regards

James Cotterill
Biomedical Engineering Techncian | Biomedical Engineering Department
Phone: 6244 3831 | Fax: 6244 3819 | Email: james.cotterill@act.gov.au

fg;u# Business & Infrastructure — committed to timely, responsive and client-focused services
Care #:owiesnos Collaboration Integrity




Baker, Jennie

—
From: Van Lith, Martin
Sent: Thursday, 25 August 2011 8:38 AM
To: Cotterill, James
Cc: Baker, Jennie
Subject: RE: IMRIS Operating table - Removal
Hello James

Thank you for the update.

I suggest that it would be good to follow up these technical matters with IMRIS, while the Table is out of use, it is an
opportunity to do some work on it if necessary. | would think that the delay in response to the remote control for
controliing the Table is a problem waiting to happen, unless you are accustomed to it.

i contacted|j o /MRS today by Email for more information on a removable Table or interchangeable
table tops (as requested by Barbara Reid and Adrian Scott).

. Kind regards

Martin Van Lith
; ACT Coordinator, Accreditation and Risk Management, Systems & Reporting
ez BUSiness and Infrastructure — committed to timely, responsive and
4 v Cclient-focused services
Ph: (02) 6205 0594 Email: mailto:Martin.Vanlith@act.gov.au
v Collaborotion  integrity

Care

From: Cotterill, James

Sent: Tuesday, 23 August 2011 7:54 AM

To: Baker, Jennie; Geoghegan, Sean; Van Lith, Martin; Kirchner, Horst
Subject: IMRIS Operating table - Removal

Hi Martin/Jennie/Sean/Horst

The removal of the IMRIS table went well and the theatre is now ready for use.
\We cleaned the floor around the table and checked for ferrous material with the magnetic roller.

Michael the technician fram IMRIS, was there at the time and we asked him a few guestions about the table.

Michael is a new employee, he joined IMRIS just 4 weeks ago..so he only had limited product knowledge on the
table.

The following information was obtained/observed

1. There is no safety shutoff valve within the table to protect should hydraulic pressure be lost — this is a
serious problem!

2. He was aware there was a problem with the locking pins, but he had no hands on experience as yet dealing
with the problem

3. He was aware there was a factory recall, of sorts, for the locking pin and that new parts were being
manufactured to solve the issue.

4. Michael was able to adjust the locking pins so the table became stable, no movement — however this
adjustment seemed to be quite sensitive and could alter over time.

5. I noticed there was a 3-4 second delay in the table responding to table movement requests via the remote
control —indicating there is already a reduction in pressure in the hydraulics!



6. |also noticed the hydraulic lines, actuators underneath the table are open, there is no drain/capture device,
should a leak occur oil could reach the floor and cause a serious hazard

In light of the above and previous observations | am still of the opinioh that this table should not be used again until
the locking pin recall has been implemented.

The table hydraulic systems are vulnerable from regular removed/reinstallation, serious clinical repercussions may
occur if we continue to removal/reinstall this table.

My advice: When the new locking pin assembly is ready to be installed, IMRIS should reinstall the table back into the
theatre, install the new pin and recertify the table.
The table should then be left in place, never to be removed again.

Regards

James Cotterill
Bicmedical Engineering Techncian | Biomedical Engineering Department
Phone: 6244 3831 | Fax: 6244 3819 | Email: james.cotteril@act gov.au

Ag:m Business & Infrastructure -~ committed to timely, responsive and client-focused services
o Care Psoidienoe Collaboration Integrity




McClymont, Geoff

Sent:

From: Geoghegan, Sean

Sent: Monday, 26 March 2012 4:39 PM

To: McClymont, Geoff

Subject: iMRI FOI - FW: IMRIS Operating Room Table
Attachments: Review report 220811.docx; Risk_Plan_20110818.docx
From: Geoghegan, Sean

Friday, 26 August 2011 8:05 AM

To: Amponin, Gretchen
Subject: FW: IMRIS Operating Room Table

Hi Gretchen,

Would you please print these and add them to our MRI file.

Cheers,

sean

Sean Geoghegan
Chief Medical Physicist Medical Physics and Medical Techno'ogy Systems

From: Van Lith, Martin

Sent:

Phone: 6244 2256 | Mcbile_l Fax; 6244 3819 | Email: sean.geoghegan@act.gov.au

Business & Infrastructure — committed te timely, responsive and client-focused services
# Collaboration Integrity

Thursday, 25 August 2011 3:48 PM

To: Baker, Jennie; Thorburn, Phillip; Gecghegan, Sean; JasonSmith, Rhona; Kirchner, Horst; Cotterill, James; Swain,

Rob

Subject: FW: IMRIS Operating Room Table

Hello

Attached is the Final report of the review to develop a risk management plan and identify key risks associated with the
" aquent interchange {removal and re-installation) of the IMRIS Operating Table in the MRI Neurosuite at TCH

llowi

hg various concerns associated with interchanging of the Table.

The following is a brief summary of action taken so far on the report recommendations:

1.

The E/Ds of Surgery & Oral Health Division and Business & Infrastructure Branch met on 22 August 2011 to
discuss the review.

In the meantime the pendants in Operating Theatre 7 have become loose and are no longer safely fixed due to
the fixing brackets and bolts coming away. The workplace safety hazards make the operating theatre
unsafe to use.

The Executive Director of Surgery & Oral Health Division has determined that the IMRIS Operating Table be
removed until further notice so that the Neurosuite can be used for other surgical procedures. Moveable
operating tables from the other operating theatres will be used in the Neurosuite.

The IMRIS service technician assisted Bicmedical Engineering Services staff to remove the IMRIS Table on
Monday evening 22 August 2011.

Further discussion are being held with IMRIS for designing a removable Operating Table suitable for use in the
MRI Neurosuite and/or an interchangeable Operating Table top.



2. IMRIS has designed and agreed to fit a new locking mechanism and notified the Therapeutic Goods
Administration (TGA) of the problem with the Table. Biomedical Engineering Services has also notified TGA of
the problem.

3. The E/D Business & Infrastructure Branch has advised Biomedical Engineering Services for the maintenance
and upkeep of the medical equipment in the MRI Neurosuite. Service Manuals have been obtained from the
manufacturer and training is being considered.

Many thanks for the hard work and information that you provided in putting this report and risk management plan
together.

Kind regards

Martin Van Lith
Coordinator, Accreditation and Risk Management, Systems & Reporting
Business and Infrastructure — committed to timely, responsive and
client-focused services
Ph: (02) 6205 0594 Email: mailto:Martin.Vantith@act.gov.au
Care Exceliencn  Cofleboration  Integrity

From: Van Lith, Martin

sent: Thursday, 25 August 2011 3:02 PM
To: Reid, Barbara; Scott, Adrian

Cc: Staniforth, Robyn

Subject: IMRIS Operating Room Table

Hello Barbara and Adrian

Attached is the Final report of the review to develop a risk management plan and identify key risks associated with

the frequent interchange (removal and re-installation) of the IMRIS Cperating Table in the MRI Neurosuite at TCH
following various concerns associated with interchanging of the Table.

The review considered the risks for interchanging the IMRIS Operating Table and also for leaving it in position. The
review process uncovered other important and closely related risks.

The identified key risks were anatysed, current controls identified, assessed and risk treatments proposed to lower the
risk levels.

Recommendations were based on the proposed risk treatments for interchanging the IMRIS Operating Table and also
for leaving it in position.

The supplier and manufacturer, Intra-Operative Magnetic Resonance Imaging System (IMRIS) Inc. based in Canada,
as been contacted for more information on the use of the IMRIS Operating Table other than for neurosurgery. The
would like to know what other purpose we wish to
use the Table, e.g. is it just for a longer table or a table that bends.

tn addition, | have aske_o provide us with information on IMRIS designing and manufacturing a
removable Operating Table and to also consider the option of designing and using interchangeable Table tops.

can be contacted by telephone 03 9005 6799, even though he may be working in Canada or

elsewhere. i8.00am in Canberra is 5.00pm in Winnipeg on the day before, Canada). His Email address is

Will keep you informed as further information comes to hand
Kind regards

Martin Van Lith

Coordinator, Accreditation and Risk Management, Systems & Reporting
Business and Infrastructure - committed to timely, responsive and

2



client-focused services
Ph: {02) 6205 0594 Email: mailto:Martin.VanLith@act.gov.au
Care Excelfence  Colloboration  Integrity
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GHL

Business & Infrastructure Branch

with support from

Surgery and Oral Health Division
&

Quality and Safety Unit

Review

Interchange of IMRIS Operating Table in the MRI
Neurosuite at TCH

Final Report

22 August 2011



&3

Executive Summary

The review set out to develop a risk management plan and identify key risks associated with the
frequent interchange (removal and re-installation) of the IMRIS Operating Table in the MRI
Neurosuite at TCH following various concerns associated with interchanging of the Table.

The IMRIS Operating Table has been interchanged to make way for other operating theatre
tables so that the operating theatre can be used for other surgical procedures.

The IMRIS Operating Table was supplied and fixed to the floor as part of the installation of the
MRI Neurosuite during 2010. The supplier and manufacturer is Intra-Operative Magnetic
Resonance Imaging System (IMRIS) Inc. based in Canada.

The review considered the risks for interchanging the IMRIS Operating Table and also for
leaving it in position. The review process uncovered other important and closely related rigks.

The identified key risks were analysed, current controls identified, assessed and risk treatments
proposed to lower the risk levels.

Recommendations were based on the proposed risk treatments for interchanging the IMRIS
Operating Table and also for leaving it in position.

1. Report Owner

The review was initiated and the report is owned by the Business & Infrastructure Branch
Executive Director, currently acting in this position is Mr Adrian Scott.

The review team included:

Martin Van Lith - Coordinator, Accreditation & Risk Management, Business & Infrastructure
Branch.

Phil Thorburn — Biomedical Engineer, Redevelopment Unit, Service & Capital Planning

Rhona JasonSmith - Assistant Director of Nursing Perioperative Services

Horst Kirchner - Project Manager, Strategic Asset Management & Accommodation

James Cotterill - Biomedical Engineering Technician, Clinical Engineering

Sean Geoghegan - Chief Medical Physicist, Medical Physics and Medical Technology Systems
Rob Swain - Assistant Director, Workplace Safety, Quality & Safety Unit

2. Review Objectives and Scope

The objectives of the review team were to; _
« Establish the facts with the interchange of the IMRIS Operating Room Table using Risk
Analysis
s Provide a report of the review findings and formulate recommendations
¢ Look for system gaps and opportunities for improvement

The scope of the review included the interchange of the IMRIS Operating Room Table in the
MRI Neurosuite at TCH.



3. Review Process

The review process consisted of:

A documentation review including related Emails and Product Manuals;
Site visits and demonstration of the re-installation;

Interviews with key stakeholders;

Analysis of findings utilising risk analysis;

Reporting of the findings and recommendations; and

A risk analysis to support the report (Attachment A).

A telephone discussion was held with Dr John Fuller, Head of Neurosurgery, on 17 August
2011. He stated that the MRI Neurosuite should be used more often as an operating theatre
and not wasted. He also stated that as a surgeon he considered that the IMRIS Operating
Table was not suitable for other surgery. His opinion was that the operating theatre should be
used and that it required the IMRIS Operating Table be moved to make way for other operating
theatre tables.

4. Summary of Key Risks and Recommendations

The review found that most interviewed stakeholders were concerned over the governance,
management and safety associated with the frequent interchange (removal and re-installation)
of IMRIS Operating Table in the MR! Neurosuite at TCH.

The Risk Management Plan in Attachment A contains the key risks that fell into the following
main categories:
s Chnical
People
Property and Services
Financial
Business Process and Systems
Reputation

“"31‘



Key Risks and Recommendations

Risks

Recommendation

» The process of interchanging the IMRIS ORT100
Operating Table has adverse effect on the correct and
accurate function of the table.

« Al liability for using the MRI equipment in the MRI
Neurosuite, including the IMRIS Operating Table, has
been moved from the manufacture and installer to the
Health Directorate.

e Litigation from a complication associated with a clinical
case following the interchanging of the IMRIS Operating
Table.

¢ Interchanging the IMRIS Operating Table causes
premature ‘wear and tear’, as well increases the chance
for error during each installation.

e  Staff or patient on an operating table being injured from
unexpectantly coming in contact with the metal floor plate
covering the base for the IMRIS Operating Table.

1.1

OR

1.2

1.3

Do not interchange the IMRIS ORT100
Operating Table in the MRI Neurosuite.

If the IMRIS ORT100 Operating Table is to
be interchanged then implement the risk
treatments outlined in the Risk
Management Plan

Investigate with IMRIS designing a
removable Operating Table suitable for use
in the MRI Neurosuite and/or an
interchangeable Operating Table top.

Recommendation

Permanent loss of function for the patient unrelated to the
underlying illness.

21

22

Supplier / manufacturer to fit a new entire
locking mechanism to the IMRIS ORT100
Operating Table.

Health Directorate notify Therapeutic
goods Administration (TGA) of the problem
with the IMRIS ORT100 Operating Table.

Risk

Recommendation

Medical equipment in the MRI Neurosuite, including the IMRIS
ORT100 Operating Table not available for surgery.

31

3.2

Clarify responsibility and appropriately
resource, including ongoing costs, the
maintenance and upkeep of the medical
equipment in the MRI Neurosuite, including
the IMRIS ORT100 Operating Table.
Appropriate training and endorsement by
the manufacturer for the maintenance staff
& other staff for the IMRIS ORT100
Operating Table.

Risk

Recommendation

Present lighting pendants in the Neurosuite will not effectively
cover the whole operating site for a Jackson Spinal operating
theatre table.

4.0

Moadify operating theatre light for the MRI
Neurosuite, e.g. extending the arm on the
pendant holding existing theatre light.

Risk

Recommendation

The MRI Neurosuite not being fully utilised for surgery.

5.1

Utilise the IMRIS ORT 100 Operating Table
into the least obstructive position when
using other operating theatre tables,

AND/CR

52

Regulate the use of the MRI Neurosuite to
surgical procedures that can be performed
on the IMRIS ORT 100 Operating Table.




1 X ‘.-n
Lot

Risk

Recommendation

Operating theatres at TCH not fitted with appropriate medical
equipment contributing to backlog in surgical operations.

6.0

Schedule the work for the upgrading of the
other eight operating theatres with
improved theatre pendants, lights and
cabling work, as previously planned and
partially complated.

Risk

Recommendation

Degrading of the magnetic field for MRI and possible damage
to staff and medical equipment from loose remnant small metal
iterms or fragments

7.1

7.2

7.3

Ensure all staff entering and using the MRI
Neurosuite are trained and competent in
using this operating theatre, including the
cleaning, technical and clinical staff.
Schedule appropriate surgical cases for
this operating theatre, i.e. being particularly
careful with surgical cases involving metal
implants, metal components, screws, efc.
Conduct a metal sweep of the operating
theatre with a magnetic rolier at the end of
each day for detecting and removing
remnant small metal items or fragments of
metal.




5. Conclusion

The risk management plan identified key risks associated with the frequent interchange
(removal and re-installation) and also for leaving fixed the IMRIS Operating Table in the MRI
Neurosuite at TCH. The process also highlighted other important and closely related risks.

The risk management planning process identified three exireme level, six high level and two
medium level risks.

Expedient attention is urged to address the following three extreme level risks.

1.

[t is recommended that the IMRIS ORT100 Operating Table not be interchanged. The
review identified an extireme risk associated with interchanging the IMRIS ORT100
Operating Table from the adverse effect on the correct and accurate function of the
table, premature ‘wear and tear’, increased chance for error during installation, increased
liability and possibility to increased litigation exposure, as well as staff or patient on an
operating table being injured from unexpectantly coming in contact with the metal floor
plate.

If the IMRIS ORT100 Operating Table is to be interchanged then it is recommended that
the risk treatments outlined in the Risk Management Plan under Risk Nos. 1, 2, 3 4 and
5 be implemented.

It is recommended that the supplier/manufacturer of the IMRIS ORT100 Operating Table
fits a new entire locking mechanism and that the Therapeutic Goods Administration
(TGA) be notified of the problem with the Table. Limited free movement of the Table top
presents an extreme risk from permanent loss of function for the patient unrelated to the
underlying illness.

[t is also recommended that responsibility and appropriate resources be allocated,
including ongoing costs, for the maintenance and upkeep of the medical equipment in
the MRI Neurosuite, including the IMRIS ORT100 Operating Table. Appropriate training
is required and endorsement by the manufacturer for the maintenance staff & other staff
for the IMRIS ORT100 Operating Table.

Recommendations 4.0, 5.1, 5.2, 6.0, 7.1, 7.2 and 7.3 listed in the Table above also apply and
are presented for follow-up and action to lower the other high and medium risks identified during
the review.
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Baker, Jennie

From: Baker, Jennie

Sent: Friday, 26 August 2011 11:18 AM
To: Ringland, Alan; Cotterill, James
Subject: FW: IMRIS Operating Theatre Table
FYI

From: Van Lith, Martin

Sent: Friday, 26 August 2011 10:20 AM

To: Reid, Barbara; Scott, Adrian

Cc: Baker, Jennie; Lang, Kellie

Subject: FW: IMRIS Operating Theatre Table

Hello Adrian and Barbara

Response fror N . 1 & removable

Operating Tahle and the other alternative for using interchangeable Table tops.

«00ks as if there will be a removable Operating Table available in Australia from IMRIS suitable for the Neurosuite
next year. Further details below.

He states that IMRIS are the only manufacturer of a magnetic resonance compatible Operating Table.
They do not have interchangeable Table tops but are working on a Table extension for lower spine surgery.
Kind regards

Martin Van Lith
Business & Infrastructure Branch

From:;

Sent: Friday, 26 August 2011 6:54 AM

To: Van Lith, Martin

€ubject: RE: IMRIS Operating Theatre Table

Dear Martin,

You're correct that over the past few years IMRIS has been working on a removable OR table. We’re expecting to
have a first generation version done at the end of this year. At that point we would then be able to file for
Australian regulatory clearance. Assuming a 60 day approval process, we could install after that. However, it's
important to please note that there would be some construction involved to replace the current table with the
removable table. RF shield modifications would need to be done in addition to changes to the floor since the old
table needs to be completely removed. We still don’t have a price estimate yet but unfortunately it would likely be
shockingly expensive.

Also, adding to the list of questions for the surgeons...do the surgeons want to use the iMRI for their spine cases or
do they just want to use the room. The reason | ask is that IMRIS is the only manufacturer of a MR compatible OR
table. No other table aside from the IMRIS table can be used intraoperatively with the magnet. Please note that
we unfortunately don’t have interchangeable tahle tops on our current table or really have plans to do so on future
OR tables. For example, a position that can achieved with a jackson table could not be used intracperatively with
the magnet since it would not be able to fit the patient in the bore of the magnet for mid surgery imaging. We have
however looked at a table extension to go lower down the spine but the position will always be horizontal fiat (only

1



position that intraoperative imaging could be done). We currently don’t have a table extension for lower spine but
am working on it for future OR table versions.

Kindest Reiards,

IMRIS

M. 204 291 6707 (Canada)
M. 03 9005 6799 (Australia)
M. 70 7847 7036  {South Korea)

M. 852 8189 9245 iHoni Kong)

WWW.IMMS.Com

From: Van Lith, Martin [mailto:Martin.VanLith@act.gov.au]

Sent: August-24-11 5:29 PM
Subject: IMRIS Operating Theatre Table

[ am following up on the telephone conversation a few days ago regarding the use of the IMRIS Operating Room
Table other than for neurosurgery.

So far | have not been able to obtain the information you requested on specific details from the Operating Theatre
staff on what other purpose they would like to use the Table, e.g. is it just for a longer table or a table that bends.

in the meantime | have read and sent on the literature that you sent to James Cotterill on 6 August 2011. Many
thanks. | have passed on the fiterature to Barbara Reid, Executive Director, Division of Surgery and Oral Health.

f understand that IMRIS is designing a removable Operating Room Table, but that you expect it to be another year
before it will be in production. The other alternative is for using interchangeable Table tops.

Your update on these issues would be appreciated.
Kind regards

Martin Van Lith

= ALT Coordinator, Accreditation and Risk Management, Systems & Reporting

? ,,@_@ﬁfff{ Business and Infrastructure — committed to timely, responsive and
client-focused services

Ph: (02) 6205 0594 Email: mailto:Martin.VanlLith@act.gov.au

Care ¢xoebeings Colluboration  Integrity

This email, and any attachments, may be confidential and also privileged. If you are not the intended
recipient, please notify the sender and delete all copies of this transmission along with any attachments

2
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Baker, Jennie

From: Staniforth, Robyn

Sent: Friday, 2 September 2011 12:53 PM

To: Baker, Jennie; Ringland, Alan; Scott, Adrian

Cc: Geoghegan, Sean; Van Lith, Martin

Subject: TRIM Correspondence : COR11/9072 : Minute from Barb Reid and Adrian Scott -
Neurosuite IMRIS operating table at the Canberra Hospital

Attachments: Minute from Barb Reid and Adrian Scott - Neurosuite IMRIS operating table at the

Canberra Hospitai. DOC

Hi Jennie and Alan
Please find attached the minute related to the Neurosuite IMRIS operating table at TCH.

Ag D-G has signed off but requested (in the future when known) "advice when an expected
solution will be available™.

Please keep me in the loop.
Thanks

Record Number : COR11/9072
Title : Minute from Barb Reid and Adrian Scott - Neurosuite IMRIS operating table at
the Canberra Hospital
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ACT
Government MINUTE
Health

SUBJECT: Neurosuite Operating Table at the Canberra

Hospital
To: lan Thompson, Ag Director-General
Through: Lee Martin, Deputy Director-General TCH & Health Services

Rosemary Kennedy, Ag Deputy Director-General Strategy & Corporate

From: Barbara Reid, Executive Director Surgery & Oral Health
Adrian Scott, Ag Executive Director Business & Infrastructure

Date: 26 August 2011

Purpose

To advise you of the outcome of the Review of the IMRIS Operating Table at the
Canberra Hospital; and

To advise you of the risk management action taken.

Background

To make effective use of the operating theatres it is necessary to remove the
operating table from the Neurosuite and replace it with a regular operating theatre
table when neurosurgery is not scheduied.

Issues have arisen with the removal and re-installation (interchange) of the Intra-
Operative Magnetic Resonance Imaging System (iMRIS}) operating table since June
2011 when a trial to interchange the table was initiated.

The Operating Table is fixed to the theatre floor in order for the movable Magnetic
Resonance Imaging (MRI) to safely and accurately image patients during surgery,
The frequent inter-changing of the IMRIS operating table has raised staff concerns
about the accuracy of the table’s function and the possibility of injury to patients and
staff.

A review of the Neurosuite IMRIS operating table was commissioned by Business &
Infrastructure (B&I) to formally identify the risks associated with its interchange for
use of the theatre for other surgical procedures.

Issues

The Review was completed on 22 August 2011 with findings identifying significant
risks associated with the frequent interchange of the Neurosuite operating table.
The risks identified are categorized mainly as extreme (3) and high (6) level and
related to adversely affecting the accurate function of the table, abnormal wear and
tear, re-installation error and the possibility of liability for patient and staff injury.
Following the outcome of the Review the Executive Director Surgery & Oral Health
requested removable of the operating table from the Neurosuite until the issue is
permanently solved.

GPO Box 825 Canberra ACT 2601 | phone: 132281 | www.act.gov.au



During the evening of Monday 22 August 2011 the IMRIS operating table was
removed from the Neurosuite by Biomedical Engineering Services assisted by the
IMRIS service technician.

IMRIS Inc has been requested to engineer a solution to enable the safe interchange
of the operating table in the future.

Recommendation

That you Note the information contained in this brief

AGREED/NOT AGREED/NOTED/PLEASE DISCUSS

lan Thomson
Ag Director-General
Health Directorate

Adrian Scott Barbara Reid

Ag Executive Director Executive Director

Business & Infrastructure Surgery & Oral Health

Strategy & Corporate TCH & Health Services
August 2011 August 2011

Action Officer: Martin Van Lith
Branch: Business & Infrastructure
Extension: 50594



Baker, Jennie

From: Cotterill, James

Sent: Friday, 2 September 2011 2.01 PM

To: Van Lith, Martin; Sommariva, Maurice; Geoghegan, Sean; Belle, Kyril, Williams, Horace,;
Ringland, Alan; Baker, Jennie

Subject: FW: DIR 24353 - notification of investigation of device incident [SEC=UNCLASSIFIED]

Attachments: DIR 24353 - notification of investigation of device incident. DOCX

From: Sandra.Byrne@tga.qov.au [mailto:Sandra.Byrne@tga.gov.au]

Sent: Friday, 2 September 2011 1:59 PM

To: Cotterill, James

Subject: DIR 24353 - notification of investigation of device incident [SEC=UNCLASSIFIED]

Please forward all responses to this email to iris@tga.gov.au. Please do not cc anyone else from the DVM/IRIS into
the email.

Regards
3andra Byrne

Device Vigilance & Monitoring | Cffice of Product Review | Device Incident Report investigation Scheme | Therapeutic
Goods Administration

Phone: (02) 6232 8695 | Fax: (02) 6203 1713 | E-mail: sandra.byrne@tga.gov.au

Postal address: PO Box 100 Woden ACT 2609 | Courier address: 136 Narrabundah Lane Symonston ACT 2606

"Important: This transmission is infended only for the use of the addressee and may contain confidential or legally privileged information and has
been sent in accordance with the TGA security policy.

If you are not the intended recipient, you are notified that any use or dissemination of this communication is strictly prohibited. If you receive this
transmission in error piease notify the author Immediately and delete all copies of this transmission.”




Australian Government

Department of Health and Ageing
Therapeutic Goods Administration

Australian Medical Device
Incident Report Investigation Scheme

James Cotterill
Canberra Hospital
Canberra ACT

Dear James Cotterill

DEVICE INCIDENT REPORT DIR 24353 - MRI system, full-body, superconducting
magnet/Imris Inc

We thank you for your recent correspondence concerning a problem experienced with the
above device.

The information you provided has been entered into the Therapeutic Device Incident
Reporting Database, where it will be evaluated against any previous incidents with the same
or similar devices. We have also contacted the product sponsor requesting details of any
similar reports.

This process may take some time, but be assured we will advise you of the final outcome of

our investigations. However, should you have any queries in the meantime, please do not
hesitate to contact me on (02) 6232 8695.

Thank you for your participation in the Medical Device Incident Report Investigation
Scheme. Additional forms are enclosed.

Yours sincerely

Sandra Byrne

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

02/09/2011

Address: PO Box 100 Woden ACT 2606 Website: www.tga.gov.au
Telephone: 02 6232 8695 Facsimile: 02 6203 1713 ABN 40 939 406 804
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Kirchner, Horst

From: Kirchner, Horst

Sent: Monday, 12 September 2011 3:24 PM

To: JasonSmith, Rhona; Silec, Mario (Supply); Lang, Kellie
Subject: RE: Theatres Lights & pendants Program of Works
Attachments: Photo0154.jpg; Photo0155.]pg; Photo0143.jpg

Rhona,

' still waiting for lgon, to come back to me.

i had a think about the Imris table issue, where there is a concern about the Hydraulic pipes in the floor being bent
over, which in time will cause the stainless steel to weaken, If we raise the bump on the stainless steel floor cover,
so that the pipes aren’t bent, we overcome that issue.

The pictures attached show the Jackson table in place and the cows Q\VJ( -

cheers &? . : & ‘w{g
) O}l ﬁ‘ el

IZ{OV Ky chner D v .

3usiness & infrastructure ap@ 7

Strategic Support ?

Bidg. 6, L3, TCH M &s » Qf’ J’

620 .

oo A Wy LA (O

OQut of office Fridays
Business & Infrastructure — committed to timely, responsive and client-focused services
Cara »ereilame Colichoration Iniegsiy

ACT

Gmm
Heam

. =l oo

From: JasonSmith, Rhona 7(#@ /(/M @F & ,0711% V‘W/

Sent: Friday, 9 September 2011 12:49 PM

To: Kirchner, Horst o, 177 %Z@w MX

Subject: FW: Theatres Lights & pendants Program of Works f Zﬂ» [ (
Tmportance: High '

Hi Horst MM N : Tzt

Did the meeting happen? Any idea what the planis?

Cheers
Rhona

Rhona JasonSmith

Assistant Director of Nursing Perloperative Services
The Canberra Hospital

ph (02) 62443051

fx (020 6244 3348

Care Excellence Collaboration Integrity

From: Krrchner Horst
Sent: Monday, 29 August 2011 8:01 AM
To: JasonSmith, Rhona



Cc: Lang, Kellie; Silec, Mario (Supply); Bonato, Mark
Subject: RE: Theatres

Rhona, 1 had a meeting with lgon on Thursday, they will be presenting a comprehensive plan for the next install
session, hope fully this week.

regards

Hovst Kivchner
Business & Infrastructure
Strategic Support

Bldg. 6, L3, TCH
62050363

mob
Business & Infrastructure — committed to timely, responsive and client-focused services

Care Excslznce Coilaboration Inteority

i

Hissich

From: JasonSmith, Rhona

Sent: Friday, 26 August 2011 11:02 AM
To: Kirchner, Horst

Cc: Lang, Kellie ,

Subject: RE: Theatres .

Hi Horst

I am wondering if I:.couid please have a more comprehensive update on the replacement of the lights and pendants. |
See you have menticned January 2012. Are we still looking at 4 weeks for each theatre? And can only do 2 max ata
time? If this is the case then we would only get two theatres completed? Just wondering what the plan is.

I can make a theatre available routinely from now, starting with OR7. Can we please consider a rolling program of
works? ’

Thanks
Rhona

Rhona JasonSmith- {
Assistant Director of Nursing Perioperative Services

The Canberra Hospital

ph (02) 62443051

ix (020 6244 3348

Care Excellence Collaboration Integrity

From: Kirchner, Horst

Sent: Tuesday, 16 August 2011 9:19 AM

To: Luke Edwards; JOMAA Anas

Cc: JasonSmith, Rhona; Simon, Helmut; Lamech, James; Grovenar, Priya; Clark, David; Swain, Rob
Subject: Theatres

Luke, as discussed ea rlier,

iT Cahinet,
We need to check to power supply, and when we can access the store area to install the Data Cabinet for T, if we
need to isolate the power to bring the cabinet on line, we will need to agree a best time scenario from Rhona,

2
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Theatre Pendants & Lights,
Please investigate the availability of contractors to roll with the install program for January 2012, please review the
costs and materials to complete as many units as possible, as once again our access window is limited.

With any new works we will have to ensure that Work Place Safety, are comfortable with our process, so allow
reasonable time for us to get the sign off.

regards

Hovst Kivchnesr
Business & Infrastructure
Strategic Support

Bldg. 6, L3, TCH
62050363

mob
Busipess & Infrastructure - committed fo timely, responsive and cllent-focused services

Care Fxcefloncs Colisborsiion fegrity

ACT

Gasaammsgm




IMRIS

September 9, 2011

Ms Kate Jackson

Executive Director, Division of Critical Care and Imaging
Canberra Hospital

Canberra, Australia

URGENT Recall for Product Correction
IMRIS Operating Room Tabie ORT100
(ARTG Number: 136622}
Dear Ms Jackson,
It has recently come to our attention that the rotary locking mechanism for the ORT100 table may come
loose over time and through multiple uses resulting in some side to side wiggle of the table. For this
reason, it is recommended that the lock be tested prior to each use of the table, and should any

movement be detected, IMRIS be called inmediately to make adjustments.

As a precautionary measure, IMRIS Inc has redesigned the rotary lock mechanism to eliminate this
problem, and will shortly be replacing the lock mechanism on your OR table with the new version.

We expect to have the parts available to perform this update by September 16™ at which time we wili be
contacting you to schedule the update. The replacement of the locking mechanism will be completed on
site in your operating theatre, and is expected to take no longer than 1 full day to complete.

Please note that there is no action required by you or Canberra Hospital at this time as the OR table in
question has been removed from the OR by your staff in order to enable use of the OR for alternate
procedures. The table will be updated prior to the reinstallation in the suite.

The Therapeutic Goods Administration has been advised of this action.

if you have any guestions regarding this update you may contact_

IMRIS Inc apologizes for any inconvenience this may cause.

Sincerely,

cc. Kellie Lang, Anna Thornton, Cameron Robertson, Rhona Jason Smith




Baker, Jennie

From: Lang, Kellie

Sent: Monday, 12 September 2011 10:13 PM
To: Silec, Mario (Supply); Baker, Jennie
Subject: FW: Imris Table rotary Lock Recall.
Attachments: IMRIS Recall Letter with TGA.pdf
Importance: High

FYI

Sent: Monday, 12 September 2011 12:45
To: Jackson, Kate

Cc: Lang, KeIEie;_ Cotterill, James; JasonSmith, Rhona
Subject: Imris Table rotary Lock Recall.
Importance: High

“'i Kate

~s discussed over the phone please find attached the Recall letter for the IMRIS table which is currently not in use.

| have copied in James Cotterill and contact him to arrange access for the replacement components to be installed in
the next few days.

If you have any question please do not hesitate to contact me.

4

Regards

IMRIS £

WWW.irnris.com

&.-% Please consider the environment before printing this e-mail.

This email has been scanned by the IMRIS Email Security System
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IMRIS

September 9, 2011
Ms Kate Jackson
Executive Director, Division of Critical Care and Imaging

Canberra Hospital
Canberra, Australia

URGENT Recall for Product Correction
IMRIS Operating Room Table ORT100
{ARTG Number: 136622)
Dear Ms Jackson,

It has recently come to our attention that the rotary locking mechanism for the CRT100 table may come
loose over time and through multiple uses resulting in some side to side wiggle of the table. For this
reason, it is recommended that the lock be tested prior to each use of the table, and should any
movement be detected, IMRIS be called immediately to make adjustments.

As a precautionary measure, IMRIS Inc has redesigned the rotary lock mechanism to eliminate this
problem, and will shortly be replacing the lock mechanism on your OR table with the new version.

We expect to have the parts available to perform this update by September 16" at which time we will be
contacting you to schedule the update. The replacement of the locking mechanism will be completed on
site in your operating theatre, and is expected to take no longer than 1 full day to complete.

Please note that there is no action required by you or Canberra Hospital at this time as the OR table in
question has been removed from the OR by your staff in order to enable use of the OR for alternate
procedures. The table will be updated prior to the reinstallation in the suite.

The Therapeutic Goods Administration has been advised of this action.

If you have any guestions regarding this update you may contact_
I - (11215 24 hour call line at - 866-475-0525 or by email st

lternatively you may contact

IMRIS Inc apologizes for any inconvenience this may cause.

Sincerely,

cC. Kellie Lang, Anna Thornton, Cameron Reobertson, Rhona Jason Smith
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