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I, JANE HENDTLASS, Coroner having investigated the death of THELMA KATHERINE HOLT

AND having held an inquest in relation to this death on 24, 25 October 2011

. at MELBOURNE

find thiat the identity of the:deceased was THELMA KATHERINE HOLT
born.on 15 July 1929
and the death occurred 14 March. 2009

“at The Epworth Hosp1ta1 89 Bridge Road, Rlchmond Victoria 3121

from:

1(a) PNEUMONIA IN.A SETTING OF PER].TONITIS (DUE TO PERFORATED
STOMACH) (OPERATED)

inthie fd'llo'w'ing_ circumstances:

L.  Thelma Katherine Holt was 79 ysars old when she died. She lived alone at 2/17 Cential
Avenue in Moorabbin, Mirs Holt was a widow and a former accountant.

2, Mis Holt’s medical history included 'cataras:.,ts,-fasthma, osteoporosis, gastroesophageal reflux
disease and hiatus hernia treated with a Nissen fundoplication in 1995, hypothyroidism,
hypertension, -obesity, gout, chronic renal impairment, an aortic aneurysim repair in 1996,
chrotiic low back pain as a consequence of dcgcne'r-ative_spine and obstructive sleep apnoea.
Her usual. gencral practitionet was Dr Kay Bundy.

3. ‘Mrs ‘Holt slso had a long histery of obesity. Medlcal management of her attempts to lose
weight included very low calotie dicts, weight-loss medications, exercise programmes.and
referral to gastroenterologists.and a respiratory physiciap.

4. Although she hiad some success prior to about 2000, these treatments failed to maintain Mrs
Holt’s weight reduction so that stie became depressed and unable to go outside. She was
prescribed Zoloft but Dr Bundy told the Court:that she was not sure that Mis Holt’s mood

was sufficient to warrant a-diagnosis of clinical depression,

5. In 2004, Dt Richard Oei from South Road Family Clinic teferred Mis Holt to a new

gastroetiterologist, Di Michasl Merrett.
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and site infection and exacerbation of Mrs Holt’s respiratory disease.

Before lie consideied physical intétvéntion, Dr Métrett referred Mrs Holt to a consultant

_ physician in «clinical nutrition, Dr Sharon Marks, to try: diet and pharmacological weight

loss.

Mrs Holt. did not lose enough weight using.these medical ‘procedures to -change her

d1agn051s of abesity.

“Thetefore, on 29 March 2007, Di- Merrett perforimed :an-upper gastrintestinal endoscopy at

Frankston Private Hospital. He placed an Enterlcs intragastric ballooh in Mrs Holt’s
stomach and irflated it with 600mls saline. In the course of the procedure, Dr Merrett

identified a-moderate sized hiatus hérnia (2-5¢m).

Over the next.five months, Mrs Holt lost 22 kilograms in weight.

‘However, on-6 August 2007, ‘Mrs Holt was diagnosed with an abdominal incisional hernia

that required surgical correction,

On 10 August 2007, Dr Merrett removed Mis Holt'’s. intiapastric batloon at Frankston

Privite Hospital to enabie surgery to cotrect her.abdominal incisional hernia. .

On 6 September 2007, Mr Paul Sitzler repaired Mrs Holt’s abdominal .incisional hernia at

-the Epworth Hospital. This surgery was associated with subsequent slow recovery, wound,

On 20 March 2008, another sutgeon, Mr John Leslie, tioted that Mrs Holt had riow been left

with a recurtent heriia that would be better left to stabilise for a morith or two.

Mr Lesiie said he could not opérate again until Mrs Holt Tost a further 10-20kg He

- recommended an abdominal binder to. elieve Mrs Holt’s. discomfort.

On 11 September 2008, Di Metrett placed a second intragasttie balloon at Fiafikston Private
Hospital to assist ‘with Mrs Holt’s weight joss before repair of her recurrent abdominal

incisional hernia.

At 11.35am on 30 January 2009; Mrs Holt presented at the Emergency Department of the
‘Epworth Hospital ‘with symptoms consistent with significant small bowel obstruction. A
Computed Tomogtaphy (CT) scan confirmed the diagnosis.
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Dr Peter Prichard discussed Mits TTolt’s condition with Dr Merrett. They agreed to admit her

to tho. Bpworth Hospital for the weekend and deflate the balloon at Frankston Private

‘Hospital 6n 2 February 2009.

-However, Mrs Holt’s condition- deteriorated. She -was diagnosed with- peritonitis and

perforated stomach and transferred to the Intensive Care Unit at-the Epworth Hospital.

At 1.45au1 on 2 February 2009, Assoviate Professor Peter Danne performed an’efmergency
«exploratory laparotomy. He correoted a pastric perforation and the outlet-obstruction which

 ‘hesaid was caused by Mrs Holt’s intragastric balloon.

Mis: Holt recovered slowly after surgery and required admission to the Intensive Care Unit

:at-thie Epworth Hospital. -

On 10 Februaty 2009, Associate Professor Danie re-opetied the laparotomy to close the

abdominal wall and proceed with her bowel reconstruction.

However, ‘Mrs Holt’s condition -continued to deteriorate and she underwent further

abdominal surgery. Her abdemen became septic.

On’ 25 February 2009, Mis Holt suffeted symptoins consistent with a post-operative

cerebrovascular accident (stroke).

Active treatment was wjthdtawn.

On 12 March 2919.9; a CT brain sean found no acute intracranial abnormality.

On 14 March 2009, Thelma Holt died at the Bpworth Hospital in Richmond.

The forensic pathelogist wlio:inspected the body forimed the opinion that Mrs Holt’s cause
of death was pneumonia in the setting of acute peritonitis (due to perforated stomach) -
(operated): '

Accordingly, I find that Thelma Holt died of preumonia in the setting of acute peritonitis

due to peiforated stomach,

‘This Finding will review in more detail Mrs Holt’s background and the medical

management of her obesity and Her abdominal inciglonal hernia.
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It will then comment and make recommendations intended to prevent other people dying for.

the redson that Mrs Holt died.

Background
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Thelma Holt had a long Thistory of gastric reftux and obesity and related disorders. Her usual

igeneral practitioner was Dr Kay Bundy but she sometimes consulted other doctors in the

South Road Family Clinic.

In 1995, Mrs Holt underwent a Nissen fundoplication to correct her reflux. However, she-
continued to gain Weig'_:htf. _
Mrs Holt dlso suffered from persistent asthma, depression, {ower back pain, chronic renal

failure, hiatus hernia and significant vascular disease.

D Bundy #lso feferréd Mts Holt to a réspitatory physician, Dr Judith Motton. ‘Dr Morton
.1'e'f¢1jred her to'two -‘."ge‘is"ti:oehtéi;olo'g_i*sts, Dr. Gregoiy Taggart and Dr-Henry Debinski, and a

general physician with a special expertise in hypertension and vascular diseases, Dr Geoff

Matthews.

Mrs Holt’s out of pocket medical expenses were covered by the Department of Veterans’

Affairs,

D Bundy atteipted to assist Mts Holt to iose weight using diet, exercise and weight-loss

medications including Reductil (sibutramine) and Xeénical (orlistat).

However, Mrs Holt _did_ not lose weight,

On 6 Aptil: 2004 D1 Richard Oéi from South Road Medlcal Practice referled ‘Ms Holt to 4

new: gastroenterologlst Dr Michael Merrett.

* Dr-Metrett is a consultant physician in gastro‘élj't'equbgy. His practice inclided non-surgical
-management of weight loss using endoscopic placement of ‘an intragastric balloon under

neyroleptic: anaesthesia. Mrs Holt instigated her refeiral to Dr Meérrett because she had

heard dbout intiagatric balloons and was thinking she would like to try one,

An intragastric balloon is piaced in the stomach and inflated with saline to reduce the

capacity of the stomach.
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Dr Merrett worked closely with and in the same practice as a consultant physician in clinical

nuytrition, Dr Sharon Marks.

Dr Marks is a_general physician who specialises in clinical nutrition and metabolism. She

has teported publicly on her éxperience with managing 73 obese patients with 92 water-

"~ filled intragastric balloons Gver 6 yeats. In the overall patient.group, including eight patients.

whose balloons deflated, the miean weight loss was 10.5 kg. In the patients with intact

bal lo_ons;,;rﬁean weight loss'was 11,0 kg; !

Oi about 27 April 2004, Dr Metrett saw. Mts. Holf. Her Body Mass Index (BMI) was
44,1kg/m® so she would be classified as Qbese Class IIT by the Wotld Health Organisation,

However, Dr Merrett adopted his usual consetvative practice-and advised against immediate
use of an-intragastric balloon. Rather, on 4 May 2004, he referied Mrs Holt to. Dr Marks for

further management of her weight loss using exercise, diet and pharmacology:

" Dr Maiks replaced Mis Holt’s' Reductil with Xenical and recommenced her Zoloft for

depression, She also referted her to‘a dietician and encouraged her to use a food replacement

 product, Optifast. Dr'Marks reviewed Mrs Holt every thrée months.

On or about 7 November 2004, Mis Holt had a laparoscopic cholecystec‘torﬁy at the

 Freemasons Day Procedure Centre, Her recovery was associated with ongoing nausea and

reflux-despite prescription of Nexium.

On 13 Degember 2004, Mrs Holt réturned to consult Dr Marks.

Mrs Holt lost about 8kg over the next three years. She was still within the range for

diagnosis as Obese Class III (BMI41.8kg/m?).

From .early-iobé; Mrs Holt’s osophageal reflux and spasin returtied. Tt did not respond to

Nexiutn or Tazac or het weight loss.

" On 6 December 2006, Dr Debinski noted that Mrs Holt had developed éither‘a hiatus hernia

or a dynamic oesophagus secondary ‘to her Nissen fundoplication.

T See for example: 8. Marks, “Intragastric Balloons Safe and Effective Against Resistant Obesity” 21 May 2008,

Abstract T2:PS:52.
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On 18 December 2006, Dr Debinski performed a gastroscopy at Cabrini. Medical Centre.

He diagnosed Mus . Holt with another large hiatus hernia and a lax wrap from the original
Nissen ‘fundoplication. Dr Debinski stiributed Mrs Holt’s significant reflux to. these

conditiotis.

' Further; on 22 Februaty 2007, Mis Holt’s weigh't had increased slightly when she consulied

Dr Marks and she was quite despondent. Dr Marks believed she would be suitable for

insertion of an intragastric balloon,

Mirs Holt ‘was attracted by the potential of an intragastric balloon to help her lose weight and

accordingly reduce her reflux. Storach bariding was excluded becaiise of her age.

On 1 :March 2007, Dr Debinski wrote to Mis Holt to arrgnge an opportunity to discuss

alternatiye measures to reduce her weight,

Furthet, on 16 March 2007, Dr Debiniski wrote to Dr Morton expressing concern that an

intiagastric balloon would exacerbate Mrs Holt’s reflux aiid could potefitially be dangerous.

Dr Debinski #lso told Dr Morton that Mrs Holt liad not been taking her Tazac (nizatidine)
which could explain her poor control of the reflux. He copied this letter to Dr Bundy,

On 21 March 2007, Dr Marks and Dr Mérrett discussed Mrs Holt's worsening oesophageal
reflox and her co-morbidities with her and with Di Debinski. At that stage, she -was
suffering painfill oesophagitis associated with her reflux and she was uniable to walk far
because of her i‘éspil'atdlfy disease. However; there was 1o evidence of an abdominal

incisional hernia,

Dr Merrett also wrote to Dr Bundy supporting a decision to insert an-intragastyic balloon.

' C__(')ntragfy' to Dr Matks® claims, he conifirmed he had placed over 100 balloons with an
average weight loss of about 20kg: He also conﬁ'rﬁiqd that the balloon ¢ould worseii her

-reflux. Fufther, in:abotit 5% of cases, thi¢ balloon has to be rémoved due to-complications

However, Mrs Holt was determined to proceed with an intragastric balloon,

Accordingly, D Marks referred Mis Holt back to Dr Mertétt.
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Mrs Holt’s fiest intragastric balloon
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On 29 March 2007, Dr. Merrett inserted.Mis Holt’s first Inamed enterics intragastric balloon
at Coino Private Hogpital. He filled it with 600ml saline.

Dr Merrett also noted a moderate sized hiatus hernia (2-5cm) with the gastroesophageal

junetion raised to 37cm from the incisors.

After this procedute, Dr Metrett referred Mrs Holt back to Dr Marks and the practice’s

dietician and psychologist.

By 10 May. 2007, Mis Holt had lost 10kg. She lost a further 12kg in the following two

~months.

On 9 July 2007, Dr Metctt reviewed Mrs Hoit. She was fiow' withiti Obese, Category 11
(BMI 36.6 kg/m?).

Dr-Merrett was very pleased. He wrote-to Dr Bundy:
“She feels much improved and interestiighy has had no reflux. symptoms since the balloon
was placed.” '

Dr Merrett’s assessment -of Mrs -qult'*,s condition during the period that her first gastric

balloon was in place differed from that of her other-clinicians:.

Mis Hoit also-consilted Di BLlndy on 14 occasions between 5 April and 7 July 2007, Dr

Bundy told the:Court:

“I remenmibered. after the first balloon how unwell she had been because she saw many tiines

after the first balloon with allsorts of issues.

In patticular, Dr Bundy répoited: on-going pastroesophageal reflux, pain, slight anaemia,

rash -and urinary tract infection as -we'll‘ as respiratory complications and gout. Dr Bundy
prescribed Tazac, Pfddi_cjne; paracetamol, antibiotics, prednisolone, an inhaler and Spireva

capsules, Xenical, Motilium and increased her Nexium:

" Burther, Mrs Holt consulted Dr Marks_ on four occasions between 5 April and 7 June 2007,

Dr Marks reported one episode of vomiting whigh was an expected side effect catly in the

placement of the intragatrstric balloon. However, she also reported on-going belching and
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halitosis, one episode of reflux .and muscle aches and pains that commenced when the
initragastric balloon was inserted. Dr Marks presoribed charcoal as well as medication for
gout. Dr Marks also reported sévere inflammatory chianges over Mrs. Holt’s abdomen and

groin as well as evidence of'iron deficiency.

Bundy diagnosed a large incisional abdominal hernia that had-become obvious since her last
consultation on 7 July 2007, She referted Mrs Holt to a colorectal suigeon, Mr Paul Sitzler.
On 18 July ‘5!.007', Dr Marks also referred Mis ‘Holt back to Dr Merrett becaiise of coneern
the balloon:may have shifted. This referral was not-activated,

On. 23 Jyly 2007, Dr Marks teported that-there was a mass in Mrs ‘Holt's abdomen. Dr

Marks was unable to confirin whether or fiot it was a hernia.

‘Mi‘s Holt’s abdominal incisional hernia

Onh 6 August 2007, Mr Sitzler reviewed Mrs Holt. He noted that she had suddenly
developed a significant upper abdominal wall berhia and sent her for further radiological
review.

A CT abdomen scati confirmed the diagnosis made by Mis Holt, Dr Bundy and Mr Sitzler.

The hernia included somé small bowel -and possible transverse colon,

‘Althoygh hex obeslty placed her at risk; Mrs Holt had no known prior history :of upper

abdominal incisional hernia. Further, there had been no hemia detested in any of her -

miedical examinations or radiology prior to 18 July 2007.

Accordingly, Mr-Sitzler was:unsure whether Mrs Holt’s symptoms were attributable to her

intragasttic balloon or her dbdominal hernia.

hetnia priorito 18 July 2007,

Accordingly, I do'not:agcept Dr Marks® alternative proposition that Mrs Holt’s dbdominal

. incisional hernia was unrelated to the balloon other than the fact that it became more visible

and she became more.conscious of it onice she had lost weight,
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 between'the discharge and the surgical wound. He formed the view that there must be some

Mrs Holt did not want to wait for surgery to correct her-abdominal incisional hernia and Mr

Sitzler was concemed about performing corrective: surgery on Mrs ‘Holt ‘while the

intiagastric balloon was in place. He discussed the: issue with Dr Merrett and they agreed

that the balloon should be tetnoved before surgery to coriect the hernia.

" On 8 August 2007, Mis Holt consulted Dr Marks. DrMatks referted her back to Dr Meirett

for removal of her intragastric balloon and notified Dr Bundy. .

Accordingly, on 10 August 2007, Dr Meirett performed a further upper gastrointestinal

eidoscopy 4t Frarkston Private Hospital and removed Mrs Holt’s first intragastric balloon.

* Repair-of the abdominal incisional hernia

On 6 September 2007, Mis Holf was admitted to the Epworth Hospital. M Sitzler
successfully performed a 'la'parpt‘bmy to repait the: ventral wall incisional abdominal hernia

w1th nesh and divide the adhesions,

Howeéveét, on 9 September 2007, Mts Holt's respiratory. condition declined, her blood
_pressure dropped and she déveloped acute renal failure, luig collapse, chronic -obstructive

pulmonary disease, and left ventricular fibrillation. She was transferred to the Intensive

Cale Unit. On 10 September; she was stable and returned to the ward.

On 14 September 2007 ‘Mrs I-Iolt was dISGhal ged to rehabilitation at Cedar Court, Epwotth,

Cambéerwell, : .

On ‘ot about 21 Septeimber 2007, Mrs Holt had a fall at Cedar Coutt and injuréd her back.
Shie was' diagnosed with soft tissue injury and discharged home ‘because she could not
undertake the appropriate exetcises dug to the pain from her fall. Pain persisted from her
su1glcal site,

On 27 Septembier 2007, Mrs Holt presented-4t the Epworth Hospital witl: dlscharge from her
wouind near the navel. Her treating doctor was tunsure whethei' there was inflammation or-a
recurrence of fthé"hemia; Howevet, he p_re_scribed antibiotics a'nd_ : ihdié'&'_téd théré was fio sign

of bowel obstruction. o |

On 3 Octobei 2007 ‘M Sitzler noted discharge from Mrs Holt": s unbilicus and the:distance

defect at the base of the timbilicus and referred her-for an tltrasound.
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On 5 October 2007, an ulirasound of the anterior abdeminal wall allowed drainage of 70%
of a collection anterior to the hernia mesh. '

On 17 October 2007, Dr Morton noted continuing tenderness of Mis Holt’s lower thoracic
spine and otgatiised x-tays. There remaitied somme weeping at the base of the hethia but it did

riot seem irifected and “was healing beautifully”.

On 18 Octobei' 2007, Mt Sitzler indicated that Mis Holt was {mproving.

However, on 31 Octaber 2007, Mr Sitzler diagnosed continuing persistént wound infection.

_Accordingly, on 1 November 20_07_;- a CT:abdomeﬁ and pelvis detected a fluid collection.

within the antérior abdominal wall consistent with either a hacmatoma or an abseess.

Howevet, it failed to :idﬁnt'i‘fy' any evidence of a. recurrent heinia and no ,iiitrqp.‘eﬁtone\al
colléctions. '

On 5 November 2007, Mr Sitzler arranged for Mrs Holt to be admitted to Lineacre Private

H‘Qsﬁital for ipt;ja\fenolls antibjotics to:

“kiock this.on it’s head.”

On 7 Novermber 2007, Mt Sitzler was concerned that Mrs Holt was still in pain but he

“believed the repair was sound,

~ On 22 December 2007, Mr Sitzler ordered a further CT abdomen and pelvis beeause Mrs

Holt’s pain persisted from her incisional hernia Tepai. -Thi's_ identified a further large
collection within the subcutaneous tissues of the mid abdomen,

On 29 December 2007, Ms Holt re-presented at the Epworth Hospital for an exploratory

laparotomy, Mr Sitzler confirmed: that mesh .on her hernia wounél had become infected so

he. draitied, debrided and re-instated the mesh supporting the area -and administered
antibiotics, |

Oh 4 January 2008, Mrs Holt was discharged ‘home with ;sf_;ﬁpport from. Stanhope Nursing
Service. , ‘

On 4 February 2008, Mrs Holt was re-admitted to Epworth hospital and Mr Sitzler

performed sorgery under general anaesthetic to further drain, debride and excise infected

‘mesh on her hemia wound, M Sitzler was unsure whether Mrs Holt had a recurrent hernia.
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On 21 Feébruary 2008, CT abdomen and pelvis scafis ordered by Mr Sitzler showed

persistent but reducing collection within the subcutaneous tissues of the anterior abdominal

-wall and fat consistent with.residual hernia,

On 13 March 2008, Dr Morton reviewed Mrs Holt. She found Mrs Holt's abdomen was:

“excriciatingly tender in the left liae fossa along the inferior edge of the hernia.”

. DrMotton référied Mrs Holt hnme‘diatély-zatb. M Sitzler because shie -was,sconcelned-that'she
had a recurreritincisional hernia.
'On 13 Maich 2008, M_r.Sitz_lgi'.re,vicwediMrs Holt: He told Dr Bundy that he did not believe
© glihically thére was a recurrént hermia. However, he had difficulty _]udgmg ‘Mrs Holt’s

abdomen and he sent hei* for a further CT abdomén.

'On 17.March 2008 Mrs Holt asked Dr Bundy to refer her to another surgeon, Mr John
‘Leslie, for a second. opmlon Mrs Holt'told Dr Bundy that she sought this referral:

“Because... she'd had so many pmblems after-her last operation with D; Sitzler, Mr Sitzler

who'd repaived it and ... all that complications in hasplral cmd then u‘he wolind mféctwn §o

$he wdnted sowieone élse.”

On 20 March 2008, Mr 'Leslié'-_rcviewed Mrs Holt. He noted that Mrs Holt had now been

left with a recurrent abdominal incisional heria that had developed when the. gauze was

removed and would be better left to stabilise for,a month or two.

Mt L‘éSlié‘ ﬁ'isb‘sa'id that he- r'e'qliired 10-’20 kilograms Wa‘ight- loss befdfe—aﬂeIﬁpt'i]lg-to, further

and_;lqducg..Mls-Holt 'S dl_s(_:omfor_t_.

Dr Marks liad also discussed an abdominal binder with Mis Holt, Mrs 'Hfol't*toIdDi- ‘Matks

‘that she wotld:

‘ather be dead than wear an.abdominal binder forever’.

‘Mis Holt told Dr Bundy that she was deternmined to proceed with the second intragastric

balloon to achieve the required weight loss for surgery:
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“I'd .asked her to delay the balloon she declined... she was keen to have the second
ballaon...: Beca.us;:- she'd had such good weight loss the first time."

On 14 Apiil 2008, Mi: Teslie told Dr Bundy that Mis Holt’s incisional herma continued fo

be! tendet at times:
“...but it has not bothered her enough to remind her to get the binder she was going fo
obtain to see if she can control her symptows this way.”
On 15 April 2008, Dr Bundy re-referred Mts Holt to Mr Leslie.
‘On 21 May 2008, Dr Morton conﬁimed that Mrs Holt’s respiratory condition was good
despite the complications associated with her recutrent abdominal incisional herrila. She was
walting for aﬁ abtidominal binder because Mr Leslie 'was hesitant about further surgery.
On 2 June 2008, Dr Marks wrote to Di Bundy-to say that Mrs Holt was keen to consider
having ‘4 second inttagastiic balloon placed. This would Have to oceut either six months

‘before or six-months after the sutgery contemplated by Mr Leslie.

Ori 23 June 2008, Mr Leslie commented that the abdominal hernia ‘was annoying but Mts
- Holt ‘was rarély Having anything fote significant than that, It was fiot paiticularly terider

" and the binder was at léast controlling the situation.

Accordingly, surgery was not urgent and she still needed to reduce her weight before Mr

Leslie would perform the further surgery required to repair the hernia,

Mr Leslie also supported a decision in that regatd. He told Dr Bundy in a letter:

- "1'd ‘have no abjecrion fo -her”ha'ving afi '(rlher intra g(‘:‘s:‘ric balloon zf this was,tho'ug‘ht'

pmb,ct_bly beinappropriate.”

‘On 28. July 2008, Dr Matk wrote to Dr Bundy to mdncate she would facilitate Mrs.Holt’s

refeiral for insertion of anothei- inttagasttic balloon.

'On or about 4 September 2008, Mrs Holt had a fall which caused lower back and knee pain.
However, Mrs Holt refused to delay the insertion of her second gastric balloon while'she

was recovefing from the fall,
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Mr's Holt’s second intragastric balloan
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On 11 Septémber 2008, Dr Merrett admitted Mrs Holt to Como Private Hospital .and

inserted a second intragastric balloon to assist with her weight loss before further repair of
her abdominial incisional hemia. He inflated the balloon with 600mi saline and advised it

‘may be leftin sitii for six months.

.On or about 14 Septemiber 2008, Mis. Holt was discharged tome to suppott from Dr Bundy
-and Pr Marks. '

Mrs Holt consulted Dr. Bundy 11 times between 1 6 September 2008:and 30 January 2009,

Through niost-of this period, Mts ‘Holt complairied of navsea, constipation, utine infection,

refiux, light-headedness, chest infection, low blood pressure, aiid finally severe abdominal

‘_;p'é'i'h. P.":iin' also continued fiom hc'r.'f‘a'll. She-also 17eq'1'i‘i"1‘ed potassium and iron supplemerits.

On 10 October 2008, Mrs Holt consulted Mr Leslle She felt ill all ‘the time w1th pamful

indigestion. Mr Leslie manipulated her hernm which relleved her constlpatlon

By 12 November 2008, Mrs Holt had lost 13 kilograms in two .mqﬁths. This weight loss

~ was slightly slower thian she ‘had.achieved with Her first intragastric balloon. However, she

rémained 23.5kg lighter than -whe she 'ﬁ;_st‘.con's‘ulted Dr Merrett in 2004 and she remained
QObese Category 11 (BMI 35, 9kg/m ).

On15 Dccembel 2008 ‘Mr Leslie revlewed Mrs Holt 'S, abdommal wall hernia, He arranged
8 CT scan of the dbdomen and pelvis due to soreness and swelling in the area, Mr Leslie

aranged for copies of thiose CT scan results to.go to Di-Bundy’s practice.

The CT scan of Mts Holt's abdomen and pelvis showed the intragastric balloon in ‘her

stomach but there was no abdominal aortic aneurism and 1o l6ft upper quadrant mass lesion.

“When Mrs Holt saw Dr Bundy on 6 Januaty 2009, her respiratory infection had settled and
shie was fesling ‘well but feimaitied dizzy and lightheaded. Di Bundy ceased Mrs Holt's
diiiretic tedication | | ‘

O 16 January 2009, Dr Maiks advised a meal replacement programme to accelerate Mrs

Holt’s weight Toss.
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On 30 January 2009, Mrs Holt consulted Dr Bundy with a 24 hour history of severs upper
abdominal pain and vomiting and a distended abdomen with a mass on the left side at the

site of the hernia;

“..she-Was brought.in by a neighbotr, she. was too sick to drive and she'd been unwell sinice

_ the previous day and she complained of constant upper abdominal pain, vomiting and

everything she ate or drank and.q humip in her-abdomen”

‘Dr Bundy was not sure whether it was the heinia o the balloon: that was the problen. ‘She

tentatively diagnosed a bowel obstruction and reforred Mrs Holt for transfer by.ambulance

to-the Accident and Emergency Department at the Epworth Hospital.

| Tlle‘Ei}Wﬁﬁ_th;HO§pital

At 11 35am on Fnday 30 January 2009, Mls Holf presented at the Accident and Emerg gency

Departinent at the Epworth Hospital. She wis. triaged Category 4.

| At 12 15pm on 30 Janualy 2009 an abdomrnal X-ray showed a possible pylonc outlet

'obstructlon
An x-rayis like a ‘snapshot’ in time and is taken from a particular petspective. Therefore, it
.cannot show dynamic changes in t'he position of the intragastric balloon relative to the

-pyloms HOWeve1 in the. absence of any other identified body, 1 adcept the 1mp11cat10n that

the balloon was in a pomtion where 1t could be mgmﬁcantly obstructmg the pylonc outlet

_At approxnnately 1:55pm, intravenous fluids commenced to: rehydrate Mrs Holt after her

ivomitmg and a nasogastnc tube was 1nse1'ted to dram fluid ﬁom Mrs Holt’s stomach.

';Imtlally, the nagogastric tube dramed f whmsh fluid but it would not have been. able to pass
food residue, '

A reg13tt*al from the Emergency Department: at Epworth Hosprtal ordered a CT abdomen

*‘and pelvis scan.

Dy Pete1 Prichard, an experlenced gastroentelologlst and consultant physrcran at the

| .Epworth Hospltal and the Royal Melbourne Hospltal was one of the gastroenterologlsts on
-eall whenMrs Holt presented at the Epworth Hospltal
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At about 2:30pm on 30 January 2009, Dt Prichard was called by the gastioenterology

registrar to review Mrs Holt and approve her admission.

‘Dr Prichard reviewed Mis Holt and ‘observed that she was feeling comfortable and wasno
longer vomiting. “Then; he went peronally to the 1adlology depaltment and looked at the
* CT films and discussed themi-with the.radiologist,

Froiin this discussion, Dr Prichard and the radiologist foriried the opinion‘tiiat the intragastric
‘balioon was propeily ‘inflated :and -ifi a position -where ‘it could be causing a significanit
pyloric. obstrgtion, However; there was no excessive of' gross disterision. of Mrs Holt’s

stomach.

Associate Professor Dantie also saw food. in Mrs Holt's stomach when he:reviewed the CT

film. Dr Prichard confirmed this impression. The radiologist also confirmed it ve‘rb'ally to

Dr Prichard but did.not include it-in the repott.

The subsequent wntten repott of the CT abdomen and pelvrs scan conﬁrmed a 600ml fluid

-ﬁlled balloon’ nnpacted on the gastrlc outlet and obstluctmg the stomach: The small bowel

seemed collapsed. It also showed a smell aneuryst in her distal abdominal aorta with a

“large amouit.of thfombus. The nasogastric tube was appropriately.in siti.

At 3. 30pm a registrar from the. Emelgency Department at Epworth Hospital contacted Dr
Marlcs He exp]amed to Dr Marks that Mrs Hclt had presented in .an ambulance with

| ‘vomltmg, nausea and Some sllght abdomiinal pam

Dr Ma1ks suggested they transfer Mrs Holt that aﬂemoon to the Fr; ankston Pyivate Hosprtal

_However the reg[stral advised that 1t was not pcssrble to mgamse transport that afternoon.

Although Dy Prichard was aware of the issues raised by an intragasttic balloon, he'had never

seen an mtragastrlc balloon before. Fur'the1, he did not have the necessary tralmng and the
Epworth HOSpital drd not have the equlpment to non—surgrcally remove the intragastric

balloon.- Dr Prichatd constited Dr Merrett.

Dr Prlchard assured Dr Merlett that the CT scan confirmed a srgmﬁcant outlet obstruction

‘but Dr Merrett expressed some doubt: that the balloon would be causmg any srgmﬁcant

obstruction,

16 of 47




Pepingy muth skl

A

141

142,
143,

144,

145.

146.

148,

Dr Merrett explainedto the Court;

“all panents even if theylre well (md not vomttmg will liave distension of the stomach with
faad debrls and it gives the appearance of obstr uction bt complele pastr ic outlet

-pobstnyctmu:daesn ‘t:occur with balloons and hasn't been reported.”

D1 Menett '§ dlscussxon allayed Dr Prichard’s concems about the relatlonshlp between the

mtragastnc balloon and the othermse apparent]y s1gmﬁcant obstructlon

Afier heafing?DrMerfett*sexﬁiﬂeﬁce at the inquest, Dr Prichard conifirmed that he “world

agm.wuh.m} Metrett) fidlly” that the intragasttic balloon was nbt;ca'us'ingrther._dbs'tm_c'f'tién.

Dr* Merrett offered-to be available and was. p’repztr_e,d to attend Mts Helt at ‘the Epworth
Hospital with his equipment if she deteriorated: He also told the Couit that:

- “Technically it would have been possible for the balloon to be removed-on the day but.theie

was no indication at that time that we needed to do that.”

At 7:20pm on 30 January 2009; Dr Prichard ‘reviewed Nhs Holt’s condition. He observed

her to be stable and arranged for her admission over the weekend. Dr Prichard also ordered a

gastroscopy but thete is no evidence that this occurred.

. However, -at-9:20pm.on-30 Januaty 2009, D Prichiatd was contacted regarding Mrs Holt’s

increased blood pressure, Although, Dr Prichard - prescribed a’ Glyceryl Trinitrate (GTN)
.patch at 9 30pm ‘he was not concemed by the increased blood pressure due- to Mrs Holt’s

‘other medlcal ploblems which mcludecl hypertenswn,

At around midday of.eatly afterniooii-on 31 Jafwary 2009; Dr Prichard reviewed Mrs Holt.

‘He found her to be.stable and comfortable. In paltlcular, there was- 1o ev1dence of gross

-dlstenswn of Mrs Holt’s stomach

‘Dt Prichard .ordered capping of the nasogasttic tube and gentle fluids commenced orally

because he noted minimal drainage (161iils). Dr Prichard advised nursing staff to cease

“flujids and tecommence 'jg_a'str'ig;drainagg if Mis Holt did not toleiate the cappitig and ofal

fluids.
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Tour litres of saline had been admiristeréd by 12:15pm ot 31 Januaiy 2009 and a furthet
litre by 4:35pm. There is no record of urinary output. However, it 4s unlikely that the

‘minimal noted by Dr Prichard drainage reflected a small volume of fluid in the stomach,

By 11:00pm on 31 January 2009, Mrs Holt was nauseous and experiencing pain. Nursing

_staff admnnste1ed anti-nausea medication and .morphine and attempted to -contact Dr
Prichard: bt Tie- d1d notrespond.

By 12'05am onl F'ebruary 2009, Mrs Holt’s symptoms had settled and she was considered
stable. Dr Pnchald ordered 1 milligram of Kytril if Mrs Holt’ s nausea returned. This was

ot admlmsteled because there was no’ e\udence that the dlstensmn was of a severe nature

.and-the clinical-assessment of the: patient was that the stomach was not gross.or distending

fuither.

Further, Dr- Prichard was not. convinced that Mrs Holt’s symptoms were masked by her

-analgesia bécausc~sh'e only required:a low -do,s‘c'of molplﬁnc.,and:only on two occasions. He

told the Court:

| “Onigoing requirement for that sort of narcotic analgesia would be definitely of concern but

that was not the situation.”

However, at-8:35pm on 1.February 2009, Mrs Holt’s condition had deteriorated. Her blood

‘pressyre was 200/100mmHg; she was sweating, nauseous and complaining of pain. .

Although Mrs Holt’s CQndi_t'ibn"‘init'ifally tesponded to Mé_)ialon and morphine, by 12:00am

ot 2 February 2009, the pain was ongoing and she was referred to the. Iritensive Care Unit

with a differential diagnosis-of gastiic perforation.

DiPrichard was of the view that this ich’an_ge in. Mrs ‘JHglt’,s_-égndi.tioﬁ would have occurred

within about 30 minutes of the perforation occurring, that is at about -?'8.:30_pl,ﬁ on 1 February

-2‘0_09.

The Intensive Care Fellow, Dr David Chuovskl conﬁrmed the dlagnosm of gastric

| =pclf'oratlon and sought asmstance from the on-call smgeon ASSOClﬂtC Professor Peter

Danne.
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At 1:45am on .2 February 2009, Associate Professor Danune performed an emergency

laparotomy,

The laparotomy revealed:
. A lalge perfolatlon of the gasttic: wall hlgh up on the lessel curve due to gross
distension of the stomach with ischaemia and/or oi-mechanical splitting at that point;
o contamination of the: pastric- contents (a large amount of food and fluid) into tlie
petitonedl cavity and obyious peritonitis; and

*  "ballooh obstruction of the gastric.outlet,

Associate Professor -Datine su1gxcally removed the intragastric balloon peLfolmed a
perltoneal toilet and partial gastrectomy, closmg the ‘perforation and the ISGhaemlc part of
the lesser curve of the stomach, He closéd -Mrs Holt’s abdomen with:a VAC dressm_g.

Associate Professor Danne told the:Court:
“This is my first contact with an intragastric balloon. I have to say, and it's not a device
that, when I talk arotind with my colleagties that imany of theni have had contact with. It's

not a commonly used device. Certainly here anyway. I think there are parts of the world

where 1t is commonly used but, ah, so I've never before or after had contact with one.”

Mirs Holt returried to the Intensive Cate Unit: Associaté Professor Dafné was happy with her

.Progress,

On 4 February 2009, Associate Professor Danne performed a second laparotomy to review
Mrs Holt’s sur ‘gical site, He found that the stoimach was healing well. However, the nght

colon had infarcted and thefe were signs of ischaemia in the small bowel.

Accordingly; rather than closing"fh.ef:surg‘icﬁl site; Associate Professor Danne maintained her

VAC dressing to allow continuing review: -

2 A VAC dressing promoteés wound hesling by applying a vacuum ihrough a:special sealed dressing-and foam which

acts s the wound. contact material:and fillsithe wound. The continued vacuum draws out fluid from .the wound and

increases Hlood flow fo the area. The VAC dressing dilows management. of an open abdomen wournd, which was

required for Mts Holt’s expected further laparotomy inspections,
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. Mrs Holt tetuitied to. surgeéry seven more times. "Herfwound healing was excellent but her

overall condition failed to ithprove:
Ischaemia and/or infarction confinued to-develop in the _géStrOinte’s’ﬁnﬁl tract requiring re-
section and anastomosis of the right colon, sigmoid colon and small bowel;
Her cardiovasoular systerm becatne unstable but then recovered;

- Her, respiratory status became compromised but improved as her infection cime: undei:
‘control;'and

Her central neivous syster declingd so that she lost all movement in her right hand and

became aphasic.

On 4 Februa1y 2009, MIS Holt s caecum, (1ight colon) was found to be necxotic and & fight

-hemlcolectomy (surgical 1esectlon of the lar; ge mtestme) ‘was-performed.

_Associate Professor Danne ‘told the Court that this series of events was a cascade of
recurting episodes-of ischefiia that, in his op1mon, were ditectly caused by the obstruction

by the balloon.

Associgte Professor Darine was also firm that the nasogastric tube did not petforate the

Wtomach:

“the nasqgash-icztube was it her smn‘rqcig it was sitting in its correct position. It's almost
u_n‘h;gfq)'d of fora jm,s*agast}f-‘icj-m'bé-t_a: petj‘br°ate='rhé stomach "ag“if.’s’ end. "

He alsosaid:

“there is .absolutely nio doubt that this stomach perforated because of ‘the intragastric

balloon,”
On 10 Eebruary 2009, Mts Holt's abdomen was closed.

However, on 13 F’ébru‘my 2009, the surgical registrat noted that Mrs Holt was lacidotic
which :indicated possible. fusther infaretion of a segment of the gaStrointestinal tract. Her

- thiytoxin levels were Jow. Her créatinine was clevated. She had intermittent atrial

fibrillgtion,  She had no' ‘bowel -sounds. ‘Her blood pressure was low. She ‘was

' hypokalaemlc '
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170, At 8:00pm, Associate Professor Dantie performed a further laparotoriny. This revesled an
 iifaréted sigmoid colon.. A, Hattmiann’s. rectosiginoidectomy. was performied and a further
VAC dressing.applied.
171.  Mrs Holt did not respond positively after this time. By‘ 17 February 2009, she was in renal
. fanlure, her albumm levels were low she. Stll] had: mtermlttent atnal ﬁbnllanon and she was
not sleeping, She remamed on Contitiuous Positive  Adrway Pressule (CPAP) oxygen
172. ©On 18 February '2009, the VAC. dressing :was Ehan'géd Ot 19 February, futther lactic
acidosis and c]mical perltomtls necessitated furthér surgery for-a jejurivm (small mtestme)
‘resection, '
173.  On 25 February 2009, Mrs Holt’s abdomen was closed with tesh Glds.nre and a VAC
dressing over the mesh. Stiortly aftér this final surgery, tests indicated that Mrs Holt had no
. movVerieht in Her tight hardl and Was aphasic.
174. s Holt was also differentialty dlaguosed with having suffered 4 cerebrovascular dccident
(stroke).
175 - At 11;30am on 5 March 2009; after consultation with Mrs Holt’s family, Mrs Holt was
' extubated and, on 6 March, active treatment was withdrawn. Mrs Holt was moved to a ward
- with Intensive Cate support. ' |
176.  Over the following week, Mrs Holt.showed no .neurological improvement. Further; on 12
March 2009, a CT brain scan found no acute intracranial abnormality,
177.  At1:35am on 14 March 2009, Thelma Holt died.
wCOMN[ENTS
‘Pursuant to-section 67(3) of the Coreners Act 2008, 1. make the following comment(s) conpected
with the death:
‘Thelma Katherine Holt was 79 ‘years old when she died. She lived atone at 2/17 Central
AVenue in Moorabbm
2. Mis ‘Holt had a long history of obesity and other co-morbidities. Her usual general

.practltloner was Dr Kay Bundy but she sometimes consulted other doctors in the South

Road Medical Practice.
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wetght-loss; m_cd_lo_athns; However, 'she d_ld :not-lose w_elght -and 'she._developed further

weight-related -cbiﬁplications ingluding-emphysema and hypertension,

In 1995 Mrs Holt undeiwent Nissen flmdophcatlon smgery to ¢orrect her gastroesophageal

reflux:and her hlatus hernia. Durmg fundophcatton suigery,. the uppei curve of the stomach

‘(the fundus) is'wrapped around'the. oesophagus and sewn into place so that the lowe1 portion

~ ‘of the oesophagus passes through a smiall tunnel: of stomach:muscle..

Therefow, the lesen fundophcatlon teduced the volume of Mrs Holt’s stomach by

-removing ac¢ess to- the fundus

- Howeyver, m'azgo,a,_ Mrs Holt’s gastroesophageal reflux and her hiatus hernia retumned. She

also gained about 13 kg in weight. She was within the Body Mass Index (BMI) range for
diagnosis'as World Health Organisation Obese Class 111,

Mirs Holt asked Dr Richard Oei froim South Road Medical P’rac‘tioe to refer her to Dr
. Michael Merrétt, Tni Deécémber 2003, DrOei made the referral,

Dr Merrett was -a: gastroenterologist. His practice. inicluded non-surgical management of

weight loss u_s_ing endoscopic placement of an intragastric 'ballo'_oﬂ uﬁdér f.neuroleptic‘

angesthiesia.

Dr Mertétt worked closely with and i m the ‘same ptactlce asa: consultant physman in clinical

nutntlon ‘Dr ‘Sharon Marks,

Di- Meitett advised against immediate use of an intragastric balloon, Rathet, on 4 qu

2004, he referred Mis Holt to Dr:Marks for further attempts to-lose weight using diet and
phariacology. ' ‘ o

Mirs Holt Tost about 10 kg over-thé next thies years. She temained obese. She was still

troubled by gastroesophageal teflux and her hiatus hernia. She was still keen to try the
intragastric balloon,

On 29 Marehi 2007, Dr Michael Merreft performed a gas.’.troinﬁtés__tiqal-Qn(igscopy and placed

an initragastric ballooti in Mrs Holt’s stormagh,
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Mis Holt.lost 22 kilograms in five moniths, Her level of obesity improved from Obese Class
III to: Obese Class 1L, - '

However, on 6 August 2007, Mrs Holt was diagnosed with a serious incisional abdominal

“hernia that-had-developed overa period of less than three weeks.

Despite her predisposition to incisional hetnia because of her weight, Mrs Holt had no prior

history-of incisional hernia,

Mis Holt’s surgeon, Mr Paul Sitzler, was appropriately concerned about performing a

laparotomy to repair the incisional hernia whiile the intragastric balloon remained in place.

Ac_coi'dmgly, Dr Mertitt removed her intragastric balloon and, subsequently, Mt Sitzler

repaited the hetnia.

Mrs Hoit did not respaid woll to surgery. Shé was admitted to the Intensive Care Unit for a
day to stabilise her respiratory function. Further, her wound remained infected and she was

admitted to hospital on threc-occasions before November 2007.
Mrs Holt also began to tegain weight and her abdominal incisional herniia recutred. |

Dr Bundy referred Mis H_olt to-another surgeon, Mt John Leslie. He would not operate until
shelost 10-20kg,

Mis Holt rejected the use -of a binder to support her hernia. Against the advice of her
genelal plactmoner her respiratory physwlan and her original gastroenterologist, she asked

for-afid wag: admlmsteled a:second mtragastuc balloon.

Mis Holt was'supported in this decision by Dr Merrettand her new surgeon, Mr Leslie.

* Mirs, Holt was tiever comfortable ‘with her second intragastiic balloon.. She: complained of

nausea, gastnoesOphageal meﬂux pam sllght anaemla tash and uiinary tract infection as well

‘a8 regpiratory cotiiplications and gout.

On 30 January 2009 Dr Bundy tentatlvely diagnosed a gastro-intesfinal obstruction. She

,referred Mrs Holt for transfer by ambulance to the Accident and Emergcncy Department at
ithe Epworth Hospital.
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Although the CT -abdomen scan confirmed a significant gastric obstruction, her treating
gastroenterology consultant accepted Dr Merrett's advice that the inttagastiic. billoon was

unlikely to be causing the obstruction.

The plati was for Mrs Holt’s transfer to Frankston Private Hospital on Monday 2 February

2009 so that Dr Merrett could remove the intragastric balloon.

However, on 31 January 2009, Mrs. Holt’s condition. deteriorated. - Thie - obstruction

remained. Her stomach had perforated..

Assodiate Piofessor Peter Danne ‘performed etnergenoy surgery, He confirmed that the

intragastric balloon was obstructing the gastric outlet and Mrs Holt’s: stomach had

-perforated.

Despite extensive efforts by Associate Professor Danne and Bpworth Hospital Intensive

Care Uit staff, Mis Hoit:contintied to deteriorate.

On 14 Maréh 2009,.Tliéliﬁ‘afﬁdlt died of prisumonia in the set,ting;of- acufe: pe_r__itonitis dueto

‘perforated stomach (bperated).

This review will discuss the circumstances in-which Mts Holt died including:

. Intragastric balloons as part of a weight loss program;

© ¢ MisHolt's first intragastric balloon;

s Mis Holt’s:incisional hernia;
e Mis Holt's second intragastric balloon; and
¢ . Mis Holt’s significant gastric outlet obsttuction,

It ‘will -theri make récomimendations intended to prevent further deaths occuriing for the

reasons that Mrs Holt died,
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Tnitéagastric. balloon as part of a wéight loss program

Obesity is .an important public health issue in our community. The rWorld. Hesdlth

‘Organisation has developed a simple means of determining the level of risk agsociated with
partioular eight and weight ratios: the Body Mass Index (BMI).* |
Tndividuals with-a BMI greates than 30kg/m® have statistically heightenied risk of chironic
non-communicable disease in¢luding. cardiovascular disease and hypertension, Type TI
- diabetes, pulmonary disgase, osteoporosis and gout, and psychological- effects including

-eating disorders,

Individuals wﬁh a BMIgreater than40kg/m2 are diagnosed in the hlghestcategmy as‘Obese
:Class1IIL

Endésc-apicaily placed intragastric balloons ‘are one of several space-occupying devices

available fo obese patients and their medical advisors who seek rapid weight loss‘ih order to

improve their co-morbid symptoms snch as gastroesophageal reflux and-hiatus hernia or to

‘perform surgery. *

As well as effectively reducing stomach voluirie, one of the.most important features of the

=.ifhttaga's“tr'ic balloon is that thie volume is large enough to create pressire on the-wall of the
stomach to make the patient féel that they have eaten sufficient, ‘This pressure on the
stomach wll also changes ‘the level of a specific hormone. called ghrelin which is

responsible for satiety so it:reduces the drive and the desire to eat.

Dt Matks t6ld the Coutt that thé intragastric balloon also works by causing dilatation of the
fundirs and.in this situation was.a risk for Mrs Holt because of her other co-morbidities: In

the absence of'a functional fundus, it is -ﬁncléar.how this side effect would play out-on the

rest of the stomach;

A double blind study performed in Italy has shown that three- month placement of 4

Bioentetics inttagastric balloor in. 32 patients.(mean age: 36,256 years, range 25-50 yeats;

mean BMI 43.7¢1.5 kp/a®, range 40-45 kg/in®) in association with restricted diet was

L

¥ For cxample, World Health Organisahon, “Obeslty Prcventmg and Managmg the Global Epidemic", WHO technicnl

Report Series 894, Geneva 2000.

4 Department of Huthan Seiviges "Surgery forsmorbid obesity: Framework for bariatrie surgery in Vlctorla '3 public

hospitals” (2009).
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associated with statlstmally significant we1ght reduction when compared to sham procedure

plus dlct s

Furthe, teview 6f:251% Ttalian patients with Bioenteti¢s intragastric balloons (mean age:
38.9:5.6 years, range 12-71 -years; mean BMI 44,447 8kg/m% range 28.0-79.1 kg/m?)

“placed for six months demonstrated satisfactory welght loss and 1mprovement in co-

morb]dltles.

Another teview of ‘44 mild. or moderatély obese patients in Saudi Arabid (niean age: 31

) _ye’a‘_rs; mean BMI 45kg/m2) found use of Bigentetics intragastric balloons :was associated

with: ani.-average of 13kg weight loss Gvei six months,”

The Victorian-Government has developed guidéliries for barlatric surgery in public hospitals

inciuding use of inttagastric balloons, These speclfy the followmg approptlatc selection

zcrlterla f01 pnorltlsmg of pat[ents for banatrlc intetventions:

.« aBMIof mote than 40 or:a’BMI 6f mote than 35 with ‘I‘nédi‘(iaﬂy‘imp,ortant‘cc-mor’bid

obesity-related-conditions;
e agedbetween 18 and 65 yeas;

¢ haye tried but failed to achieve or maintain clinically beneficial weight loss using non-

surgical measutes;

e have the mofivation and capacity to make the dietary and lifestylé changes needed for

_ asuccessful long-term outcome from the surgery;

e havea realistic ;Iihdeféfa’ndi'hg of the:risks and benefits of the s’utge_'ry;.

« donot have significant -'m'edicﬁl‘COntl'aindi'cation_s to surgery; and

«  .doriothave: psycmatrlc behavioural or ¢ogiiitive conditions.that impair their capamty

to: give informed conisent or .commit'to post-operatlve care: pIans.

! o o 1

. "cs Intragastrlc Balloon (BIB®): a shost-term, -double-bliiid, tandomised, controlled,
tbidly obese patients” (2006) 30 Infernationl J. Obeslty 129.
\ragastric ‘balloon: “The Ttalian ‘Experience with 2515 pahent (2005) 15 Obesny
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modifi fcatton

However; after considering the safety and .clinical effectiveness of intragastric batloons for

the iemporery iim.'&i'nagem‘e'nt 0f.’1’1’10rbidrobes‘ity, the Medical ‘Sef\lfic.eszdvisory Cominittee of

do not prov-lde. additional 'cl_mlcal_ beneﬁts when eomp_ar_ed to ._t,h.e‘ _s__tandal_d_ tne_atmcnt .-fo.r.

motbid obesity. They recommended against public funding for this procedure.

The. Minister for Health and Ageing - ‘endorsed the Medical Services Committee

‘'recommendation on 20 May 2008. Accordingly, treatment with n intragasttic balloon is not

.c_o.vered‘bj{"M_ed'ie.ére,lg

1n.2007;:a Cochrane Collaboration advised that:

“Despite the. evidence for litile additional benefit of the intragastric-balloon in .-rhé loss of

‘weight, its. cost shoyld :be cotisidered .against a program of eating and behavioural

510

Fuither, as late. as 2011, Canadian gastroenterologists noted.that a commetciaily available

intragastric balloon was the most commonly used space-occupying device for weight loss,

They also concluded ‘tha:t' new endoscopic methiods. for weight loss may be valuable in the

treatment of obesity. However, they said that more clinical éxperience and technical

improvements were iecessary before implementing their widespread use."!

Mr. M‘eﬁ'ziﬁ"ij’ﬁe'd Ballal is -associate: professor of sutgery at the 'University- of Western
,Australla and works in a Fremantle HOSpltal as @ consultant - surgeon and WJth specnallst
'.mtelest in uppet gastlomtestmal and hepatic blllary pancreatic surgery He was invited to

provide independent expeit evidence in this coronial investigation.

Associate Professor Ballal had never seén an intragastric balloon but he worked with a

colleague who has had training and experience in using this device. ‘
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Associate Professor Peter Danne is an expetienced gastiointestitial and general surgeon i
- Melbourite. He had never seen an intragastric balloon before, He told the court that none of

tiig colleagues had seen one either.

Associate Professor Ballal and. Dr Oleg Svamdze, Semor Medical Duector of Allergan (the

g}gsolu_tq_ly 'cqnjggmd1cated in patients w.lth previous: gastric surgery -_anc_llor 4 h1atus hern_l_a

latgerthan Sem™®

Therefore, although Mrs Holt’s weight placeﬂ her within the range for diagnosis as Obese
Class 11, shie was also in the category of patients. for whom intiagastric balloons-are strongly

contrasindicated:
o She was 73 yeats old when she first asked Dy Metrett {o insert an intragastric:balloon;

o As well as obesity, she ;suffered from a number of relevant co-morbidities including

hiatus hernin, gastroesophageal reflux and vascular disease;

'+ Shehada Scm hiatus heiiiia; and

" e She had previously undergone a fandoplication which reduced her 'stomach capacity

“and fprci'b'.'eul51'3/ ¢hanged the dilatation response to an intragastric balloon;

‘Therefore, in-:'200.4,3Mr's7 Hol*s medical advisers were consistent and appropriate in advising -

her:to continue -w;th.gltemaﬁvelaiét:-ahél}nied'iéati‘on approachies to weight loss,

Accordingly, Dr Metrett teferred. Mrs Holt to Dr Marks for nutritional and _phat.mﬂpeuticzil

weight loss management,

‘Mrs Holt gained 7kg:over three tyear‘s‘-t;lshl\g?fa_ltemati,v;e. diet and medication as advised by Dr

Marks. ‘She: remained Obese Class IIl. ‘However, shie still. suffered from hiatus hernia,
gaStroeSdpha‘geal reflux and vascular disease. :She ‘was still keen to try the intragastric
‘balloon. She was: stlll in the category of patients -for whom an intra- gastnc ‘balloon was

contla-mdlcated _ l = .

12-Qee alsa: A Geéncod ef af, #Bloenterics inteagastric balloon Thc ltahan Expenence with 2515 panents”, (2005) 15
Obesity Surgery 1161. _
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55..

Despite all these arguments against managing Mrs Holt's obesity with an intragastric
balloon, Dr Maiks referved Mis Holt back:to, Dt Merrett for its placement.

Mis Holt’s first intragastric balloon

- 156,

58,

59,

[N

61.

62.

‘On 29 March 2007; Dr'Michael Merrett gerfertiléd a gastrointestinal endoscopy and placed

- anintiagastiic:balloon in Mrs Holt's stomach,

At that time, Dr Mertett was the otily .gastmenterdlqgis;t in Melbourne usihg intragastric
‘balloons for treatment.of obesity. Howevet, he had already been using them for about seven
years. |
Acoordi:nély; although Mrs Holt was always a high tisk patient for use of an intragastric
balloon, it is coriceiring that Dr Merrett told the Couit:
“the pi‘é;ﬁs?éﬁdé_-bffa hiatus herniaisn’t an absolute cont}faindicaiibfz
it's a relative contraindication, something I'd prefer not to be there bui we've still had good
results in patients who've had hernias. If the patient had a large hiatus hernia T wouldn't
Place:q gastric balloon.”

Dr Merrett also told the Court

. “sowe'were.aware the patient had a fundoplication but it was difficult to see whethei she'd

" had a fundoplication ov wor bectiuse that area where the fundoplication Would be looked

Jairly novinal so that It was JSairly wide open at the time. (The findoplication was) no

contraindication toplacement of the balloon.”

Dr Merrett explairied that Lis ‘opinion was instructed by thie fact that tieither procediire
involves sutgical inéision &nd consequent suturing of the ‘stomach wall because these

procedures would increase the risk of perforation.

On the other hand, reither Dr Metrett-nor Dr Marks told Mrs Holt about the possib’ility ‘of
gasiric perforation because it was yery rare, they had no experience of it and it was not

4

documented‘in the training manuals,

" Dt Metrett*s two explanations for plading the intragastric balloon without filly infotniing

Mis Holt dbioiit the tlék of gasttic pcrforatlon are miuthally iriconsisteitt in the way in which
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they reflect Dr Merrett's knowledge of the risks associated with insertion of a gasttic

balloon ina person with Mrs Holt’s characteristics.

63.  Further, gastric obstriction -and gastric perforation were and remain known but ‘rare

complications of intragastric balloon placemont.

]

. Swiss'researoh indicat'es that 0.2%:of patients suffer gastric pérforation:associated with

"e The Ttdlians treated 19 gasteic obstructions in the: first week of placement of the
balloon. In all these cases, the balloon was rethoved. They alse had a gastric
perforation rate of 0.19% or five out of 2515 patients. ¥ Four had undergone prevmus

gastric sorgery. Two .of these patlents died -and two were sﬂccessfully treated by

laparoscopic 1'e'pair' after balloon removal.

o Saudi Atabian clinicians had one gastric perforation in 4 4 patients."

o Tt was recognised by Alleigan who mianufactured the intragastric balloon in their
advice to remove the intragastric balloon as 4 matter of emergency if it is causing

gastric obstruction.

64. Therefore, Dr Metrett was or should have been aware of the possibility that gastric
obstruction was a khown complication of placement of an infragastric balloon. His inability
 to articulate this kowledge consisteritly in Court and failure to discuss it with his patients is

a'matter-ofreal concern.

65. In the circurnstances of managing Mrs Holt’s obesity, it seems to me that Dr Merrett was

acting in isolation from his gastroenterology peers.  In-particular:

» Dr Meirett was the only person in Victoria tsing this form of obésity maiiagement in.

2007 and 2009;.

i __"‘Evidence-ba'sed Review 'df the Bioenterics Intragastric Ba’lloons for Weight LoS’s” (2008) 18

' "'Bmenterics 1nlragastne balloon:. The. Italian Experience-with 2515 patients?, (2005) 15 Obesnly

Sur ory. 1 i6l,
5 Abdulhameed -Al-Momen & Tbrahim El-Mogy, “Intragasttic balloon. for : obesnty A rtetrospective Evalugtion -of

tolerance and efficacy” (2005) 15 Obesity Surgery 101.
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66;

67.

68.
69.
70.

71..

o Although Di Merrett had been inserting 'Vilit'ra.-gash'i_c‘ balloons for seven years and had
been involved in Mts Holt’s treatment in 2009, he told the Court that he liad only

statted a dialogue with bariatric surgeons in Sydney who also use intragastric balloons

. None -of the other experienced and well qualified gastroenterologists glvmg evidence in

this Court had any experience with mnagastnc balloons;
* Dk Merrett ‘'was cettain. that Di- Prichard was a much more experienced
gastioenterologist than he was and ‘would not advise him .on how to manage a

potentlally Sigiiiﬁcanf 'gas'tr'i.c obstruction; and

Di Merrett and Dr. Marks were frlends with Dr P1'1cha1d but they said they would not

«discuss work with him i in a social context.

From this evidence, 1 have formed the view that Dr Merrett was providing patierits with
| mtragasmc balloons w1thout any of sufﬁclcnt professionial peer support or crmquc of his

’ w01k

Accordmgly, I have formed the opinion that the Royal Australasian College of Physicians

-and the- Gastroenterologwal Society. of Australla should. mtloduce a mentoung service for
‘membets who. practice in bariatric gasiroenterology using infragastic balloons.
Mt Holt's fiietsloial heraa
Throughout the five months that Mrs Holt hosted her first intragastric ‘balloon, she

experienced continuing gastroesophageal réflux and pain;,

Further, on 6 August 2007, Mrs Holt was diagnosed with a serious :abdominal incisional

hemia that had developed ovér a period 6f less than three weeks.

 Although. her obesity-and ‘other co-motbidities placed Mrs Holt at risk of developing an
‘gbdominal incisional hernia; there is no evidence that this had occutred before. |

T'am unable to say whether- ot to what degtee Mts Holt's gastric balloon ahd/or hier rapid

weight loss over four menths inflienced the breach of her upper abdominal wall and

‘consequent development of her.incisional hernia.
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1.

73.

74.

75..

76.

77

However, Dt Merrett inflated the balloon with 600mls saline in Mrs Holt’s stomach. This

‘volume was within the inflation'voluine recomniended and used in Europe:

o Allergan advise inflating the balloon with at least 400ml saline te reduce the risk of

obstryction.and/or stomach perforation as well as to maximise ifs effectiveness:
+ Turther, the Ttalian, Swiss and Saudi Arabian inyestigators used S00-700mls saline in

their patients.

| ﬂgwgvglj? in Court, Dr Marks produced an exhibit that was filled with 500mls saline: It-was

quite pli'abl’eﬁlbu_‘_t' she pointed out that a balloen with 600mls saline would be less distensible.
Tttakes quite a bit of pressure-to add the extra 100mls.
Futther, Mrs Holthad undetgone a Nissen fiindoplication so thiat the-operatiorial volinie of
‘her stomach was less than it would- oth_érW'_ise. have been. '
The coingidence of these fa‘cjtor's_.tai'sésﬁt_hc possibllity that Mus 'Ho.:lf_s intragastric balloon
and her rapid weight loss'coritributed to development of het first abdominal incisional hernia
in Iate July 2007.
The particular-practical issues that inﬁuenc_e' my'raising‘ithis;'possibility includie:
‘o Mi's Holt's balloon had been inflated to 600mls so that it was lavge and quite ‘inﬂc:zc_ible

in‘her storach; |
e Mirs Holt had lost 22kg in five months including 12kg between 10 May:and 12 July-

o Mis Holt’s abdomiinal wall would be less resistant to pressure than before her weight

 loss because of the loss of fat; and,
o Mis Holt’s vascular diséase placed hiét atextrarisk of developing an incisional hernia,

Di Merrett ‘would Have been .able to remove the ?intrag_a._sfi‘__ic balloon if, in Mts Holi’s

circumsiances, He perceived that there was risk of an incisional hernia:caused by ‘or related

_ tothedevice, .
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78;

79.

80.

82.

84,

B6.

87

88,

However, Dr Merrett reviewed Mrs Holt orice after insertion of her first intragastric balloon.
He was impressed by her weighit Joss but he-did ot acknowledge the efféct it had on her
health, Therefoie, he doés tiot know whether or to what deglcc the intragastric balloon

mfluenced development of’ Mrs Holt s abdommal mclswnal hemla

Accordmgly, I have formed the view that gastrocnterolo gists who are tesponsible for placing

| ‘_mtragastrm ‘balloons should. regulaily monitor thcn patients for abdominal hernia while the

balloon js in place and particularly during petiods of rapid weight loss. Recormendation

2-

On 6 September 2007, Mr Paul Sitzler successfully performed a laparotoiny ‘to repair Mrs

Holt's veniral wall abdominal incisional hiernia with mesh.and divide the adhesions.

Mrs Holt’s surgery was .associated with slow’ récq.very; wound and site infection and

exacerbiation of Mrs Holt's respiratory disease,

On 13 M_arch 2008, Mrs Holt's.abdomen remained;

Yexcruciatingly tender in the left iliac fossa along the inferior edge of the hernia.”

On 20 March 2008, another surggof, Mi John Leslie, noted that Mrs Hoit liad fiow been left

with a recurrent hérnia that would be better left to stabilise foi a month or two.

M Leslie said he could not operate again until Mrs Holt lost a fuither 10-20kg. He

reconnnended an abdommal binder to rehevc Mrs Holt’s discomfort fiom the abdominal

incisional hemla

However; Mls Holt was unable to lose this' welght Fuither, she 1efused to-use a binder to

reheve her dmcomfort

Mrs Holt was vety determined to have a second intragastuc ba]loon She was supported by

Di Marks and Mr Leslie.

* As D'Matks told the Court:

“She was very, very-determined to lose enough weight to have that hernia repair.”

However, Dr Matks slso coticeded:
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89.
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91.

9.

03,
o4,

5,

“she can't insist on a bd‘llooh-if-we-éfdﬁ 't agrée to doit. The balloon was dovie for Thelma to

help heras best we.could and I believed.at the time thal she needed that help.”

This rofuisal was not outside the contemplation of Mrs Holt, Dr Mewett or Dr Marks because
- DrMetrett had refused to place an inttagasiric balloon in Mrs Holt’s:stomach in 2004.
Further; Dy Buridy, Dr Mortonand Dr Debinski all advised her against using an ‘i.ntra_ga'strié .

balloon.

In 2007, Dr Metrett had plaged the first intragastric balloon at Mrs Holt’s insistence when
she failed to lose weight:after over two years.of management by Dy Marks.

DrMetrett kriew that, sitice then:

‘s She wasnow 79 yearsold;

#  She had developed an abdominal incisional heinia while the first intragastric balloon-
was in place; ' ' ' '

‘e Slie ‘had experiericed a complicated recovery from surgery to correct her abdominal
incisional -hem'i:a including acute rengl failure, lurig collapse, .ch‘r'on'ic obstructive
pulmonary disease, and. left ventricular fibrillation as well as peisistent peritoneal
infection and pain;

& Sheecently expeiieifeed a fall;

e Her respiratory and vasciilar disease remained real issuos for her; and
. Although she did:not want to use a biilidefg that option was op._e‘l_i to her to manage her

abdominal incisional hernia,

He also. kncw--of should have known about the risk of ':sighi'ﬁcajl_it ga,stﬁc ‘obstruction. and

‘stomach perforation associated with an intragastric balloon.

Therefore, the decision to:insert Mrs Holt’s second iﬁtl"agaétri'é?ﬁailodn lay séiuanﬁl'y with Dr

Merrett,.

In thy opinion, no gastoenterologist should place & second infragastric balloon in a patient

with Mzs Holt's ehiaractedistics and co-miotbidities, Recommendation 3
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Mrs,Hﬁlt%s:se“co*nd'-intfa‘gastﬁcsb_alloon

96.

98

99,

100,

On 11 September 2008 Dr Merrett mserted a second mtragastrlc balloon 10 assist. Mrs Holt

‘with her welght loss before further repalr of' her contmumg abdommal 1ncls1onal herma

,As ‘befare, Dr Merrett mﬂated ‘the ba]loon wnh 600ml saline and adwsed 1t may be leﬁ in

s:m for 31x months

Mis Holt consulted Dr Bundy 11'times between 16 Septeinbei 2008 and 30 Tanuaty. 2009,

Agdin, she comp]amed of nauses; . constlpatlon utinhe mfectlon reflux, light-headedness,

¢hest mfectton and low blood pressure. Pain- contmued from lér fall She also required

potassinm: and iron supplements durmg th15 penod
Jii a,'b‘_o*utui % otiths, Mrs Holt 1ost 10kg. She'temaitied Obiese Class 1L

On 30-January 2009, Dt Bundy -called an anibulance when Mrs Holt presented-with severe

abdominal pain consistent with:gastric obstruetion.

Mes Holt’s significant gastric outlet obstruction

101.

102,
the s.tomachrﬁl-‘-g.g‘?-s—t@d 3 pyl omobﬁ't'mctm'

103.

104,

"Deparfm'ent at the :Epworth Hospit‘al with symptoms-COneist‘ent with gastric obstruction.

At 11:35am on Friday 30 January 2009, Mrs Holt presented at the Accident and Emergency

N ' |

In the absence of any alternative body capable of obstiucting the pylorus and in the context
‘of Mrs Holt's symiptoms, 1-accept that the intragastric balloon appeared to be i a position
‘where it.could significantly-obstriict:the:pylorus:

At sbout 2/30pm on 30 Januaty 2009, the gastroenterology registrar called Dr Peter Prichard

to revisw Mrs Holt, He formed the :gpi'nipn that the intragastiic balloon was causing a

significant obstruction.

T
n

Dr Prichard Is an experienced gastroenterclogist and consultant physician at the Epworth

Hospital and the Royal Melboune Hospital. He was one of the gonsultant

gastroenterblogists on call when Mrs Holt presented at the Epworth Hospital.
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106.-

107.

108.

109,

110,

111.

112

113,

Dr Prichard had no practical experience with intragastric balloons, However, hie had
presented a paper to endoscopy- cdllea'gues at- a national meeting on complications that
endoscoplsts may encounter in bauatuc surgery. Part of that presentatlon mcluded
mtragastnc ‘Balloons, '

Dr Piichatd 519:0 diacussed the CT abdomen scan with the radiologist. Together, they
formed the opinioh that Mis Holt*s-ifitragastric balloon was ﬁl:lf_l'yfihﬂ'ated, it-was impacted at

- the- gastric outlet and ‘it ‘was sigrificantly. obstrycting the stomach: 1 niote that the small

bowel liad also collapsed:

1n the absence of the X-ray =a_1‘1é1' the CT scans, T cannot .make, a ret'r_qs?egt_iveassessment.
about whether the intragastiic balloon had moved between 12:15pm and 2:30pm on 30

January 2009 whenthe x-ray and-CT scans were petfored.

However; at that time, Dt Prichard interpreted ‘the -CT .abdomen. scan to show that the

intragastric balloon remdined in a position where it was still caysing a significant

obstruction of the gastric outlet.

At about 3 45pm on 30 Januaty 2009, Dr. Prichaid dlscussed Mrs Holt’s condltlon with Dr
Merrett

_ Contrary to Dr Pnchard’s opinion and that of the 1ad1010glst Dr Merrett told Dr Prichard
“that it ‘was most unllkely that ‘the intragastric balloon was mgmﬁcantly obstructmg the
pyloric outlet of Mis Holt’s stomach. '

DrMeirett dlso told the Court:

“I can't find reference to ballons. caysing complete mechanical-obstruction. There are
1o réference on where a balloon ever producing thal. They do produce stasis as shown
autlined which give the CT scan.appéarance of abstriiction But-itn obstruction is actually

"

a dynamic evert, if's fiot m-'a.'singtépo'inﬁ'a time.

1 have no doubt that Dr Merrett’s adv1ce atrongly influenced Dr. Puchard’s management of

Mrs Holt’s symptoms because

e DrPrichard was.a pe'rs'onal andprofessional friend of Di Meriett and Dr Marks;
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» Di Prichard was-experienced in managing gastric obstructions but he had no experience

with intragastric balloons;

« D Prichard -approached his: conversation with Dr Merrett with the :opinion ‘that the
intragasttic balloon was fiilly inflated, it was impacted at the gastric outlet and was

obstructing the stomach;

_# Dr Meérfétt’s explanation: of the way it whiok an intragasttic balloon looks-on a CT
scan s a plausible explanation of Mrs Holt’s symptoms, particularly when she was

medicated and before Dt Prichatd ordered capping of her nasogastric tube.
o Di Prichard told the Court:

“Dr Merrett was able to reassure me that he felt that it was not obstructed. And

having heard firther evidence I'would agree with him fully.”

114,  Medical practitioners, including tho registrar and Dr Prichard, are well aware that distensiori
arising from unmanaged gastric obstruction causes gastiic rupture with associated péritorieal

infections and other serious complications.

115,  Further, Mrs Holt's particular risk of gastric perforation associated with the gastric

distension was.accepted by all medical practitioners involved in her management whether or -

not they accepted that it was caused by obstruction: -
s Mrs Holt-was 79 years old. As Associate Professor Danne said:

“peoplé:in that age.group who have cardiovascular-disease can end up with poor blood

supply to certatn areas which, when other pathological factors operate, can then
facilitate more easy rupture.”

e Mrs Holt had & previous Nissen fundoplication. Four of five paticrits with repoited

gastric perforations associated with the BioEnterics intragdstric balloons had previous

 pasteic surgery.’®

e Mrs Holt's presenting symptoms wete consisteit with gastric obstruction.

LY Genci -ef al, “BioEnterics lntragastric Balloon: The Ttalian Experience with 2,515 patients” (2005) 15 Obesity
Surgery 1163. '
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116.
118.
119,

120.

121,

122.

123.

124,

125.

~ stomach. -

» Theradiology was consistent with gastric obstruction and collapse ofthe small bowel.

Alternatively, even if the gastric outlet was not physically obstructed, Dr:Metett coriceded

that-the intragastric balloon wotild ereate stasis and reduce the rate: of ,dfaiﬁa_gc ﬁ"om_.the

L

Therefore; despite Dr Merrett’s advice, Dr Prichard was ill-advised in deciding to treat Mrs

Holt's symptoms conservatively rather than proceed with surgery-on 30 or 31 Tanuary 2009

 to retovethe intragasttic balloon and relieve the gastricdistension, -

Further, on 31 January 2009, fout itres of saline were administered completing at 12:15pni

and a further litre by 4:35pm,

At 8:35pm on 31 Januaty 2009, Dr Prichard reviewed Mr‘s--Hol't-:aﬁd noted minima] drainage
(16ml) from the ‘hasogasttic. tube, He oidered the tube be capped and .gentle fluids
conimenced orelly. Dr Prichaid advised nursing staff to cease ﬂmds and recommence gastrlc

dlamage if Mis Holt-did not tolelabe the cappmg aid oral ﬂu1ds

There is no record. of Mrs Holt’s urinary output during this penod-'but,- in the-context of the

large volume of flyid administered, it is unlikely that minimal drainage from the intragastric

" tube teflected a small volutne of fluid in the stomach, This extra fluid would confribute to

distension in the stomach, whether or nort'}ié._pylorus-Was p’hysidaily 'bbs‘tructeéi,.

At Tl OOpm on 31 January 2009, Mrs Holt became nauseous: and had abdommal pain,

However, when nursmg staff contacted Dr PIlChald at 12;05amon 1 Febluary 2009, Mrs
Holt’s: symptoms had settled following administration ‘of anti-navsea medication and
r_n_o_nphine;as ordeied by’ t_he,-,medl_cal-fallow o duty. Mis: Holt was conisidered stable,

No attempt was-made to’ 1ep1ace Mrs Holt 'smasogastric tube:

As. Asaoclatc Professor Danne pointed out to: the: Court minimal dlamage from a nasogastric
tube in cltcuiiistances wlere there is also food in the stomach can also indicate the tube s

blocked.

However, the CT report did not refer to the food.contents that Asseciate Professor Danne

and Dr Prichard identified when they looked at the films,
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127.

128.

129,

130.

131.

132,

133;

Further, theie is no evidence that anyone tried to manipulate the nasogastric tube or use.a

largei bore tilbe which-would rediice the tisk-of blocksge.

It is also unclear why the nursing staff and the medical fellow chose not to:implement Dr
Prichard’s earlier order to cease:fluids and recommence gastric drainage if Mrs Holt did not

tolerate cappihg of her nasogasfric tube and oral fluids.
Assogiate Professor Danne told the Coutt that, having diagnosed an obstruction:

“If my first-attempt to relieve the obstiuction with a siinple --nasbg_asﬂ‘ic’ tube doesn't work,

"i*he_n Twould .b_é-db'i'j_r'g ',go;i_rg';liing else and that someéthing else :wo,t(f_dfbe surgery.”

On the othc1 hand Assoclate Profcssor BaIlaI told the Court he would iy to wait untll after

~ the weekend before: commencmg 1 Iaparotomy

""'ishe"s-:-very,- very h‘igh risk-and I wouldn't want to embark oh.anyibing ke that on a weekend

when there's less expertise around. I would rather wait until a Monday when there is a very

large ninmber of expertise around in case things do not go as planned.”

However, event with that zp'ro\:isoa Associate Professor Ballal aso agreed that, if the
nasogastric tube was fiot draining so the stomach was becoming more distended, any uppet
gastrointestinal surgeon would know that perforation was a real tisk and would do whatever
they could to minimise that risk even if they did not haye the expertise to-extract the balloon

endoscopically: -

Accordingly, Tam unable to understand why an expetienced gastroenterologist like Dr

Pri¢haid. did not check that Mrs Holt’s nasogastric tube was operating: coitectly or make

alterative arrangements to address the potential consequences.of failure-to drain fluid from

the naso-gastric tube.

Associate Professor Dantie and Dr Prichard agreed that the stomach petforation occured on

theafterricon.of Sunday 1 Febrtary 2009,

Accordingly, T find: that ‘inéffective use of the nasogastric ‘fibe in conjunction with
administration of large -amounts of fluid -and failure to ‘monitor fluid output -could have

contribuited to perforation of Mrs Holt's stomach.
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135,

! 136.

138.
139,

140,

143,

134,

137.

‘Therefore, Dr Prichard’s decision to ‘cap the nasogastric fube on 31 January rather than

check whether it was patent and operational may have contributed-to Mrs Holt’s death.

Inthe absence of evidence about what Dt Prichard would have dotie and how Mrs Holt
“wolild have responded. if the nasggastric: tube had been reinstated, 1 am utisble fo. say
whethiér or t6 what degree the nursing staffs failure to comply with the cojisultant

‘ga'sti‘oenterologist-’-s' d_i"re'ction influenced 'Mrs' Holt-’-s death. Recom'mendatiun 3

At 8:35pm on. 1 February 2009, Mrs Holt’s condition had deteriorated. Her blood pressme

Was 200/1 00mmHg, she was sweatmg, nauseous and complammg of pam

Mis. Holt mltlally responded to: Maxalon and morphitic but, by 12:00am on 2 February' 2009
the pam was. ongoing ‘and she was referred to the. Intenswe Cate Unit with a differential

diagnosis:of gastric perforation;

| ‘The Intensive Care Fellow confitmed the diagnosis of gastric perforation and sought

assistance from. the on-call surgeon, Associate Professor Peter Danne.

At 1:45am on 2 Febiuary 2009, Associate Proféssor Danne performed an emergency

'lhparoto_my.-r

‘The laparotomy revealed:
'« @ large perforation of'the gastric wall high'ip on the lesser elirve due to pross distenisior

of the stoimach with-ischaemia:and/or ot mechanical splitting at that point; -

's  contamination of the gastric contents (a large amount of food and flyid) into the

petitoneal cavity.and-obyious petitonitis;.and

" balloon obstruction of the gastric outlet,

On ‘the evening of 1 Februaiy 2009, Dr Prichsrd did not anticipate Mis Holt’s perforation,

‘He told ithe coutet that he would have had no hesitation in contacting Dr Merrett if her

condition had deteriorated sufficiently to justify removal of hér iniragastric balloon,

Further, Dr Prichard remained unconvinced that Mrs Holt's perforation occurred because of

igross distension of het-stomach onithe eveningof 1 Eebruary 2009.

Dr Prichard suppatted his opinion by indicating that Ms Holt's stomach was nevei grossly
distended. Purthet; he sald.there was no evidence of pressure tiscrosis-relatéd to the balloon
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144,

145.

146,

147.

148,

and the petforation was anatomically well removed from the site of the intragastric balloon

- and the alleged blookage.

However w1thout seemg Mis Holt Dr Merrett accepted that :distension. of Mt's Holt’s
stomaoh _preceded and: caused the perf‘oratlon but he still did niot accept that the distension

was caused by obstmcnon by the mtragastnc balloon

“Dr Metrett also accepted that stasis was a normal response ‘to the intragastric balloon, This

would have slowcd dramage of the stomach whethcr or not the gastnc outlet was’ alSO

. slgnjﬁcantly blockcd

.« lity presumption is that ﬂée‘ stomaceh was distended and in the presence. of other fuctors,

: pei }zaps vascular msqﬂ' iciency that was enough to produce an ischentic perforation. T think

that's a likely reason.’

Acco'rdiagly,_ Dt Merrétt told the Court that he would now consider vascular disease as &

conitra-indication to placement of ari intragastric balloon:

“I wouid considei zr more carefi llly than I have in the past. I Imowfo: surgical weight loss
and parienrs having Iap—bandmg and various bypass type procedures; vascular disease
would be a major contramdtcanon Becau.s'e placement of baﬂoon is an endoscopzc

procedure, vascular chsease WOnIdn't have seemed to be such an zmpa) tant lssue but I think

-given that gastric distension occurs, its possible that we'll cons:del it ‘nore as a

conrmmdrcatton in thefiitiire.”

| Havmg oon51dered aIl these opmlons I havc formed the view that thc perforatlon of Mrs

~ Holt’s stomach ‘would not necessanly, or probably, have been caused dlrcctly by the-

intragastric balloon pressing on the stomach wall, Therefore, it would not mecessarily be

. physicallyrelated to the position-of the balloon. .

Rather, per foration Q_fiMi's *:Holt"s stomach resulted from .di's"te'ns‘ioh cauged by th-e':‘-inc reasing

yolumé of ‘the ‘stomach. content. - This volume in the stomach would reflect fluid

decurnulation -which was. unable-to, redistribute through the gas._,t_ml.ntcstmal, system ‘because

of either capping or blookage of the intragastric: tube and/or significant obstruction of the

. pylotic outlét by the baliovn. antl/of §tasis caused by the: balloon and/or, possibly, small

bowe effects caused by the abdominal incisioiial liernia.
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149.

Further, in'the ¢ontext of Mrs Holt's known co-morbidities and circumstances including her

inteagastric-balloon, vomiting;, vascular disease, and abdominal incisional hernia with recent

difficult . recovery from smgely, 1 have formed. the oplmon that the pressure required to
bleach the stomach wall at 1ts weakest polnt ‘was probably less than would otherwnse have _
been the case. The weakest point could be detenmned by emstmg or developing ischaemia

ofthe stomach wall -and/or. physical pressure pomts from the ﬂuid or the balloon that would

+ reflect-gravity and Mys Hol's position in bed. .

150,

151,

152,

153,

155.

D1 Prichara*s m’&nageﬂient of Mrs Holt ‘nras .ﬂir{dependeilit_ly re\'f?ieWed.bY‘-Asswiate Professor

Paul Destond, Ditector of the Department of Gastroenterology at:St Vincents Hos_pi‘t;il.—

, 'in'the .opinion of Asseciate Professor Désmond, Dr Prichard’s maragement -of Mrs Holt

‘was.

appmpr iate and would be widely accepted by the mcyor ity of Gasnaenter oIogtsIs

p} acnsmg in Az.'sn ahd

ASSOClatC Professor Desmond explalned his opinion by referring to Dr Prichard’s lack of
personal expenence with- mtragastrlc balloons and Mis Holt’s stable condition when Dr

Prlchard rev1ewed her on 30 & 31 January and 1 Februaly 2009, He also says that

_lschaen:uc gastnc perforatlon was an unforeseeable comphcanon of Mrs Holt’s presentatlon

:durmg this period.

On its face; Associate Proféssor Desmond’s opinion applies the civil standards required.to
determine. whethel or.not Dr Prichard was negllgent in his'management of Mis Holt. These

standards are only of penpheral relevance to:the: coronlal mvestlgatlon of Mls Holt’s death,

From a systems perspective and in fulfilling my preventioni role, Assoeiate Professor
‘Déstmond’s opinioh raises further .%,iide'r jssues about the way-in which gastroenterologists

:respon;d to unusual circumstances and assess the advice of their colleagues..

In particular; in forming the opinion that it was appropriate for-Dr Prichard to cap Mrs

. Holt’s nasogastric tube, Associate Proféssor Destmond stated that it was normal practice to

aliow frée drainage without suction from the nasogastric tube. - Associate Professor
Desmoidaldo acknowlsdged that it was possible that the slow drainage teflected a blocked
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ot kiriked titbe rather than an empty stomach. Howeveér, in these circumstances, the patient

‘would usually vomiit.and Would definitely be nauseated,

156, Inote that Mrs Holt became naseous and had abdominal pain at 11:00pm ‘on 31 Januaty
. 2009, that is three hours after the nasogastric tube was capped. In that sénse, Associate
‘Professor Desmond, supports -my -opinion that Dr Prichard’s c_appiqig,_ of Mts Holt’s
nasogastric tube and failuic to review its effécts was one of a mmmbet of factors that

contributed:to. Mrs Holt's:death.

| 157. - Having investigated the-citcumstances of Mrs Holt's: death, 1 have formed the opinion that,
7? ‘ : despite and because of her Obesity Class 111, Mrs Holt was always an unsuitable candidate

for an intragastric balloon b.ecausé !
0. Mirs:Holt was 77 years-old;

o Mrs Holt's co-morbidities included chronic Cal‘diovaSC'illar;.1'espi1'a_f0ry ‘and vascular

«disease; and
¢ Mis Holt had previous Nissen fundoplication and cholecystectotity.

158,  Further; ‘even if Mts Holt’s fitst intrdgastric balloon-was justified, Dr Merrett should never
have agreed to place her second intragastric balloon because he knew or should have known

that:
- ‘& Mrs Holt'was riow 79 years old;
; * Mis Holt’s prior-co-morbidities continued;
F »  Mirs Holt'was now Obesity:Class II;
| L Mrs H_dl'tfhald?a‘jféelirrcnt'-éijdominal i-nc‘:'i's_iona.l_ hernia;

a ¢ Mrs Holt refused to :adopt alternative measires to manage her discorifort from

recurrent abdominal incisional hernia; and

s Mis Holt would be expected to’have on-going peritoneal issues arising from surgery to

correct her incisional hernia.
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159.

160,

161.,

‘Therefore, patients who seek insertion of-an intragastric balloon must be carefilly screened

and vejected if they do not otherwise meet the guidelines determined by the: gastroenterology

. Mis ‘Holt -did ‘ot ‘teéover from’ perforation of her stomach. Peritonitis is the usual

consequence:of perforation. Associated ischaemia was always a possibility in a woman with

her co-morbidities.

1

Associate Professor Danne told the:Court that the caséade-of recurring episo fes of ischemia

that reqiired further surgery was, in his opinion; directly caused by the obstruction by the

- ballodh.

162.

163,

However, this is too simplistic, Tnmy opinion, a series of systems failures led to Mrs Holt's

stomach perforation and her failure to respond to ifitense management.of the consequenices.
These: systenis failures iricluded:

"o Mrs Holt's insistence on haying a intragastric balloon as a ‘one stop’ solution to her
obesity issues;
» Mrs Holt’s rapid weiglit-loss and its possible association with development of her first
. -abdominal incisional hernia;:
which-resulted in on-going infection and a tecurrent hiernia;
o Mis Holt’s weight gain while she recovered fiom: surgery to-correct the abdominal.
incisional hertiia; '
» Dr Merrett’s expressed belief that significant gastric obstruction was hot a known side
cﬂ'éct:fdf‘i!nt_ragag'tfig balloons; : : : ‘
s DrMerrett’s insertion of a second initiagastic balloon against the advice of Mrs Holt's

general practitioner, her respiratory physician and her usual gastroenterologist;

"s Deyélopiuent of significant gasttic obstriction and/or stasis associated with stomach

distension on a Friday;
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. Mis. Holt’s transfer by ambulance to -the Epworth Hospital rather than Fratikston
Hospital on 30 January 2009; |

o Dr Prichard’s acceptance of Dr Mertett’s advice that it was unlikely that the
ittagastiic: balloon would significantly obstruct Mis Holt’s pyloric outlet and she
- shonild'be stabilised.and hydrated over the weekend;

. Dr Pr;chard’s fallure to check the mtragastrlc tube for blockage prlor to capping it on
31 January 2009

. -Aﬂmini,strﬁt_i_cn of five litres of intravenous fluids on 31 January 2009 without

~measuring fluid outputs ot continuing to-use the intragastiic tube for drainage;

' o Failure of Epworth titedical ‘atid tutsing staff to rotify Dr Prichard that Mg Holt was
ot tolerating: capping of het. mtragastl ic tube;

¢ Dr Prichafd’s failure to recognise tiiat _degree of distensioti that could result in
perforatlon of Mrs Holt’s stomach and/or furfher consult with Dr Merreit ot seek his
assmtance 10 remove the mtragastnc ‘balloon and/or ﬁnd another way' to relieve. the

significant apparent obstruction;

& Mirs Holt’s short term response to ‘Maxalon and morphme so. that susplclon of

perf'orahon was allayed on the evemng of 1F ebruary 2009

164.  Many. o'fﬂleSc syst_em*s_ issues arose because Dr Metrott was the sole provider of services
to place intragastric ballooits: in. Victoria and Dr Prichard was inexperienced with
intragastiic balioons. ' |

165.  Correction of any one .of these systems failures may have: plevented Mrs Holt 8 gastnc_
perforation and/or ¢changed the clrcumstances of Mts Holt 5 death

RECOMMENDATIONS

Pursuant to sect[on 72(2) of the Coruners Act 2008, I make the following’ reccmmendatlon(s)
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1. That the Royal Australasian College of Physicians and thé:Gastroenterological Society of
Australia facilitate a *trailiing and ment‘orihg service and :a"rec‘:brding mechanism for adverse

- 2 That the quq_l A_lj_lﬁ’_t’g‘q_]a_si_an College of Physicians and Jthe‘.Gastroehtél"O_IQ_'g’_iGal Saciety of

Australla develop a clinical update and/or media release advising gastroenterologists

- responsible. for placing intragasttic balloons to regularly monitor their patients for

" abdontinal hetnia while: the balloon is in place and patticularly during periods of rapid
weight loss. | :

3, "{_I_‘_hai the Royal Australasiari College of Physiciatis and the. Gastroenterological Society of
Australia develop-a ¢lificdl update and/or tedia felease advising gastroentcrologists tiot to
~ place a second inttagasttic balloon in a patient with Mrs Holt’s ‘characteristics. and co-

imorbidities:

4. ‘That the Epwoith Hospital ensuses .mi:rsin,g staff and hospital medical staff follow the
. directions of ‘consultant physicians and, whete they choose not to follow those directions

-‘t_hajt'-'t_hs: reasen for not doing 50 is communicated back to the consultant phj(si_k":ian.

5. That the Royal Australas:ian College of Physicians and the Gastroenterclogical :Society of
._Aust1‘a11a develop a clinical update and/or media 1e1ease advising gastroenterologlsts that
-patlents who seek inser tlon of an, 1ntragastr1c balloon shoutd’ be carefully screened and

rejected if they .do not otheinse meet the gmdelmes deterniined by the gastroentelology

~profession and: the<manufacturc1 of the device,

fl_-direcj that a copy of’t’h_i’_‘s finding be provided to the following:

Presxdent Gastroenteroioglcal Somety of Australla
President, RoyaI Austlalaslan College of Physicians

‘Group Chiief Exe,cutwe_, Epworth Healthcare
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Signature:

DR JANE HENDTLASS
CORONER -

Date; 13 August;2013
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