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Overview

This report considers the service(s) provided tor fmen who attended the New
Zealand Men’s Clinic (the Clinic) and were seen the Clinic’'s sole medical
practitioner, Dr E. The Clinic specialises in thheatment of erectile dysfunction,
premature ejaculation, and related complaints. fbue men complained about the
service provided by Dr E and the Clinic. This invgation has reviewed the standard
of assessment and clinical examination performed.

The four cases have been reported together becduse similarity of the issues
raised.

Parties involved

Mr A Consumer/complainant

Mr B Consumer/complainant

Mr C Consumer/complainant

Mr D Consumer/complainant

Dr E Provider/medical practitioner
New Zealand Men’s Clinic Provider

Complaint and investigation

Between 28 February and 19 June 2008, the HealihDasability Commissioner
(HDC) received four complaints about the servicesvided by Dr E of the New
Zealand Men’s Clinic (the Clinic). The formal issuiglentified for investigation are
set out inAppendix 1.

Information was obtained from Mr A, Mr B, Mr C, NI, Dr E, and the Clinic. Expert
advice was obtained from general practitioner a8tTiller, and is set out in
Appendices 2to 5

Information gathered during investigation

New Zealand Men'’s Clinic

The New Zealand Men’s Clinic (the Clinic), whichvadtises widely throughout New

Zealand, states in its publicity material that aisHthe most experienced staff in the
country for erectile dysfunction (ED), prematuracgjlation (PE), low sex drive, and

performance anxiety related to these”. It states ithprovides the “broadest range of

18 December 2008 H)‘( 1

Names have been removed (except the NZ Men’s Ctmiprotect privacy. ldentifying letters are
assigned in alphabetical order and bear no relasioip to the person’s actual name.



Health and Disability Commissioner

treatments”, and a “thorough consultation to aseesdtile dysfunction and associated
problems”. The Clinic’s advertising states:

“Our medical team has treated thousands of patg@nte 1995: between the ages
of 18 and 93. Over 95% of our patients achieve esg@fter their first visit, and
getting a normal sex-life back without further atasnce is quite achievable —
depending on your circumstances.

Our staff are knowledgeable and approachable: @& &ach patient with care and
confidentiality, meaning you can relax in our alifiand enjoy your private one-
on-one consultation.”

Clinics are held across New Zealand.

Dr E

Dr E is the sole medical practitioner working a¢ t@Glinic, and is described as the
medical director. He is also a director, founded amwner. His annual practising
certificate advises that he is to work within alegial relationship, and he advised
HDC that he is a member of the New Zealand Colleféppearance Medicine

(NZCAM), although this is not mentioned in publicinaterial*

Dr E advised that he receives clinical supervisiom a general practitioner and that
he has a “strong collegial relationship” with a gext practitioner in Sydney who
works in the same clinical field.

Dr E stated:

“Erectile dysfunction falls under General Practioeyertheless | have had nine
years of clinical experience, virtually exclusivatythis area and in addition | have
attended conferences on impotence and men’s hedihve a special interest in
this area of general practice and am keenly corathitd offering this service to

the men of New Zealand. | am proud of the servib&kwthe Clinic has developed
and is able to offer to our patients.”

Complaints

Mr A

Chronology
On 25 January 2008, Mr A (aged 60) attended theicCiin WWhangarei in response to
a leaflet received in the mail.

! Dr Peter Chapman-Smith, Secretary and TreasuréZ&AM, stated that Dr E is a second-year
trainee member of NZCAM, and is not allowed to atlse his association with NZCAM “until he has
passed his level 1 Diploma in [Appearance Medi¢ine]
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Prior to a consultation with Dr E at the Clinicckent is given a questionnaire to
complete that asks for details of a client's meditstory and current medications. Mr
A stated on the questionnaire that he had diabegslso noted that he suffered from
high blood pressure and was on medication to ireltit there is no evidence that his
blood pressure was recorded, or that a clinicahexation was performed. Mr A’s
medication was recorded: atenolol (to treat higiotlpressure); aspirin; lisinopril (to
treat high blood pressure); simvastatin (to tregh lcholesterol); and amlodipine (to
treat high blood pressure).

Mr A noted on the questionnaire that the “main peotd for which he was seeking
treatment was “maintaining an erection”.

Mr A was also given a consent form for “injectalbteatments”, and a document
stating that he had read the information providetha initial consultation. Neither
document was signed by Mr A. (Dr E accepts thatcthresent forms for the test dose
and the ongoing injectable treatments were notesidry Mr A.)

In his subsequent letter to the Clinic of 1 Febyu2008, Mr A stated that, despite
claims set out in the leaflet that “a thorough edtadion would take place”, his
consultation with Dr E took “no more than five mies, very few questions were
asked, and little interest shown by [Dr E] to [Misplist of existing medication taken
for blood pressure problems, heart problems, apel 2/diabetes”.

Mr A stated that Dr E “very quickly” decided to @qt his penis with what he was told
was “human growth hormone”. Mr A advised that thisrked “partially”, but that Dr
E advised that the dosage could be increased fnemi® units given that day to 25
units or 30 unit$. Mr A stated that “[n]o other treatments were cdaesiéd, and no
tests carried out at any time”.

Dr E stated:

“I saw [Mr A] at our Whangarei Clinic which | attdron a monthly basis. He is a
man who suffers from diabetes and had reportedf&ignt erectile dysfunction
problems. There can be no doubt with his medicgtbhy that the most successful
treatment for him is intracavernosal injection tneant. When | met with him on
25 January 2008 | reviewed his complaint and adviken that the above
treatment was, in my opinion, the only option nealailable to him other than
doing nothing is continuing with oral medicationkigh have been inconsistent in
the past.

At no time was any pressure put on [Mr A] to pratedgth the treatment or for
that matter to pay for the treatment. At no timeimy the consultation with him
did | detect that he was unhappy. Had this beercdise | would have stopped the
consultation and reassured him and investigatediahgppiness further.

2 No unit of measurement was provided to HDC.
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| had explained to [Mr A] that if he was to procesith the treatment then a test
dose of the injectable treatment proposed wouldebeired to be administered.
He was provided with documentation including thesamt form entitled ‘Initial
consultation’ which warns of risks that can ocdurote no such risks occurred in
this case.

After administering the test dose (this in my eigrare routinely takes 15 minutes
or so) [Mr A] reported a satisfactory outcome arfthe noted his test results on
the form entitled ‘Physical examination sheet’. Ttecords a 60%—70% response.

| reviewed the results with him and in discussiathwim recommended a slightly
stronger dose than the one prescribed in the linésd dose. He was content with
this.”

In his response to the provisional opinion, Dr Btedl that he “always” asks the
patients about the management of their diabetesgmeltension. Dr E added that Mr
A assured him that “both his diabetes and hypeiansere well controlled through

his GP”. However, Dr E accepts that he did not doeuot this.

Dr E stated that, in his view, a “thorough perigtemascular ... examination” did not
need to be performed. He argued:

“It is well known vascular disease is associatedhwerectile dysfunction
nevertheless it is well known it is also associatéti diabetes and hypertension.”

Dr E stated that “I have had a lot of clinical espece with similar cases and was
confident that my prescribing of the intracaverhesadication would enable [Mr A]
to experience satisfactory intercourse”.

Mr A elected to buy (for approximately $2,000) wiet was told was a one year’s
supply of intracavernosal medication, and he wagrgia six-month supply, in one
bottle, with the promise of the rest to be sentita. However, Mr A noted that the
six-month supply contained 480 units. Mr A calcetht

“This equates to 10 doses per month (acceptabtedridy 8 units per dose, where
[Dr E] gave ... 16 units in trial, then recommend&d-20 units per dose.”

After returning home, on two separate days Mr A mistered 20 units and 25 units
with no effect.

Mr A subsequently complained to the Clinic as Hetfeat the treatment did not work.
In response to my provisional opinion, Dr E statédvent to great effort to resolve
[Mr A’s] initial problems, and was sure it was &lta@ique issue, but was unable to
help [Mr A] without him attending his follow-up cenltation.”

The Clinic has agreed to refund a portion of Mr Afgrges.
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Mr B

Chronology

On 18 February 2008, Mr B (aged 21) attended tli@cdh Auckland. On arrival, he
was asked to complete the questionnaire, whichdaakeut his medical history and
current medications. He was also given a form ¢go,séntitled “Initial consultation”,
which he signed.

Mr B noted on the questionnaire that the “main fol3 for which he was seeking
treatment was “coming too soon” (premature ejacuidt

Dr E advised:

“I then took [Mr B] through to my consultation rooand questioned him on
particular aspects of his medical history and nmegthos that may influence the
medical safety in using medications to control pame ejaculation. ... | have
made various notes recording the erection symptbiaishe was complaining of
and that he had not trialled any other treatmetitercdhan supplements. The form
I went through with him ... confirms he had no epdgpor other matters of
concern (that is to say | additionally went oveis tvith him verbally). | always

explain that these questions are nothing to do exgblaining why he is suffering
from premature ejaculation but rather to make dine he is a reasonable
candidate for the medications that were availatielfis condition.

After taking the history of premature ejaculationedical history, taking into
account his age, my clinical assessment was thamiptamine would be an
appropriate medication to delay his ejaculation.

My rationale for the treatment was that he had rext®n problems, was of a
younger age and penile injections although vergagiffe for treating premature
ejaculation, are not appropriate for younger peopidess their premature
ejaculation is associated with erectile dysfuncpooblems or they do not respond
to Clomipramine.

The nasal spray delivery was prescribed as itgsdating and is only required in
low doses to be effective for controlling prematejaculation thereby reducing
systematic side effects.”

In his response to the provisional opinion, Dr &exd:

“All patients suffering from erectile dysfunctiorpfemature ejaculation are given
advice around this area and the conversation éxtdid by them and their comfort
zone.

Many young men perceive that premature ejaculasowvery rare and that they
have a serious problem with an unknown cause. @heyomforted to know that
they are normal young men and that their condiigonot the result of untoward
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behaviour on their part. This pyschosexual coumgeliorms a fundamental part
of a successful outcome at their consultation.”

Mr B stated:

“When 1 first arrived at the clinic | was given atter to read about premature
ejaculation and was told that someone would be with shortly. After
approximately 25 minutes [Dr E] came and introdubedself. We went to his
examination room where he asked me what he codddphelp and | advised
him that | believed | was experiencing prematuee@iation and wanted to know
what could be medically done.

[Dr E] went straight to telling me about ‘Nasal ery technology’ and the
benefits of it being fast acting. [Dr E] told meth should also do some exercises,
which were provided to me on an information sh@éiese were around sexual
stimulation and being able to control the needjazdate and stopping it before
reaching the point of no return.

[Dr E] explained to me that many men have this @sand the nasal spray is
effective. | also enquired about the lozenges Weak available but [was] advised
that the nasal spray was the better option.”

Mr B was not physically examined. Dr E prescribéanl clomipramine nasal spray,
50mg in 1ml. Mr B was not informed that the use¢haf medication prescribed was an
unapproved use of an approved drug.

Mr B signed a consent form for clomipramine nagahyg, which set out information
about the treatment method and possible side sffeutluding rare side effects. (A
nose bleed was not specified as a possible sidete#lthough Dr E has now altered
the consent form to include this.) The form corgdima statement that the patient had
“read and understood the above information all biclv was explained fully prior to
... signing”.

On 24 February, Mr B used the nasal spray. Immelgiafter use, a nose bleed
started, and he called the local emergency depattarel was advised how to pack
his nose. Eventually, the bleeding stopped.

Mr B complained to the Clinic and received a fudfund for the cost of the spray
($350), together with an apology for the discomfartsuffered.

Clomipramine
Clomipramine is a drug that has been approved bgshlie, but not in the form of a
nasal spray. The guidance provided by Medsaferisquibers states:

“For an unapproved medicine or unapproved usecdinsumer should be advised
of the unapproved status. The consumer shouldb&sadvised of the degree and
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standard of the support for the use of the medi@nd of any safety concerns, or
warnings or contraindications regarding its usthéir particular condition®

Dr E accepts that he did not tell Mr B that the aselomipramine in a nasal spray
was an unapproved use of an approved drug. Théc@las since altered its practice,
and clients are now advised of this.

Mr C

Chronology

On 15 April 2008, Mr C (aged 75) attended the Clim Tauranga because of
difficulty getting an erection. He completed a dgim®maire, and specifically
mentioned a history of heart disease and high bpyedsure. Mr C noted that he had
had operations for an aortic valve replacementtapig coronary artery bypass grafts,
and wrote down his medications: verapamil (for tifeatment of angina); simvastatin
(treatment of high cholesterol); allopurinol (tr@&int of gout); enalapril (treatment of
hypertension); aspirin; and Somac (treatment ohatdh ulcers).

Mr C was also given a form to sign, entitled “laitconsultation”, which he signed.
Having completed the questionnaire, he was shownamoom. Dr E stated:

“l ... took [Mr C] through to my consultation room énmvent through his medical
history, as he had not filled it in while in the itirdg area. | confirmed his medical
concerns and current medications he was on. | nibi@dhe had previous heart
surgery and was on medications for his heart aoddopressure. | asked him if he
was comfortable with the test dose procedure. Hdirslel as he had been on
penile injections previously and wasn’'t comfortabkng them. [Mr C] did sign
the Initial consultation form ... although he dectinthe test dose procedure as
above.

After [Mr C’s] clinical assessment of his medicaldasurgical history, his history
of erectile dysfunction, use of previous medicatidior erectile dysfunction,
medications and allergies to medications, | advifeld C] that the penile
injections would be the safest and most effectreatiment, nevertheless | could
prescribe an alternative treatment, being Apomaomphiasal spray.

My rationale for prescribing Apomorphine nasal gpras that he was unhappy to
use the penile injections and Viagra had given lbaa side effects (flushing). This
meant [Mr C’s] only other mainstream treatmentdozctile dysfunction available
to him was Apomorphine.

His blood pressure was well controlled and mondare a regular basis.”

% Seewww.medsafe.govt.nz/profs/RIss/unapp.édyme 2003).
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(The documentation provided indicates that apomoglvzenges were considered.)

The drug prescribed to Mr C on the document “P#tenedication” states “1XAPO

sp”.
A consent form signed by Mr C refers to the predimn of Apo-Phen nasal spray,
which is a combination of two drugs: apomorphind phentolamine. In his response
to the provisional opinion, Dr E clarified that thasal spray dispensed contained only
apomorphine; no phentolamine was dispensed.

Mr C recalls that Dr E looked at the questionnaimd suggested the use of injections,
which he declined. An apomorphine nasal spray Wwas tsuggested, which Mr C
agreed to. Mr C was not physically examined andclical observations were
performed. He was in the Clinic for only 15 minytasd this included the time spent
prior to his consultation completing the questiarmaMr C was not informed that the
use of the medication prescribed was an unapproseaf an approved drug, and was
not advised “of any possible side or adverse effroim using the nasal spray”.

Dr E advised that the Clinic now informs patienfstioe unapproved use of an
approved drug.

On his return home after the appointment, Mr C ukedspray. Within 10 minutes he
had “mild vomiting”, and then collapsed onto theoil. He managed to “crawl!” to the
bed, and then “passed out cold” for almost thrag$o

Mr C contacted the Clinic and, following discussiith the staff, was given a full
refund of the cost of his treatment. Dr E stateat tie had never experienced another
patient having the same symptoms as Mr C. Dr Edtat

“I ... have never heard of this being a responsehts medication and | am
extremely surprised ... that this has happened. naaexplain why this would be
S0.”

Mr C described the effect of his treatment fromBDas follows:

“The outcome of this experience is that | still eabhe problem but would not
consider even a herbal remedy. If recognised megiacHessionals can act as
quacks and charlatans what can be expected frosomervithout medical training
who some see as quacks in the first instance.

The impact of all this is that medical treatmenidonot be again considered [by
me], non medical treatment is to be avoided, solleft with the loss of an
agreeable and elementary function of my life sdvgears earlier than | would
have expected.
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Regarding the nasal spray, the Clinic should baiired to advise patients of
possible effects. People with undiagnosed hearditions could be in real
danger.”

Apomorphine

Dr E has not stated the dosage of apomorphineemésal spray. Recognised side
effects of apomorphine include vomiting and somnoée Its use as a nasal spray is an
unapproved use of an approved drug (see Medsaieea@dbove).

Mr D

Chronology

On 12 May 2007, Mr D (aged 68) attended the CliniDunedin. Mr D noted on the
questionnaire that the “main problem” for which thvas seeking treatment was
“getting an erection”. Mr D signed a consent forar finjectable treatments” and
“Initial consultation”.

Dr E described the service provided to Mr D:

“[Mr D] was greeted at reception and given the ¢oesaire about his details,
erectile dysfunction history, medical history, doad history, and current
medications being taken ... He was also given a cunBam for a penile
injectable test dose of medication if required ...r[M] was given time to
complete these forms and read the material andilyesdyned the [consent form].

| then took [Mr D] through to my consultation roand went through his history
and confirmed his medical concerns and current ca¢idns he was on. This
involved some discussion with him although | do notv recall exactly what was
said. | have however made some of my own handwritigtes on the personal
details and erection symptoms ... reflecting poingsussed with him. | noted he
was getting very poor erections, only 10%. | ashiedl if he was comfortable with
the test dose procedure. He told me he was agee¢ald test procedure and a
penile injectable test dose was administered.

[Mr D] had only a moderate response. The assessofeihis test dose gives a
good indication of blood flow or insufficiency dfto the penis. In [Mr D’s] case |
assessed his condition as one of severe erectfarttion? | completed his form
... In my clinical assessment of [Mr D], taking irbocount the result of the test
dose and his erectile dysfunction history | recomdesl a course of
intracavernosal injections, which he was advisetiytto use at least once a week.

[Mr D] was shown how to use the medication with adel penis and explained
the cost for the treatment of intracavernosal imges. [Mr D] appeared happy to
proceed with the treatment.”

* Mr D does not recall Dr E advising him that he Hselvere erectile dysfunction”.
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Dr E submitted that the consultation was not sugiaff and that “care was taken to
prescribe the most effective treatment and [Mr Rpwlearly explained the cost of the
medication”. Dr E noted that erectile dysfunctignai sensitive issue and “a lot more
conversation goes on during the examination thaatwhdocumented in the patient
notes”. Dr E added that Mr D’s prescription of Hiyttwas discussed and there was
no temporal relationship with the use of Hytrin ghtt D’s] erectile dysfunction”.

Mr D described the consultation as “relatively dglicHe was not physically
examined and his pulse and blood pressure wereenotded. Mr D does not recall
Dr E asking if he was comfortable with the testedd4e was not told about the cost of
the treatment ($710) until he was at the recemtitmdesk at the end of his visit to the
Clinic. Mr D recalls:

“| feel the receptionist made me so embarrassedtahe need to pay at that time
that | was almost bullied into paying straight awayanted to discuss it with my
wife who was nearby but the receptionist said ldot pay it off and only a credit
card would be accepted. As it was such a sensditemtion anyway this only
added to my embarrassment.”

After Mr D complained to the Clinic, $300 was refieal to him.

Dr E’s response to the provisional opinion

“The expert doctor, Dr Tiller, has not given anypkation as to his expertise.
Although | am sure he is a very capable doctor@Rd | do not know how many
young men he has sat down with and discussedphainature ejaculation, yet he
is advising me on psychosexual counselling. Thiadsin any way to criticise

Dr Tiller rather to identify the type of medicineptactice is very different to the
general practice setting. Early on in the congoltal question patients as to
whether they regularly see their GP and recommbatthey have regular visits
with their GP for general health. Very few youngmeould approach their GP
about discussing premature ejaculation. Dr Tilles made some valid points
which | have taken note of and will incorporateoimty future consultations. ...

Being the only doctor, it is fair to say my not&itey was not up to an acceptable
standard as | got into a naive trap of writing sdi@ myself and not for other
doctors. | have implemented changes in my notenggkeflective of this. | have
another doctor working with me now who conductsrpeeiews of notes.

| feel strongly that at no time has there been eese for allegation of serious
medical neglect on my part. In the report | woulgle with Dr Tiller in the use of
phentolamine however, there was no phentolaminecplbed by myself in any
cases nor any intention to prescribe phentolamiragree with Dr Tiller that it

would have been medically inappropriate to havesckm
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To gain a better understanding of my practice, dl fié is very important to
understand how the clinic operates in order to eeklcomments like ‘superficial
visits’, ‘more than a doctor who prescribes medcdt I, like many other doctors,
know that conditions such as Premature Ejaculainod Erectile Dysfunction
would better treated in the GP setting as the Giwkrthe patient better in terms
of medically, socially, psychologically. Howeveretheality is that often this does
not happen and it is the patient’s choice as to Aod/where they seek advice and
treatment for these issues. There are also a numbd&BPs who are not
comfortable talking about these issues from thedlaek | have directly received
from my patients. Comments like ‘you’ve had a gamangs’ and ‘you expect too
much’ are not uncommon. Thereby NZ Men’s Clinic \pdes a niche area of
medicine for want of a better word. This is a spkwiterest of general practice
and there are examples of other clinics with a igpenterest e.g appearance
medicine, acupuncture, sports medicine, occupdtitimerapy, etc. NZ Men’s
Clinic fills a real void. Prior to clinics like menl have no doubt a lot of men
would have made a choice to have to avoid sex.

The GP has a lot more options than they had 10syego with treatments like

Viagra, Cialis, Uprima (no longer available, howeyeu can get apomorphine
compounded in a lozenge or spray form) and Levilawvever these treatments do
not always solve the problem and plainly do notknorsome cases even though
they have been prescribed by an experienced GPoft¥e get patients referred

from GPs and even urologists where they have beahle to find treatments that
work.

So, | think it is important to understand that eats are coming to us for a
solution and very few ever come to us for a genenack up. The prescribing of
medication becomes more prevalent than in the GRge

The cost of the medications range from $10 per ttw§25 per dose depending on
the type of medication. This is in keeping with ethclinics, urologists and

pharmaceutical companies range of cost of treatnWiet dispense all available
types of medication for Erectile Dysfunction anefature Ejaculation. None of
the medications are subsidised, they typically sem expensive to most people.

Cost is always an issue, patients do not like gayan medication. However we
run a clinic that offers a service across New Zwdhlalhe infrastructure cost of
premises and 8 staff including myself can only be&l by the people benefitting
from the service. The clinic has been in operasimge 1993 and has successfully
treated over 25,000 patients.

In order to run such a comprehensive clinic, thaiadtrative staff must advertise
for patients. The cost of advertising is large isud necessary cost. If we did not
advertise and offer clinics men would suffer ireste.
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| believe we offer an important service that faélsnedical need in society. | have
understood Dr Tiller's concerns and have made abangareas that | agree with.
| do not accept that my actions have constitutditeaach of Code [right] 4(1),
reasonable care of the patient. | believe [I] ofienigh degree of reasonable care
and accept that there will be differences of opirab times but my underlying aim
as a medical professional is to maintain a highdsed of care above reasonable.

While | am personally disappointed and sorry thed #4 cases have not had a
successful outcome, they are by no means refleofivey care as a Doctor or of

my clinic’s standard practice. The thousands ofcessful patients that | have

treated and continue to manage their treatmenttestament of the standard of
care at my clinic.

| accept your criticism of my attention to sectid(2) due to my lack of
understanding of the medicines act which was mdmeimistrative than negligent
as | am very comfortable to explain to patients mvpeescribing medications for
an unapproved use.”

Dr E provided a report from Dr Sean Wright, a mdresalth specialist from Australia,
to support his response to the provisional opinPnWright's report is attached as
Appendix 6.
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Code of Health and Disability Services Consumers’ ights

The following Rights in the Code of Health and Ditity Services Consumers’
Rights (the Code) are applicable to this complaint:

RIGHT 4
Right to Services of an Appropriate Standard

(1) Every consumer has the right to have services geavivith reasonable care and
skill.

(2) Every consumer has the right to have services geavihat comply with legal,
professional, ethical, and other relevant standards

RIGHT 6
Right to be Fully Informed

(1) Every consumer has the right to the informationt thaeasonable consumer, in
that consumer’s circumstances, would expect toivecencluding —

(b)An explanation of the options available, includiag assessment of the
expected risks, side effects, benefits, and costgah option; and

(e)Any other information required by legal, professifnethical, and other
relevant standards; ...

Other relevant standards

Good medical practice— A guide for doctordMedical Council of New Zealand,
2005)

“Medical care

Good clinical care

3. In providing care you must:
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- Keep clear, accurate, and contemporaneous paéeotds that report the
relevant clinical findings, the decisions made, thirmation given to
patients and any drugs or other treatment prestribe

Prescribing drugs or treatment
4. You may prescribe drugs or treatment ... only wheu yo
* have adequate knowledge of the patient’s health
» are satisfied that the drugs or treatment aredrpttient’s best interest.

Usually this will require that you have a face-&mé consultation with the patient
or discuss the patient’'s treatment with anothersteged health practitioner who
can verify the patient’s physical data and identity

Opinion — Introduction

It is unusual for four similar complaints to be meadver a short period, from
unconnected complainants in widespread locationarar the country (Whangarei,
Auckland, Tauranga and Dunedin). Although for mostthe men involved their
primary complaint was the poor “value for money’eyhreceived from their
consultations, the main issue of concern to méhéspoor standard of assessment
performed by Dr E.

For the reasons set out below, | consider that Dailed to provide services of an
appropriate standard and adequate informationstpdtiients, in breach of the Code. |
also consider that the New Zealand Men’s Cliniovisariously liable for Dr E’s
breaches of the Code.

Opinion: Breach — Dr E

Mr A

Mr A (aged 65) sought treatment from the Clinic &ectile dysfunction. He has a
significant medical history, which he describedtba Clinic’s questionnaire, noting

that he suffered from diabetes and high blood pressMr A was also taking five

medications that are standard for a patient witliogascular disease. However, Dr E
performed no physical examination, and no clinmaservations were recorded prior
to the prescription of a prostaglandin injection.
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Dr E submitted that he did discuss Mr A’s diabedesl hypertension management
with him, but failed to document this. | also ntit@t no consent form was signed by
Mr A, despite the Clinic’s own caveat on the fotmattthe doctor must ensure that the
consent form has been signed and understood.

Dr Tiller advised:

“In my view an integral component of the managemehta diabetic patient
requesting erectile treatment would be historyha tliabetes, including current
control of hyperglycaemia and hyperlipidaemia. dsléhese areas of management
are controlled well, any improvement in erectiledtion can be expected to be
short lived because control of further vascularedse is required to optimise
erectile function. [Dr E] made no attempt to obthistory of the current diabetic
and cardiac status of [Mr A]. While the ongoing rmgement of these conditions
would remain the responsibility of the general fitmner an assessment of these
matters was required in order to offer effectivegderm treatment. [Dr E] should
also have examined the peripheral arteries in thiem @nd legs and examined for
an abdominal bruit that might suggest arterial akseof the aorta. Such disease
would affect the arterial supply to the penis. \dac surgical advice may have
been warranted.”

Dr E’s expert, Dr Sean Wright stated that “whilstTller’s opinion strictly speaking,

is medically correct it overlooks the practicalti®f this situation ... It is not

appropriate for a clinic such as this to managateept's ongoing medical problems,
these patients invariably are after a ‘quick fixuson’ that will enable an erection on
demand.”

Dr Wright did, however, agree with Dr Tiller thahet history taking, physical
examination and record keeping could have been rweugh. Dr Wright also
noted that, while the choice of treatment may rentehbeen affected and “Dr E may
be able to arrive at the appropriate conclusioritiswit would be prudent to take time
to outline to the patient why other measures etmat appropriate”.

| accept that patients attend men’s health clilesause they are seeking specific
treatments and that recurrent themes will arisevéder, a health professional who
allows consultations and treatment plans to becomgine runs the risk that
important details of a patient’s medical historyi e missed. In case 06HDC11343, |
stated:

“The Code confirms that the Commissioner as decisiaker is expected to form
an independent opinion on the reasonableness aftieeprovided. While | accept
that there can often be a legitimate range of mesipte opinion and practice, | am
also conscious of my responsibility, as an indepahduardian of patients’ rights,
to distinguish between mediocre and good practice.”

| endorse Dr Tiller's view that, for a patient wilir A’s significant medical history,
Dr E should have performed a more complete exaiimatior to offering treatment,
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and a vascular surgery referral may have been mtada In addition, although |
accept that there was discussion about the intetrdatinent, the consent forms were
not signed.

Dr E’s treatment of Mr A shows signs of having baeperficial. Mr A’s description
of the consultation having been brief seems comwincand is supported by the
limited documentation.

By providing a cursory assessment, Dr E failed tovige Mr A services with
reasonable care and skill, and breached Rightof(the Code. By failing to document
his care in relation to Mr A, in particular theltae to ensure that consent forms were
signed, Dr E breached Right 4(2) of the Code.

Mr B

Mr B is a healthy young man (aged 21) who sougkatiment for premature
ejaculation. It is clear that Dr E’'s assessmenMofB was superficial. Although a
physical examination may not have been necessargn gMr B’s age and health
background, he should have been asked questiong hlsosexual functioning, and
should have received “psychosexual advice and é¢dacan addition to any
treatments on offer” (in the words of Dr Tiller).

Dr Wright notes that “while these psychosocial atsp&vould certainly have added to
the history, they would have had no bearing onctee management at all. They are
quite simply irrelevant in a case of premature @goon in a young healthy male with
no erectile difficulty.” However, Dr Wright's opian illustrates his lack of familiarity
with the patient-centred approach that is expecoteter New Zealand’s Code. Right 6
of the Code affirms a patient’s right to the infation that a reasonable patient, in
that patient’s circumstances, would expect to keraibout his condition (including
any contributing factors). As Dr E has pointed ongn attend the Clinic because they
do not always feel comfortable discussing sexualfudction with their GP. Good
information is all the more important in such “ooi#* consultations, when a patient
may not return for further advice.

Dr E acknowledged that “psychosexual counsellingn® a fundamental part of a
successful outcome” of a patient’s consultationweeer, Mr B describes a rushed
consultation without “counselling” of any sort. my view, Dr E’'s assessment was
deficient.

| also note that Dr E prescribed an approved meei¢or use in an unapproved
manner. Although this is permissible in some cirstances, a medical practitioner
should advise the patient that the proposed useapproved. Dr E did not do so in
Mr B’s case.

By providing a cursory assessment, Dr E failed tovige Mr B services with
reasonable care and skill, and breached Right @gf(1)e Code. By failing to advise
Mr B of the unapproved use of an approved drug,BEDdid not provide Mr B
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information that was legally required, and thereftareached Right 6(1)(e) of the
Code.

Mr C

Mr C (aged 75) had a significant cardiac histongluding two major operations (a
coronary artery bypass and an aortic valve repaiben he attended the Clinic.
Despite this history, and the fact that he wasnigd number of cardiac medications,
Dr E performed no clinical examination on Mr C amelcorded no clinical
observations.

Dr E clarified that he prescribed only apomorphia@d not phentolamine. He

described the error as a typographical mistakeedtlted in subsequent reviewers
(Drs Tiller and Wright) being unsure what drugs evexctually prescribed. This is a

good example of why clinical records need to beugate. | also note that the dosage
of the medication was not recorded.

Dr Tiller advised that, prior to the prescriptiohtbe two documented medications
(apomorphine and phentolamine), a cardiology caasoh was required because of
the potential effect of the medications, particylaphentolamine, which is
contraindicated in patients with known coronaryesrtdisease. While Dr Wright
commented that such a referral was not “mandatorythis case, and | accept that
phentolamine was not dispensed, he added thaeaakivould have been warranted
“if there were concerns on a clinical basis”. Institase, Dr E made no clinical
assessment, and therefore he had no such basishich W conclude whether a
cardiac referral was warranted. Dr Wright consid€elf®r E’s] history taking, note
taking and examination to be inadequate” in thieca

| note that the use of apomorphine as a nasal sprnagt approved by Medsafe, and
Mr C was not advised of this. Dr Wright advisedttapomorphine should not have
been prescribed in this case, and “its use in blestaoronary disease is not
recommended”.

It is not known for certain what caused Mr C’s aple following his use of the nasal
spray. However, the collapse occurred immediatégr ehis use of apomorphine
(which is contraindicated for patients with a caddihistory), having been taken
nasally (which would result in quick action). | asarprised by Dr E’s subsequent
comment that he cannot explain what caused Mr Gllsgse, and that Dr E has not
considered the possibility that the collapse wassed by the medication he had
prescribed.

By performing a cursory assessment, Dr E failecpiovide Mr C services with
reasonable care and skill, and breached Right @gf(1)e Code. By failing to advise
Mr C of the risks associated with prescribing apgrhone, Dr E failed to provide an
assessment of the expected risks, and breached &ihjiib) of the Code. By failing
to advise Mr C of the unapproved use of an apprawedication, Dr E breached
Right 6(1)(e) of the Code.
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Mr D

Mr D also sought treatment from the Clinic for éflecdysfunction. He described Dr
E’s assessment as very superficial, and the dodamyeevidence supports this view.
Again, no clinical examination was performed, awdchinical observations recorded.
Both should have occurred given Mr D’s age (68).TDler noted that one of the
medications that Mr D was taking has an adverseckfdf impotence, yet there
appears to have been no assessment by Dr E q@iasssble cause.

Dr E initially stated that he “could not now recakactly what was said during his
discussion with [Mr D]”. However, Dr E later advisthat “the use of [Mr D’s] Hytrin
was discussed and there was no temporal relatipmeithh the use of Hytrin and his
erectile dysfunction”. There is no record of angtsdiscussion, which Mr D does not
recall.

Dr E’s expert, Dr Wright, suggested that Mr D’s soltation is “what would be
expected from the average GP when a patient regjd@agra”. In his view it “is
simply not practical to alter medications for otleenditions in an attempt to alleviate
erectile difficulty”.

In weighing the views of Drs Tiller and Wright, mamindful of their different
backgrounds. Dr Tiller is an experienced generakiioner with over 28 years’
experience in a variety of settings. He is a Feltdwhe Royal New Zealand College
of General Practitioners, which supported his apjpoent as clinical advisor to HDC.
Through his work with HDC, he is very familiar witihhe application of the New
Zealand Code of Rights in a practical setting. Diight is also experienced, having
worked for seven years in the men’s health arear go taking up his current
anaesthetics role. However, he is not familiar witle Code and the specific
requirements that arise in New Zealand practice.

As noted above, Right 6 of the Code requires aepatientred approach to
consultations so that the patient receives apmtgprnformation about his condition
and the factors that could be contributing to heTpossibility that impotence may be
caused by a patient’'s current medications is olsljoinformation that should be
disclosed by a health professional assessing enpatierectile dysfunction.

There is also conflict over whether Mr D was madera of the potential cost of
treatment. | endorse the view of Dr Tiller that ‘®ve a doctor is aware that a
recommended course of treatment will be expenghag, some information in that

regard should be provided by the prescribing déctior E stated that Mr D was

advised of the cost, yet there is no documentaigeece to support his view. In

contrast, Mr D stated that he was surprised to @imtithe cost when he was leaving,
and felt pressured to pay at the time. Given Mr @gscription of a consultation that
was “relatively quick”, and with no contrary docuntary evidence, | find his account
credible.
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While | accept that the treatment ultimately préssat may have been appropriate, Mr
D was not provided with a reasonable standard raf loafore that point was reached.

By performing a cursory assessment, Dr E failecottovide Mr D services with
reasonable care and skill, and breached Right @gf(1)e Code. By failing to advise
Mr D of the costs of treatment at an earlier stafjthe consultation, Dr E breached
Right 6(1)(b) of the Code.

Summary

Viewing these four complaints together, my impresss that Dr E provided a poor
standard of care in each case. He treated the mienstéomers or clients rather than
patients. As noted by Dr Tiller, “a doctor is maditen a source of prescription
medicines”.

In each of the cases, the standard of assessmertieM@v the standard expected of a
medical practitioner, and in relation to Mr C and M| consider the assessment to
have been well below an acceptable standard bec#uteeir significant medical
history.

Dr E and Dr Wright both made the point that paseattend men’s clinics looking for

a “quick fix solution”, not a general check-up. Hawer, 1 do not consider that this
absolves health professionals from their respolitsilio take an appropriate history,
conduct an examination and provide information ab@ks, benefits, options and
costs. In August 1997, because of consumer contplaime Deputy Premier of New
South Wales appointed a committee to “investigatd aquire into impotency
treatment services in New South Wal@sii relation to patient assessment, diagnosis
and care, the inquiry fourfd:

“The majority of submissions to the Committee framnsumers, professional
associations and health care practitioners idedtifthe lack of appropriate
standards of care and treatment as a major issireCommittee was informed by
the main clinic operators that 95 per cent of pasieare offered multi-drug
injection therapy during the initial consultation.

This focus on a single method treatment withoubhddiadised medical review or
follow up was found by the Committee to be accongxhiby a failure to assess
adequately the medical or psychological historpatients or to provide them with
sufficient information on their options for treatntePatients received inadequate
information concerning the risks of any complicaovhich may develop from
the therapy.”

® 1998 Report of the Ministerial Committee of inquinto impotency treatment in New South Wales.
The relevant recommendations from the report deela¢d agf\ppendix 7.

® Seehttp://www.hcce.nsw.gov.au/downloads/impo_rep.pdf
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Similar themes are present in this case. A curassgssment, with little discussion of
relevant medical and psychosocial factors, ledh patients feeling inadequately
assessed and treated.

| am also concerned by the practice of giving aepatleaflets to read and consent
forms to signprior to their first consultation with a doctor. Whenmeho are first-
time patients are seeking treatment for a sensipveblem such as erectile
dysfunction, particular care is needed to ensui@ the men understand their
treatment options and do not feel pressured tohase a recommended treatment.
Information about costs is especially important whe expensive course of treatment
is recommended.

What happened to the men in these cases vergesptwitation. They certainly did
not give informed consent to treatment — and cowiddo so simply by completing a
questionnaire and signing a consent form beforie fingt consultation.

Opinion: Breach — The New Zealand Men’s Clinic

Under section 72(2) of the Act, an employing autiyanay be vicariously liable for
an employee’s failure to comply with the Code. ®ec?2(1) of the Act states that the
term “employing authority” means a health care ptew or a disability services
provider. Section 3(k) of the Act states that althezare provider includes any person
who provides health services to the public. The N&aland Men’s Clinic (the
Clinic) provides health services to the public, dhds falls within the definition of
health care provider and qualifies as an emplogiunority.

To establish vicarious liability, it must be estabéd that Dr E was an employee,
agent or member of the Clinic.

Dr E is both a director and 100% shareholder ofGheic, and he represents himself
as having a close affiliation with the Clinic. Theare circumstances in which the
actions of a person can lead to a relationshigehay being implied. As noted by the
Court of Appeal:

“The legal principles relating to ostensible or apgmt agency are well settled. A
person who by words or conduct has allowed andthappear to a third party to
be his or her agent cannot afterwards repudiateatiency.”

In my view, Dr E is (at the very least) an agentha Clinic and therefore section 72
applies.

" Arthur Watson Savage v Kathleen Taylenreported, CA 103/95, 19 March 1996, Richardspn P
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The Clinic’s use of questionnaires and consent $opmor to a consultation with a
clinician were not designed to ensure that Dr Evioled an appropriate standard of
care and obtained fully informed consent. Dr E'8aaxs were taken with the Clinic’s
express or implied authority. In these circumstantiee Clinic is vicariously liable for
Dr E’s breaches of the Code.

Recommendations
| recommend that Dr E:

» apologise to Mr A, Mr B, Mr C and Mr D for his atige Clinic’s breaches of the
Code;

* review his practice in light of this report and tpatient treatment guidelines
appended to the 1998 Report of the Ministerial Caber of inquiry into
impotency treatment in New South Wales (8ppendix 7).

Follow-up actions

* A copy of this report will be sent to the Medicabcil of New Zealand with a
recommendation that Dr E’'s competence be reviewed.

* A copy of this report with details identifying tiparties removed, except the name
of the New Zealand Men'’s Clinic and the experts wtuvised on this case, will be
sent to the New Zealand College of Appearance Mmeeliand the Royal New
Zealand College of General Practitioners, and plawethe Health and Disability
Commissioner website, www.hdc.org, fiar educational purposes.
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Appendix 1

Issues notified for investigation

Mr A
« The appropriateness of care and the adequacyafmiation provided to Mr A by
Dr E and New Zealand Men’s Clinic Ltd.

Mr B
« The appropriateness of care provided to Mr B byEDmcluding the adequacy of
the clinical assessment and the adequacy of thenmaftion provided.

« The appropriateness of care and adequacy of infamarovided to Mr B by
New Zealand Men'’s Clinic Ltd in February 2008.

Mr C
« The appropriateness of care provided to Mr C b¥Dincluding the adequacy of
the clinical assessment and the adequacy of thenmation provided.

« The appropriateness of care and adequacy of infmmarovided to Mr C by
New Zealand Men'’s Clinic Ltd in April 2008.

Mr D
« The appropriateness of care provided to Mr D byeDmncluding the adequacy of
the clinical assessment and the adequacy of thenmaftion provided.

« The appropriateness of care and adequacy of infamarovided to Mr D by
New Zealand Men’s Clinic Ltd, in particular whethee was provided with an
assessment of the costs of the services.

18 December 2008 H)’( 22

Names have been removed (except the NZ Men’s Ctmiprotect privacy. ldentifying letters are
assigned in alphabetical order and bear no relasioip to the person’s actual name.



Opinion 08HDC02899, 08HDC05986, 08HDC07100, 08HDERD

Appendix 2
Expert advice from Dr Stuart Tiller: Mr A

“Thank you for the request that | provide clinicvice in relation to specific
questions posed regarding the care provided byHPto [Mr A] at the New
Zealand Men’s Clinic.

Advice requested.
« General advice on the standard of care provided.

« Specific advice on the standard of the clinicaleasment/examination
performed.

« Specific advice on the clinical treatment presatibad/or dispensed.

« Whether any professional standards apply, and hdtiese standards
were complied with.

« Any other comment.
The complaint.

[Mr A] has complained that his consultation withr[[E] was brief and the
injectable medication for erectile dysfunction pomd was ineffective despite
great cost.

The provider response — [Dr E].
[Dr E stated:]

‘IMr A] is a man who suffers from diabetes and hagborted significant
erectile dysfunction problems. With his medicaltéwg the most successful
treatment for him is intracavernosal injection tneent.

When | met him on 25 January 2008 | advised hinb tihia treatment was the
only option really available to him, other than mpinothing or continuing
with the oral medications which have been incoesisin the past.

| explained to [Mr A] that if he was to proceed lwihe treatment then a test
dose of the injectable treatment proposed would rbquired to be
administered. He was provided with documentati@fuiting the consent form
which warns of risks.

After administering the test dose [Mr A] reportecsatisfactory outcome. |
have noted his result as a 60-70% response.
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| reviewed the results with him and in discussioithvihhim recommended a
slightly stronger dose than the one prescribedéninitial test dose. He was
content with this.

Although the consent form was not signed and coregleéy [Mr A] at the
time, | confirm it was provided to him.’

The clinical records — [Dr E].
An ‘initial consultation’ consent form has beenyided. This is unsigned.
An ‘Injectable treatments’ consent form has begypBad. This is unsigned.

The ‘Medical history’ form indicated that the concef [Mr A] was in relation to
‘maintaining an erection’. His symptoms were ofthiyears’ duration and had not
consistently responded to treatment with Viagra.

The history included note of diabetes of 6 monthgation. No note was made of
any diabetic medication required or the state otra of the blood sugar levels.

Regular medications included atenolol, aspirin,indpril, simvastatin and
amlodipine. All of these medications might be primd for ischaemic heart
disease. No mention was made as to whether [Mra#l this diagnosis or used
nitrolingual spray for angina.

Allergies were not noted.

A test dose of prostaglandin injection into theipemas given at 1000 hours. The
form detailing this included advice to the doctaatt' Before proceeding with test
dose ensure that a CONSENT FORM has been underatabdigned’. The form
was not signed. A test dose was given. The respgaseletailed as 60—70%.

Literature was given to describe the correct metlbduse of prostaglandin
injection at home. Advice was also given regardimgnagement of priapism, a
recognised complication of intracorporeal injection

Clinical advice

Erectile dysfunction in patients with diabetes ssially related to micro and macro
vascular disease with impaired blood flow.

In my view an integral component of the managemanta diabetic patient
requesting erectile treatment would be historyha tliabetes, including current
control of hyperglycaemia and hyperlipidaemia. dsléhese areas of management
are controlled well, any improvement in erectiledtion can be expected to be
short lived because control of further vascularedse is required to optimise
erectile function. [Dr E] made no attempt to obthistory of the current diabetic
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and cardiac status of [Mr A]. While the ongoing rmgement of these conditions
would remain the responsibility of the general fitmner an assessment of these
matters was required in order to offer effectivegdaerm treatment. [Dr E] should
also have examined the peripheral arteries in thiem @nd legs and examined for
an abdominal bruit that might suggest arterial akgseof the aorta. Such disease
would affect the arterial supply to the penis. \dac surgical advice may have
been warranted.

Further, the particular list of medicines taken[lbly A] suggested that he might
also have the associated condition of ischaemid lésease. This was important
information to elicit before prescribing any treamh for erectile dysfunction.

Some of these medications may also cause eregsiirtction, as an unwanted
side effect of their pharmacological actions. Tgssibility was not discussed.

History of the diabetes and degree of diabeticrobmias not explored. History of
any cardiac complications was not elicited. Ischaeheart disease was likely,
given the medication list, and was relevant to pssa treatment for erectile
dysfunction. Consent forms were not signed. Inipaldr, prostaglandin test
injection into the penis proceeded without signedsent.The standard of care
fell well below an acceptable level.

Clinical examination of [Mr A] was not performed tbowas warranted. The
peripheral pulses and heart should have been erdmand pulse and blood
pressure recorded. The ‘Physical examination shesjuired blood pressure
recording for all patients on oral medications. [M} was taking five listed
medications consistent with diabetes and cardiafasaisease but no blood
pressure or cardiovascular examination was undantakhis was aignificant
departure from accepted standards of medical practie prior to the prescribing
of medication to such a patient.

Intracorporeal self injection can be a difficulti@ique to master and is subject to
failure.

The standard that | have used in providing thisadis that of the New Zealand
Medical Council in their publication ‘Good medigakctice’. The Council defines
good clinical care as including, amongst otherdest‘adequately assessing the
patient’s condition, taking account of the patisritistory and his or her views and
examining the patient as appropriate’. They alsomanend ‘referring the patient
to another practitioner when this is in the patgebest interests’. It is my view
that an inadequate history was taken and no clieamination was documented
although this was required given the history of bdies and prescribed
medications for possible cardiac disease. [Dr E]$tated ‘that | am proud of the
record that | have in terms of lack of any compgkiand moreover, those of our
clinic. 1 have no doubt that my clinical competerstandards, as well as those of
the clinic, are to the appropriate standarttss my view that the care provided
by [Dr E] did not meet the standard set by the Newealand Medical Council.
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It is my impression that [Dr E] was functioning recais a prescriber of medicine
rather than a doctor offering clinical assessmadtexamination.

[Dr E] has advised that some patients ‘will give anelear impression that they do
not want to get into discussion about risks andositn. This involves something
of a clinical judgement at the time’. It is my vidiat a doctor is more than just a
source of prescription medicines. Where a patientunwilling to provide
reasonable information to substantiate a request fpecific treatment, a prudent
doctor should refrain from prescribing such medacat
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Appendix 3
Expert advice from Dr Stuart Tiller: Mr B

“Thank you for the request that | provide cliniGvice in relation to specific
questions posed regarding the care provided byHPto [Mr B] at the New
Zealand Men’s Clinic.

| have given earlier advice on"l@pril 2008 in relation to this complaint.
Advice requested.

« General advice on the standard of care provided.

« Specific advice on the standard of the clinical easment/examination
performed.

« Specific advice on the clinical treatment presatibad/or dispensed.

« Whether any professional standards apply, and whdtiese standards were
complied with.

« Any other comment.

Clinical advice

It is my view that the pre-consultation questiom@acompleted by [Mr B]
canvassed necessary clinical history. However regiqusly advised, [Mr B] did
not supply information in relation to any ‘otherreently taken medications’ or
‘allergies to medication’. It is my view that [Dr] Ehould have completed these
entries when reviewing the history with [Mr B] dogi the consultation. It is also
my view in relation to a young man complaining @bming too soon’ and
difficulty with ‘maintaining an erection’ that furer elaboration of these
complaints was required. Were these primary probledating from the
commencement of sexual activity? Or were the praoblsecondary, after previous
satisfactory sexual experience? Was [Mr B] withirstable relationship where
discussion of sexual matters could take place? Wea®] aware of ‘performance
anxiety’? There should have been some discussgaraimg the need for adequate
sexual preparation prior to intercourse. In theeabe of such detailed questioning
to establish the underlying cause of the perceigedual inadequacy, any
treatment provided would be symptomatic only, araul not necessarily deal
with the underlying cause/causes of the sexuaicdlffes. Although | previously
advised that | thought the departure from standafdsare were mild, upon
reflectionl would now consider that the care and advice offexd by [Dr E], in
the context of aspecialist men's clinic dealing with issues of seal
performance and satisfactionto have been a moderate departure from
accepted standardsIt was important for a young man of the age of [Bj, to
receive psychosexual advice and education in aadit any treatments on offer.
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It is my view that a physical examination was netessary in this particular case,
although [Mr B] should have been asked if he healg eoncerns regarding his
sexual organs and his ability to achieve satisfgotoections. If concern in this
regard had been raised by [Mr B], then an exanonaghould have been
performed to ensure normal male sexual maturation.

[Dr E] has advised that the medication used, ‘idelj regarded as being safe as
well as effective as an option to treat erectilefdgction’ by doctors working in
this area of medicine. | am not in a position tonoceent upon this assertion. The
use of clomipramine in a nasal delivery form isumapproved use of a registered
medicine. Clomipramine is traditionally used inl&lform for the treatment of
depression and obsessive compulsive disorder. Soale patients taking oral
clomipramine, for its registered indications, haeported retarded ejaculation,
and this side effect is presumably the basis upleiciwthe nasal delivery spray is
used. | am unable to comment whether single integnti use of clomipramine
nasal spray is effective for retarding ejaculatidrere this is the desired outcome.
[Dr E] has acknowledged that at the time of hiatimeent of [Mr B], he was not in
the habit of advising his patients that the nasdivdry of clomipramine was an
unapproved use of this medication. Since this campl[Dr E] has updated the
treatment consent form, which [Mr B] signed, tolude the advice that nasal
clomipramine is an unapproved presentation of ghwamine under the Medicines
Act 1981. He has also ‘added nose bleeds as sigeeffect’.

The standard that | have used in providing thisadis that of the New Zealand
Medical Council in their publication ‘Good medigaictice’. The Council defines
good clinical care as including, amongst otherdest‘adequately assessing the
patient’s condition, taking account of the patisritistory and his or her views and
examining the patient as appropriate’. It is mywibat [Dr E] did not adequately
document that he had elaborated the clinical hisdd{Mr B] in order to address
the psychosocial aspects of his sexual concernthignregard, medical students
are taught that a good clinical history will progigh the region of 60% or more of
the necessary information to make the correct disign The Code of Consumers
Rights of the Health and Disability Commissionerub apply in relation to
inadequate informed consent to an unapproved us#oofipramine in a spray
formulation.

It is my view that the immediate onset of nasalkelileg upon the first use of
clomipramine spray was likely a very rare and umexed event. | note that the
response from the New Zealand Men’s Clinic to tbenplaint of [Mr B] was
respectful and led to a refund of his expensesinvithe week. [Dr E] has advised
that some patients ‘will give me a clear impresdioat they do not want to get
into discussion about risks and so forth. This imes something of a clinical
judgement at the time’. It is my view that a doc®more than just a source of
prescription medicines. Where a patient is unwgllito provide reasonable
information to substantiate a request for a speditatment, a prudent doctor
should refrain from prescribing such medication.”
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Appendix 4
Expert advice from Dr Stuart Tiller: Mr C

“Thank you for the request that | provide clinicvice in relation to specific
questions posed regarding the care provided byHPto [Mr C] at the New
Zealand Men’s Clinic.

Advice requested.

« General advice on the standard of care provided.

« Specific advice on the standard of the clinical easment/examination
performed.

« Specific advice on the clinical treatment presatibad/or dispensed.

« Whether any professional standards apply, and whdtiese standards were
complied with.

« Any other comment.

The complaint
[Mr C] consulted with [Dr E] in Tauranga on 15 Al@2008.
There was:

‘discussion of the problem and the options avadadhd after rejecting an
injection regime | was offered a nasal spray. ludregl about side effects and
was told to expect some nausea but that was ladld linformed [Dr E] of my
medical history including a triple bypass and @ovalve replacement.

| came home with some literature and a bottle adrAprphine nasal spray.

| inhaled the spray, one squirt in each nostrihladut 2.40pm. By 2.50pm. |
had some mild vomiting and then collapsed on tberfll passed out cold and
came to almost three hours after the collapse.’

The next day [Mr C] spoke with [a clinic assistard} the clinic. [The clinic
assistant] advised him that ‘some people do hawered blood pressure from
using the spray but most continue using it andsidfuits use’.

[Mr C] advised that he did not wish to ‘chancegam’. He requested a refund of
the cost. This was initially declined but after ostrong representations ‘relented
and made a refund of the cost of the medication’.

[Mr C] considers it ‘medical negligence if they kmdhat the spray may lead to
lowered blood pressure and do not inform peoplbaif fact’.
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The provider response — [Dr E]
[[Dr E] stated:]

‘[Mr C] says that he was only told about nausea agle effect. This is not so. It is
true that | explained to [Mr C] the most commontleé unusual side effects is
nausea and it occurs in perhaps 5% or so of patieeixpect this is why [Mr C]
has remembered nausea being mentioned becaussgatiifically emphasise it as
the most common of these unusual risks. | alsairrelyt discuss with all of my
patients receiving nasal spray, this would haveuaexd [Mr C] at the time, that in
rare cases some cerebral interference can ocaudfibwsiness. | discuss this in
layman’s terms. The written material | gave [Mr&ld which he signed for refers
to drowsiness.

[Mr C] in his letter of complaint, reports an imniaig effect of mild vomiting
with a subsequent collapse to the floor and beiregéoma for some three hours. 1,
as above, have never heard of this being a resgonigs medication and | am
extremely surprised for the reasons set out betlloat, this has happened. | cannot
explain why this would be so. | can find no refeesin the medical literature that
| have looked at that this is a known risk or dmet has been experienced before.

| am very sorry that [Mr C] has had this reaction.
| do not believe it has been negligent on my gagrescribe the spray.

We have always treated his complaint as serioushamd genuinely endeavoured
to resolve matters with him. We did not hesitatesfond his fee.’

The clinical records — [Dr E].

[Mr C] signed an ‘initial consultation’ form and anformation sheet regarding
‘Apo-phen nasal spray’. These provided consenttlier consultation and basic
information regarding the apomorphine-phentolansipiay which was prescribed.

[Mr C] was aged 75 years and had a medical hisidrich included coronary
artery bypass surgery and aortic valve replacement.

The standard history form to be completed by [Mp@dr to the consultation and
to be discussed by [Dr E] during the consultati@swcomplete.

Many questions related to past medical historyparticular alcohol use, smoking,
prostate health, nitrolingual spray use and aksrgvere unanswered by [Mr C]
and not completed by [Dr E] during the consultati@ardiac medications were
listed including Verapamil, Lipex, Enalapril, agpirand Progout and Somac.
There was no recording of the status of the iscimbeart disease, whether [Mr
C] currently suffered any angina or breathlessnasd,no recording of pulse rate
and rhythm, blood pressure or chest and heart dasou.
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[Mr C] had a history of previous abreaction to noation for sexual functioning,
including Viagra and an injection which had proveeffective.

The clinical records indicate that [Dr E] intendedprescribe testosterone cream
and Apomorphine lozenges. [The] latter were todken as half tablet daily for 2
weeks then one prior to intercourse. Thirty lozengere to be dispensed. But the
consent form and medication invoice indicate thaomorphine/phentolamine
spray was dispensed.

Apomorphine

Medsafe data indicates that the optimal dosagepainforphine injection ‘has to
be determined on an individual basis. Hospital &dmon under appropriate
specialist supervision is advised when establishipgtient's therapeutic regime’.

[Dr E] has not advised what dosage of Apomorphias wsed in the nasal spray. |
can advise that nasal absorption would be rapid.

Recognised side effects include vomiting and soemas.

[Dr E] has not provided evidence of pharmacologstadies to indicate the safety,
rate of absorption, and recommended dose rangeahArphine by a nasal route.

Phentolamine

New Ethicals compendium lists Phentolamine as agpimivwasoactive medication
for use in hypertensive crises to rapidly lowerdol@ressure.

It is contraindicated where there is a historyanary artery disease.

Phentolamine may augment the hypotensive effecbtbér anti-hypertensive
agents. [Mr C] was taking Enalapril and Verapantbth of which have
hypotensive effects.

[Dr E] has not advised what dosage of Pentolamias used in the nasal spray. |
can advise that nasal absorption would be rapid.

[Dr E] has not provided evidence of pharmacologstadies to indicate the safety,
rate of absorption, and recommended dose rangerabRmine by a nasal route.

Clinical advice

The pre-consultation questionnaire was incompletalswered by [Mr C]. [Dr E]
did not fill in the gaps’ in the history in ordeio obtain a necessary and
comprehensive clinical history prior to prescribingedication with significant
effects upon the cardiovascular system. [Dr E] bt detail whether [Mr C] had
stable heart disease or was using a nitrate smnayyimptomatic angina. No
clinical examination was made upon [Mr C] to estblhis baseline blood
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pressure on his usual medications prior to addihgnB®lamine which is a
powerful hypotensive agent. It is my view that dssion with the cardiologist
was required before prescribing any agent to imprrectile function. The failure
of [Dr E] to provide studies to indicate the safefyApomorphine-Phentolamine
nasal spray, could be interpreted to indicate piwasible prescribing of two agents
with known powerful systemic effectlf.is my view that the standard of care
provided to [Mr C] was a severe departure from expeted standardsbecause
of the failure by [Dr E] to obtain an adequate nsatlihistory, the failure to
undertake any clinical examination or clarify therdiological status of [Mr C],
and the prescribing of powerful medications, onevbich was contraindicated in
known coronary artery disease. | note that therdscof [Dr E] indicated that he
intended to prescribe Apomorphine lozenges, but mgphine-Phentolamine
spray was dispensed.

No clinical assessment was documented. No teleplomsultation with the
cardiologist was undertaken. Both were mandatotiprs in the given clinical
context of [Mr C’s] known ischaemic heart diseaSéhese were serious
omissions in care.

It is my view that Phentolamine, in particular, wamtraindicated. It is unclear
whether the intended medication was dispensedéglihic.

The standard that | have used in providing thisadis that of the New Zealand
Medical Council in their publication ‘Good medigaiactice’. The Council define
good clinical care as including, amongst otherdes;t‘adequately assessing the
patient’s condition, taking account of the patisritistory and his or her views and
examining the patient as appropriate’. They alsomanend ‘referring the patient
to another practitioner when this is in the patgebest interests’. It is my view
that an inadequate history was taken and no clieia@mination was documented.
Cardiological advice was also necessary.

[Dr E] has advised that some patients ‘will give anelear impression that they do
not want to get into discussion about risks andositn. This involves something
of a clinical judgement at the time’. It is my vidiat a doctor is more than just a
source of prescription medicines. Where a patientunwilling to provide
reasonable information to substantiate a request pecific treatment, a prudent
doctor should refrain from prescribing such medacat
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Appendix 5
Expert advice from Dr Stuart Tiller: Mr D

“Thank you for the request that | provide clinicvice in relation to specific
questions posed regarding the care provided to Dby [Dr E] of the New
Zealand Men’s Clinic.

Advice requested.
« General advice on the standard of care provided.

« Specific advice on the standard of the clinicakasment/examination
performed.

« Specific advice on the clinical treatment presatibad/or dispensed.

« Whether any professional standards apply, and whéffese standards
were complied with.

« Any other comment.
The complaint.

The complaint has been prepared with the assistaheeHealth and Disability
advocate.

[Mr D] has complained regarding the cost of hisitmeent, the manner in which he
was required to pay a large sum of money and thigeictiveness of the treatment
provided.

[Mr D] consulted with a doctor for about 30 minutéd no time was cost of the
proposed treatment mentioned.

At the reception desk he felt pressured to pay $itediately without time for
reflection or discussion with his wife who was adés the clinic. Given the
sensitive nature of his consultation he felt unabldispute the demand for such a
sum of money. He felt ‘bullied into paying'.

He believes that he was not given adequate priornmation or time to consent to
the proposed treatment and accept the expensevau:ol

The clinical records.
The ‘Initial consultation’ consent form has beegngd by [Mr D].

The ‘Injectable treatments’ consent form has begmes! by [Mr D].
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The pre-consultation forms were completed by [Mr &{d indicated that his
presentation was for difficulty ‘getting an erectio The symptoms had been
present for 1-3 years. Regular medication includgrin and synflex.

[Mr D] was aged 68 years.

The ‘Physical examination sheet’ was left blankisTiorm indicated that for all
patients on oral medications the blood pressuorest be done’. There was no
recording of blood pressure or pulse. There wasxamination of the peripheral
pulses or any other area of the cardiovasculaesyst

A test dose of prostaglandin injection was givethwi recorded 30% response.
Prostaglandin injections for home use were presdrdnd dispensed.

The ‘injectable treatments’ consent form signedMy D] contained information
regarding potential side effects of this treatment.

Clinical advice

It is my view that for a man of the age of [Mr [@E)xamination of the
cardiovascular system was requiredefore recommending treatment for erectile
dysfunction with anticipated resumption of sexuzhaty to follow. The forms of
the clinic required the doctor to record the bl@odssure. This was not done. No
examination of the peripheral pulses was undertakeassess the state of the
arterial circulation. No enquiry was made regardamplesterol levels. It is my
view that theomission of any physical examination was a mild tonoderate
departure from accepted standardsfor a medical practitioner. | acknowledge
that [Mr D] was an apparently fit and healthy man liis age of 68 years. There
was also no discussion of the possibility that Hyttreatment might be
contributing to the erectile dysfunction. Impoteieésted in MIMS/New Ethicals
as a recognised adverse side effect of Hytrin nagidic. Doctors should always
consider long term medication as a possible cafisede effects and adverse
symptoms, such as erectile dysfunction.

See above comment.
The treatment offered and prescribed was reasanable

The standard that | have used in providing thisadis that of the New Zealand
Medical Council in their publication ‘Good medigaiactice’. The Council define
good clinical care as including, amongst otherdest‘adequately assessing the
patient’s condition, taking account of the patisritistory and his or her views and
examining the patient as appropriate’. The Couadsib recommends ‘referring the
patient to another practitioner when this is in plaéient’'s best interests’. It is my
view that an adequate history was taken but noicelinexamination was
documented although this was required given theo&fjdr D].

18 December 2008 H)‘( 34

Names have been removed (except the NZ Men’s Ctmiprotect privacy. ldentifying letters are
assigned in alphabetical order and bear no relasioip to the person’s actual name.



Opinion 08HDC02899, 08HDC05986, 08HDC07100, 08HDERD

[Dr E] has advised that some patients ‘will give anelear impression that they do
not want to get into discussion about risks andositn. This involves something
of a clinical judgement at the time’. It is my vidhat where a doctor is aware that
a recommended course of treatment will be expend#inag some information in
that regard should be provided by the prescribmgat. [Mr D] has indicated that
the doctor did not warn him of the expense to loeiired. [Dr E], however, has
indicated that he ‘explained the cost for the treait of intracavernosal injections,

and that ‘[Mr D] appeared happy to proceed withtteatment'.
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Appendix 6
Expert report from Dr Sean Wright

“My name is Dr Sean Wright. | am a medical praeti@r registered in New South
Wales. | currently work in a Sydney teaching haaptacticing anaesthetics. Prior
to this position | worked for 7 years in the Memigalth area in which [Dr E]
currently works. | have been asked to provide amiop on the complaints
brought against [Dr E] by Messrs [C, B, A and Dfdn comment on the critique
supplied by Dr Stuart Tiller. | shall deal with dacomplaint in turn, as set out
below.

[Mr B]

[Mr B] is a 22 year old male who presented to thieic with a complaint of
premature ejaculation. His clinical history was emarkable and no clinical
examination was performed. According to [Mr B] ‘auple of options’ were
discussed with Clomipramine being recommended. Netgplied by the clinic
indicate [Mr B] signed a consent form outlining aown side effects of
clomipramine, he was also supplied with exercisesighed to desensitize the
penis. These exercises are included in the clinezard and referred to by [Mr B].

Clomipramine is commonly used to delay ejaculatibims not a permanent cure.
Premature ejaculation is overcome through deseastn; generally exercises of
the stop/start type variety, or by continuing pejstculatory stimulation with the

aid of intracavernosal injections. [Dr E] quite hrity has chosen to avoid the
possible long term use of injections in favour iofi@er treatment. The treatment
offered covered both a long term approach to cortke problem through

exercises and a short term solution to alleviagertationship difficulties in the

interim. | find no issue with the proposed treatinéxs premature ejaculation is
purely subjective, from a physiological viewpoirtis not abnormal and in a
reproductive sense even desirable. Therefore drerao relevant clinical findings
and as such physical examination is unwarrantéadl io issue with the lack of
physical examination in this case.

Dr Tiller in his report has drawn attention to numes facts re the patient’s
relationship history, performance anxiety, chrogatal onset of the condition etc.
Whilst these psychosocial aspects would certaialjehadded to the history, they
would have had no bearing on the case managemaeiit &hey are quite simply

irrelevant in a case of premature ejaculation igoang healthy male with no

erectile difficulty.

[Mr B’s] complaint itself can be reduced to threetbrs. He was not informed that
this was an unapproved use of the medication. He med informed it was for
depression/OCD in its approved use. He was notrmgd that epistaxis was a
possible side effect.
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| am not in a position to state whether it is acHpelegal requirement to notify a
patient of unapproved use of a medicine under Nealahd law. If this is the
case, then [Dr E] is at fault. | understand thige@s$ has since been remedied and is
now included in the consent form supplied to thiepa

We do not routinely inform patients of the altermatusages of medicines.
Antidepressants, whilst developed for depressian commonly used for other
psychiatric issues such as anxiety, as sedativemgomnia and for chronic pain
amongst others uses. How many patients receiviagrdifrom their GP, (surely
the accepted standard of care), are informed thatdrug was developed for
pulmonary hypertension? The use of a side effe€@lomipramine to treat PE is
obviously a comparable situation.

Clomipramine (as Anafranil) in Australia carriesvarning that 2% of patients will
suffer epistaxis. The average starting dose is 25nmaximum dosage is 200mg.
There is no information given on the duration afatment prior to onset of
epistaxis, but | suspect it would necessitate amgasage. In my opinion epistaxis
from a single low dose of Clomipramine, such asiattered by a nasal spray, is
likely to be extremely rare. | note further thatistaxis is not listed in the
New Zealand version of MIMs drug compendium as ale sieffect of
Clomipramine. [Dr E] could not reasonably be expddb know therefore of this
possibility. | note that having been informed ofclsua possibility, clinic
documents have been altered to address this issue.

This case, in my opinion, shows no significant depa from the relevant

standards of care appropriate to the presentinglzont. The issues raised by [Mr
B] re unapproved use and alternative uses of cl@anime are not of clinical

significance. The failure to mention a side effinett MIMs also fails to mention,

whilst regrettable, would be reproduced by any fitraner in New Zealand who

utilizes MIMs and therefore cannot be termed sulnsed care.

[Mr Al

[Mr A] is a 61 year old man suffering from erectdgsfunction. Co-morbidities
include diabetes, hypertension and hyperlipidaedia. regular medications are
listed as Atenolol, Aspirin, Lisinopril, Simvastati Amlodipine. He denied
ischaemic heart disease.

There are several issues in this case. | see thdsethe examination and history
taken, consideration of background co-morbiditreghe context of the patient’s
complaint, suitability of the recommended treatmand the effectiveness of the
recommended treatment.

[Mr A] has several conditions all of which can gmmdbably are contributing to his
erectile dysfunction. He certainly has microvascdamage due to hypertension,
diabetes and hypercholesterolaemia. Erectile dities are also a side effect of
anti hypertensive medications, particularly betackérs.
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Whilst Dr Tiller's opinion strictly speaking, is rdeally correct it overlooks the
practicalities of this situation. Firstly the notelearly indicate that heart disease
was excluded in the patient history despite Drefdl assertion to the contrary.
There is no mention of the patient’s current dieddgtid control, this does not
mean it was not discussed merely that it was ragrded. Dr Tiller has correctly
asserted that these are issues for the patiemfidareGP and would be important
in any long term prevention of erectile deteriarati This is undoubtedly true,
however, in my experience a patient of this natuienot achieve any significant
long term improvement regardless of treatment wecagmic control. | agree with
[Dr E’s] assessment that intracavernosal injectiargsthe only reliable treatment
in the situation. | am not surprised that this guattihad poor results with Viagra
treatment previously. It is not appropriate forlmic such as this to manage a
patient’s ongoing medical problems, these patiemnariably are after a ‘quick fix
solution’ that will enable an erection on demantle Thjections supplied are the
only feasible alternative. [Mr A’s] antihypertensssare certainly contributing to
the problem. He is on triple therapy, strongly ssjmg that he has refractory
hypertension. It would be very unwise to alter disihypertensives in an effort to
alleviate his erectile problems. The possible skgueould be devastating (eg
stroke) compared to the benign nature of ereciifecalty. Injection therapy is the
safest and most reliable option in this instance.

| agree with Dr Tiller's assertion that a physiealamination should have been
conducted, including peripheral pulses. The comiomgs states that ‘I endorse
Dr Tiller's view ... that a vascular referral was warted’ this is a gross distortion
of what Dr Tiller actually wrote ‘a vascular refafMAY have been warranted'.
Erectile difficulty occurs in up to 50% of men ouee age of 40. To suggest that
all of these require a vascular referral is cleamorrect. In the absence of any
clinical indication, e.g bruit, palpable aneurysmuaequal pulses, such a referral
IS NOT warranted. Unfortunately this examination swaot performed.
Nevertheless it is worth noting that in an eldeggntleman with significant co-
morbidities, vascular surgery and the attendarksrisould almost certainly be
imprudent if the only symptom were erectile dysfimt. Medical therapy should
always precede surgical treatment where possiblelst\tardiac auscultation and
blood pressure recording should be part of anyotingin examination, and | would
recommend they be done routinely, they would nietr dhe treatment in this case.

As regards the apparent ineffectiveness this ieqiearly a technique problem on
the patient’s part. It is inconceivable that théigget would receive a lesser effect
with a higher dose at home than that achieved avittwer dose in the clinic. [Mr
A] seems unable to appreciate this or unwilling remedy his technical
difficulties.

In summary, there are several instances here whistery taking, physical
examination and record keeping could have been mhomugh. However, these
factors would not materially alter the choice oeatment, which was the
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appropriate one in this case. Nor would they affeetpatient’s long term welfare
which is the responsibility of his primary GP.

I would recommend in future that whilst [Dr E] még able to arrive at the
appropriate conclusion swiftly, it would be prudéottake time to outline to the
patient why other measures etc are not appropriate.

[Mr D]

[Mr D] is a 69 year old gentleman who presentedhwatectile difficulties.
Background history was unremarkable except for sqmastatic hypertrophy
treated with Hytrin.

[Mr D] has not in fact complained about his medittabtment. His complaint is
purely fiscal and should probably therefore bealed at the clinic’s manager not
[Dr E]. I will however refer to Dr Tiller's opiniomas provided. Examination of the
cardiovascular system being a requirement befasammption of sexual activity
arises from the belief that exercise in the presfipsedentary may precipitate a
coronary event. My understanding is that [Mr D] as fit [businessman].
Presumably this involves some exercise and hisraimée of such would be
sufficient for intercourse. Regardless, if one as properly assess a patient’s
capacity for vigorous exercise, this would requarstress ECHO/ECG. Clinical
examination in the GP rooms is of no help in tiegard. | have already discussed
the suitability of blood pressure recording andd@r auscultation, and pulse
checks in all patients routinely. | have also el that where injection therapy is
the treatment of choice, these examinations semyeas a general check up, i.e.
they do not alter treatment or outcomes. One shoardpare the thoroughness of
[Dr E’s] consultation with what would be expectedrh the average GP when a
patient requests Viagra. | would suggest [Dr E] taélgat minimum standard.

Hytrin could certainly be a contributing factor fi@lr D’s] condition. However,
urinary retention is a poor substitute for erectliesfunction. l.e. one must take
into account that the patient only wishes to hase sccasionally, whilst his
prostatic hypertrophy, hypertension etc are ongolhg simply not practical in
most cases to alter medications for other conditionan attempt to alleviate
erectile difficulty. Sometimes the patient’s cutreegime has been arrived at after
a very long process by the GP, addressing mangssaud to unilaterally alter this
regime is imprudent.

The treatment prescribed to [Mr D] was appropri#ites unfortunate that [Mr D]
did not have a good result He did however persef@resome months before
complaining. | am unable to find significant medicare issues in this case.

[Mr C]

[Mr C] is a 76 year old gentleman who presents \eitictile dysfunction having
previously used both Viagra and intracavernosaciimpns, neither of which he
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found effective. His background co-morbidities ud#® hypertension, and
ischaemic heart disease. He has had 3 vessel CARBG aa aortic valve
replacement (tissue not prosthetic). His medicatiorclude Verapamil, Lipex,
Progout, Enalapril, Aspirin and Somac.

[Mr C] was recommended injection therapy which léused. He was then
prescribed a nasal spray. This then becomes quiitiging. The consent form is
for apomorphine/phentolamine spray. The receipt isfor
apomorphine/phentolamine sublingual tablets, whith understand were
unavailable. [Dr E] avers that he prescribed onlyoraorphine and not
phentolamine.

On taking the medication [Mr C] suffered what appda be a severe hypotensive
episode.

I would consider in this case that [Dr E’s] histotgking, note taking and
examination to be inadequate. Previously | havetimeed that with injection
therapy which is confined to the cavernosa thabdblpressure recordings etc do
not alter treatment or outcomes. This is trueslnot true when prescribing a
systemically vasoactive oral or nasal medicatiohese medications have the
potential to lower blood pressure, it is therefpredent to know what the baseline
pressure is. The patient’s aortic valve (tissuey bwastenotic, which would reduce
the patient’s ability to increase cardiac outputctompensate for hypotension.
Failure to maintain adequate cardiac output in #epawith ischaemic heart
disease could have serious consequences.

In my opinion there is insufficient history recoddas to the current cardiac status
regarding angina, exercise tolerance etc. This doésnean it was not elicited,

merely that it was not recorded. | am unable to memt which is the case.

Similarly cardiac auscultation should have beerduseassess degree of aortic
stenosis and cardiac referral would be warrantethefe were concerns on a
clinical basis. | do not accept that a cardiologgserral/discussion is a mandatory
standard of care as stated by Dr Tiller. Blood gwes should have been assessed.

Verapamil and Enalapril are both likely to potetdighe first dose effect of an
alpha blocker such as phentolamine. This would yceda hypotensive episode
such as that seen in [Mr C’s] case. | would cormsitémprudent to prescribe
phentolamine in the presence of these other meualisat There is some
discrepancy as to what was prescribed and dispensed

Apomorphine can also cause hypotension and itsnugastable coronary disease
is not recommended. There are insufficient notesrtBng the status of [Mr C’s]
coronary disease to comment on the appropriatesieapomorphine here. It is
recommended that oral Apomorphine use be initiateé& monitored hospital
situation. | have no information on the pharmacaahyits of this nasal spray and
cannot reliably comment therefore on how it is besiated. Nausea is a common
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side effect of apomorphine. That [Mr C] sufferecusa immediately following

administration and prior to his collapse, would ioade that the apomorphine
absorption and dosage from a single spray is sysadyn significant. Nausea

could also be a simple vasovagal result from hymts secondary to

phentolamine. Due to the uncertainty of the meabaait is hard to say which drug
was responsible only that either should be adnarest with great care in this
patient. | would suggest that phentolamine is @ntlicated here. | would be
reluctant to prescribe apomorphine spray or lozemngil some pharmacodynamic
studies are available.

In my opinion these medications were inappropriate this patient. Injection
therapy (dismissed by the patient) would have bewme appropriate in this
situation.”

18 December 2008 H)‘( 41

Names have been removed (except the NZ Men’s Ctmiprotect privacy. ldentifying letters are
assigned in alphabetical order and bear no relasioip to the person’s actual name.



Health and Disability Commissioner

Appendix 7

New South Wales Impotence Inquiry Recommendations

Appendix 5: Patient treatment guidelines

1. Guidelines on the assessment & diagnosis by the primary care physician:

on the first visit, there should be a detailed patient history taken which includes sex-
ual historv, a physical examination Including of the prostate, the arrangement of
appropriate blood tests, and a discussion of treatment optlons

on the second visit, following further discussion a physician may Initiate treatment
where appropriate, or may perform pharmacological testing and/or other appropri-
ate investigations, with documented informed patient consent (per attached consent
and information forms), including a monotherapy challenge with Cawverject

on the third visit, the phwsician should discuss results of investigations and treat-
ment options with patient, and, if appropriate, initiate treatment

2. Guidelines on patient self injection therapy education:

Caverject monotherapy is recommended as the drug of first choice for self injection
therapy

multiple drug therapy is indicated only when the patient is unresponsive to monother-
apy or experiences significant adverse drug effects from monotherapy

patients are to be educated in the technique of self injection either by the treating
doctor or by a clinical nurse. Most men can be Instructed in a single visit but a small
number may require subsequent visits

titration of the drug dose can be managed by the patient away from the clinic after
having received the direction of the doctor or of the clinical nurse. The doctor or the
clinical nurse should be reasonably available by telephone to answer simple ques-
tions about patient treatment.

3. Guidelines on monitoring of the patient:

patients on injection therapy should be reviewed 4-6 weeks after starting treatment
and thereatter every 6 months (there will be more frequent reviews required when
multidrug therapy is used, per the above recommendations including a maximum
shelt-lite of one month)

review consultations should include an assessment of the patient’s response and
progress; an examination for adverse effects such as penile nodules or curvature
which mayv indicate tibrosis; a review of the drug, its dosage, prescription and sup-
ply; as well as the patient’s injection technlque

4. Guidelines on patient care:

speclfic attention should be directed to the management of the two most common
adwverse effects of injection therapy - priapism and cavernosal fibrosis

5. Guidelines on the management of priapism:

initial use of Caverject monotherapy both for the diagnostic injection and for on-
going therapy where possible

use of drug dose recommended by the treating doctor

if a full erection is still present 2 hours after the injection, the patient should take
120mg pseudoephedrine ile 2 Sudafed tablets)

if a full erection is still present 4 hours after the injection, the patient should take a
further 120mg pseudoephedrine and take a brisk walk

If a full erection is still present 6 hours after the injection, the patient should contact
his doctor regardless of the time of day or night for urgent treatment
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