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Introduction

o Important concept in law — “no wrong 1S
done to the one who consents”

¢ Basic human right — freedom to decide and
act according to one’s choices

® Which makes it an Ethical as well as a Legal
principle.
® Without it, a person commits non-

consensual touching amounting to trespass
of battery.




The Ethical dimensions OF CONSENT

* Ethics is a subset of the ‘concept of morality’, which
1S a social institution defining what is right and wrong in a

society — very much influenced by religion and culture.
® Expression of respect for patient as a person.

® Respect patient’s moral right to bodily integrity and

self-determination of one’s own life and actions.

® Ensures protection against unwanted intrusions.
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PROVISION 2 = MMC GUIDELINES
2016

e Obtaining a patient's consent Is an
Important component of good medical
practice, and also carries specific legal
requirements to do so....Failure to do so
may result in disciplinary inquiry for
transgression of ethical professional
codes and/or legal action for assault
and battery Instituted against the
medical practitioner.
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CONSENT - DEFINITION

L1t er al pemessiam to dagsomething, acceptance,

approval

Voluntary acquiescenbg a person to the proposal of
another; the act or result of reaching anaacoaalirrence

of minds; actual willingnesisat an act or an infringement o

an interest shall odcérovision 1 Consent Guidelines
MMC 2016.
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Provision 2 - Consent Guidelines
Malaysian Medical Council 2016

® Generally, mno procedure, surgery,
treatment or examination may be
undertaken on a patient without the
consent of the patient, if he or she is a
competent person. Such consent may be
expressed or implied and may be verbal

Or 1n Writing. ..




TYPES OF CONSENT

* Express Consent — e Implied Consent —

° “permission given * “giving permission
cither Verbally or 1n without utterance of
writing” words but using

gestures and Voluntary

* If given verbally, problem .
: . action”
with oral evidence

® E . o.: offering one’s arm for
e If in writing, usually need , ,g , 5

. 1n]ect10n
to s1ign a consent form as

proof




CONSENT FORM - MOST COMMON

METHOD TO SIGNIFY CONSENT

..a FORMigned by a patient prior to a medical
procedure to confirm that he or she agrees to
the procedure and avare of any risks
iInvolved The primary purpose of the consent
form Is tgprovide evidence that the patient gave
CONSENID the procedure in question




But patient’s signature on the form is

not sufficient...

C The doctor’s duty 1 s not |
patient with technical information, which she cannot
reasonably be expected to grdepalone by routinely
demanding her signature on a conserh—
Montgomery v Lanarkshire (2015- UK)
Asigned consent form does not automatically absolve
a doctor from liabilitgnddoes not prove that valid
consent to treatment has been truly obtaimed vital
factors will always be the quality, extent and accuracy
of the information given prior to the signing of the
consent formi Dr Milton Lum (Nov 24 The Star)
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Chatterton v Gersori1981] 1 All ER
257

e Bristowl. statedh o rnthemartiess informeah
broadermsofthenatureoftheprocedure/hich
IS Intendedandgivesherconsentthatconsent
Isreaé if theinformatiois withhelah badfaith,
theconsenwvillbevitiatedyfrau@ butit would
benodefencéo anactiorbasedntrespas$o
personf no explanatiohadin factbeengiven

he consentwould have beenexpressedn

formonly,notin reality’
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Therefore...
Consent Requires “Information”

e Patienheedgobeinformegriorto medicalreatment
particularlyeforehemedicdireatment

e It requiresdoctorsi t poovidetheir patientswith
s u f yimfarneatmoso thatthe patient€ouldassent
to or withholdconsentfrom a profferedmedical
treatmerd

e Theright of seltdeterminatioms to givethe patient
a MEANINGFULHOICEatherthana meaningless
one
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Provision 3 MMC Guidelines 2016

A medicalpractitioners obliged to disclose
Informationto the patientand to warn the
patientof materiakisks beforetakingconsent
Failureto obtaina p a t | censenty gisclose
materiatisksmaybe interpreteds a failureof
the standaraf careresultingn a disciplinary
iInquiryby the MedicalCouncilor mayevenbe
construecasa breachof dutyof careandlegal
actioninstituted
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Theref or eeé

Consent needs to be
iInNformed In nature

Consent SHOULD NOT BE
in @ Form only




To be EFFECTIVE, CONSENT NEEDS
TO BE LEGALLY VALID...

e Requirements

e a. Mental competencel reachthe age of
majoritynotmentallyncapacitatadableto have
sufficieninderstanding

e h. OwnfreewillT noduressunduenfluence

e c. Sufficient information of the proposed
treatment— consent must be real, must be
Informedn naturenotjust® 1ah o ronty
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Consent must be real - There must be
Sufficient Information given

® Real consent means consent must be

INFORMED IN NATURE

® The violation of the right to informed consent
triggers a “claim” by a patient

® The law has given patient independence,
autonomy and self-determination — patient has a

right to determine whether or not to undergo
any medical procedure.

®To do this, patient needs to know what
they are consenting to.




The Doctrine of Informed Consent

e embodies the general principle that a person has
a right to determine whether or not to undergo
any medical procedure.

e |t Is the patient who should decide what
treatment, if any, he or she should undertake.

e The violation of the right to informed consent
triggers a “claim” by a patient

Re T (Adult: Refusal of Medical Ireatment) (1992), Lord
Donaldsedl hdawrequirdéisatanadulpatienvhosmentalgnd
physicalbapabtdexercisiaghoiamustonseifitmedictleatment
ofhimisto belawfué Treatingimwithouhisconsent despii@
refusalfconsemtll constitute the civil wrong of trespass tothe
persandnaygonstituderime
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Definition of Informed Consent

e Bl a da&wdDsctionaryAbridgedTenth Edition,the term
Al nf cwrome dean e examinedas i per s o]
agreementto allow somethingto happen, made full
knowledgeof the risks involved and the alternatives
Fromthemedicaperspectivéhephrasdéi i n f @ o nmsesal n
definedas “ g a t 1 lenoming choice about a medical
treatmentor procedure madeafter a physicianor other
healthcareoroviderin the medicalcommunitywould give
to a patientregardingthe risks involvedin the proposed
treatmenbr procedure




e to promote Iindividual autonomy. Meisel
stated that the doctrine of informed consent
“‘protects the patient’s right to determine
his or her destiny in medical matters; it
guards against overreaching on the part of
the physician; it protects his [the patient]
physical and psychic integrity and thus his
privacy, and it compensates him both for
affronts to his dignity and for the untoward
consequences of medical care.”
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How much information to be

given?

eThe legal Issues that
surround provision of
Information centres on how
much Iinformation to impart
to the patient so as to make
It sufficient under the law.




INFORMED CONSENT - HISTORICAL

BACKGROUND - AN OVERVIEW




Position in the United States

e Schloendorffs Societyof NewYorkHospital(1914-n [ e ] v
humanbeingof adultyearsand soundmindhas a rightto
determine/hatshallbe donewithhisownbody anda surgeon
who performsan operationwithout his p at |1 eonsent s
commitsanassaultfor whichheis liablein damages

e Salgov Leland StanfordJr UniversityBoard of Trustees
(1960 -[a] physiciafwouldyiolatenis dutyto his patienand
subjectdimselto liabilityf he withholdsiny factswhichare
necessaryo formthe basisof an intelligentonsenty the
patientotheproposetreatment..full disclosureof facts|is]
necessarnyto an informedconsent— and the questionsof
whatrisks oughtto be disclosedwas a matterof medical
judgment
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Canterbury v Spence (1972)

- N pspectorthep a t irightoftsadfdeterminatiaona

particulatherapydemands standarget by lawfor a
physiciamatherthanonewhichphysicianmayor may
notimposeaiporthemselves

- thedoctormustdiscloseall* ma t eisks irdnérent

In aproposedreatment

pat iItesh+ "fja] risk is thus materialwhen a

reasonablgerson,in what the physicianknowsor

shouldknowto bethep a t pesnidnwosidoe likely
to attachsignificancéo the risk or clusterof risksin

determiningvhetheror not to foregothe proposed
therapgi exceptiortherapeutigrivilege

- the questionis to be determinedby the “ pr u d ¢
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What is “material” risks?

What is “material” is to be determined by

the “reasonable prudent patient

test” — would reasonab.

e prudent

patient with the patient’s C.

naracteristics

find the risk “material”



http://rds.yahoo.com/S=96062857/K=medical+negligence/v=2/SID=w/TID=YS64_81/l=II/R=1/SS=i/OID=e2b82c02dbd7970c/;_ylt=A0Je5x_iruVDmDIAhQiJzbkF;_ylu=X3oDMTBwNDc5MHFqBHBvcwMxBHNlYwNzcgR2dGlkA1lTNjRfODE-/SIG=1deumvume/EXP=1139212386/*-http:/images.search.yahoo.com/search/images/view?back=http://images.search.yahoo.com/search/images?p%3Dmedical%2Bnegligence%26ei%3DUTF-8%26x%3Dwrt&w=135&h=135&imgurl=www.california-malpractice-attorneys.com/images/medical.jpg&rurl=http://www.california-malpractice-attorneys.com/medical_malpractice.html&size=6.2kB&name=medical.jpg&p=medical+negligence&type=jpeg&no=1&tt=2,982&ei=UTF-8

s

Defenceof
“t herapeuti c pr |

e Thisexceptioallowghedoctoto withhold
iInformatiofnromhispatientoncerningsks
of proposedtreatmentif it can be
establishedy meansof medicakvidence
that disclosureof this informatiorwould
pose a serious threat of psychological
harmto the patient

™~
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Position in England

e Sidawayv Board Governorsof Bethlem (1985 (a
progenyof Bolam i Houseof Lords- [a] patientmay
makean unbalancegidgmenbecausée is depriveaf
adequateinformationA patientmay also make an
unbalancequdgmentf he is providedwith too much
Informatioandis madeawareof possiblilitiewhichheis
not capablef assessingpecausef his lackof medical
traininghisprejudicesrpersonality

e Doctorsneed only to tell their patients what other
doctors think The standardof disclosureis to be
basedon medicajudgment

e The doctrineof informedconsenthas no placewithin
Englishaw




What is “material” risks?

What is “material” is to be
determined by the “reasonable
prudent doctor test” — what

other doctors think should be
“material”



http://rds.yahoo.com/S=96062857/K=medical+negligence/v=2/SID=w/TID=YS64_81/l=II/R=31/SS=i/OID=8469f357e528921e/;_ylt=A0Je5mfQr.VDzWUBlQ6JzbkF;_ylu=X3oDMTBxMHU3aWthBHBvcwMzMQRzZWMDc3IEdnRpZANZUzY0Xzgx/SIG=1cnq9q7ba/EXP=1139212624/*-http:/images.search.yahoo.com/search/images/view?back=http://images.search.yahoo.com/search/images?p%3Dmedical%2Bnegligence%26ei%3DUTF-8%26b%3D21&w=150&h=150&imgurl=lawyers911.com/images/medicalmalpractice.jpg&rurl=http://lawyers911.com/medical_malpractice_surgery.htm&size=9.1kB&name=medicalmalpractice.jpg&p=medical+negligence&type=jpeg&no=31&tt=2,982&ei=UTF-8

SidawayOverruled

eUK Law of Consent finally
embracesthe prudentpatient
standaraé

eMontgomery v Lanarkshire
HealthBoard[201% UKSCIl1




“Doctor’s duty of care takes its precise
content from the needs, concerns and
circumstances of the individual

patient”
‘PATIENTS ARE NO LONGER PASSIVE
RECIPIENTS IN MEDICAL CARE”

— LORD KERR AND LORD REID IN MONTGOMERY V LANARKSHIRE
(2015)




Position Iin Australia

e Rogersv Whitake(1992 -TheHighCourfudgesefused
to apply the Bolamtest and in doing so separated
themselve$rom the leadingHouseof L o r chge sf
Sidaway

e TheirLordshipgeltthatthedecisiom Sidawayvasboth
confusedand discordantThe High Courtcameto the
conclusiorthat the Bolam test cannotbe usedto
determindhe scopeof the d o ¢ tdoty obdsclosure
becausdherewasa fundamentadifferencebetween
diagnosisand treatment and the provisionof advice
andinformation




s

3 features about duty to warn

- Indiagnosisandtreatmentp a t | relamargisahs

t bat | nrbutianis limitedto the narration

of symptomsand relevanth | s t -che ig just a

r

ecipientofthed o c tempertiss

- The provision of Information merely involves
communicatiakills whicharenotexclusivéo medical
practitionersand thereforegcan be judged by non

medicalbeople doctodoesnotneedspeciaskillto be

ableto discloseherisksbutrathercommunicatirsgill

t

t

natwillenabléhepatientoapprehenkissituation

nerapeutrivilege

- Thed o c tdaty ob disclosuras subjectedo n t h e

/




The Decision - Rogers

- TheHighCourconcludethat,withregardo negligencéhe
scopeofad o ¢ dutyofdisslosures.

- o warn a patient of a materialrisk inherentin the

proposed treatment a risk Is material if, In the

circumstancesfa partlcularcase a reasonablep)ersonln

thep a t | pestionif svarnedof therisk, wouldbelikely
to attachsignificanceo it orif the medicapractitionés or
should reasonablybe awarethat a particularpatient if

warneaftherisk,wouldelikelyto attactsignificand®it or
If the medicapractitionas or shouldreasonablipe aware
thattheparticulgpatientif warneaftherisk,wouldoelikely
to attachsignificanceo it. This is subjectto therapeutic
privilege”




Reasonable What a reasonable patient
Patient would want to know and
would likely attach

significance to it

Dol What the particular patient
Patient you aretreatingwould wantto
know and would likely attach

significanceto it




The Legal Developments of
Informed consent in Malaysia

x C o u patemadist@pproacim the majoritypf medicahegligence
casessincel96@.. followingcloselyEnglishjudicialdecisions

x A changan thejurisprudentidndscapen the law on informed
consenwhenthe FederaCourtiabandonetheBolanprinciplein
relatioiod o ¢ tdudyto dissloseisksin medicalreatmenh the
caseofFooFooFioNav DrSooFookMun& Anor(2007.

x  The adoptiorof the reasonabl@rudentpatienttest set forthin
Rogers v Whitaker has made medicalpracticeand opinion
amongsteverabtherfactordo betakenntoaccounin settinghe
standardfcarefordutytowarn




e Therecentrulingof the FederalCourtin
FooFio Nav Dr Soo FookMuné& Anor
[2007 1 MLJ593 has decideahat the
Bolanpriniciples nolongerto be applied
tod o ¢ dutyto dissloseisks

e The test enunciated in Rogers v
Whitakerwouldbe® anoreappropriate
and a viable test of this millenniund




Federal Court.....

e “the BolanTesthas no relevance to the duty and
standard of care of a medical practitioner in providing
advice to a patient on the inherent and material risks
of the proposed treatment. The practitioner 1is
duty bound by law to inform his patient who
is capable of understanding and appreciating
such information of the risks involved in any
proposed treatment so as to enable the
patient to make an election of whether to
proceed with the proposed treatment with
knowledge of the risks involved or decline to
be subjected to such treatment.”




e
Dr Ismail Abdullah vPohHui Lin

(Administrator for the Estate of Tal\moi @
Ong AhMauy, Deceased)2009)

e fe .in whichthe courtaffirmedhatthe decisiorof
theFederaCourin FooFioNav DrSooFookMun
& Anor representsthe law in determiningthe
standardof carefor d o c t duty to disclose
risks in medicaltreatmentindthe materialityor
nonmateriality of a risk under the test
enunciatedoy Rogersv Whitakerrequiresot
just expertevidencebut other factorsthat are
relevantiothecircumstance$thepatiend

-




e

Zulhasnimar bt Hasan Basri & Anor v Dr
Kuppu Velumani P & Ors [2017]

e Raus Sharif CJ: “Different consideration ought to apply to

the duty to advise of risks as opposed to diagnosis and
treatment. That duty is said to be noted in the right of self-
determination. As decided by the Australian High Court in
Rogers v Whitaker and followed by this Court in Foo
Fio Na, it is now the courts’ (rather than a body of
respected medical practitioners) which will decide
whether a patient has been properly advised of the
risks associated with a proposed treatment. The
courts would no longer look to what a body of respectable
members of the medical profession would do as the
yardstick to govern the standard of care expected In
respect of the duty to advise.”

™~




p at I teshwhich was introducedin the United
Statescaseof Canterbury Spence(1972 464F 2d
/72andlateradoptedn the Australiancaseof Rogers
v Whitake(1992175CLR479

The Reasonable Prudent
PatientTest




The Standard of Care demanded by Rogers v
Whitaker

e The standard to be observed by medica
practitioners will no longer be determinec
solely or even primarily by medica
practice as there will no longer be a
conclusive force to medical opinion.

e |t Is for the courts to judge what standard
should be expected from the medical
profession taking Into account not only
medical opinion but other relevant
factors surrounding the circumstances

of the patient.

-




X X X X

Medical opinion no longer
conclusive..other factors surrounding
circumstances of the patient need to
be taken into account...

nelikelihoodandgravityof risks
nedesireof the patientfor information
nephysicalandmentahealthof the patient

ne need for treatment and alternatives
available

x Medicapracticeatthetime

Natureof the procedure— whetherroutine or
complex

™




PROVISION 3 — MMC GUIDELINES
2013

e The medical practitioner must inform the patient,
INn a manner that the patient can understand,
about the condition, investigation options,
treatment options, benefits, all material risks,
possible adverse effects or complications,
the residual effects, iIf any, and the likely
result iIf treatment is not undertaken, to enable
the patient to make his own decision whether to
undergo the proposed procedure, examination,
surgery, ortreatment.




Risks that were considered to be
‘material’ in selected Malaysian cases

* Foo Fio Na v Hospital Assunta & Anor [2007] 1 MLJ 593 - The risk of
paralysis in a spinal cord operation was considered to be a material risk of which
the patient should have been warned.

* Lechemanavasagar a/l S Karuppiah v Dr Thomas Yau Pak Chenk &
Anor [2008] 1 ML] 115 — The risk of esophageal perforation on the upper
part of the esophagus is a material risk that needed to be warned before
undertaking the surgery to remove the fishbone.

® Dr Ismail Abdullah v Poh Hui Lin (Administrator for the Estate of Tan
Amoi (@ Ong Ah Mauy, Deceased) [2009] 2 ML]J 599 - The deceased patient
needs to be informed of the risks of acute pancreatitis and acute
respiratory distress syndrome (‘ARDS’) in a procedure to remove the stones
by the endoscopy method (ERCP) failing which he will undertake an operation
called cholecystectomy. However, the defence of therapeutic privilege in not
warning the patient of any material risks in the operation can be applied in a life-
saving operation.




Material Risks...Continue

* Hasan bin Datolah v Kerajaan Malaysia [2010] 2 ML] 646 — Risk of
paralysis was a material risk in both surgical procedures, namely, a
fenestration and a laminectomy.

* Norizan Bte Abd Rahman v Dr Arthur Samuel (2013) MLJU 81 — The
risk of uterine rupture if the procedure to terminate pregnancy was done
simultaneously with the insertion of an intrauterine contraceptive device
(‘IUCD’) in a single procedure was material and must be informed to the
patient.

* Abdul Razak Dato Abu Samah v Raja Badrul Raja Zeezaman [2013]
10 ML] 34 — The risk of aspiration that could materialise if the surgery was
undertaken without emptying the stomach content through the insertion of
Ryle’s tube needed to be informed to the husband of the deceased patient who
would have persuaded his wife to subject herself to the Ryle’s tube procedure.




e

Lechemanavasagar a/l S Karuppiah v Dr
Thomas Yau Pak Chenk & Anor [2008]

o After accidentally swallowing a fish bone, the plaintiff

went to see the first defendant, an Ear, Nose and
Throat (‘ENT’) specialist. The first defendant
recommended for an operation which was performed
on the same day the plaintiff came to see him. After the
operation, the plaintiff suffered esophageal perforation
on the upper part of his esophagus and his lung
became Infected due to the perforation and almost
collapsed. An emergency chest operation was
performed by the first defendant to control the infection

and to prevent total lung collapse.




The Claim

e That the first defendant did not warn that the
operation to remove the fish bone would be a
highly risky one as the plaintiff was informed
that the operation was a simple one and that he
would be able to return home a few hours after
the operation. He agreed to undergo the
surgery to remove the fish bone and did not
even inform his family about it as he was under
the impression that it was a simple surgery.




The Decision

e Adoctors notdischargingisdutiesf hefailsto explain
the risk to the patientto enablethe patientto electto
proceedviththetreatmendr not Asthefirstdefendant
hadtestifiedhathe hasexplainetherisksto theplaintiff
whichwasnotedin his clinicahotesthe courtaccepted
thatihis evidencen the explanatioto the plaintifthat
the operationwas a high risk tallies with the
contemporaneousocumentin his notes when his

operationotestated w aforestphageql e r f oir at

1stdefnotliable

/
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Dr Hari Krishnan & Anor v Megat Noor Ishak bin
Megat Ibrahim & Anor and another appeal [2017]

e Pffhada giantretinakeari recommended Dr Hari,KlinikPakar
MataDr HariT advisedo undergaetinaldetachmerdperatiofi
afteroperatiopffcomplaineof continuougsainandstrongressure
in his operateceyei uponinspectiodr Hariadvisedfor a 2nd
operationas uponphysicaandvisualinspectiomhe retinaof his
righteyehadfoldedor partiallgetached Pffrequesteébra scan
confirminthisas hisvisiorhadimprovedoutwasinformedhathis
Improvedisionis onlytemporarnandwill subsequentlyorsen
Afterthe 2nd operationpff experiencedeverepain, continuous
bleedingndtotallossof visioni as his retinawasbadlyuprooted
witha lot of internabloodclotting eyecouldnotbe savedhaving
beerdrenched bloodormorghan25days

- /




The Aftermath of the 2" operation...

o PffsufferedupraChoroiddiaemorrhag®&CH)eadindo severanjuries
andlossofvisioraftera 2ndoperationnhisrighteye

e Pff claimhe wronglyadvisedto go for the 2nd operatiorwhichwas
unnecessarfailingo warnof materiatisks andadopte@ wrongmethod
Intheprocedurerhichaggravatettheconditian

e OneoftheissueantheFederaCourtwasontheifiailureto adviseand
warn the patient on the risks of bucking under anaesthesiaand
blindnesan thesecondoperation

e Claimwasmadeagainsthe anaesthetishathe failedto interviewhe pff
priorto the2ndoperatioin failedo monitopffclosely thewearingfthe
muscleelaxandrugwhichcausedhebucking

e Thebuckingouldhavebeenavoidedbypropemonitoring




Judgment - The Federal Court in Dr
Hari Krishnan...

e TheFederaCourapprovetheCourbfAppealindingshati t theduwtyto
explaimiskss specificn naturethe Consentorm,signedby the Plaintiff
prior to the operationand reliedupon by Dr HariandDr Namazieonly
containedyeneralprecautionghatthe operationnvolvesrisks. *

e FurtherneitheDr Harinor Dr Namazievarnedhe Plaintifbf the risksof
buckingand blindnessat any materialtime In the circumstances
reasonablepersonin thep a t | mositiori weuld be likely to attach
significanceto it. We further note that in relationto this particular
patient,giventhatthe Plaintiffthaspreviouslyrequestedor scansto be
conductedand enquiredon the needfor the operation|t is apparent
thatthe Plaintiffwouldattachsignificancao warningsof suchrisks. As
suchweconsidesuclrisksobematerialiskanthe2ndOperatian




THE DECISION...Dr Hari Krishnan..

t
C

The anaesthetisthat Dr Namazieneverinterviewethe Plaintiff
priorto the 2nd Operatiomffnevemeardof thewordo b u @fk 0
mustbe interviewedvhenhe is fully awakeand not underthe
Influence of drugs - Basedon the evidenceDr Hariand Dr
Namazi@avefailedo explainherisksof buckingndblindnesto

nePlaintiffTheyweretherefor@egligenfiornotdoingso, thereby
epriving the Plaintiff of the chanceto make an informed

C

ecision as to whetherto proceedwith the operationor

{ otherwise

1




The Importance of

Individual Autonomy

..and the fact that have they
been properly informed so that
they can make an informed
choice....has been apparent in
judicial cases after 2007




Norizan v Dr Arthur Samuel
(2013)

Cc Pff and her husband requested for termination of
pregnancyand insertion of contraceptivedevice in a
singleprocedure

C Defendantgreedto carry out the procedurebut did not
iInformof therisksinherentn performingoothprocedures
atonce

C Duringthe proceduredefperforatecheruterus. required
emergencyysterectomy

C Pffandherhusbandclaimedwouldnot haveproceededf
] hadknownabouttherisks Il




The choice was theirs...and

they needed information...

C Therewasanincreasedskofperforatiooftheuterusgdue
top f grevisupregnanciemdterminatioofpregnancy
C If they had knowe they wouldhave optedfor a safer

methodratherthan goingfor D&C and IUD in a single
procedure

C By failing to inform the risks, they were denied of
consideringptheralternativesvailable

L
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The Importance of Patient
Comprehension

Gurmit Kaur a/p Jaswant
Singh vTung Shin Hospital &
Anor [2012] — High Court KL




Facts of the Gurmit

e Plaintiffi 38 year old motherof 4é sought
treatmerftrom1st defhospital"d defconsultant
O & G to removecervicapolypi agreeado the
surgeryoremovehepolyp

e Duringthe followup treatmentliscoverethata

hysterectonwasconstructeohherandshewas
unabléohaveanymorehildre.




The Claim

e The 2nd def failed to procure a legally valid
consent for the hysterectomy — the pff did not
understand the nature of the operation done
and did not actually consented to the

hysterectomy even though she signed the
consent form.

e The 2nd def also submitted that the
hysterectomy was medically indicated to treat
her heavy and painful menstrual period.




The Decision

C The fact that the pff was shocked when she was told
that she can no longer have any children as
hysterectomy was done on her showed that she had
not fully comprehended the nature of the surgery.

C The plaintiff did not request for hysterectomy and
there are other available options.

C Hysterectomy should had been offered as an option
only if the pff had completed her family.

C Her husband was not asked to sign the consent form
even though he was waiting outside.

L




Continuation...the decision

e |t was not enough for the 2" def to proceed with
the operation just because the pff had signed the
consent form.

e Failure to call nurse who witness the signing of
the form — sec 114(g) of the Evidence Act 1950
—judgment may be decided against the 2nd
def.

e Ist def not vicariously liable as 2" def is a
freelance and independent consultant

e Pff awarded RM120,000.00 for loss of uterus,
Inability to conceive, injury and pain and
suffering.




Going beyond individual autonomy

The Importance of Spousal
C 0 n s @aat justlimited to iIssues
affecting reproductive rights of
oo ftlr it o AR o 1= UE AE ARAOHIRE <Ml

L 1%




AbdulRazakbin Datuk AbuSamahv Raja
Badrul Hisham RajaZezemanShah[2013]

e Facts Deceased 71 year old T abdominal
pain.vomitting hadintestinadbstruction

e Was admittedto TemerlohHospital but later
transferret HKLundethecareof 15t Def

e D e c e ahsishbah@newthelstDefpersonally

o 15t Defawayattendingonference herequestedis
surgicaltraineeto insertRy | tabe ® pumpout
stomacfhiuid




AbdulRazak..

e Patientrefusedas the insertiorcausedher discomfort
whichwasrecorded

o IstDefcalledd e ¢ e ahasbamdhatdeceasedeeded
Immediate surgerg consented but no risks was
mentione@boutthe importancef insertinghe Ry | e
tubebeforeheanaesthesiwasadministered

e After administering the anaesthetic, deceased
regurgitatecd large amountof stomachfluid which
enteretherlungs,causingespiratorfailureanddeath
thenextday

/




Decision

e Ist Def and 3 & 5t Defs (Anaes)...were helo
liable  for failing to advise the deceasec
adequately and sufficiently of the inherent and
material risks of proceeding the surgery anc
anaesthesia (risk and death from aspiration)
without the insertion of the tube and emptying
the stomach content.

e Also liable for failing to advise the deceased’s
husband, the pff.




e

The Importance of Spousal Consent

e Although the consent form did not require the
consent of the pff but the pff needed to be
Inform on the risks when the deceased refused
the insertion of Ryle’s tube.

e The pff's involvement in the decision making
was obvious from the start when the 15t Def
called the pff personally to inform that the
deceased require immediate surgery.




The IMPORTANCE OF SPOUSAL CONSENT IN
Gurmit Kaur v Tung Shin Hosp (2012) & ABDUL
RAZAK V Raja badrul Zeezaman (2013)

Spousalconsentwas held to be necessary

whe@

1. Theissueconcernsthe reproductiverights
of bothparties

2. Thespousewasdependenbn the otherto
make the decision as In this case the
deceasedvas dependenbn the husbandto
makethenecessarylecisiondor her.

14




Informed Consent is not just a

principle

ITISAPROCESS whi ch starts
the doctor and patient discusses the proposed
rir sks, benef @apracesawhith
require(l) disclosuref pertineninformation,

(Ilcomprehensioand (i) voluntary agreement.

1




A

There are obviously barriers to obtaining
the optimal process in procuring
informed consent

¢ Age

C Education

C Character

C Religious Background

C Cultural Influences

™




Efforts made by the Ministry of

Health

X Upgrading of the consent form has been
done by MOH recently in 2014...to take
Into account the legal developments

X Introduction of a new Consent
Guidelines by MMC in 2013 and 2016




New Consent Form

HOSPITAL

CONSENT FOR OPERATION / PROCEDURE

consent
(A) *to undergo the operation(s)/ procedure(s) of
(B) *to the submission of my child/ ward,
to undergo the operation(s)/procedure(s) of
under (type of anaesthesia)

| also consent to any additional or alternative operative measures / procedures as may be found
necessary during the course of the above mentioned operation(s) / procedure(s) and to the
administration of general, local or other anaesthesia for any of these purposes.

No guarantee has been given to me that the operation / procedure / anaesthetic care will be
performed by any particular practitioner.

L O —— . Note: If any-other the person gives his/her
Relationshilp: (Patient/ Parent/ Guardian) consent as a guardian, his/her relationship with
IC/1D No. :_______::::::::::: the patient should be given- stated below

Date B e s e his/her <ignatiire

Witness: Interpreter (if needed):

Sigabuns ¥ o oo oo SIS e e e
Name P IC/IDNo. :_ _ _ _
IC/IDNo. :_ _ _ _ Date  :_ _
Post Designation: _ _ _ _ _ _ _ _ __ _______

Date

I confirm that | have explained the nature, purpose and potential risk(s) of this operation(s) /
procedure(s) to the *patient / parent / guardian who indicated has verified his/her understanding to
me. | have given the patient/ parent/ guardian an opportunity to ask questions and | have answered

’

_/



Patient Information Sheet

HOSPITAL

Name of patient:
IC/ID No.
Date

2 9

fn e @M

| have read additional explanatory note(s) provided (if any). | fully understand the explanation given

litional explanatory notes (if any), and also understand the reasons, consequences and risk




e

Malaysian Medical Council Consent
Guidelines adopted in 2016

® Example....Provision 14...The medical practitioner should

assist the patient to understand the material provided
and, 1f required, explain to the patient any information
that he or she finds unclear or does not understand. The
medical practitioner must atford the patient the opportunity to read
the material and raise any specific issues of concern either at the
time the information is given to the patient or subsequently.

The medical practitioner must ensure that any pre-prepared
material given to the patient is current, accurate and relevant to the
patient.

If such pre-prepared information material does not disclose all
“material risks” either in general terms or otherwise, the medical
practitioner must provide supplementary information on such
“material risks” as are not disclosed, verbally. The likelier the
risk, the more specific the details should be.

/




'

R

Provision BMMC Guidelines 2016

e [t is generalljacceptedhatconsento befi v adhauldbe n i n f ;aheme

requirementerobtainingalidconsendre

.. It mustbe givenbya persorwith legalcapacity andof sufficienitellectual
capacityo understantheimplicationsf undergointiheproposegrocedure.
It mustbe takenin a languagewhichthe personunderstandsiii. It mustbe
giverfreelyandvoluntarily andnotcoercedrinducedbyfraudordeceitiv. It
mustcover the procedureto be undertakernv. The personmusthavean
awarenessind understandingf the proposegrocedurend its knownor
potentialrisks. vi. Thepersomustegiveralternateoptionstotheproposed
treatmendr procedurevii Thepersormusthavesufficienbpportunityp seek
furtheretailsor explanatiorsboutthe proposedreatmendr proceduteviii
Theremustbe a withess/interpretewyho maybe anotheregisterethedical
practitioneor a nurse whois notdirectlyinvolvedn the managememif the
patiennhorrelatedo thepatienbrthemedicapractitionear anysuchperson
whocanspeakthelanguagefthepatientto attesto theprocessiuringaking
oftheconsent

/




Patients are the ultimate rulers and
they must decide whether to have a
procedure when all the risks are laid
out.

D5, Rollins Hanon (former
president Amsrican &ollege pf
SWgeons)




Cases where consent is not necessary

e Personswho are unable to give valid consent:

Incompetent patients & those who are temporarily
unconscious, permanently unconscious through disease,
trauma, injury, mentally handicap and children (require
parental consent).

**Defence of Necessity 0 Violate one right to protect
another right in urgent situations of imminent peril

Lord Bridge in Fv West Berkshire Health Authority or
Re F (Mental Patient: Sterilisation) [1990 :0t r eat
which Iis necessary to preserve life, health and well -
being of the patient my lawfully be given without
consent.o




**Defence of “therapeutic privilege”

*This exception to the ‘reasonable
prudent patient test’ above — it allows
the doctor to withhold information from his
patient concerning risks of proposed
treatment if it can be established by means of
medical evidence that disclosure of this
information would pose a serious threat of
psychological harm to the patient and
detrimental to patient’s health.




MORE INCOMPETENT PERSONS

a. Children
b. Mentally handicapped




e CHILD/MINOR

e Ageof Majority Act 1971 : Section 1: A person unde
age of 18 .

e ChildAct 2001: Section 2 : A Person under the age (

e Legallyjncompetent to give consent and decide on v
medicalreatmenREQUIRE PARENTAL CONSENT.

a. CHILDREN




-

™~
In the event there Is a conflict betwee

parentseProvi sion
2016

e TheLawReformMarriag& DivorceAct1976makest
clearthateachparenthasfull responsiblilityfor eachof
his/herchildrenwhois underl8yearsof age Parental
responsibilitg not affectedby changedo relationships
(Le. If the parentsseparate) Each parent has the
responsibilifgr his/herchild'snvelfareunlesshereis an
agreemermra Courhasmadeanordetothecontrary

e Thismeandhatthe consentof eitherparentto his/her

child'smedicakreatments usuallysufficient
/




™~
Provision BMMC Guidelines 2016

e [f a minomresentsvithan adultotherthana parentthe
attendingnedicapractitioneshouldattempto ascertain
thea d ureldatianshio thechildandwhethetheadults
thec h | duardas- In instancesvherethe attending
medicapractitionas unabldo adoptthe aboveattempts
In ascertainintpe relationshipf the accompanyirapult
tothechildhe or sheshoulddeferthetreatmentunless
It Is an emergencyife-threateningsituation,or follow
theproceduressforamedicaemergency




Within the deﬁnition of “Child in
need of Care and Protection”

under Child Act 2001




Child in need of Care and
Protection 0 Child Act
2001

e Section 17 1 meaning of child in need of care
and protection includes (f) the child needs
to be examined, investigated or treated.

i) for the purpose of restoring or
preserving his health;

(ii) his parent or guardian neglects or
refuses to have him so examined, investigated
or treated.




0 B E SNTERESTS OF ACHI LDO®
A child who iIs in need of medical
treatment will fall within the ambit of
this provision and parental consent is
not needed if the child is in need of
treatment to restore and preserve his
or her health .




e

Temporary Custody

® Section 18 - if a child is believed to be
on reasonable grounds, in need of care
and protection (including medical
examination and treatment), a child
can be taken into temporary
custody by a Protector or a Police
officer.




e

When is Consent of ‘Parent and Guardian’ Not
Necessary

e Where there is an immediate risk to the

health of the child certified by doctor In
writing 9o the consent of the parent or
guardian or person with authority to
consent IS not necessary .

e The protector may authorize the medical,
surgical or psychiatric treatment that is
considered necessary . d Section 24(3)

™~




4 R
Situation of Emergency

e A situation of emergency does not confer an absolute
power to consent to the Protector. The pr ot ect ¢
power to consent Is subject to the following
circumstances

e (1) that the parent and guardian or person with authority
to consent has unreasonably refused to give consent or
abstained from giving consent ds24(3)(a)

e (i) the parent or guardian or person with authority to
consent is not available or cannot be found within
reasonable time 0s24(3)(b)

e (i) the protector Dbelieves on reasonable grounds that
the parent or guardian or person with authority to
consent has ill-treated, neglected, abandoned or
exposed or sexually abused the child ds 24(3)(c)




Provision BMMC Guidelines 2016

 Amedicaémergencig definedasaninjuryorilinesghatis acuteand
poseanimmediatasktoa person'sfeorlongtermhealthConsens
notrequiredn emergenciagherammediateeatmens necessaro
savean adultp e r slite ordospreventseriousinjuryto an adult
p e r snenmrediadandlongtermhealthwherghepersons unabldo
consentsubjecto therebeingno unequivocavritterdirectioroy the
patientothecontrarngrwherdheras norelativeranylegalguardian
availablercontactabl@uringhecriticaperiodogiveconsent

e In suchcircumstances, consensusf the primarysurgeonwhois
managinthepatientaindanotheregisteregdractitiones obtaineand
thesurgeosignsa statemerstatinghatthedelayis likelyto endanger
thelife of the patientTheregisterethedicapractitionenustcosign
theconsentorm

) J




No Liability Incurred

e Section26 furtherprovidesthat evenif the
medicaéxaminatioor treatmendf thechildis
madewithout the consentof the parentor
guardianor personwith authorityto consent
butinsteadviththe consenof the protectoor
policeofficerall who are involvedincluding
the Protector,the Policeofficer, the Doctor
and all personswho assist the doctor will
notincurliability,




MENTAL INCOMPETENCE

b. MENTALLY
DISORDERED
PATIENTS




How to assess?

- v WestBerkshirédealthAuthority1989, where
_ord Brandonndicatedhat the issueis whether
natientsare able to understandhe natureand
ourpose of the care This probablyinvolves
appreciatinghatwilloedonetothemf theyaccept
treatmenthe likelyconsequencesf leavingheir
conditiomntreatedndunderstandingerisksand
sideeffectehatthe healthprofessionaksxplairto
them




Re MB(1997) - Test for incompetence

* First, the patient must be able to comprehend
and retain the information, which is material to the
decision, especially as to the likely consequences of
having or not having the treatment in question.

* Secondly, the patient must be able to use the
information and weigh it in the balance as part of
the process of arriving at the decision. The level of
understanding that is required must commensurate with
the gravity of the decision to be taken, more serious
decisions requires greater capacity.




How to assess under MHA 20017

* Whetheor not,the patients capablerincapable
to give consent, section 745) requiresthe
examiningpsychiatristo considerwhether,the
patientunderstandshe conditionfor whichthe
treatmenis proposedhe natureandthe purpose
of the treatmenthe risksinvolvedn undergoing
and not undergointhe treatmenand whethelor
nothisabilityto consents affectedbyhiscondition




MORE ON WHEN IS CONSENT NOT
NECESSARY




Provision 5 - MMC Guidelines
2016

* Consent of the patient may not be
required for any treatment that may
be ordered by a court of law, for
example, an order for the specific
treatment of a minor, or a patient
on life-support.




STATUTORY
EXCEPTIONS

IF provisionefthestatutaequireghe
personto submitto any intervention
undethelaweé .hehastocomply

Examples




- Road Transport Act 1987 - -

Section45C.
Provision of specimen for analysis

® (1) In the course of an investigation whether a person has
committed an offence under section 44 or 45 involving
intoxicating liquor or under section 45A a police officer
may, subject to the provisions of this section and to

section 45D, require him-

® (a) to provide two specimens of breath for
analysis by means of a prescribed breathanalyser;
or

° (b) to provide a specimen of blood or urine for a

laboratory test




Section 45D. Protection of hospital patient.

(1) A person who is at a hospital as a patient shall not be
required to provide a specimen for a

breath test or to provide a specimen of blood or urine for a
laboratory test unless the

registered medical practitioner in immediate charge of his
case authorizes it and the

specimen is to be provided at the hospital.

(2) The registered medical practitioner referred to in
subsection (1) shall not authorize a

specimen to be taken where it would be prejudicial to the
proper care and treatment of the patient.




e

Atomic Energy Licensing  Act

® Section 58 —Compulsory examination and
treatment of persons who were or might have been
exposed to ionizing radiation resulting from a

nuclear incident.

® A criminal offence if a person “refuses, fails or
neglects to submit for examination,
treatment, detection or observation.”




The Prevention and Control of
Infectious Diseases Act 1998

® Section 7(1)(b) — an authorised officer may “medically

examine any person” on board a vehicle entering Malaysia.

® Section 7(1)(c) -may take samples from such person
for determining “the state of health of such
person”.

® Section 7(3) —An authorised officer may order the infected
person or a contact be removed to a quarantine station and

detained therein for isolation or observation.




LEGAL IMPLICATIONS

eSection22- Anypersonwho

e(@) obstructs or impedes, or assists in obstructing or
Impedinganyauthorizedfficerin theexecutiorof his duty;

*(b) disobeys any lawful order issued by any authorized
officer,

e(c) refuses to furnish any information required for the
purposesfthis Actor anyregulationgnadeunderthis Act, or

e(d)uponbeingrequiredto furnishanyinformationunderthis
Act or any regulationsmade under this Act, gives false

Information,
commitsanoffence @~




Conclusion - Future Challenges

U Thedoctrin®f informedonsenis nota mereestablished
ideallegaltheorybutactuallya systematigorocessof a
twoway communicatiometweenthe doctor and the
patientin orderto obtainaninformeddecisionfromthe
patientasperrequirethylaw Theneedoee .

i Constartpgradingp Consenftorm

i Comprehensivéraining- Medical Educationi from
undergraduatemwards

i HandbookandToolkits




Thank youé

® If you need more details on medical law, please purchase my
books on

1. Nursing Law and Ethics”

2. Medical Negligence Law in Malaysia

3.Cases and Commentary on Medical Negligence
4. Law and Ethics relating to Medical Profession

® Email: nemie(@iium.edu.my

Dr Puteri Nemie Jahn Kassim [IlUM




