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Background

Respect of the patient's right to self
determination (autonomy), through informed
consent is considered the foundation of doctor —
patient relationship.

Despite the considerable development in health
infrastructure and human resources, a regular
practice of modern ethical standards has not yet
been appropriately established. So far the
country has failed even to reach a consensus
regarding informed consent. Frequently the
“consent for medical examination and
treatment” was looked from a paternalistic view
point, often only as a tool of defense against
litigation. Obtaining consent was merely limited
to getting any person, accompanying the
patient to hospital, to sign on bed head ticket
(BHT), next to a “stereotype” phrase: “No
property, consent for operation”. Usually no
doctors were involved in this process, a nurse,
receiving patient to the ward, write the phrase.
Patient information about the nature and
consequences of procedures or available
treatment options were often ignored.

The situation is being changed to the better.
Many doctors are exploring ways of obtaining
consent; formats are being designed by
individual clinicians. Incompleteness in view of
legal validity and unsuitability for use in
different situations were among many shortfalls
noted in those consent forms.

The purpose of this paper is to focus on practical
medico legal issues concerning consent and
clinical ethics and to propose a format which
may be appropriate and applicable in many of
the clinical scenarios for obtaining consent.
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Main Objective

The main objective was to design a suitable
format to obtain informed consent of patients for
various surgical, investigative and therapeutic
procedures in clinical practice.

Specific objectives

1. Identify the quantity and the quality of
information, that patients should be given
in order for the consent to be valid

2. Design a widely acceptable format to
obtain informed consent of patients for
various surgical, investigative and
therapeutic procedures in clinical practice

Ethical principles concerning the informed
consent

Patient consent is required on occasions where
the doctor wishes to initiate an examination or
treatment or any other intervention, except in
emergencies or where the law prescribes
otherwise (such as where compulsory treatment
is authorized by mental health legislation).
Consent may be explicit or implied. Explicit (or
expressed) consent is when a person actively
agrees, either orally or in writing. Implied
consent is when signaled by the behavior of an
informed patient. Implied consent is not
considered a lesser form of consent but it only
has validity if the patient genuinely knows and
understands what is being proposed

Failure to follow the recommended protocols
for obtaining meaningful, lawful consent is
unethical and can harm patients both physically
and psychologically.
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Interventions without obtaining consent can end
in either civil litigation or in rare cases, criminal
prosecution. A quality health care demands
more than mere technical proficiency, and
wherever possible it needs to allow for active
patient participation. This cannot be achieved in
an atmosphere of mistrust, or if patients feel that
what they think and say is of no real
consequence.

Consent s a process, not a one-off event, and it is
important that there is continuing discussion to
reflect the evolving nature of treatment. A
consent form simply documents that some
discussion about the procedure or investigation
has taken place. It is only an evidence of a
process, not the process itself.

The provision of sufficient accurate information
is an essential part of seeking consent.
Competent adult patients are entitled to refuse
consent to treatment, even when doing so may
result in permanent physical injury or death.
Compliance when a patient does not know what
the intervention entails, or is unaware that he or
she can refuse, is not 'consent'. Doctors must
respect a refusal of treatment if the patient is an
adult who 1s competent, properly informed and
isnotbeing coerced.

The doctor who recommends that the patient
should undergo the intervention should have
responsibility for providing an explanation to
the patient and obtaining his or her consent. In a
hospital setting this will normally be the senior
clinician. In exceptional circumstances the task
of reaffirming consent can be delegated to a
doctor who is suitably trained and qualified, is
sufficiently familiar with the procedure and
possesses the appropriate communication skills.

Any discussion, however, should be recorded in
the patient's medical notes.

Generally there is no legal requirement to obtain
written consent but in some cases it may be
advisable.
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Extent of patient information required for a
valid consent

The information that patients should be
provided with, includes,
Purpose of the investigation or
treatment, details and uncertainties of the
diagnosis,
Options for treatment, including the option
not to treat, explanation of the likely
benefits and probabilities of success for
each option the risks such as known
possible side effects,
Complications and adverse outcomes
including where intervention and/or
treatment may fail to  improve the
condition,
The name of the doctor who will have
overall responsibility,
A reminder that the patient can change his
or her mind at any time.

A careful balance needs to be struck between
what patients want to know and ought to know
(i.e. listening to what the patient wants and
providing enough information) in order that the
patient's decisions are informed

Introducing the proposed consent form

The proposed consent form is believed to be
appropriate for obtaining written consent from
patients for examination and treatment in
government hospitals in Sri Lanka. The
development of this format took more than 03
years of consultation and discussion with
different medical/surgical specialists attached to
Matale and Anuradhapura hospitals during the
period between 2008 and 2010.

Efforts had been made to make the form to be
complete and comprehensive while being
concise to be user-friendly.

Important information referring to
identity of the patient and nature of the
proposed intervention is included in the
given format.
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e Further it elaborates the areas of most
valuable concern in the discussion
leading to informed consent, though it
does not contain the concrete constituent
facts.

e The document guides both clinicians
and patients into their rights and
responsibilities.

(Singhalese/English and Tamil/English versions
of proposed consent form are given below.)

Since the amount of information which, doctors
should provide to each patient will vary
according to factors such as the nature and
severity of the condition, the complexity of and
the risks associated with the treatment or
procedure and the patient's own wishes, it is
simply impossible to design a universal
consent form carrying all necessary
information. As such this consent form needs
to be supplemented with provision of
information applicable to respective areas of
medical practice or disciplines, clinical
scenarios, individual interventions and
procedures. Good quality information leaflets
that patients can take away with them can be a
useful way of improving information provision
but these should not be seen as an alternative to
discussion.

Separate Sinhalese/English and Tamil/English

versions were thought to be justifiably
appropriate to use for any patient.
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edioE
Tl L Oumg)

Hospital

s DO o®) HecEBy cdhremns 6m) G8MO PRGE B dDEMOG JW® HOO.
eclaration of Consent for Surgical or Special Investigative or Therapeutic Procedure.

1. eOiBwed »® (BB®QLIMEESS)

Name Of Patient (IN TUI) S ..ottt ceeeee e et eeereeresasssanseeeeeeessssssssssssnnsnssssesesensnnnnnns
2. E)cses} goce | &6 4. oNC QOB cpoca} 5. 000
Age """""""" Male Fema|e BHT NO. ............... Ward ...............

6. aOexd» BEsDLIEE / Sesd8y cdhremed / SO PO SOMOG.
Investigative / Therapeutic intervention required e8 »® Sed®ens se®s wosS® / is to be performed
& Nature of the Surgical

.................................................................................................................................................................

.................................................................................................................................................................

7. 95D 0 6cHS DO @E ®EZDLOEE / DBy cbremed / IS0 PR FOBSMOT, Med ebiwwd
oSmo 500 scH O Dicrn® eSO, diBdom ) BLdScHed T BeSRO RS eodt MDD &) BoHERD)

ISR @ Rclc s R5 =) e B ARt e O 66 ET.
Explained me about the necessity, and importance of the above mentioned procedure in treating my
illness and possible risks and complications of such a procedure and anaesthesia.

8. ¥ SeBBy eedesdient 58 6P vwESDLEL / BB chremn / O8MO BRG WO VDD eEOSBedS T
@, emes §O¢ O DOE® BCcH Geam® @, 8HMOE s eedesDirn MBGE DO ER® O ©®
¢3®. I have never been promised that a particular doctor would do this procedure. However, I underst-
and that a doctor with necessary qualification, skill and proficiency would be attending to the procedure.

9. meidmon &) Be8® / Allergies and toxicity @oe emd» edes o) ¢®5». Delete inappropriate section)
9.1 &ed crned® ®Hdrd 0 e B8e adedOD P cReHM o) MNMOGE He) HETDPMOD ) Sedes
@0 38 . To the best of my knowledge I have never had any allergy or toxicity after taking
any drug or food
0.2 e RSN / PO VB B HBODMOD /
S8 @0 &8 8. I have experienced an allergic / a toxic reaction to following drug / food item
10 c®® ®EsobOw / B8 COFBHN®E / OSBMO PRG BEH) 600 BOHD B’ cedesdim / eme BeHd 8
ey coees neRHG DEED VOB, Dot eeaMde®s BonEMBS GrSdn &l PO O° £B8. u® coscHs
D08 8D 68 ®® & DO BESDLOG / S8y SVFBHMG / BMO BOG MOB BOBO e cia® OO
dw® e®®. I understand that I must strictly follow the instructions given by the Doctor / Nurse while
preparing for the procedure and I understand that any breach would result in complications. I undert-
ake the responsibility of informing of such breach if any before commencement of the procedure.
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11 9o 26®) 8ode @ 0 9 eents Ot DO £ PO, @0 &S BOE BHBD Wi SECD e OO
eOEN0s R RO, Med ®O® DRD ©IBOMO ©TOG Hid SEWd: EE OV wedSnm OB, 8 aad g™
BCcHs eesnben / dedBn cbremn / OS8O PR ©cH 08 gdediend uwd SBcwesd ® SONHDHO
ODOMO SEmO®

I certify that everything mentioned above was explained to me carefully and I was given the opportunity
to question and clarify all my queries to my satisfaction. Accordingly, I express my free and voluntary
informed consent for the above mentioned procedure.

eOiBmed aiea® }

Signature of Patient J  .eeeeeeiiiiiiiiiii
&8/ Attestation @BED/SIGNATUNE ...
DB/NAIME e e e e e e e
@8aw/Address } ................................................................................
eOIBMO &S PG
Relationship to the Patient J ecccceeerssrmmmmmmmmmiiiiiiiiiiiiiiiceeeeee

eedes Bend }
Medical Officer

................................................................................
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edimE
eIl L L QuTg)

Hospital

FHATBFmF olevevg G UFOFTHmen Dlevevd FHFMFSHETH ReMIHHID 19HfaldHe0
Declaration of Consent for Surgical or Special Investigative or Therapeutic Procedure.

1. Opmurefuies uwiy (wpuenowITs)

Name of Patient (in fUll) = oo e
2 . auuigl QUIGNT | S0 4. 311060 BevsHBID 5. e (G
Age J i Female| Male BHT No. } ............... Ward J ...............

6. sAwiL@h FEHATHOFmauls /| olOFL ufQersmenuisn /| HdFmaulst seemo Nature of the Surgical /
Investigative / Therapeutic intervention required. (gsmaug Siwaiwa“Emei Si0e0H LGH®W DBHBEL
SI060&! YLITHSSISH LB Qs oreas @GRilisamib) / please specifically state if removal of any organ
or part or any grafts is to be performed)

7. G puwy GPuILiu L gsArfdFmaular / ol10FL ufQFTHmenuiea /HdFmF (pepuler oeuduiipd
(WPSHBUWSSIQIUPID OBBID 1oWISEATWEIRNTED gBLL Saoul S FUTBHSeT LUBBIuD HemlodeT UBBILID eudaul
Y 1T 1 1y L N S| BH6IT60 T (& aflend &6l &L1LL B6TeTgl.
explained me about the necessity, and importance of the above mentioned procedure in treating my
illness and possible risks and complications of such a procedure and anaesthesia.

8. wmmeug wuwiT GEII'L al0F. mausHurmed Bbhs FodiddFms / o0 ufldanamer/ HHFmsF (s
RFUIWINUBUISTE 2 _SHHTaUTHD SiefdslLLaleoamev. eeleumpTuimibd obs alLwdHHlenar HHEHmD  QLIBB
PumenisHGHeUd — |uUBB  maSHHurTed Selellwd  HeoplauBpluBl  aaiums  Brar  SipiGleue,
I have never been promised that a particular doctor would do this procedure. However, I understand
that a doctor with necessary qualification, skill and proficiency would be attending to the procedure.

9. galaImemiD HIEVE MFITHED dn UL BFLIDH6T WG 6D _Mmaled (OBamaiBs el uwighmd el pell eugmib.).
Delete inappropriate section)

9.1 ez ofioumse alipw alsdded BsBG W6 abYaTG FHSIIUSHWID GHTUS BB Siede0s)
o_auiaIg AIMGBUITE @EIAITMID Siced alFssdamn gnuLaldme. T0 the best of my knowledge
I have never had any allergy or toxicity after taking any drug or food.

0.2 e Ml Lmed @aleuTeniogd Hetenio .. alFIOTEHe0

aesE gnuGaa o ai®. I have experienced an allergic / a toxic reaction to following drug / food item

............................................................................................................................................................
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10. @by FoHrddFams | alCF ufQatsmen | HdFams (WmBH@ WSIMMUGSIOTGID QLTSI meudd wiy/

11

SHTHWTH6NMT60 i LU Y OeoTFemedbeT &L LTworsd LeumpiuL Ceusmipuighel Deudluldh  enGUID Sisielrs)
@6oeoTsH FHSHILILSH60 LTHLMBHET gBLGBLD 6T6mID HI6l HNSOaI6T.6JHTUSH U O6OTFMENB6IT LBLILIBLOTENTEV
sipmar FeAIdAAFmF [ a0l ufQFTHmen (B UIFDIIILISBE (P& DIIBBEF 1QFTEOMBBE HI6H

2 | aiii(haleOmei.

| understand that | must strictly follow the instructions given by the Doctor / Nurse while preparing for the

procedure and | understand that any breach would result in complications. | undertake the responsibility

of informing of such breach if any before commencement of the procedure.

CuBEHIIILILLL  eeveor  alLul“Gemenumd e HOImTS  aihE alenhSUmETenOSTH  6alhE o 66T
MW H6T FOULSLTS BTaT Oseral OB USBEG FHHIUUD i “slLGeTeTOSTH aaigh CseTalseEndd H(HLSH
SIDLWSHa oWyl ellenL &6l 1QUBLILL (BHeTenHTHaMD o Bid aBIHGIOBE. DIHNOLILMLUTD GLBE&GBIILIC L
FeHHfHFms / ol ufldsrmer / UHCFTHMNT (PMBHITH TG SNfeumBESG 61Ul euemasuiied
SHHATIOTHMD HDHID sFWITSaoTsaumD o aubGaaoper. I certify that everything mentioned above
was explained to me carefully and I was given the opportunity to question and clarify all my queries to
my satisfaction. Accordingly, I express my free and voluntary informed consent for the above mentioned
procedure.

Oprwirefluiler Gy }
Signature of Patient

si&/Attestation MBIQUITILID  /SIGNALUTE L.ovviiiiiiiiiiiiiiiiit e

wuwiy / Name

aleorsb / Address }

GBTUTONWL TN 2_BeIsy(Lpens
Relationship to the Patient --------------------------------------------------------------------------------

MOUSHIHU DSBS
Medical OffiCer J oottt
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