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Manaakitia Te Ira Tangata

Caring for Life

20 October 1994

Ms Rosemary J De Luca
Lecturer - School of Education
The University of Waikato
Private Bag 3042

HAMILTON

Dear Rosemary

| respond to your letter of 9 September 1994, and our subsequent discussion about
a project to investigate informed consent procedures in relation to treatment and
research at Health Waikato.

To confirm my verbal advice, Health Waikato is keen to formalise its position in
supporting you in the informed consent project you wish to complete for the degree
of Doctor of Philosophy. | personally will be your point of contact and will "introduce"
you to the respective areas and people within the organisation to facilitate the process

at Waikato Hospital for you.

| understand that we can mutually benefit from this process by having your findings
and recommendations available to the areas of the organisation you have worked in.

Yours sincerely

é\arr»&
Garry' Sm

GENERAL MANAGER: CLIENT SERVICES

CORPORATE CENTRE

Selwyn St, P O Box 934, Hamilton, New Zealand. Phone 0-7-839 4679 Fax 0-7-838 4327
Health Waikato Ltd
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24 April 1995

Mrs R J De Luca
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University of Waikato
Private Bag 3105
HAMILTON

Dear Rosemary

LANGUAGE IN CONTEXT: THE EFFECTIVENESS OF PROCEDURES TO
GAIN THE INFORMED CONSENT OF PATIENTS TO THEIR TREATMENT.
NO 011/95:253

Your application was considered by the Committee at its meeting on 19 April 1995
and ethical approval given to proceed.

Please would you let me know of the actual start date of the study, and submit to the
Committee any planned changes to protocol or adverse events reports. Interim
Reports are required annually by the Committee and a Final Report on completion of
your research.

Thank you again for your application and best wishes with your research.

Yours sincerely

Beatie White
Secretary

PO Box 322 HAMILTON  Telephone: 07 846 1539  Fax: 07 846 1496



RESEARCH into mformed consent is under
way at Health Warkato

Researcher Rosemary De Luca, a lecturer
in language ¢ education at Waikato University,
is undertaking the research as part of her
postgraduate studies.

“My particular interest is in how patients
view the notion of informed consent. I will be
studying their ‘their
understanding of the information supplied to
them, what they want to know, and how they
see the process working for them.

“Some research has been carried out
overseas, but not a lot. I will be drawing on

. what is available as part of the study.”

expcctatlons

The study will set overseas research
alongside the views of health professionals,
administrators and managers.

It will examine the requlrements of
legrslauon such as the Code of Rights, and look
at the expectations of the consumers’ rights
movement an_d changes in public expectations
in this-area.

The study will begin with a scoping
exercise exammmg ‘what is happemng now in
the mformed consent field. )

This mvolves updanng earller analysrs of
informed consent forms available at Health

'Walkato fac1lmes, and conductmg a survey

- with compa_ny sccrctary DavrdLazarus pohcy
: facrhtato' Chris Page, risk and compliap

on consent pracnces

“The implementation of the Code of
Rights this. year means there is a need to
review the material collected i 1995.”

Rosemary’s approach will be to first
establish whether there is a need for cha.nge,
and then identify where the existing couse .t .
process may need to be improved. -P. :

“I believe it is important that the proces
is one of ‘informed consent’ rather th'
‘consent’.

“By early 1997, I expect to be able. to.
recommend a genenc policy for mformed'.
consent CHE-wide,” she says.

“I would like to acknowledge the work
done by Helen Green alrcady in complhqg tlle
draft policy on informed consent. My
aimed at building on the work already:
completed.”

Rosemary is a member of Health
Waikato’s Ethics Advisory -Group, and has
‘been inVoNed-'m the regular Ethics Forums gt
Waikato Hosprtal She will be workmg closely

admmrstrato .Joan Mclntosh and privacy
officer Srmon Robb.
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SECTION ONE

1

‘Purpose

The purpose of Health Waikato Ltd's informed consent interim policy is:

1

to enable its employees to provide services which respect the dignity,
independence, and rights of consumers;

2 to meet its responsibilities and obligations to both consumers -and
employees by promoting the ethical values which it espouses and
implementing legislative requirements which relate to informed consent;

3 to enhance its employees' professional awareness and education and
thus minimise the organisation's liability. . '

Principles

The policy is based on these principles:

respect for persons and their cultures;

freedom from discrimination, coercion, harassment and exploitation;
dignity;

independence;

privacy.

Policy Statements

The informed consent of consumers is essential to the provision of
healthcare services. ‘

Effective communication is essential to informed choice and informed
consent.

Making an informed choice and consenting are parts of a process.
Documentation of the process is essential.

Standardisation of consenting procedures applies wherever possible.
The provision of healthcare services takes place within both ethical and
legislative frameworks.

Legislation removes some rights of individuals in some circumstances.
Individual and cultural values are taken into account.

Associated Documents

1)
2)

Maori Health Policy
Schedule of Delegations of Authority to Make Commitments on Behalf
of Health Waikato, Schedule | "Research”
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Operational Definitions

5.1

Informed Choice and Informed Consent

. Informed Choice

Choice involves the opportunity to choose from among an appropriate
range of options, including refusal of a service and withdrawal from a
service. (See Right 7 of the Code.) Refusal and withdrawal are to be
recorded in writing. The consumer makes a choice on the basis of
information which he or she understands. Every consumer has the right
to the information that a reasonable consumer, in that consumers
circumstances, would expect to receive and needs in order to make an
informed choice and give informed consent. (See Right 6 of the Code in
SECTION TWO for information which is mandatory and information to
be given in answer to consumers' questions; also see Communication
and Information and Ethical Frameworks.)

Informed Consent

Informed consent involves the voluntary and active indication of
willingness to participate in a specified course of action and is given on
the basis of information which the consumer understands. Every
consumer has the right to the information that a reasonable consumer,
in that consumer's circumstances, would expect to receive and needs in
order to make an informed choice and give informed consent. The
procedures of operational areas outline the processes involved in
obtaining informed consent and completing and filing the required
documentation. Where appropriate, consenting procedures are written
into the integrated clinical pathways. (See Right 6 of the Code in
SECTION TWO for information which is mandatory and information to
be given in answer to questions; also see Communication and
Information.)

. Implicit Consent
For consent to be given on an informed basis, it needs to be
specific to the treatment, procedure or routine set of procedures
for which it is being given. Therefore, a general consent or a
claim that a patient is consenting by his or her presence alone is
‘not valid.

. Oral (Verbal) Consent

Oral consent is required in situations where the criteria for written
consent do not apply and where the procedures of an operational
area require it or professional judgement suggests it. For
example, in some situations getting a consumer's consent to
proceed may be a matter of courtesy and oral consent is
appropriate. In more intrusive situations or in certain circum-
stances, getting oral consent will be a formally recognised part of
practice in an operational area and will be documented in the
patient's notes. (See Teaching; Written Consent.)
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5.2

) Written Consent

Written consent on the appropriate form is mandatory where:

the consumer is to participate in any research;

the procedure is experimental;

the consumer will be under general anaesthetic;

there is significant risk of adverse effects on the consumer;
additional procedures may become necessary during an
operation; -
consent is given by someone acting on behalf of the consumer;
the operational areas' procedures require written consent in
addition to these six criteria.

(See Research and Experimentation; Communication and
Information 251‘.3.3 for significant risk).

. No Consent

Treatment may be given without consent in an emergency
situation when it is necessary in the best interests of the
consumer's life or physical or mental health to act, and the action
or treatment taken is treatment that a reasonable person would,
in all the circumstances, take, acting in the best interests of the
consumer. In this situation it will have been impossible to gain
consent from the consumer or someone entitled to consent on his
or her behalf. The provider is to document the actions, inform
consumers and/or "family" as soon as possible about what has
happened, and seek consent in the regular way at this point for
any further actions.

. Timing of Informed Consent

Many consumers need time to consider information and take
advice before they make a decision. The procedures of
operational areas allow for this. In elective situations, the process
begins some time before treatment and then the consent is
validated by the consumer as close as possible to the time of the
treatment. Apart from emergency situations, consent is obtained
before the treatment begins. (See No Consent).

. Who gets the Consent
The procedures of operational units nominate the most
appropriate persons to communicate information, make
judgements about understanding, and document consent. In
clinical situations, the specialist or his or her designate explains
the information and gets consent.

Competence and Legal Capacity

This section distinguishes between the general meaning of the word
"consent" and the specific meaning attached to it by laws which define
classes of people who are not permitted to consent on their own behalf
(ie lack legal capacity). The section emphasises that competence is the
basis for giving consent in the general sense of the word. Sometimes a
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“person may be competent but lack legal capacity. For example, some
"minors" who are not legally permitted to consent on their own behalf
may be competent to be involved in the decision making process and to
agree to a procedure. In this example, they should be involved.
Disagreement between the wish of the competent consumer who does
not have legal capacity and the person legally consenting on his or her
behalf raises both legal and ethical issues and appropriate consuitation
should take place. '

5.2.1 Competence to Consgnt

Provision of services proceeds with a presumption of competence.
Competence can vary with circumstances. Provision based on respect
recognises degrees of competence and adapts accordingly. For
example, adequate time, attentive listening, and open responsiveness
may enhance the competence of someone classified as "confused
elderly". Right 7 of the Code (See SECTION TWO of this policy for the
Code) sets out steps to follow when gauging competence.

Where a consumer is not competent to make an informed choice and
give informed consent and no person entitled to consent on behalf of the
consumer is available (eg someone with enduring power of Attorney or
a Welfare Guardian), Right 7(4)(a) to (c) of the Code states the
circumstances where a provider may provide services. The "suitable
persons" referred to in Right 7(4)(b)ii as people to consult, may be
partners, near relatives, or significant caregivers.

5.2.2 Consenting on Behalf of Another Person

Legislation governs who may legally consent on behalf of someone else.
As a general rule, someone who consents on behalf of another person
should be advised to be more cautious than when consenting on his or
her own behalf. SECTION THREE of this policy outlines statutory
requirements which apply when someone is consenting on behalf of a
consumer who does not have the legal capacity to consent on his or her
own behalf. However, the Code of Rights of Consumers of Health and
Disability Services emphasises competence. Legal capacity and
competence are concepts which overlap. A consumer who lacks the
legal capacity to consent on his or her own behalf may still be
competent to participate in informed choice and informed consenting,
and has a role in the process.

5.2.3 Legal Capacity

Legal capacity is a legal concept and several statutes apply. SECTION
THREE refers to relevant sections of the law and gives applications.
(See Competence to Consent and Consenting on Behalf of Another
Person.)
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5.3

54

‘Communication and Information

5.3.1 Effective Communication

Communication is likely to be effective when it occurs in a form,
language and manner that enable a -consumer to understand the
information provided. The test for informing adequately is that the con-
sumer has the information that a reasonable consumer in that
consumer's circumstances expects to receive and needs in order to
make an informed choice and give informed consent. Right 6(1)(a) to (g)
of the Code (see SECTION TWO) states information that is mandatory.
Right 6(3)(a) to (d) states questions to which a consumer has the right
to honest and accurate answers. In most cases informing adequately
means more than the provision of standard information. At times
information will need to be given in a language other than English.
Specialised terms may be used but with lay explanations. Listening and
understanding are key aspects of communication.

5.3.2 Written Information

Information sharing between provider and consumer is a kind of
negotiation of meaning so that both the consumer understands and the
provider can gauge that the consumer understands. This sharing and
negotiation imply responsibilities for both consumer and provider.
Information sharing may need to take place over time, and may be in
oral and visual as well as written forms. All information needs to be
clearly stated and presented. Every consumer has the right to receive,
on request, a written summary of information provided. Often this
information will be individualised. (See Communication and Information;
Written Consent; and Rights 5 and 6 of the Code in SECTION TWO.)

5.3.3 Information about Risks

Where there is significant risk of adverse effects on the consumer,
written consent on the basis of information which the consumer
understands, is mandatory. The general principle that the consumer
should have the information that a reasonable consumer in that
consumer's circumstances expects to receive and needs in order to
make an informed choice and give informed consent, applies to
information about risk. The consumer should have the information to
decide whether, in his or her view, a risk is significant. In clinical
situations, the specialist decides how risks are to be explained and
whether written consent is required. (See Written Consent.)

Ethics and the Law

5.4.1 Ethical Frameworks

There are many different perceptual frames through which people view
their world and develop and prioritise their values. Often these frames

10
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are culturally based although people function as individuals as well. For
example, for some Maori the following aspects are important for the
integrity of their culture:

. a consultative process which involves Maori advisers and support
persons; ’

. the assumption that Maori without such support should be offered
it;

. the involvement of Kuia and Koréua and other whanau members
prior o a postmortem;

. a holistic regard for well being and acknowledgement of the value
of rongoa.

Other examples which call for sensitivity to cultural differences are diet,
care of the dead, and sexual health.

It is difficult to formulate policy which always clearly reflects the diverse
views that individuals and cultural groups hold. For example, this policy
accepts the assumptions that individual autonomy and the goal of
weliness are of value. At the same time, it emphasises respect for
culture and for choice. Sometimes, cultural values may conflict with the
concept of individual autonomy. Also, weliness may not be an
achievabl in the circumstances and personal view of a particular
individuaé Ihesef” “&xamples illustrate some of the following tensions
which the policy acknowledges:

. For some persons and for some cultures the interests of the
individual are inseparable from those of the collective (eg iwi,
whanau, family);

. Some consumers choose to act in ways that appear contrary to
the expectations of their culture;

. Some consumers choose to leave a decision to the professional
judgement of the provider,;

. Some consumers, in their particular circumstances, choose to

decline a recommended procedure.

These kinds of situations involve effective communication with the
consumer and often persons close to him or her, consultation with
colleagues, and the exercise of professional judgement. Detailed docu-
mentation of decisions and courses of action is essential in these
situations. (See Legislative Framework and SECTION THREE for
statutory provisions and applications.)

5.4.2 Legislative Framework

SECTION TWO includes the Health and Disability Commissioner (Code
of Health and Disability Services Consumers' Rights) Regulations 1996.
SECTION THREE refers to relevant statutes. There is also much
Common Law which applies but which is not referred to in this policy. 11
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This policy applies within a legislative framework but it also encourages
an approach which extends beyond legal requirements to considerations
based on ethical principles. However, staff must always act within the
law. (See Ethical Frameworks.)

5.5 Research and Experimentation

All research and experimentation require approval by the Waikato Ethics
Committee. Written consent on the basis of information which the
consumer understands, is mandatory. The Committee advises on
distinctions between audit, quality assurance and research activities.

5.6 Innovative Procedures

From time to time a provider may wish, on the basis of professional
knowledge and expertise, to introduce clinical procedures which are not
part of widely accepted practice but which would stand up under peer
review. The oral and written consent requirements stated in this policy
apply in such situations. In addition, such procedures are required to
have approval from the clinical leader of the area.

5.7 Teaching

Consumers are informed generally that teaching is an essential part of
the provision of healthcare services. Where teaching involves
observation or regular procedures carried out under direct supervision,
oral consent to this involvement is obtained and documented in the
patient's notes. "Direct supervision" is defined by the protocols of the
operational areas.

Video and sound recordings are to be for teaching purposes only with
the informed consent of the consumers involved. These recordings
should be non-identifying.

If telemedicine involves teaching, consumers should understand what
this involves and have consented to it.
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Responsibilities of Operational Areas

Within six months of the implementation date of this interim policy, the clinical
directors and managers of operational areas:

. will have procedures in place and in writing, for sharing information with
consumers, facilitating choice, and gaining consumers' informed consent,
all of which comply with relevant legislation and the requirements and
ethical values stated in this policy;

. will have detailed requirements in place and in writing, for when wrltten
consent is necessary, which comply with Right 7(6) of the Code of
Rights of Consumers of Health and Disability Services and the
requirements of this policy;

. will have an effective system in place and in writing, for documenting
informed consent, including forms which comply with Health Waikato
Ltd's guidelines (see Attachment A) and which have been validated;

. will advise the policy co-ordinator of the above.

Centralised Responsibilities

At the time of implementation of this interim policy, the policy coordinator will
have available:

. guidelines on drafting forms to record informed consent, including a list
of generic components;
. a validation process for informed consent forms which have been drafted

in operational areas;

advice to facilitate operational areas in implementing this policy;
a list of names of support persons for Maori;

a list of names of support persons for consumers generally;

a list of names of interpreters.

After six months from the date of implementation of this policy, the policy
coordinator will be responsible for:

. arranging an audit of the implementation of the interim policy;
. revising the interim policy in accordance with the findings of the audit;
. circulating the revised policy.

Success Indicators

These success indicators will be used to measure the effectiveness of this
policy.

At the operational level there will be;

. working documents stating informed consent procedures;
. consent forms designed in accordance with Health Waikato Lid's
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guidelines and validated in accordance with this policy;

. evidence of appropriate completion of forms;

. evidence of documentation of consent to treatment in accordance with
this policy;

. evidence of appropriate filing of consent documentation.

At the central level there will be:

. evidence of working documents which outline the consent procedures of
the operational units;

. evidence of forms which comply with the guidelines on drafting forms for
written consent;

. analysis of surveys to assess consumers' satisfaction with services with
reference to informed consent;

. analysis of patients' complaints with reference to informed consent;

. analysis of incident reports with reference to informed consent;

. completion of an audit with reference to informed consent at both

operational and central levels.

14
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SECTION TWO

Code of Health and Disability Services Consumers' Rights 1996

1 Consumers have rights and providers have duties -
1) Every consumer has the rights in this Code.
2) Every provider is subject to the duties in this Code.
3) Every provider must take action to -
a) Inform consumers of their rights; and
b) Enable consumers to exercise their rights.
2 Rights of consumers and duties of providers -
The rights of consumers and the duties of providers under this Code are as
follows:
Right 1: Right to be Treated with Respect
(1)  Every consumer has the right to be treated with respect.
(2)  Every consumer has the right to have his or her privacy respected.
(3) Every consumer has the right to be provided with services that take into

account the needs, values, and beliefs of different cultural, religious, social, and
ethnic groups, including the needs, values, and beliefs of Maori.

Right 2: Right to Freedom from Discrimination, Coercion, Harassment,
and Exploitation

Every consumer has the right to be free from discrimination, coercion, harassment and
sexual, financial, or other exploitation.

‘Right 3: Right to Dignity and Independence

Every consumer has the right to have services provided in a manner that respects the

dignity and independence of the individual

Right 4: Right to Services of An Appropriate Standard

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

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

~

15



____HWL POLICY FOR INFORMED CONSENT |
VERSION: 1 " CLASSIFICATION:HWL PAGE: 130F27 |

j——

(3)

(4)

(5)

Every consumer has the right to have services provided in a manner consistent
with his or her needs.

Every consumer has the right to have services provided in a manner that
minimises the potential harm to, and optimises the quality of life, of that
consumer. '

Every consumer has the right to co-operation among providers to ensure quality
and continuity of services.

Right 5: Right to Effective Communication

(1

(2)

Every consumer has the right to effective communication in a form, language,
and manner that enables the consumer to understand the information provided.
Where necessary and reasonably practicable, this includes the right to a
competent interpreter.

Every consumer has the right to an environment that enables both the

.consumer and the provider to communicate openly, honestly, and effectively.

Right 6: Right to be Fully Informed

(1)

(2)

(3)

Every consumer has the right to the information that a reasonable consumer,
in the consumer's circumstances, would expect to receive, including-

(a) An explanation of his or her condition; and

(b)  An explanation of the options available, including an assessment of the
expected risks, side effects, benefits, and costs of each option; and

(c) Advice of the estimated time within which the services will be provided;
and '

(d) Notification of any proposed participation in teaching or research,
including whether the research requires and has received ethical
approval; and

(e)  Any other information required by legal, professional, ethical, and other
relevant standards; and

M The results of tests; and

(@) The results of procedures.

Before making a choice or giving consent, every consumer has the right to the
information that a reasonable consumer, in that consumer's circumstances,
needs to make an informed choice or give informed consent.

Every consumer has the right to honest and accurate answers to questions
relating to services, including questions about:

(a)  The identity and qualifications of the provider; and
(b)  The recommendation of the provider; and

(c) How to obtain an opinion from another provider; and
(d)  The results of research.

16
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Every consumer has the right to receive, on request, a written summary of
information provided.

Right 7: Right to Make An Informed Choice and Give Informed Consent

(1)

)

(3)

4)

()

(7)

Services may be provided to a consumer only if that consumer makes an
informed choice and gives informed consent, except where any enactment,or
the common law, or any other provision of this Code provides otherwise. "

Every consumer must be presumed competent to make an informed choice and

. give informed consent, unless there are reasonable grounds for believing that

the consumer is not competent.

Where a consumer has diminished competence, that consumer retains the right
to make informed choices and give informed consent, to the extent appropriate
to his or her level of competence.

Where a consumer is not competent to make an informed choice and give
informed consent, and no person entitled to consent on behalf of the consumer
is available, the provider may provide services where:

(a) ltis in the best interests of the consumer; and

(b) Reasonable steps have been taken to ascertain the views of the

consumer; and

(c) Either:

' (i) If the consumer's views have been ascertained, and having
regard to those views, the provider believes, on reasonable
grounds, that the provision of the services is consistent with the
informed choice the consumer would make if he or she were
competent; or

(ii) If the consumer's views have not been ascertained, the provider
takes into account the views of other suitable persons who are
interested in the welfare of the consumer and available to advise
the provider.

Every consumer may use an advance directive in accordance with the common

law. '

Where informed consent to a health care procedure is reqUired, it must be in
writing if:

(a)  The consumer is to participate in any research; or

(b)  The procedure is experimental; or

()  The consumer will be under general anaesthetic; or

(d)  There is a significant risk of adverse effects on the consumer.

Every consumer has the right to refuse services and to withdraw consent to
services.

Every consumer has the right to express a preference as to who will provide
services and have that preference met where practicable.

17



HWL POLICY FOR INFORMED CONSENT [
VERSION: 1 CLASSIFICATION:HWL PAGE: 15 OF 27 |

| —

(9) Every consumer has the right to make a decision about the return or disposal
of any body parts or bodily substances removed or obtained in the course of
a health care procedure.

(10) Any body parts or bodily substances removed or obtained in the course of a
health care procedure may be :stored, preserved, or utilised only ‘with the
informed consent of the consumer.

Right 8: Right to Support

Every consumer has the right to have one or more support persons of his or her
choice present, except where safety may be compromised or another consumer's
rights may be unreasonably infringed.

Right 9: Rights in respect of Teaching or Research

The rights in this Code extend to those occasions when a consumer is participating
in, or it is proposed that a consumer participate in, teaching or research.

Right 10: Right to Complain

(1)  Every consumer has the right to complain about a provider in any form
appropriate to the consumer.

(2)  Every consumer may make a complaint to:

(@)  The individual or individuals who provided the services complained of;
and

(b)  Any person authorised to receive complaints about that provider; and

(c)  Any other appropriate person, including:
(i) An independent advocate provided under the Health and

Disability Commissioner Act 1994; and

(i)  The Health and Disability Commissioner.

(3)  Every provider must facilitate the fair, simple, speedy, and efficient resolution
of complaints.

(4)  Every provider must inform a consumer about progress on the consumer's
complaint at intervals of not more than 1 month.

(6)  Every provider must comply with all the other relevant rights in this Code when
dealing with complaints.

(6)  Every provider, unless an employee of a provider, must have a complaints
procedure that ensures that:
(@) The complaint is acknowledged in writing within 5 working days of
receipt, unless it has been resolved to the satisfaction of the consumer
within that period; and

18
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(8)

(b) The consumer is informed of any relevant internal and external
complaints procedures, including the availability- of
(i) Independent advocates provided under the Health and Disability
Commissioner Act 1994; and
(ii) The Health and Disability Commissioner; and

(c)  The consumer's complaint and the actions of the provider regarding that
complaint are documented; and .

(d)  The consumer receives all information held by the provider that is or
may be relevant to the complaint.

Within 10 working days of giving written acknowledgement of a complaint, the
provider must:
(a) Decide whether the provider:

(i) Accepts that the complaint is justified; or

(i) Does not accept that the complaint is justified; or

(b)  If it decides that more time is needed to investigate the complaint:
(i) Determine how much additional time is needed; and
(ii) If that additional time is more than 20 working days, inform the
consumer of that determination and of the reasons for it.

As soon as practicable after a provider decides whether or not it accepts that
a complaint is justified, the provider must inform the consumer of:

(a) The reasons for the decision; and

(b)  Any actions the provider proposes to take; and
(c)  Any appeal procedure the provider has in place.

Provider compliance:

(1)

(2)

A provider is not in breach of this Code if the provider has taken reasonable
actions in the circumstances to give effect to the rights, and comply with the
duties, in this Code.

The onus is on the provider to prove that it took reasonable actions.

(38)  For the purposes of this clause, "the circumstances” means all the relevant
circumstances, including the consumer's clinical circumstances and the provider
resource constraints.

Definitions:

In this Code, unless the context otherwise requires, -

Advance directive means a written or oral directive -

a) By which a consumer makes a choice about a possible future health

care procedure, and
b) That is intended to be effective only when he or she is'not competent:

19
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Choice means a decision -

a) To receive serivces

b) To refuse services

c) To withdraw consent to services
Consumer means a health consumer or a disability services consumer, and for the
purposes of rights 5, 6, 7(1), 7(7) to 7(10) and 10, including a person entitled to give
consent on behalf of that consumer.

piscrimination means discrimination that is unlawful by virtue of Part Il of the Human
Rights Act 1993

Duties include duties and obligations corresponding to the rights in this Code.

Exploitation includes any abuse of a position of trust, breach of a fiduciary duty, or
exercise of undue influence

Optimise the quality of life means to take a holistic view of the needs of the
consumer in order to achieve the best possible outcome in the circumstances

Privacy means all matters of privacy in respect of a consumer, other than matters of
privacy that may be the subject of a complaint under Part VII or Part VIl of the
Privacy Act 1993 or matters to which Part X of that Act relates

Provider means a health care provider or a disability services provider

Research means health research or disability research

Rights includes rights corresponding to the duties in this Code

Services means health services, or disability services, or both, and includes health
care procedures

Teaching includes training of providers
Other enactments
Nothing in this Code requires a provider to act in breach of any duty or obligation

imposed by any enactment or prevents a provider doing an act authorised by any
enactment.

Other rights not affected

An existing right is not overridden or restricted simply because the right is not
included in this Code or is included only in part.
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EXPLANATORY NOTE

This note is not part of the regulations, but is intended to indicéte their general effect.

These regulations prescribe a Code of Health and Disability Services Consumers'
Rights for the purposes of the Health and Disability Commissioner Act 1994.

The Code, and Part IV of that Act (which prescribes procedures for enforcing. the
Code), come into force on 1 July 1996.
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SECTION THREE

SCHEDULE (1)

SUMMARY OF STATUTORY EXCEPTIONS TO REQUIREMENT FOR INFORMED

CONSENT

1)

Treatment of

S88(1) Health Act 1956 makes it mandatory for

attempted/
committed suicide.

venereal persons suffering from venereal diseases to undergo
disease treatment.

2) Examinations of | S125 Health Act 1956 permits the Medical Officer of
children in Health to enter schools and child care centres to
public and examine children (subject to the request of school in
private schools | case of private schools).

1 (The Officer may examine any child at the school or centre.
The prior consent of the parents is not required.)

3) Blood transfusions S126B of the Health Act 1956 provides protection to medical
for persons under practitioner in defined circumstances.
20 years

4) Taking blood 858D of the Transport Act 1956 allows the taking of blood
samples to detect samples from persons attending hospital or doctor's surgery
drink driving suffering injury as a result of a motor vehicle accident.
offences

5) Treatment of S72 Armed Forces Act 1971 provides a range of circumstances
armed forces where medical freatment may be provided without patient
personnel consent.

6) Mentally ill persons | The Mental Health (Compulsory Assessment and Treatment)

Act 1992, The Criminal Justice Act 1985 and the Contraception
Sterilisation and Abortion Act 1977 set out a variety of
circumstances where treatment may be given or examinations
conducted without the patient's consent.

7) Children suffering The Children Young Persons and Their Families Act 1989
from ill treatment, contains provisions to conduct examinations without their or
abuse or neglect parent consent subject to an Order of the Family Court.

8) Persons who have Section 126A of the Health Act 1956. This provision provides for

the committal or supervision order by District Court Judge to
any hospital or institution or the placing under the supervision of
a Health or Probation Officer of any person who has attempted
to commit suicide.
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SCHEDULE (2)

NB: The following summary is intended only as a guide.

SUMMARY OF STATUTORY PROVISIONS RELATING TO PERSONS WHO CAN

GIVE CONSENT

Persons 16 years of age or
over, and persons who are
or have been married

Such persons can consent
for themselves.

Any medical, surgical,
or dental procedure.

S$25(1), (2)
Guardianship
Act 1968.

Persons under 16 years of
age

A guardian. In the absence
of a guardian, a person in
NZ who has been acting in
the place of a parent. in the
absence of such a person,
a District Court Judge or
the Director-General of
Social Welfare.

Any medical, surgical,
or dental procedure.

S25(3)
Guardianship
Act 1968.

Persons under 20 years of
age who lack the physical
or mental capacity to give
consent

A guardian. In the absence
of a guardian, a person in
NZ who has been acting in
the place of a parent. In the
absence of such a person,
a District Court Judge or
the Director-General of
Social Welfare.

Any medical, surgical,
or dental procedure.

S25(3)
Guardianship
Act 1968.

Persons under 17 years of
age in respect of whom
agreements have been
made under S139, 140, or
141 Chidren Young
Persons and Their Families
Act 1989 for their
temporary care, extended
care, or the extended care
of the severely disabled
person.

The Director-General of
Social Welfare, Iwi
Authority, Cultural Authority,
or a Child and Family
Support Service.

Any medical, surgical,
or dental procedure.

S149
Children
Young
Persons and
Their
Families Act
1989.
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persons under 17 years in
respect of whom a medical
examination is required by
a social worker.

A parent or guardian.

A medical
examination other
than an examination
under anaesthetic, or
an internal
examination of the
anus or genitals of the
young person unless
the doctor performing
the examination
believes the child or
young person has
been sexually abused
and the child or young
person gives consent.

1853(2), 855

Children
Young
Persons and
Their
Families Aét
1989.

Persons under 17 years in
respect of whom a medical
examination is required by
a social worker.

Such persons may consent
for themselves.

A medical
examination involving
an internal
examination of the
anus or genitals if the
doctor carrying out the
examination believes
they have been
sexually abused.

S55(1)(b)
Children
Young
Persons and
Their
Families Act
1989.

Persons under 20 who are
not or have not been
married who are
"incapacitated" in respect of
whom a welfare guardian

Welfare guardian

Any medical treatment
or procedure other
than electro-
convulsive treatment,
brain surgery

$12(2), (3),
S18(1)(d),
(e), (M
Protection of
Personal and

——

has been appointed designed to change Property
because no parent or the person's Rights Act
guardian is living or in character, and 1988.
regular contact with that medical experiments
person and it is in their not conducted to save
interests that a welfare the person's life or
guardian be appointed. prevent serious illness
to their health.
Persons under 20 who are | High Court or duly Any form of medical S9
not or who have not been | appointed agent of the High | treatment or Guardianship
married and who are wards | Court. procedure that is in Act 1968.
of Court. that person's welfare.
Any pregnant female Can consent in their own = | The performance of S25A
regardiess of age. capacity. an abortion on Guardianship
themselves. Act 1968.
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"incapacitated" persons Welfare Guardian Any medical treatment | S12(2),

over 20 years in respect of or procedure other $18(1)(d),

whom a welfare guardian than electro- (e), and (f)

has been appointed convulsive treatment, |Protection of
brain surgery Personal and
designed to change Property ~
the person's Rights Act
character, and 1988.

medical experiments
not conducted to save
the person's life or
prevent serious illness
to their health.

*[diots, mentally disordered | High Court. Any medical treatment | S17

persons, and persons of or procedure that is in | Judicature

unsound mind." the person's best Act 1908.
interests.

Collins DB, Medical Law in NZ, Brooker & Friend Ltd, Wellington 1992.
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CHART 1

Comparison of Terminology

o
s
— ——

1) Administering Contraceptives

2) Performing Abortions

1.2 Under s4 Contraception, Sterilisation,
and Abortion Act 1977,
contraceptives may be administered
without their consent to women who
are also described as "mentally
subnormal”. However, in s4(2) of the
Act the term is defined to mean
"suffering from subnormality of
intelligence as a result of arrested or
incomplete development of mind to
the extent [that the woman] is
incapable of living an independent
life or of guarding herself against
serious exploitation or common
physical damages or to the extent
that she is incapable of
understanding the effective use of
contraceptives or the desirability or
need for their use".

21

2.2

Abortions may, pursuant to s34
Contraception, Sterilisation, and
Abortion Act 1977, be performed on
patients who lack the capacity to
consent by reason of "mental
incapacity". That term is not defined,
but a criterion for the performance of
an abortion under s 187A(1)(d)
Crimes Act 1961 is that the woman is
"severely subnormal”.

The term "severely subnormal" as
used in s 187A(1)(d) Crimes Act 1961
is defined in s 138 (2) Crimes Act
1961 to mean "mentally subnormal,
under the meaning of the Mental
Health Act 1969, to the extent that
she is incapable of living an
independent life or of guarding herself
against serious exploitation or
common physical dangers".

e —

|| Collins DB, Medical Law in NZ, Brooker & Friend Ltd, Wellington 1992. “
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Requirements for Consent Forms - (Attachment A)

The Informed Consent Policy requires revision and validation of all consent forms.
You are asked to:

1 revise forms so that they comply with these requirements;
2 send the revised forms to the policy co-ordinator for validation by 31/12/97.

N.B: The policy co-ordinator may ask you to amend your forms, particularly

for consistency across operational areas.

Requirements

The following requirements are based on an analysis of Waikato Hospital's consent
forms. A report of this analysis is available from the policy co-ordinator. They also
reflect the Code of Health and Disability Services Consumers' Rights 19986.

1 Wording of Consent

Include the word "consent" in the heading on the form.

Use the word "consent" as a verb on the form. (i.e. | consent / do not
consent)

State the options of consenting and not consenting on the form.

2 Information and Understanding

Giving information is a separate part of the consent procedure. The
primary function of the consent form itself is to document that
consent has been properly sought and given.
Refer to information about treatment etc.on the consent form but do
not include the information on the form itself.
The form should state that a named health professional has given and

explained:

. information about the condition;

o options available, including an assessment of the expected
risks, side effects, and benefits;

o and the estimated time within which the services will be
provided.

The form should state that the named consumer has received and
understood the information referred to on the form and has had his or
her questions satisfactorily answered.

Both the consumer and the health professional who gave and
explained the information should sign and date the form.

Any written information should be available for the consumer to take
away, and should not be part of the form.
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Identification of the Treatmenf, Procedure, etc

. Identify the treatment, procedure, etc. by its specialized name and,in
brackets, its non-specialized name.

o Each major procedure, treatment, etc. should have its own consent
form,

. Where a treatment, procedure, etc. involves several discrete steps,

you may specify the steps so that the consumer is both aware of and
consenting to all that is involved. )
Use a separate consent form for the administration of anaesthetics.
Use a separate consent form when the consumer is consenting to
additional procedures which may need to take place during surgery
when the consumer is under a general anaesthetic but which were not
known until the surgery began.

Consent to Involvement in a Research Project
o The researcher will provide a special consent form for research,which
must have been approved by the Waikato Ethics Committee.

Validation of Consent by the Consumer v

. The informed consent policy requires that a consumer who gives
consent some time before the procedure takes place, should validate
the consent close to the time of the procedure. The generic
components which these guidelines provide, allow for this.

Comprehensibility of the Forms

° Use simple, straightforward language.
U] Use an uncluttered layout, and lower case type.
° Where specialized wording is used, give an equivalent in lay person's

language as well.

Have regard for cultural differences where appropriate.

Give clear directions on the forms to staff and consumers about how
to complete them, where to file them, and when to review their

design.

e.g. filedwith...coooiiiiiiiiiiiii date:...oevviinnnnns
form to be reviewed:1 /98

Generic Components of All Forms
All forms are to have these generic components:

L e e (name of the person who is giving
the information) have given and explained information about

-------------------------------------------------------------------------------------------------------

B0 e e This information included:

o an explanation of the consumer's condition;

. an explanation of the options available, including an assessment of
the expected risks, side effects, and benefits of each option;

. advice of the estimated time within which the services will be

provided. 29
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| have also answered the consumer's questions.

Signature of the person giving the information: ................. etatanaesenneninns
Designation: e e
Date: e e —
L) e e e e - {(name of the consumer), have

received and understood this information, and my guestions have been
satisfactorily answered.

| consent / do not consent (put a line through what does not apply)

B0t evtrutaeeeera e eeetntrereeesban e eerearas e ———————————— .

| give this consent for myself / for....ccccovviiiiiiiinn e, , who
is my

................................................... (put a line through what does not
apply)

-------------------------------------------

0 1 ) (=
| confirm the consent which | recorded earlier on this form.
SIignature @ e s e

19 - <
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purpose

Informed:' Choice and Informed Consent

Draft Pollcy.- December 1996

The purpose of Health Waikato Ltd’s informed choice and informed consent policy is:

1

to enable its employeés to provide services which respect the dignity and

independence of consumers, and

2

Principles

to minimise the organisation’s liability.

The policy is based on these principles:

1

D O b~ N

respect;

freedom from discrimination, coercion, harassment and exploitation;
dignity;

independence,;

privacy;

quality service provision.

Policy Statements

1

The informed choice and informed consent of consumers are prerequiéites to the

provision of services.

2

3
4
5
6

Effective communication is essential to informed choice and informed consent.
Making an informed choice and consenting are parts of a process.
Documentation of the process is essential.

Standardisation of procedures applies wherever possible.

The provision of services takes place within both ethical and legislative frameworks.

Responsibilities of Clinical Departments

Within six months of the implementation date of this policy, clinical departments

1

will have established information and consent procedures and forms, including

definitions of significant risk and a time frame for the consent process, and

2

will advise the Policy Officer of these.
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Operational Definitions

1 Competence

Provision of services proceeds with a presumption of competence. Competence can vary with
circumstances. Provision based on respect recognises degrees of competence and adapts
accordingly. For example, adequate time, attentive listening, and open responsiveness may enhance
the competence of someone traditionally labelled as one of the “confused elderly”. Right 7 of the
Code of Rights of Consumers of Health and Disability Services ( a copy of the Code is included in

Appendix 1 of this policy) sets out steps to follow when gauging competence.

2 Consenting on Behalf of Another Person

Legislation governs who has the legal capacity to consent on behalf of someone else. As a general
rule, someone who consents on behalf of another person should be more cautious than when
consenting on his or her own behalf. Appendix 2 outlines statutory requirements which apply when
someone does not have the legal capacity to consent on his or her own behalf. However, the Code of
Rights of Consumers of Health and Disability Services emphasises competence. Legal capacity and
competence are overlapping but partly different concepts. A consumer who lacks legal capacity may
still be competent to participate in informed choice and informed consenting, and has a place in the
process. Right 7 of the Code (see Appendix 1) sets out steps to follow when gauging competence.

(See Competence.)

3 Effective Communication

Communication is likely to be effective when it occurs in a form, language and manner that enables a
consumer to understand the information provided. The test for informing adequately is that the
consumer has the information that a reasonable consumer in that consumer's circumstances needs in
order to make an informed choice and give informed consent. Right 6 of the Code (see Appendix 1)
states information that is mandatory and information to be provided in answer to a consumer’s
questions. In most cases informing adequately does not mean solely the proyision of standard

information.

4 Ethical Framework

This policy accepts the assumptions that individualism and wellness are of value. At the same time, it

emphasises respect for choice and for culture. In doing so it reflects the Code
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of Rights of Consumers of Health and Disability Services. However, for some individuals and for some
cultures the collective comes first. The Code ehphasises respect for choice and for culture. The
policy supports this stance. Although the policy promotes independence', it also supports the choice
of those who wish to be guided by the professional judgement of the provider. As well, it supports the
choice of those who wish to act in ways that appear contrary to the expectations of their cﬁltdre.

The policy also reflects the ideal of wellness. There are, however, consumers who in their particular
circumstances choose to decline a recommended action. Provided that these consumers
understand the consequences of this choice, the policy respects their decision. The provider needs
to document the decision. (See Legislative Framework, and Appendix 2 for statutory provisions and

applications.)

5 Exceptional Cases

In an emergency situation where a delay will have serious clinical consequences for a consumer and
there is no appropriate person to consent, the provider may act without consent. The provider needs
to consult with professional colieagues in these situations, document the actions, inform consumers
as soon as possible about what has happened and seek consent in the regular way at this point for

any further actions. (See Competence, and Right 7 of the Code in Appendix 1.)

6 Experimental Procedure

From time to time a provider may wish, on the basis of professional knowledge and expertise, to
introduce clinical procedures which are not part of widely accepted practice. Where these come into
the category of “innovative procedures” , that is, procedures which are new to a particular provider
setting in New Zealand, or which are being used for a new purpose, written consent on the basis of
information which the consumer understands, is mandatory. Such procedures are required to have
ethical approval from the Waikato Ethics Committee although they may not be part of a formally

constituted research project. (See Written Consent.)

I4 Informed Choice

Choice involves the opportunity to choose from among an appropriate range of options, including
refusal of a service and withdrawal from a service. The choice is made on the basis of information which
the consumer understands. Every consumer has the right to the information that a reasonable

consumer, in that consumer's circumstances, would expect to receive. (See Right 6 of the Code in
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Appendix 1 for information which is mandatory and information to be given in answer to consumers’

questions; also see Ethical Framework, and Effective Communication.)

8 Informed Consent

Consent involves the voluntary and active indication of willingness to participate in a specified course
of action. The consent is given on the basis of information which the consumer understands. (See
Right 6 of the Code in Appendix1 for the test for appropriate information, and information which is )

mandatory and information to be given in answer to questions; also see Effective Communication.)

9 Informed Choice and Informed Consent Process

Many consumers need time to consider information and take advice before they make a decision.
Also, the consent itself should relate to an assessment of the consumer’s condition which is made
close to the time when the clinical procedure is to take place. The procedures of Clinical Departments
allow for choice and consent to take place over an appropriate period of time and the consent to be

validated as close as possible to the time of the clinical procedure.

10 Legal Capacity
Legal capacity is a legal concept and several statutes apply. Appendix 2 gives relevant sections and

applications. (See Competence and Consenting on Behalf of Another Person.)

11  Legislative Framework

Appendix1 includes the Health and Disability Commissioner (Code of Health and Disability Services
Consumers’ Rights) Regulations 1996. Appendix 2 refers to relevant statutes. There is also much
Common Law which applies but which is not referred to in this policy. This policy applies within a
legislative framework but it also encourages an approach which extends beyond legal requirements to

considerations based on ethical principles. (See Ethical Framework.)
12  Oral Consent

Oral consent is valid where the criteria for written consent do not apply. The provider needs to

document oral consent. (See Written Consent and Teaching.)
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13  Professional Judgement

From time to time occasions will arise when the course of action to follow w_ill not be clear from this
policy. Here a provider should exercise professional judgement in consultation with professional
colleagues and note the rationale for decisions. The provider should advise the policy writer of

inadequacies of the policy which recur.

i4 Research
All research requires ethical approval by the Waikato Ethics Committee. Written consent on the basis
of information which the consumer understands, is mandatory. The Committee advises on the

distinctions between audit and research activities.

15  Significant risk

Where there is significant risk of adverse effects on the consumer written consent on the basis of
information which the consumer understands, is mandatory. The procedures of clinical departments
provide definitions of significant risk. Where appropriate these comply with Health Waikato Lid’s

standard indices of procedures which attract significant risk.

16 Teaching

Written consent on an informed basis is required when consumers are involved in clinical procedures
for the purposes of teaching which are not part of their regular treatment. Where teaching involves

observation or regular procedures carried out under supervision, oral consent is taken and noted.

17  Written Consent
Written consent on the appropriate form is mandatory where:
the consumer is to participate in any research;
the procedure is experimental;
the consumer will be under general anaesthetic;
there is significant risk of adverse effects on the consumer;
the clinical procedure is for teaching purposes and is not part of regular treatment;
the clinical units’ procedures require written consent in addition to these five criteria.

(See Experimental Procedure; Research; Significant Risk; Teaching.)
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success Indicators

The policy has these success indicators at clinical level:

1 a working document statihg consent procedures, including consent forms;
2 appropriate recording of consent to treatment in the patients’ notes;
3 appropriate filing of consent documentation;

It has these success indicators at corporate level:

1 a file of the working documents of consent procedures, including forms, of the clinical
departments;

2 analysis of patients’ complaints;

3 analysis of incident reports.

Education Programme

An education programme will support the implementation of this policy in its first year.
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Consultation Document:
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Draft Policy

February 1997

37



Purpose

Principles

Policy Statements

Responsibilities of Clinical Departments

Operational Definitions

Competence to Consent

Consenting on Behalf of another Person
Effective Communication

Ethical Frameworks

Exceptional Cases

Experimental Procedure

Informed Consent

Informed Choice

Informed Choice and informed Consent Process
Legal Capacity

Legislative Framework

Oral Consent

Professional Judgement

Research

Significant Risk

Teaching

Written Consent

Success Indicators
Education Programme
SECTION TWO

Health and Disability Commissioner (Code of Health and Disability Servjces

Consumers’ Rights) Regulations 1996
SECTION THREE

Statutory Provisions and Applications

38



Informed Choice and Informed Consent

Draft Policy - February 1997 (2)

SECTION ONE

Purpose .

The purpose of Health Waikato Ltd’s informed choice and informed consent policy is:
1 to enable its employees to provide services which respect the dignity and
independence of consumers, and
2 to enhance its employees’ awareness and education and in doing so, minimise the

organisation’s liability.

Principles
The policy is based on these principles:
1 respect;
freedom from discrimination, coercion, harassment and exploitation;
dignity;
independence;

privacy;

» U s N

quality service provision.

Policy Statements
1 The informed choice and informed consent of consumers are prerequisites to the

provision of services.

2 Effective communication is essential to informed choice and informed consent.

3 Making an informed choice and consenting are parts of a process.

4 Documentation of the process is essential.

5 Standardisation of procedures applies wherever possible.

6 The provision of services takes place within both ethical and legislative frameworks.
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Responsibllities of Clinical Departments

within six months of the implementation date of this policy, clinical departments
1 will have in place and recorded, procedures for sharing information with consumers,
facilitating choice, and gaining consumers’ informed consent; -
2 will have in place and recorded, detailed requirements for when consent is to be in
writing which comply with Right 7(6) of the Code of Rights of Consumers of Health -
and Disability Services, including an agreed on definition of what is meant by “significant risk
of adverse effects”; )
3 will have in place and recorded, an effective system for documenting the informed
choice and informed consent process, including forms which comply with Health

Waikato Ltd's guidelines;

4 will advise the Policy Officer of 1, 2 and 3.

Operational Definitions
i Competence to Consent

Provision of services proceeds with a presumption of competence. Competence can vary with
circumstances. Provision based on respect recognises degrees of competence and adapts
accordingly. For example, adequate time, attentive lfstening, and open responsiveness may enhance
the competence of someone traditionally labelled as one of the “confused elderly”. Right 7 of the
Code ( See SECTION TWO of this policy for the Code) sets out steps to follow when gauging
competence. Where a consumer is not competent to make an informed choice and give informed
consent and no person entitled to consent on behalf of the consumer is available, Right 7(a) (b) (c) of

the Code states the circumstances where a provider may provide services.

2 Consenting on Behalf of Another Person
Legislation governs who has the legal capacity to consent on behalf of someone else. As a general
rule, someone who consents on behalf of another person should be more cautious than when

consenting on his or her own behalf. SECTION THREE outlines statutory requirements which

apply when someone does not have the legal capacity to consent on his or her own behalf. However,
the Code of Rights of Consumers of Health and Disability Services emphasises competence. Legal
Capacity and competence are overlapping but partly different concepts. A consumer who lacks legal

Capacity may still be competent to participate in informed choice and informed consenting, and has a
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role in the process. Right 7 of the Code (see SECTION TWO,) sets out steps to follow when

gauging competence. (See Competence to Consent.)

3 Effective Communication

Communication is likely to be effective when it occurs in a form, language and manner that enables a
consumer to understand the information provided. The test for iriforming adequately is that {he
consumer has the information that a reasonable consumer in that consumer's circumstances needg in
order to make an informed choice and give informed consent. Right 6 (1) (a) (b) (c) (d) (e) (f) (g) of the
Code (see SECTION TWO) states information that is mandatory. Right 6 (3) (a) (b) (c) (d) states
questions to which a consumer has the right to honest and accurate answers. In most cases informing

adequately means more than the provision of standard information.

4 Ethical Frameworks
This policy accepts the assumptions that individualism and wellness are of value. Atthe same time, it
emphasises respect for choice and for culture. In doing so it |:eflects the Codeof Rights of Consumers
of Health and Disability Services. This policy acknowledges the tensions that this stance implies.
1 For some persons and for some cultures the interests of the individual are
inseparable from those of the collective (e.g. iwi, whanau, family) .
2 Some consumers choose to act in ways that appear contrary to the expectations of
their culture.
3 Some consumers choose to leave a decision to the professional judgement of the
provider.
4 Some consumers, in their particular circumstances, choose to decline a
recommended procedure.
These kinds of situations involve effective communication with the consumer and often persons close

to him or her, consultation with colleagues, and the exercise of professional judgement. Detailed

documentation of decisions and courses of action is essential in these situations. (See Legislative

Framework, and SECTION THREE for statutory provisions and applications.)

S  Exceptional Cases

Treatment may and can be given without consent in an emergency situation when it is necessary and
in the best interests of preserving life. An emergency situation is where treatment must be given
without undue delay to prevent loss of life, loss of limb and/or loss of function. In this situation it will

have been impossible to gain consent from the consumer or someone entitled to consent on his or
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her pehalf. The provider needs to 66nsult with professional colleagues, document the'actions, inform

consumers and/or “family” as soon as possible about what has happened and seek consent in the

regular way at this point for any further actions. tSee Competence to Consent, and Right 7 of the
Code in SECTION TWO,) '

6 Experimental Procedure”

From time to time a provider may wish, on the basis of professional knowledge and expertise, to
introduce clinical procedures which are not part of widely accepted practice. Where these come iﬁto
the category of “innovative procedures”, that is, procedures which are new to a particular provider
setting in New Zealand, or which are being used for a new purpose, written consent on the basis of
information which the consumer understands, is mandatory. Such procedures are required to have
ethical approval from the Waikato Ethics Committee although they may not be part of a formally

constituted research project. (See_Research and Written Consent.)

7 Informed Choice

Choice involves the opportunity to choose from among an appropriate range of options, including
refusal of a service and withdrawal from a service. The choice is made on the basis of information which
the consumer understands. Every consumer has the right to the information that a reasonable
consumer, in that consumer’s circumstances, would expect to receive. (See Right 6 of the Code in

SECTION TWO for information which is mandatory and information to be given in answer to

consumers’ questions; also see Ethical Frameworks, and Effective Communication.)

8 Informed Consent
Consent involves the voluntary and active indication of willingness to participate in a specified course
of action and is given on the basis of information which the consumer understands. Every consumer
has the right to the information that a reasonable consumer, in that consumer’s circumstances, would

expect to receive. (See Right 6 of the Code in SECTION TWO for information which is mandatory
and information to be given in answer to questions; also see Effective Communication and

Written Consent,)

9 Informed Choice and Informed Consent Process
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Many consumers need time to con';ider information and take advice before they make a decision.
Also, the consent itself should relate to an assessment of the consumer’s condition which is made
close to the time when the clinical procedure is to take place. The procedures of Clinical Departments
allow for choice and consent to take place over an appropriate period of time and the consent to be

validated as close as possible to the time of the clinical procedure. Apart fom emergency situations,

consent is obtained before the procedure begins. (See Exceptional Cases.)

10 Legal Capacity

Legal capacity is a legal concept and several statutes apply. SECTION THREE refers to relevant
sections of the law and gives applications. (See Competence to Consent and Consenting on
Behalf of Another Person.)

11 Ledqislative Framework
SECTION TWO includes the Health and Disability Commissioner (Code of Health and Disability

Services Consumers’ Rights) Regulations 1996. SECTION THREE refers to relevant statutes.

There is also much Common Law which applies but which is not referred to in this policy. This policy
applies within a legislative framework but it also encourages an approach which extends beyond legal

requirements to considerations based on ethical principles. (See Ethical Frameworks, and the

ethical principles on which this policy is based.)

12 Oral Consent
Oral consent is valid where the criteria for written consent do not apply. The provider needs to

document oral consent. (See Written Consentand Teaching.)

13  Professional Judgement

From time to time occasions will arise when the course of action to follow will not be clear from this
policy. Here a provider should exercise professional judgement in consultation with professional
colleagues and document the rationale for decisions. The provider should advise the policy writer of

any inadequacies in this policy which recur.

14 Research

All research requires ethical approval by the Waikato Ethics Committee. Written consent on the basis
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of information which the consumer"ﬁnderstands, is mandatory. The Committee advises on

distinctions between audit, quality assurance and research activities. (See Experimental

procedure; aiso see Written Consent)

15  Significant risk

Where there is significant risk of adver;‘,e effects on the consumer, written consent on the basis of
information which the consumer understands is mandatory. The procedures of each clinical
department for informed choice and informed consent reflect an agreed on definition of what
constitutes significant risk in that Department. There is consistency across Departments where the

same procedure is provided in more than one Department. (See Written Consent.)

16 Teaching

Written consent on an informed basis is required for clinical procedures carried out for the purposes of
teaching which are not part of regular treatment. Where teaching involves observation or regular
procedures carried out under supervision, oral consent is obtained and documented. In all
circumstances where the provision of services involves a provider who is not an employee of Health

Waikato Ltd., for example, a student, written consent is a requirement. (See Written Consent.)

17  Written Consent
Written consent on the appropriate form is mandatory where:
the consumer is to participate in any research;
the procedure is experimental;
the consumer will be under general anaesthetic; \
there is significant risk of adverse effects on the consumer;
the clinical procedure is for teaching purposes and is not part of regular treatment;

the clinical units’ procedures require written consent in addition to these five criteria.

(See Experimental Procedure; Research; Significant Risk; Teaching.)

Success Indicators

These success indicators will be used to measure the effectiveness of this policy.
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Clinical level:
1 a working document stating informed choice and informed consent procedures,

including consent forms;

2 appropriate documentation of consent to treatment in the patients’ notes;
3 appropriate filing of consent documentation;
Corporate level:
1 evidence of the working documents of consent procedures, including forms, of the

clinical departments;
2 analysis of patients’ complaints;

3 analysis of incident reports.

Education Programme

An education programme will support the implementation of this policy in its first year.
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Consultation Document:
Informed Choice and Informed Consent

Draft Policy

February 1997

revised 14 feb. 1997 after consultation with Ethics Advisory Group
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Informed Consent

Draft Policy - February 1997 (3)

SECTION ONE

Purpose

The purpose of Health Waikato Ltd's informed consent policy is: -
1 to enable its employees to provide services which respect the dignity and
independence of consumers;
2 to enhance its employees’ awareness and education and in doing so, minimise the
organisation’s liability;
3 to meet its responsibilities and obligations to both consumers and employees by

promoting the ethical values which it espouses and implementing legislative
requirements which relate to informed consent

Principles
The policy is based on these principles:
1 respect for persons and their cultures;
freedom from discrimination, coercion, harassment and exploitation,
dignity;

2

3

4 independence;
5 privacy;

6

quality service provision.

Policy Statements

1 The informed consent of consumers is a prerequisite to the provision of services.
Effective communication is essential to informed choice and informed consent.
Making an informed choice and consenting are parts of a process.
Documentation of the process is essential.

Standardisation of procedures applies wherever possible.

(o) NN 6 ) BEEE O - N \M)

The provision of services takes place within both ethical and legislative frameworks.
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Responsibilities of Clinical Departments

within six months of the implementation date of this policy, clinical departments

1 will have in place and recorded, procedures for sharing information with consumers,

facilitating choice, and gaining consumers’ informed consent which comply with

comply with relevant legislation and the requirements and ethical values stated in_this policy;

2 will have in place and recorded, detailed requirements for when consent is to be in

writing which comply with Right 7(6) of the Code of Rights of Consumers of Health

and Disability Services, including an agreed on definition of what is meant by “significant riék

of adverse effects”;

3 will have in place and recorded, an effective system for documenting the informed

choice and informed consent process, including forms which comply with Health

Waikato Ltd’s guidelines and which have been validated;

4 will advise the Policy Officer of 1, 2 and 3.

Responsibilities of the Corporate Centre

Atthe time of implementation of this policy, Network 9 in the Corporate Centre will have available:

1 guidelines on drafting forms to record informed consent;
2 a validation service for informed consent forms which have been drafted in

operational areas;

3 guidelines on what constitutes “significant risk of adverse effects” of a procedure for a
consumer;

4 a “help-desk” service to facilitate operational areas in implementing this policy;

5 an education programme which supports the implementation of this policy.

Operational Definitions
1 Competence to Consent

Provision of services proceeds with a presumption of competence. Competence can vary with

circumstances. Provision based on respect recognises degrees of competence and adapts

accordingly. For example, adequate time, attentive listening, and open responsiveness may enhance

the competence of someone traditionally labelled as one of the “confused elderly’. Right 7 of the

Code (see SECTION TWO) sets out steps to follow when gauging

49



competence. Where a consumer is not competent to make an informed choice and give informed
consent and no person entitled to consent on behalf of the consumer is available, Right 7(a) (b) (c) of

the Code states the circumstances where a provider may provide services.

2 Consenting on Behalf of Another Person

Legislation governs who has the legal capacity to consent on behalf of someone else. As a general
rule, someone who consents on behalf of another person should be more cautious than when
consenting on his or her own behalf. SECTION THREE outlines statutory requirements whichf
apply when someone does not have the legal capacity to consent on his or her own behalf. However,
the Code of Rights of Consumers of Health and Disability Services emphasises competence. Legal
capacity and competence are overlapping but partly different concepts. A consumer who lacks legal
capacity may still be competent to participate in informed choice and informed consenting, and has a

role in the process. Right 7 of the Code (see SECTION TWO) sets out steps to follow when

gauging competence. (Sée Competence to Consent.)

3 Effective Communication

Communication is likely to be effective when it occurs in a form, language and manner that enable a
consumer to understand the information provided. The test for informing adequately is that the
consumer has the information that a reasonable consumer in that consumer’s circumstances needs in
order to make an informed choice and give informed consent. Right 6 (1) (a) (b) (c) (d) (e) (f) (g) of the
Code (see SECTION TWO,) states information that is mandatory. Right 6 (3) (a) (b) (c) (d) states
questions to which a consumer has the right to honest and accurate answers. In most cases informing

adequately means more than the provision of standard information.

4 Ethical Frameworks
.There are many different perceptual frames through which people view their circumstances and
develop and prioritise their values. Often these frames are culturally based. It is difficult to formulate
policy which always clearly reﬂects; the views that individuals and cultural groups hold. For example,
this policy accepts the assumptions that individual autonomy and the goal of weliness are of value. At
the same time, it emphasises respect for culture and for choice. On occasion, cultural values may
conflict with the concept of individual autonomy; and weliness may not be a realistic goal in the
circumstances of a particular individual. This policy acknowledges the tensions that this stance
implies:

1 For some persons and for some cultures the interests of the individual are
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inseparable from those of fl;e collective (e.g. iwi, whanau, family) .
2 Some consumers choose to act in ways that appear contrary to the expectations of
their culture.
3 Some consumers choose to leave a decision to the professional judgement of the
provider.
4 Some consumers, in their particular circumstances, choose to decline a
recommended procedure.
These kinds of situations involve effective communication with the consumer and often persons close
to him or her, consultation with colleagues, and the exercise of professional judgement. Detailed

documentation of decisions and courses of action is essential in these situations. (See Legislative
Framework, Professional Judgement. and SECTION THREE for statutory provisions and

applications.)

5 Exceptional Cases

Treatment may and can be given without consent in an emergency situation when it is necessary and
in the best interests of preserving life. An emergency situation is where treatment must be given
without undue delay to prevent loss of life, loss of limb and/or loss of function. In this situation it will
have been impossible to gain consent from the consumer or someone entitied to consent on his or
her behalf. The provider needs to consult with professional colleagues, document the actions, inform
consumers and/or “family” as soon as possible about what has happened and seek consent in the

regular way at this point for any further actions. (See Competence to Consent, and Right 7 of the
Code in SECTION TWO)

6 Experimental Procedure

From time to time a provider may wish, on the basis of professional knowledge and expertise, to
introduce clinical procedures which are not part of widely accepted bractice. For such procedures
written consent on the basis of information whi;:h the consumer understands, is mandatory. In
addition, such procedures are required to have ethical approval from the Waikato Ethics Committee

although they may not be part of a formally constituted research project. (See_Research and

Written Consent )
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7 Informed Choice

Choice involves the opportunity to EhooSe from among an appropriate range of optidns, including
refusal of a service and withdrawal from a service. The choice is made on the basis of information which
the consumer understands. Every consumer has the right to the information that a reasonable
consumer, in that consumer’s circumstances, would expect to receive. (See Right 6 of the Code in

SECTION TWO for information which is mandatory and information to be given in answer to

consumers’ questions; also see Ethical Frameworks, and Effective Communication.)

8 Informed Consent

Consent involves the voluntary and active indication of willingness to participate in a specified course
of action and is given on the basis of information which the consumer understands. Every consumer
has the right to the information that a reasonable consumer, in that consumer’s circumstances, would

expect to receive. (See Right 6 of the Code in SECTION TWO for information which is mandatory

and information to be given in answer to questions; also see Effective Communication and

Written Consent.)

9 Informed Choice and Informed Consent Process

Many consumers need time to consider information and take advice before they make a decision.
Also, the consent itself should relate to an assessment of the consumer’s condition which is made
close to the time when the clinical procedure is to take place. The procedures of Clinical Departments
allow for choice and consent to take place over an appropriate period of time and the consent to be

validated as close as possible to the time of the clinical procedure. Apart fom emergency situations,

consent is obtained before the procedure begins. (See Exceptional Cases.)

10 Legal Capacity
Legal capacity is a legal concept and several statutes apply. SECTION THREE refers to relevant

sections of the law and gives applications. (See Competence to Consent and Consenting on
Behalf of Another Person.)
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11_  Legislative Framework

SECTION TWO includes the H;auh and Disability Commissioner (Code of Health and Disability
services Consumers’ Rights) Regulations 1996. SECTION THREE refers to relevant statutes.
There is also much Common Law which applies but which is not referred to in this policy. This policy
applies within a legislative framework but it also encourages an approach which extends beyond legal
requirements to considerations based on ethical principles. (See Ethical Frameworks, and the

ethical principles on which this policy |s based.)

12  Oral Consent

Oral consent is valid in situations where criteria which invite such consent apply and where the criteria

for written consent do not apply . The provider should document oral consent. (See Written

Consentand Teaching.)

13 Professional Judgement

From time to time occasions will arise when the course of action to follow will not be clear from this
policy. Here a provider should exercise professional judgement in consultation with professional
colleagues and document the rationale for decisions. The provider should advise the policy writer of

any inadequaciesin this policy which recur.

14 Research
All research requires ethical approval by the Waikato Ethics Committee. Written consent on the basis
of information which the consumer understands, is mandatory. The Committee advises on

distinctions between audit, quality assurance and research activities. (See Experimental

Procedure; also see Written Consent)

15  Significant risk

Where there is significant risk of adverse effects on the consumer, written consent on the basis of
information which the consumer understands is mandatory. The proéedures of each clinical
department for informed choice and informed consent reflect the guidelines on significant risk of
adverse effects on the consumer available from Network 9 in the Corporate Centre. There is

consistency across Departments where the same procedure is provided in more than one

Department. (See Responsibilities of the Corporate Centre and Written Consent.)
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Written consent on an informed basis is required for clinical procedures carried out for the purposes 9f
teaching which are not part of regdi;r treatment. Where teaching involves observation.or regular
procedures carried out under direct supervision (including situations where persons who are not
employees of Health WaikatoLtd are involved), oral consent is obtained and documented. In all
circumstances where the provision of services involves a provider who is not an employee of Health
Waikato Ltd., for example, a medical student, and who is not working under direct supervision, written

consent is a requirement. (See Written Consent.)

17  Written Consent
Wiritten consent on the appropriate form is mandatory where:
the consumer is to participate in any research;
the procedure is experimental;
the consumer will be under general anaesthetic;
there is significant risk of adverse effects on the consumer;
the clinical procedure is for teaching purposes and is not part of regular treatment;

the clinical units’ procedures require written consent in addition to these five criteria.

(See Experimental Procedure; Research; Significant Risk; Teaching.)

18  Written Information

Success Indicators

These success indicators will be used to measure the effectiveness of this policy.

Clinical level:
1 a working document stating informed consent procedures;
2 consent forms designed in accordance with the organisations’s guidelines and

validated in accordance with this policy;

3 documentation of consent to treatment in accordance with this policy;

4 appropriate filing of consent documentation.
Corporate level:

1 evidence of the working documents of consent procedures, including forms, of the

clinical departments;
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4 analysis of incideht reports.
5 completion of an education programme to support the implementation of this policy in

its first year.

Education Programme

An education programme will support the implementation of this bolicy in its first year (see

Responsibilities of the Corporate Centre). .
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Informed Consent Draft Interim Policy - February 1997 (4)

SECTION ONE

purpose

The purpose of Health Waikato Ltd’s informed consent interim policy is:

1

to enable its employees to provide services which respect the dignity and

independence of consumers;

2

to meet its responsibilities and obligations to both consumers and employees by

promoting the ethical values which it espouses and implementing legislative

requirements which relate to informed consent

3

to enhance its employees’ awareness and education and in doing so, minimise the

organisation’s liability.

Principles

The policy is based on these principles:

1

o o A~ W N

respect for persons and their cultures;

freedom from discrimination, coercion, harassment and exploitation;
dignity;

independence;

privacy;

quality service provision.

Policy Statements

1

o O A~ O DN

The informed consent of consumers is a prerequisite to the provision of services.
Effective communication is essential to informed choice and informed consent.
Making an informed choice and consenting are parts of a process.
Documentation of the process is essential.

Standardisation of procedures applies wherever possible.

The provision of services takes place within both ethical and legislative frameworks.
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Responsibilities of Operational Areas

within six months of the implementation date of this interim policy, the directors and managers of
operational areas
1 will have in place and recorded, procedures for sharing information with consumers,

facilitating choice, and gaining' consumers’ informed consent which comply with

'ﬁ_relevant legislation and the requirements and ethical values stated in this policy;

2 will have in place and recorded, detailed requirements for when consent is to be in

writing which comply with Right 7(6) of the Code of Rights of Consumers of Health
i and Disability Services and reflect Health Waikato Ltd’s guidelines on what constitutes

| “significant risk of adverse effects on the consumer”;

3 will have in place and recorded, an effective system for documenting informed

consent, including forms which comply with Health Waikato Ltd’s guidelfines and

which have been validated;

4 will advise the policy coordinator of 1, 2 and 3.

Responsibilities of the Corporate Centre

At the time of implementation of this interim policy, the policy coordinator in the Corporate Centre will

have available:
1 guidelines on drafting forms to record informed consent;
2 a validation service for informed consent forms which have been drafted in

operational areas;

3 guidelines on what constitutes significant risk of adverse effects of a procedure for a
consumer,;

4 a "help-desk” service to facilitate operational areas in implementing this policy;

5 alist of names of support persons for Maori;

6 an education programme which supports the implementation of this policy.

After six months from the date of implementation of this policy, the policy coordinator will:

1 conduct an audit of the implementation of the interim policy;
2 revise the interim policy in accordance with the findings of the review;
3 implement the revised policy.
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Operatlonal Definitions

1 Competence to Consent

Provision of services proceeds with a presumption of competence. Competence can vary with
circumstances. Provision based on respect recognises degrees of compétence and adapts
accordingly. For example, adequate tirﬁe, attentive listening, and open responsivenéss may enhance
the competence of-someone traditionally labelled as one of the “confused elderly”. Right 7 of the
Code ( See SECTION TWO ot this policy for the Code) sets out steps to follow when gauging
competence. Where a consumer is not competent to make an informed choice and give informed‘

consent and no person entitled to consent on behalf of the consumer is available, Right 7(a) (b) (c) of

the Code states the circumstances where a provider may provide services.

2 Consenting on Behalf of Another Person

Legislation governs who has the legal capacity to consent on behalf of someone else. As a general
rule, someone who consents on behalf of another person should be more cautious than when
consenting on his or her own behalf. SECTION THREE outlines statutory requirements which
apply when someone does not have the legal capacity to consent on his or her own behalf. However,
the Code of Rights of Consumers of Health and Disability Services emphasises competence. Legal
capacity and competence are overlapping but partly different concepts. A consumer who lacks legal
capacity may still be competent to participate in informed choice and informed consenting, and has a

role in the process. Right 7 of the Code (see SECTION TWO) sets out steps to follow when

gauging competence. (See Competence to Consent)

3 Effective Communication

Communication is likely to be effective when it occurs in a form, language and manner that enable a
consumer to understand the information provided. The test for informing adequately is that the
consumer has the information that a reasonable consumer in that consumer’s circumstances needs in
order to make an informed choice and give informed consent. Right 6 (1) (a) (b) (c) (d) (e) () (g) of the
Code (see SECTION TWO,) states information that is mandatory. Right 6 (3) (a) (b) (c) (d) states
questions to which a consumer has the right to honest and accurate answers. In most cases informing

adequately means more than the provision of standard information.
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4 Ethical Frameworks

There are many different perceptual frames through which people view their world and develop and

prioritise their values. Often these frames are culturally based. For example, for many Maori these

aspects are important for the integrity of their culture:

1 a consultative process which involves Maori advisers and support persons;

2 the assumption that Maori without such support should be offered it;

3 the involvement of Kuia and Korua and other whanau members prior to a postmortem;
4 a holistic regard for well being and acknowledgement of the value of rongoa. .

It is difficult to formulate policy which always clearly reflects the views that individuals and cultural
groups hold. For example, this policy accepts the assumptions that individual autonomy and the goal
of wellness are of value. At the same time, it emphasises respect for cutture and for choice. On
occasion, cultural values may conflict with the concept of individual autonomy; and wellness may not
be a realistic goal in the circumstances of a particular individual. This policy acknowledges the
tensions that this stance implies:
1 For some persons and for some cultures the interests of the individual are
inseparable from those of the collective (e.g. iwi, whanau, family) .
2 Some consumers choose to act in ways that appear contrary to the expectations of
their culture.
3 Some consumers choose to leave a decision to the professional judgement of the
provider.
4 Some consumers, in their particular circumstances, choose to decline a
recommended procedure.
These kinds of siiuations involve effective communication with the consumer and often persons
close to him or her, consultation with colleagues, and the exercise of professional judgement.

Detailed documentation of decisions and courses of action is essential in these situations. (See

Leqislative Framework, Professional Judgement and SECTION THREE for statutory

provisions and applications.)

S Exceptional Cases
Treatment may be given without consent in an emergency situation when it is necessary and in the
best interests of preserving life. An emergency situation is where treatment must be given without

undue delay to prevent loss of life, loss of limb and/or loss of function. In this situation it will have been
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impossible to gain consent from the consumer or someone entitled to consent on his or her behalf.
The provider needs to consult with professional colleagues, document the actions, inform consumers
and/or “family” as soon as possible about what has happened and seek consent in the regular way at

this point for any further actions. (See Competence to Consent, and Right 7 of the Code in
SECTION TWO.,)

6 Experimental Procedure

From time to time a provider may wish, on the basis of professional knowledge and expertise, to
introduce clinical procedures which are not part of widely accepted practice. For such procedures
written consent on the basis of information which the consumer understands, is mandatory. In

addition, such procedures are required to have ethical approval from the Waikato Ethics Committee

although they may not be part of a formally constituted research project. (See_Research and

Written Consent.)

7 Informed Choice

Choice involves the opportunity to choose from among an appropriate range of options, including
refusal of a service and withdrawal from a service. The choice is made on the basis of information which
the consumer understands. Every consumer has the right to the information that a reasonable
consumer, in that consumer’s circumstances, would expect to receive. (See Right 6 of the Code in

SECTION TWO for information which is mandatory and information to be given in answer to

consumers’ questions; also see Effective Communication and Ethical Frameworks .)

8 Informed Consent
Consent involves the voluntary and active indication of willingness to participate in a specified course
of action and is given on the basis of information which the consumer understands. Every consumer
has the right to the information that a reasonable consumer, in that consumer’s circumstances, would
expect to receive. The procedures ofoperational areas outline the processes involved in obtaining
informed consent and completing the required documentation. (See Right 6 of the Code in

SECTION TWO for information which is mandatory and information to be given in answer to

questions; also see Effective Communication and Written Consent)
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9 Informed Choice and Informed Consent Process

Many consumers need time to consider information and take advice before they make a decision.
Also, the consent itself should relate to an assessment of the consumer’s condition which is made
close to the time when the treatment is to take place. The procedures of oberational areas allow for
choice and consent to take place over an appropriate period of time and the consent to be validated

as close as possible to the time of the treatment. Apart fom emergency situations, consent is

obtained before the treatment begins. (See Exceptional Cases.)

10 Legal Capacity

Legal capacity is a legal concept and several statutes apply. SECTION THREE refers to relevant
sections of the law and gives applications. (See Competence to Consent and Consenting on
Behalf of Another Person.)

11  Legislative Framework
SECTION TWO includes the Health and Disability Commissioner (Code of Health and Disability

Services Consumers’ Rights) Regulations 1996. SECTION THREE refers to relevant statutes.

There is also much Common Law which applies but which is not referred to in this policy. This policy
applies within a legislative framework but it also encourages an approach which extends beyond legal

requirements to considerations based on ethical principles. (See Ethical Frameworks, and the

Principles on which this policy is based.)

12  Oral Consent
Oral consent is valid in situations where the criteria for written consent do not apply but where the

procedures of the operational area require it or professional judgement suggests it. The provider

should document oral consent. (See Professional Judgement; Teaching; Written
Consent.)

13  Professional Judgement

From time to time occasions will arise when the course of action to follow will not be clear from this

policy. Here a provider should exercise professional judgement in consultation with professional
colleagues and document the rationale for decisions. The provider should advise the policy co-ordinator

of any inadequacies in this policy which recur.
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14 Research
All research requires ethical approval by the Waikato Ethics Committee. Written consent on the basis
of information which the consumer understands, is mandatory. The Committee advises on

distinctions between audit, quality assurance and research activities. (See Experimental

Procedure; also see Written Consent.)

15  Significant risk

Where there is significant risk of adverse effects on the consumer, written consent on the basis of
information which the consumer understands is mandatory. The procedures of each operational area
for informed choice and informed consent reflect the guidelines on significant risk of adverse effects
on the consumer available from the policy coordinator in the Corporate Centre. There is consistency

across departments where the same procedure is provided in more than one department. (See

Responsibilities of the Corporate Centre and Written Consent.)

16 Teaching

Written consent on an informed basis is required for clinical procedures carried out for the purposes of
teaching which are not part of regular treatment. Where teaching involves observation or regular
procedures carried out under direct supervision (including situations where persons who are not
employees of Health WaikatoLtd are involved), oral consent is obtained and documented. “Direct

supervision” is defined by the protocols of the operational areas. (See Written Consent.)

17  Written Consent
Written consent on the appropriate form is mandatory where:
the consumer is to participate in any research;
the procedure is experimental;
the consumer will be under general anaesthetic;
there is significant risk of adverse effects on the consumer,;
the clinical procedure is for teaching purposes and is not part of regular treatment;

the operational areas’ procedures require written consent in addition to these five criteria.

(See Experimental Procedure; Research; Significant Risk; Teaching.)

-
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g Wiitten Information

1/ Information sharing between provider and consumer is a kind of negotiation of meaning so that both

the consumer understands and the provider can gauge that the consumer understands. Information
sharing may need to take place over time, and may be in oral and visual as well as written forms.
written information needs to be clearly stated and presented. Every consumer has the right to

receive, on request, a written summary of information provided. (See Effective Communication;

written Consent; and Rights 5 and 6 of the Code in SECTION TWO.)

Success _Indicators

These success indicators will be used to measure the effectiveness of this policy.

Operational level:
1 a working document stating informed consent procedures;

2 consent forms designed in accordance with Health Waikato Ltd’s guidelines and

validated in accordance with this policy;

3 documentation of consent to treatment in accordance with this policy,
4 appropriate filing of consent documentation.
Corporate level:
1 evidence of the working documents of consent procedures, including forms, of the

operational units;

2 analysis of surveys to assess consumers’ satisfaction with services

3 analysis of patients’ complaints;

4 analysis of incident reports.

5 completion of an education programme to support the implementation of this policy in
its first year;

6 completion of an audit and review at both operational and corporate levels.

Education Programme

An education programme will support the implementation of this policy in its first year (see

Responsibilities of the Corporate Centre).
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Informed Consent Draft .Interim Policy - May 1997 (5)

SECTION ONE

Purpose

The purpose of Health Waikato Ltd’s informed consent interim policy is:

1

to enable its employees to provide services which respect the dignity and

independence of consumers;

2

to meet its responsibilities and obligations to both consumers and employees by

promoting the ethical values which it espouses and implementing legislative

requirements which relate to informed consent;

3

to enhance its employees’ professional awareness and education and thus minimise

the organisation’s liability.

Principles

The policy is based on these principles:

1

2
3
4
5

respect for persons and their cultures;

freedom from discrimination, coercion, harassment and exploitation;
dignity;

independence;

privacy.

Pb!icx Statements

1

N o g »~ 0N

The informed consent of.consumers is essential to the provision of services.
Effective communication is essential to informed choice and informed consent.
Making an informed choice and consenting are parts of a process.

Documentation of the process is essential.

Standardisation of consenting procedures applies wherever possible.

The provision of services takes place within both ethical and legislative frameworks.

Individual and cultural values are faken into account.
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Operational Definitions
informed Choice and informed Consent
1 Informed Choice

Choice involves the opportunity to choose from among an appropriate range of options, including
refusal of a service and withdrawal from a service. (See Right 7 of the Code.) Refusal and withdrawal
should be recorded in writing. The consumer makes a choice on the basis of information which he.or
she understands. Every consumer has the right to the information that a reasonable consumer, in that
consumer’s circumstances, would expect to receive. (See Right 6 of the Code in SECTION TWO for
information which is mandatory and information to be given in answer to consumers’ questions; also

see Communication angd Information and Ethical Frameworks .)

2 Informed Consent

Consent involves the voluntary and active indication of willingness to participate in a specified course
of action and is given on the basis of information which the consumer understands. Every consumer
has the right to the information that a reasonable consumer, in that consumer’s circumstances, would
expect to receive. The procedures of operational areas outline the processes involved in obtaining
informed consent and completing and filing the required documentation. (See Right 6 of the Code in

SECTION TWO for information which is mandatory and information to be given in answer to questions;
also see Communication and information.)
* Iimplicit Consent

For consent to be given on an informed basis, it needs to be specific to the treatment,

procedure or routine set of procedures for which it is being given. Therefore, a general

consent or a claim that a patient is consenting by his or her presence alone is not valid.

* Oral (Verbal)Consent

Oral consent is necessary in situations where the criteria for written consent do not apply and
Where the procedures of an operational area require it or professional judgement suggests it. For
example, in some situations getting a consumer’s consent to proceed may be a matter of courtesy
and oral consent is appropriate. In more intrusive situations or in certain

circumstances, getting oral consent will be a formally recognised part of practice in an

Operational area and will be documented in the patient’s notes. (See Teaching; Written

Consent.)
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* Written Consent

Written consent on the appropriate form is mandatory where:
the consumer is to participate in any research;
the procedure is experimental;
the consumer will be under general anaesthetic;
there is significant risk of adverse effects on the consumer;
the clinical procedure is for teaching purposes and is not part of regular treatment;
specified additional procedures might become necessary during an operation;
consent is given by someone acting on behalf of the consumer;
the operational areas’ procedures require written consent in addition to these seven

criteria,

(See Experimental Procedure; Research; Information about Significant Risk; Teaching.)

*

No Consent

Treatment may be given without consent in an emergency situation when it is necessary in
the best interests of the patient’s life or physical or mental health to act, and the action or
treatment taken is treatment that a reasonable person would, in all the circumstances, take,
acting in the best interests of the patient. In this situation it will have been impossible to gain
consent from the consumer or someone entitled to consent on his or her behalf. The provider
needs to consult with professional colleagues, document the actions, inform consumers

and/or “family” as soon as possiblé about what has happened, and seek consent in the

regular way at this point for any further actions. (See Competence to Consent, and Right 7§of
the Code in SECTION TWO.)

*

Timing of Informed Consent

Many consumers need time to consider information and take advice before they make a
decision. The procedures of operational areas allow for choice and consent to take place
over an appropriate period of time. In elective situations the process begins some time before
treatment and then the consent is validated by the consumer as close as possible to the time | of
the treatment. Apart fom emergency situations, consent is obtained before the treatment

begins. (See No Consent.)
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* Who gets the consent

The procedures of operational units nominate the most appropriate persons to communicate
information, make judgements about understanding, and document consent. Often the best
person to explain the information and get consent is the person who is reéponsible for the

treatment or procedure.

Competence and Legal Capacity
b Competence to Consent

Provision of services proceeds with a presumption of competence. Competence can vary with
circumstances. Provision based on respect recognises degrees of competence and adapts
accordingly. For example, adequate time, attentive listening, and open responsiveness may enhance
the competence of someone classified as “confused elderly”. Right 7 of the Code ( See SECTION
TWO of this policy for the Code) sets out steps to follow when gauging competence. Where a
consumer is not competent to make an informed choice and give informed consent and no person
entitled to consent on behalf of the consumer is available, Right 7(4)(a) to (c¢) of the Code states the

circumstances where a provider may provide services.
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