Institute of
§ ;{P&Iehltme & Latw

Value Driven. Evidence Based.

S P | PTENTS CONSENT

Global SOP on Patients Consent

2022

With Participants Comments
Draft 2



ORGANISING COMMITTEE

Convenor

Dr. Gentle Shrestha

Official Nominee: Nepalese Society of Critical Care Medicine
Treasurer: Nepalese Society of Critical Care Medicine

Executive Editor: Journal of Nepalese Society of Critical Care Medicine
Joint Treasurer: Society of Anaesthesiologists of Nepal

Drafting Committee
Dr. Prashant Nasa

Head: Critical Care Medicine and Chairman: Prevention and Infection Control
NMC Specialty Hospital, Dubai

Dr. Rajeev Sharma

Senior Forensic Pathologist and Medicolegal Expert:
MOI - Gulf Cooperation Council Region

Founder: Social Trust 'RevHealth' for Patient's Rights

Dr. Kenneth Atoe
Acting Dean: Basic Clinical Science - Edo State University, Nigeria
Asst. Journal Manager: African Journal of Health, Safety, and Environment

Dr. Deepa Vats
Senior Otorhinolaryngologist & Paediatric Sleep Specialist DHA, Dubai
Fellow of European Board of Otolaryngology & Head Neck Surgery (Austria)

Participants

Dr. Nitin Arora

Consultant Intensivist: University Hospitals, Birmingham, UK
Executive Council Member: Intensive Care Society

Dr. Seema Tekwani
Critical Care Medicine Specialist: Grady Memorial Hospital, Atlanta, USA

Dr. Rahul Shabadi
Consultant Cardiac Anaesthesiologist: Salalah Heart Centre, Sultanate of Oman

Dr. Sandeep Kantur
Consultant Critical Care: Royal Hospital, Oman

Dr. Nigel Kuriakose

Official Nominee: Indian Medical Association (NRI Branch)

President: Indian Medical Association (NRI Branch)

Specialist Anaesthesiologist & Intensivist: Sultan Qaboos University Hospital, Oman

Dr. Vivek Dubey

Consultant Physician and Intensivist

Fellow: Royal College of Physicians of Edinburgh
Fellow: American College of Chest Physicians

Dr. Nadiawati Abdul Razak
Forensic Medicine Specialist & Head of Forensic Unit: National Defence University of Malaysia
Member: National Specialist Registry of Malaysia and Malaysia Medical Council

Dr. (Prof.) Melda Turkoglu
Official Nominee: Society of Turkish Intensivists
Immediate Past President & EC Member: Gazi University School of Medicine, Medical ICU, Turkey




Dr. Dameera Weeratunga

Official Nominee: Sri Lankan Society of Critical Care and Emergency Medicine
Council Member: Sri Lankan Society of Critical Care and Emergency Medicine
Senior Registrar: Emergency Medicine, Sri Lanka

Dr. Maher Albahrani
Senior Consultant: Anaesthesiologist & Intensivist, Oman

Dr. Vasudev Murthy
Specialist Forensic Pathologist: Ministry of Health, Brunei, Darussalam

Dr. Ashish Khanna

Director: Perioperative Outcomes and Informatics Collaborative, Department of Anaesthesiology; Section on Critical Care
Medicine - Wake Forest University School of Medicine, Atrium Health Wake Forest Baptist Medical Center Medical Center
Boulevard, Winston-Salem, USA

Dr. Monika Gulati Kansal
Senior Consultant ICM: Ng Teng Fong General Hospital, NUHS, Singapore

Dr. Hemanth Naik
Chief Medical Officer: Virtual Autopsy UK & India
International Academy of Legal Medicine, Geneva

Dr. Mayank Vats

Senior Pulmonologist, Sleep Medicine, Interventional Pulmonologist, & Critical Care Medicine

Executive Member: Inclusion & Diversity Committee - American Association for Bronchology and Interventional
Pulmonology

Dr. (Prof.) M Rajadurai
Regional Director: OZ Resus, Australia

Dr. Juhi Chandwani
Senior Consultant: Oman Society of Anaesthesia and Critical Care, Oman

Dr. Gloria Rodriguez-Vega

Official Nominee: Consejo Centroamericano y del Caribe de Terapia Intensiva
President: Consejo Centroamericano y del Caribe de Terapia Intensiva

Chief. Department of Critical Care Medicine, HIMA - San Pablo Caguas, Puerto Rico

Dr. Piotr Szawarski
Consultant: Intensive Care Medicine - Wexham Park Hospital, UK

Dr. Piacevoli Quirino

Official Nominee: Clinical Risk Society & World Society of Intravenous Anaesthesia
President: Clinical Risk Society

President: World Society of Infravenous Anaesthesia

Dr. Carlos SanchezE
Head: Critical Care Services Hospital - General IESS, Quevedo, Ecuador, USA

Dr. Balwant Arora
Member: The American Society of Plastic Surgeons
Member: International Society of Hair Restoration Surgery




Dr. Ayyappan Thangavel
Consultant Plastic Surgeon: King Fahd Hospital, KSA
Faculty accredited to SCFHS, Kingdom of Saudi Arabia

Dr. Arif Ali Kolethekkat
Senior Specialist ENT Head & Neck - SQUH, Oman
Founder President: IMA - Nedumbassery Branch, Kerala

Dr. Ashik Sainu Mohiyuddin
Medical Director: Aster Hospital, Oman

Dr. Oheneba Owusu-Danso

Former Secretary: Commonwealth Medical Association

Former General Secretary: Ghana Medical Association

Former CEO: Komfo Anokye Teaching Hospital, Kumasi, Ghana

Dr. Sai Prasad Gadapa

Physician: Holy Family Medical Center, Chicago
Director: Swarupa Narsimha Healthcare
Founder: TelemedReferral App

Dr. (Prof.) Sam Lingam
Consultant

Dr. Mary Amoakoh-Coleman

Official Nominee: Medical Women Association of Ghana

President: Medical Women Association of Ghana

Former Treasurer: Commonwealth Medical Association and Ghana Medical Association

Dr. MurugarajRajRajathurai

Official Nominee: Malaysian Medical Association & Commonwealth Medical Association
President: Malaysian Medical Association

President Commonwealth Medical Association

Dr. Preethi Wijegoonewardene

Chair: MRCGP International South Asia Board
Past President: Sri Lanka Medical Association
Chair: MCGP Board - CGPSL

Dr. Arumugam Nachiap
Consultant: Cardiologist & Physician

Dr. Nirmala Murthy
Consultant: Gynaecologist

Dr. Bina Rabadia
Specialist: Dermatologist

Dr. Deepti Singh
Physician: Paediatric Cardiology

Dr. PankajC.
Organ Transplantation Surgeon




Dr. Joy Karamana Mugambi

Vice President: Commonwealth Medical Association (East / Central / South Africa Region)
Council Member: WONCA - Africa Region

Convenor: Human Rights Committee - Kenya Medical Association

Chair: Kenya Association of Family Physicians

Dr. Anil Arora
Attending Consultant: AMA

Aadvisory Committee

Adv. Arunava Mukherijee
Advocate: Supreme Court of India
Associate: The Medlegal Attorneys

Adv. Balaji Srinivasan
Advocate-on-record: Supreme Court of India
Managing Partner: The Medlegal Attorneys

Adv. Mahendrakumar Bajpai
Advocate: Supreme Court of India
Editor: Medical Law Cases - For Doctors

Adv. Mayank Kshirsagar
Advocate: Supreme Court of India
Associate: The Medlegal Attorneys

Adv. Pratiksha Mishra
Advocate: Supreme Court of India
Associate: The Medlegal Attorneys

Adv. Srishti Govil
Advocate: Supreme Court of India
Associate: The Medlegal Attorneys

Adv. Vaishnavi Subrahmanyam
Advocate: Supreme Court of India
Associate: The Medlegal Attorneys

Adv. Yogendra Singh
Advocate: High Court, Mumbai




Consentin Non-Emergency Situations - General Procedures

Take consent only of the patientin a non-emergency situation if the patientis adult (also refer to Clause
6.1), capable (also refer to Clause 6.5), and oriented (in time, place, and person). Establish and confirm
mental capacity of all adult patients irrespective of the age. Do not consider older patients incapable by
default. In appropriate cases, especially high-risk cases (also refer to Clause 1.16), a confirmation from
the next of kin, preferably a first-degree relative (not mandatory), may be taken or they may be asked to
sign as a witness (also refer to Clause 1.17) (Advisable). In case next of kin is not available at that point

in ime, any relative, or even an unrelated friend /neighbour [ attendant may be asked to sign as witness.

Dr. Mary Amoakoh-Coleman: An unrelated attendant or neighbour may not always be an appropriate

person to sign in the absence of s relative

Dr. Oheneba Owusu-Danso: | agree to the entire good content here. But for purposes of good
notification and referencing by users it will great to list or itemise the points with a, b, c or !, II, Ill etc.

Take ‘proxy’ consent from capable adults responsible for incapable patients. (also refer to —‘Chapter 6.
Minors [ Incapable | Emergency patients — Proxy Consent). Any person authorized by the patient
through living wills / Advance Medical Directives (AMD) (includes instructions such as Do Not Intubate
{DNI}, Do Not Resuscitate {DNR}, Do Not Attempt Resuscitation {DNAR}, Do Not Attempt Cardio
Pulmonary Resuscitation {DNACPR}, AND {Allow Natural Death}) /lasting power of attorney for health /
or such other documents can also give proxy consent for that patient. In appropriate cases, signature of

witness/es (also refer to Clause 1.17) may also be taken (Advisable).

e Dr. Oheneba Owusu-Danso: | agree to the entire good content here. But for purposes of good

notification and referencing by users it will great to list or itemise the points with a, b, ¢ or 1, II, Ill etc.

Do not take consent of spouse, children, or parents (instead of the patient) in case of an adult, capable
and oriented patient. However, they may be asked to sign as witnesses (also refer to Clause 1.17),
especially in high risk cases, medical emergencies, very old patients, patients with cognitive defects

and so on (Advisable).

Take patient's written consent rather than not taking one.




e Dr. Vasudev Murthy: Rephrase the line. Its not clear

Take written consent only for those investigations / diagnostics and therapeutic procedures, major or
minor, IPD or OPD, that require invasive intervention. Take written consent (advisable, not mandatory)
for certain non-invasive therapeutic measures such as diathermy, lithotripsy, nuclear-scan, CT scan
using dye, MRI, EEG, PET, BiPAP, chemotherapy, hormone replacement therapy, drugs having serious
side-effects, high risk medication, high dose steroids, immunosuppressants, and such other high-risk

cases (this listis not exhaustive but only indicative) (also refer to Clause 1.16).

e Dr. Vasudev Murthy: Written informed consent
Dr. Mary Amoakoh-Coleman: This does not mention verbal consent where written consent is not
taken. Consent is important for all procedures listed
Dr. Oheneba Owusu-Danso: | agree to the entire good content here. But for purposes of good

notification and referencing by users it will great to list or itemise the points with a, b, c or I, Il, Ill etc.

No written consentis required for:

For routine investigations such as drawing of blood.
From OPD patients on routine visits unless an invasive procedure has to be performed in the OPD.
For non-invasive diagnostic [ therapeutic procedures such as ECG, plain CT scan, and so on.

e Dr. Vasudev Murthy: CT scan with constract may require informed consent

e Dr. Joy Karamana Mugambi: Point number 3 requires consent

e Dr. Oheneba Owusu-Danso: Presentation is perfect for me. Very well itemised for good notification

of readers and for referencing

Do not reduce consent to a mechanical [ routine act. Do not influence the patient in any way. Do not
make value judgments about the patient's preferences. Consentis a process and not merely an act of

signing the consent form. It involves providing relevant information about the proposed treatment /

intervention (also refer to Clause 1.13), discussing with the patient, ensuring that the patient has

understood the information, arriving at a mutual agreement, and then filling and signing the consent.




Provide information that is relevant to that particular patient, hisjher general health status, social and

financial situation, and which will help the patient to make an informed and independent choice.

Dr. Oheneba Owusu-Danso: 7. Do not reduce consent to a mechanical / routine act. |. Do not
influence the patient in any way. Il. Do not make value judgments about the patient's preferences.
Consent is a process and not merely an act of signing the consent form. It involves providing
relevant information about the proposed treatment / intervention (also refer to Clause 1.13),
discussing with the patient, arriving at a mutual agreement, and then filling and signing the
consent. Il. Provide information that is relevant to that particular patient, his/her general health
status, social and financial situation, and which will help the patient to make an informed and

independent choice.

Do not deviate from what has been consented and agreed, except in life-threatening conditions, for
bonafide reasons, and only in the patient’s interest (also refer to Chapter 8: Additional | Alternative /

Extension during a planned surgery / procedure).

Take consent only after appropriate disclosures and proper explanation, neither by unduly scaring nor

falsely alluring the patientinto acceptance. Follow guidelines on counselling, if any, issued [ framed by

revered [recognized [ national medical associations or professional bodies for that particular therapy /

intervention.

1.10 Explain and counsel in the language / dialect that can be understood by the patient. In case services of
a professionally qualified translator / interpreter have been taken, especially in case of international
patients, the translator /interpreter must write his/her name, also sign the consent as withess and record
specifically that he/she has explained in the language understood by the patient and only thereafter the
patienthas signed the consent. Take proof of identity proof of the translator /interpreter and also ensure

thathe/she is legally capable and not below 18 years of age.

e Dr. Oheneba Owusu-Danso: | agree to the entire good content here. But for purposes of good

notification and referencing by users it will great to list or itemise the points with a, b, c or I, Il, Ill
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1.11

etc. | agree to the entire good content here. But for purposes of good notification and referencing

by users it will great to list or itemise the points with a, b, c or 1, I, Il etc.

Explain and counsel in simple non-medical terms. Provide information in lay terms. Brochures |/
informative booklets about the interventions / therapies could be provided to the patient (Advisable) (also

refer to Clause 1.19).

Explain and counsel the various aspects of the proposed treatment / intervention to the patient by
handwritten notes / diagrams / figures [ images | models [ posters of organs [ systems /[ diseases in
appropriate cases and only if the same are easily available. Try to give pictorial information in case of
children and illiterate patients. Append these with the consent form. Thereafter follow the protocol, as far

as applicable, prescribed in Clause 3.12 (Advisable).

1.13 Give sufficientinformation, disclose to the patient and duly record in the consent:

V.

Medically approved name of the treatment / surgery / procedure.

Nature, purpose (intended benefits), consequence and outcome of the freatment / surgery / procedure

and the trouble [ disease [ complication for which the same is advised.

Likely prognosis in accordance with the accepted medical practice.

Risks involved - the most commonly occurring risks and not the rare ones (also refer to —‘Chapter 4. Risk

information)’.

V. Commonly occurring life-threatening and non-life-threatening complications / consequences / discomfort

| disadvantages - Even complications | consequences that are rare but likely to affect vision, hearing,
motor, and brain functions, or may result in amputation, disability, paralysis, or serious bleeding
(Advisable). VI. Special care and its level, if any, that may be required post treatment / surgery /
procedure. VIl. Available appropriate alternatives (includes the option of refusing) — The relative
advantages and disadvantages of each of the available alternatives and the preferred one with reason/s.
VIII. Consequences of refusal, especially adverse, regardless of the patient's refusal or acceptance. IX

The fact that the surgeon may come across unexpected situations during the course of surgery and it




may require additional / alternative [ extension other than whathas been consented, and that the patient

consents for the same.

e Dr. Oheneba Owusu-Danso: Well itemised. But kindly present them in line with each roman

numeral starting the statement at the left end.

1.14 Give the patient reasonably enough time, depending on the situation, to take the decision for giving
consent after counselling exceptin emergency situations such as caesarean, evacuating clot setting on
brain, need for mechanical ventilation, and so on. If the clinical condition of the patient changes during

this period of patients’ contemplation, initiate the process for taking fresh consent.

1.15 Multi-stage treatment:

Take single and comprehensive consent explaining the different stages one after the other even if the
different stages are contemplated to be performed on different dates.

Enumerate each stage specifically and separately in the consent.

Inform the patient that he/she may withdraw consent at any stage of treatment. Record this aspect

specifically in the consent.

After taking such consent, if the patient's condition changes significantly and/or any deviation is

contemplated in the subsequent stages from the consented course, a fresh consent must be taken.

e Dr. Mary Amoakoh-Coleman: How feasible is iii. ? For example during surgery when patient is

under GA?

e Dr. Oheneba Owusu-Danso: Perfect presentation for me. Thanks

High-risk Consent:

Inform the patient specifically, duly record the same in the medical records, and take an elaborate

high-risk consent if:

Unusual requests are made by patient / attendants, abnormal / suspicious circumstances, and such

other conditions.




The treatment [recovery is expected to take a verylong time.

The rate of failure is high.

The technique [ procedure [ drug / protocol is relatively new / critical / complicated.

Relapse is common.

Presence of any co-morbid condition that may interfere with the surgery [ procedure / treatment.

The patientisin a critical state or is even otherwise at high risk.

Removal of any organ /limb is a possibility.

You are proceeding with a surgery / procedure [ treatmentin spite of abnormal parameters.

The commonly occurring complications of the proposed technique /intervention / drug / protocol are

serious [ life-threatening.

1.17 Independent withess:

Take patient's consent in the presence of minimum one independent witness in case of high-risk
consent (also refer to — Clause 1.16).

The witness must be legally capable - adult, conscious, and oriented.

Ideally the witness should not be connected [ employed [related to the doctor, hospital, or patient.
The witness must write in his / her handwriting on the consent form that the patient has informed the
witness that the patient was explained the content of the consent form in the language / dialect known
and spoken by the patient; the patient has consented to the same; and thereafter the patient has put
his [ her signature [ thumb impression on the consent form in front of the witness. V. The withess must
then sign the consent form, write his / her name, relation with the patient, and contact coordinates in
BOLD letters.

A copy of identity proof of the withess must be taken for the purpose of traceability and preserved with
the consent form.

Translator [ interpreter whose services have been used could be an independent witness for that

particular patient (also refer to Clause 1.10).

1.18 Record specificallyin the consent form if a consultant / surgeon has agreed to manage the patientonly

for a specific period, only to perform the surgery / procedure or is taking a planned leave during the
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immediate post-surgery period and that thereafter the patient will be managed by other |/ another

designated / assistant doctor.

1.19 Prepare and provide the patient with a brochure /informative booklet, preferably in the local language/s,
describing the therapy, risks, prognosis, and advantages of the treatment / interventions especially in
case of rare [ new [ complicated [ risky - treatments / surgeries | procedures. The aforesaid should be
provided beforehand and the patient mustbe given areasonable time to contemplate to take a decision.
Append a copy of such brochure /booklet bearing patient / attendants acknowledgment of receipt with

the consent form.

e Dr. Mary Amoakoh-Coleman: Include Where possible, This may notbe feasible in many contexts

Dr. Oheneba Owusu-Danso: | agree to the entire good content here. But for purposes of good
notification and referencing by users it will great to list or itemise the points with a, b, c or I, II, Ill etc.
| agree to the entire good content here. But for purposes of good notification and referencing by

users it will great to list or itemise the points with a, b, c or I, II, lll etc.

Check specifically whether the patient’'s signature on the consent form is in the official language or not.
If the signature is not in the official language follow the protocol, as far as applicable, prescribed in

Clause 1.21.

1.21 Taking consent of a patient not conversant with the official language /illiterate / semiliterate:

Exercise greater caution.

Give the requisite information in the language [ dialect known to the patient.

If the doctor cannot speak the language [ dialect known to the patient involving a professionally
qualified translator [ interpreter is the best option (also refer to Clause 1.10). In the alternative, the
patient must be asked to bring someone who can understand, translate, and explain to the patient. If
the patient expresses inability to bring anyone, a staff member, or someone known to the doctor can

be involved, but only as a last resort. Record this factin the consent specifically (Advisable).




Take thumb impression or signature of the patient.

Take signature of an independent witness (also refer to Clause 1.17) (Advisable).

Specifically record the fact that consent was taken after counselling in the patient's language.

Ensure that the patient does not write anything on the consent that cannotbe understood by the doctor

/hospital staff.

1.22 Take thumb impression on the consent of a ‘literate’ patient who is unable to sign due to any reason.
Record specifically the reason for taking thumb impression and also take suitable endorsement from the
patients’ relatives | friends | attendants on the consent, if possible. Follow the protocol, as far as

applicable, prescribed in Clause 1.21.

Therapeutic Privilege:

A doctor withholding information from the patient for therapeutic purpose:

Exercise this option very rarely, in the patient’s interest and only if disclosure would otherwise interfere
with freatment, adversely affect the condition /recovery of the patient, or in case of certain diseases
that are considered taboo.

Explain the reasons for withholding any information from the patient to the patients’ attendants /
relatives and take their written endorsement of having received this information.

Take opinion of other doctors involved with the patient and if they agree with your decision of
withholding information from the patient take their written endorsement (Advisable).

Any request to withhold information made by patient's attendants / relatives, especially spouses,
children or parents must be given due importance, but the final decision must always be taken by the
doctor. Take their request in writing, take their proof of identity, and duly preserve both with the

consent.

Procedures | treatment with pure cosmetic values (generally performed by dermatologists,

cosmetologists, dentists, plastic surgeons, and so on) where usually the acceptance of post-procedure

/treatmentresultsis highly subjective, perceptive, and sensitive - Take additional consent of the patients’
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spouse | parents [ relatives / friends but only after taking specific consent of the patient for the same

(Advisable).

1.25 No separate consentis required for procedures which are part of the surgery for which the patient has
consented. Ensure that this additional part of the surgery has been specifically explained to the patient

and also recorded in the consent.

Consent Form

Printed consent form in the official language can also have its printed translated version in the local

language appended as a separate leaflet or printed on the reverse side. (Advisable)

Printed consent forms must have enough blank spaces for filling complete and additional information. If
any part of the information is documented in any other space other than the designated space or on a

separate sheet, follow the protocol prescribed in Clause 3.12.

Consent forms can have suitable columns [ spaces for the patient to indicate whether the patient has
executed any AMD /Living Will /lasting power of attorney for health / or such other documents. A copy
of AMD /Living Will /lasting power of attorney for health [ or such other documents should be appended
with the consent form. AMD |/ Living Will / lasting power of attorney for health means and includes

instructions given by a person regarding withdrawing /refusing treatmentin certain conditions.

e Dr. Oheneba Owusu-Danso: | agree to the entire good content here. But for purposes of good

notification and referencing by users it will great to list or itemise the points with a, b, c or I, II, Ill etc.

Filling the Consent Form

Consent form printed in the local language, or the language understood by the patient must be filled in

the same language (Advisable)

3.2 Consent form can be filled [ written by a doctor /nurse /counsellor. (This clause is for filling of the consent

form and should not be confused with signing of the same).




e Dr. Oheneba Owusu-Danso: Consent form can be filled / written by a doctor / nurse |/ counsellor.
(This clause is for filling of the consent form ONLY and should not be confused with signing of the

same).

3.3 Fill the consent form in one sitting even though counselling the patient may take more than one sitting.

(Advisable)

3.4 Avoid changing the pen or the person whois filling the consent form midway. Maintain uniformity in filling

the consent form. (Advisable) (This clause is not applicable for digital consent forms.)

3.5 Make entries in the designated spaces only. Mention specifically that exira pages have been annexed if

the designated space is inadequate. Number the pages if consentis of more than one page.

3.6 Fill the consent form completely. Do not leave any space blank in a printed consent form. Write 'Not

Applicable' or 'NA'in spaces where nothing has to be written. (Advisable)

3.7 Tryto avoid alteration, addition, overwriting, or erasure while filling the consent form. In case any change
has to be made, encircle the wrong portion, cancel with a single stroke and write the correct entry
besides it with counter signatures, rather than erasing or putting white ink. Filling a fresh consent form

would be a better option. (Advisable) (This clause is not applicable for digital consent forms.)

3.8 Take the patient's signature /initials on every page of the consent form. (Advisable)

3.9 Doctor-in-charge of the patient / principal surgeon / principal anaesthetist must also sign their respective

consent forms.

3.10 Avoid using abbreviations [ acronyms.

3.11 Writing a new sentence on a printed consent form below the space designated for the patient's signature

- Take patient's signature with date and time below this newly added sentence.

3.12 Additional page/document appended with a consent form:

Append all these papers after the printed consent form.
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Il. Number them serially. The printed consent form must also be numbered.
[l. Take patient’s signature on each page.

V. Preserve these additional papers with the consent form for the requisite period.

4. RiskInformation

4.1  Explain and record the most commonly, early as well as late occurring risks in the consent.

4.2 Al material risks, especially those having higher probability of occurrence, must be specifically spelt out
to the patient and duly enlisted in the consent. The exact percentage of the risk as stated [ accepted by

medical science need not be specifically mentioned in the consent.

e Dr. Vasudev Murthy: Percentage of risk is difficult to provide

4.3 Answer questions raised by patients about a specific risk and record the same in the consent.

4.4 During pre-surgery [ procedure | treatment counselling, disclose to the patient and duly record in the

consent:

If the failure rate is higher, or relapse or recurrence is a known possibility.
Risk involving loss [ diminution of life, vision, hearing, mental function, function of limbs and organs or

may resultin amputation, paralysis, or serious bleeding even though the risk may be rare. (Advisable)

4.5 Avoid disclosing risks that are remote, or will frighten, or confuse the patient (Advisable). Find ways for

discussing risks without confusing or frightening the patient.

5. Emergencies

5.1 Do not wait for consent in emergencies if waiting could be detrimental to the patient. Take appropriate

decisions in the bestinterest of the patient.

e Dr. Vasudev Murthy: Emergency needs to be clearly demonstrated

5.2 Take consent from the patient even in emergencies, if the patientis adult, capable and oriented.
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Only when an emergency patientis unconscious /incapable to give consent:

Proceed with lifesaving treatment [ surgery by taking oral consent of the patient and in appropriate
cases even without consent.

Take proxy consentif the relatives [ attendants are present at that pointin time, or even from another
doctor /[ Medical Superintendent | Head of the hospital / Public Relation Officer [ Social worker, only if
possible, and without much effort.

Duly inform the hospital authorities.

Record specifically in the patients’ medical records and / or the consent form the life-threatening
emergency as well as the reason/s for not obtaining consent, or for obtaining proxy consent. This
exercise can even be done once the emergency is over.

e Dr. Vasudev Murthy: If the emergency is clearly demonstrated, then consent may not be required

Minor /Incompetent /Emergency Patient - Proxy Consent

Consent and Age (The age of majority is considered as 18 years in this Chapter. Substitute the same

with the age of majority of your country.)

Child patientbelow 12 years - Take consent of the parents / guardian only.

Child patientbetween 12 to 18 years - Take consentof the patientas well as the parents /guardian.

Adult patient above 18 years - Take consent of the patient only.

e Dr. Vasudev Murthy: The child below 12 years if he /she understands the nature of procedure then
he /she can provide consent. Age should not be taken the only criteria. Maturity of the child also

needs to be assessed.

Proxy consent 'giver' for minor /incompetent [ emergency patient:

l. Spouse [ blood relatives [ any other relative, preferably a first-degree relative (not mandatory)
Il. Biological parents [ guardian (both legal as well as de-facto).

[l. Even the teacher [ warden who brings the child to the doctor /hospital but only in an emergency.




Consent of any one of the parents is valid and binding even if there may be difference between
both the parents.

Person not connected or related with the patient but who may have brought such a patient (e.g. in
accident cases).

Medical Superintendent [ Head of the hospital or such other responsible person in institutions /
hospitals.

Person/s expressly indicated by the patient to give consentin accordance with his /her Advance

Medical Directive (AMD) as prescribed by the Supreme Court.

6.3  Taking proxy consent

V.

Counsel [explain in the language understood by the proxy consent giver. Follow all other protocols
of taking consent of the patient as far as possible.

Verify and record specifically the name, address, telephone number and relationship with the
patient of the person from whom proxy consent has been obtained. It is advisable and not
mandatory to take a self attested photocopy of the proof of identity (having photo, age and
signature) of the person giving proxy consent for the purpose of traceability. Match the signatures
on the consent with that on the proof of identity.

Record specifically the reason/s for obtaining proxy consentin the consent.

Further directions / consent during the treatment may be sought from such a person.

6.4 Patient's orientation seems doubtful - Follow the protocol for incompetent patients rather than treating the

patient as a competent one (Advisable).

Incompetent Patient - Means and includes minors; a person with mental iliness who lacks the mental

capacity or suffers from cognitive impairment or decline; unconscious or anesthetized with alteration of

sensorium; under the influence of drugs, sedatives, alcohol or substances that cloud consciousness or

judgment; in such pain and agony that the patientis notin a position to give consent or complete other

formalities; and so on. A disoriented patientis an incompetent patient.

A patientin labour with severe pain is competent to give consent
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Surgery /Procedure / Intervention

Do not take 'blanket' consent, general in nature, at the time of admitting a patient for surgery / procedure.

Take consent closer to the day of the surgery [ procedure. (Advisable)

Disclose to the patient during pre-surgery counseling and record specifically in the consentiif:

Any decision may have to be taken on the operation table after opening the patient - Even if itis
the choice of not proceeding further after opening such as in the cases of advanced cancer or
tuberculosis.

Damage /removal of important organs is a possibility.

Any other alternative/s may have to be adopted after opening the patient. Record specifically all
such alternatives.

The surgery [ procedure may require multiple stages / sessions / sittings

Corrective surgery [ procedure may be required to deal with known post-surgery complication/s.
Re-operation [ second intervention may be needed.

M. Relapse [recurrence /failure is a known possibility for that particular surgery /procedure / disease.

Record the date fixed for performing a scheduled, non-emergency elective surgery / procedure in the

consent.

No fresh consent is required if the surgery | procedure is rescheduled but without any change to
whatever was originally consented by the patient. However, if the surgery is postponed by more than 48
hours, contemplate of taking a fresh consent or just add a line below the already signed consent

validating it on the current date by signing afresh (Advisable).

Take composite consent for both the surgery | procedure and re-exploration, if foreseeable and
anticipated. Take fresh consent for non-emergency re-exploration | repeat intervention to correct

complications suffered by the patient during / after the course of treatment / intervention.




7.7 Take separate consent for each procedure / surgery if two or more surgeries | procedures are to be

performed together either by the same surgeon or by different ones.

Take separate and specific consent for each and every foreseeable and anticipated alternative surgery

/procedure. Consent for a difficult / complicated surgery /[ procedure does not automatically operate as

consent for a comparatively easier [ simpler alternative. Additional /alternative [ extension thatmay have

to be performed during the course of a surgery / procedure is notintended to be covered by this clause

(also refer to — Clause 8.3).

Dr. Oheneba Owusu-Danso: 8. Take separate and specific consent for I. each and every
foreseeable and anticipated alternative surgery / procedure. Il. a difficult /complicated surgery /
procedure does not automatically operate as consent lll. a comparatively easier /simpler alternative.
Additional /alternative /extension that may have to be performed during the course of a surgery /

procedure is not intended to be covered by this clause (also referto ® Clause 8.3).

Take 'high-risk consent' (also refer to - Clause 1.17) in appropriate cases. Inform the patient / attendants

accordingly and record the said fact specifically in the medical records also.
710 Anaesthesia:

Take separate specific consent for anesthesia.

Duly record the type of anesthesia - general /local [ epidural / spinal [ nerve block or any other in
consent.

Take advance consent for each option if multiple anesthesia options are contemplated in
alternative.

Follow other protocols / procedures of general consent as far as possible which are applicable /

relevant to anesthesia.

7.11 Record specifically name of the principal surgeon and the principal anaesthetistin both, the consent for

surgery as well as the consent for anaesthesia.

7.12 Take a fresh consentif the doctor scheduled to perform a surgery / procedure for whom the patient had

specifically consented is changed.




7.13 Non-availability of the surgeon for post-surgery care especially when the surgeon has agreed only to

perform the surgery / procedure and thereafter the day-to-day management would be the responsibility

of others or of another designated doctor or a team of doctors:

Inform the patient in advance of the aforesaid, and record it specifically in the consent

Emergencies are exceptions as far as informing the patientis concerned.

Provide proper substitute even in an emergency not anticipated by the surgeon.

Dr. Oheneba Owusu-Danso: 1 3. In situations of Non-availability of the surgeon for post-surgery care
especially when the surgeon has agreed only to perform the surgery /procedure and thereafter the
day-to-day management would be the responsibility of others or of another designated doctor or a
team of doctors PLEASE: I. Inform the patient in advance of the aforesaid and record it specifically
in the consent. Emergencies are exceptions as far as informing the patient is concerned. Il. Provide

proper substitute even in an emergency not anticipated by the surgeon.

Confirm before starting every surgery [ procedure whether the OT nurse has personally checked the

consent form/s in the patient's medical records, itis signed by the patient and complete in all respect

In case of an accidental injury / mishap [ complication during a surgery / procedure follow the protocol,
as far as applicable, prescribed in Chapter 8. - 'Additional / Alternative | Extension during a planned

surgery [ procedure'.

Do not take separate consent for sending any part /tissue [ fluid [ organ removed from the patient's body

for usual cytological or histopathological examination.

7.17 Take separate and specific consent for sending any part / tissue /fluid / organ removed from the patient's

8.

body for research purposes.

Additional /| Alternative | Extension During a Planned Surgery / Procedure (same

anesthesia period)




Discuss, explain and take specific consent beforehand for any additional / alternative |/ extension that

may have to be performed during a planned surgery [ procedure when the patient would be unable to

take an informed decision.

Record specifically the name/s of each of the anticipated and foreseeable additional [ alternative /

extension in the consent.

8.3 Additional / alternative [ extension during the course of a surgery [ procedure without thepatient's specific

9.

consent.

Do not proceed without specific consent only because it would be beneficial to thepatient, or would
save considerable time and expense of the patient, or relieve the patientfrom pain and suffering in
future.

Proceed only if itis ‘necessary in order to save the life, limb or organ, or preserve thehealth of the
patient and it would be unreasonable to delay’.

Take written consent, if possible, from the patient’s attendants (Advisable).

Record specifically and elaborately the reason/s for the additional / alternative /extension in the intra-
surgery notes and in the written consent taken from the patient'sattendants(if one has been taken)
Dr. Oheneba Owusu-Danso: 3. For Additional /alternative /extension during the course of a surgery
/ procedure without the patient's specific consent: I. Do not proceed without specific consent only
because it would be beneficial to the patient, or would save considerable time and expense of the
patient, or relieve the patient from pain and suffering in future. Il. Proceed only if it is ‘necessary in
order to save the life, limb or organ, or preserve the health of the patient and it would be
unreasonable to delay. lll. Take written consent, if possible, from the patient's attendants
(Advisable). IV. Record specifically and elaborately the reason/s for the additional / alternative
/£xtension in the intra-surgery notes and in the written consent taken from the patient’s attendants (if

one has been taken)

Blood /Blood Products Transfusion




Take separate and specific consent for transfusion of blood / blood product/s in all cases where

transfusion is foreseeable and anticipated.

In emergencies and in cases where blood /blood products transfusion could not have been foreseeable

and anticipated, blood /blood products transfusion even without consentis permissible.

Take consent for blood /blood products transfusion for all surgeries [ procedures along with consent for

surgery [ procedure. (Advisable)

Counsel the patient that even though transfused blood / blood product/s is tested for HIV, HCV, Hep B
and other microbial contamination /transmission according to the current guidelines, yet there remains
a minimal but potential probability of these diseases getting transmitted to the recipient as they cannot

be always detected by tests done in blood banks (Advisable).

Consent for multiple transfusion of blood / blood product/s once given by the patient remains valid for
multiple transfusions in the same sitting or multiple sittings spread over a few days. Record this

specifically in the consent form.

Patients who are fransfusion dependant (haemophilia, thalassemia, etc.) or require to undergo
procedure for a long time (dialysis) - Consent for transfusion of blood /blood product/s once given by
the patient to a doctor /[ hospital remains valid fill the time it is specifically withdrawn by the patient.

Record this specifically in the consent form.

Delay /Refusal to Consent

Record specifically in both the consent and the medical records, if there is any delay [ failure [hesitation
Junwillingness /refusal [ dissent on the part of the patient to give consent and the reason/s for the same

if known. Also explain /record implications of delay [ refusal

e Dr. Oheneba Owusu-Danso: 1. Record specifically in both the consent and the medical records: |.
if there is any delay /failure /hesitation /unwillingness /refusal /dissent on the part of the patient to

give consent Il. the reason/s for the same if known Il. explain /record implications of delay /refusal.




Follow the protocol, as far as applicable, prescribed in Chapter 12. - Patient giving part consent and

partrefusal.

Record specifically the date and time when the patient's consent was sought and when the patient gave

or refused to give consentin both the medical records and consent.

Patient Giving Part Consent or Part Refusal

Contemplate whether the consented part can be disconnected from what has been refused.

Weigh the consequences of part consent - The doctor may even choose to withdraw from the patientin

appropriate cases and non-emergency situation.

In case one proceeds with part consent - clearly record that the patient has given only part consentin
the consent form; get the consent form attested by minimum one independent witness (also refer to

Clause 1.19); and also record this factin the patient's medical records.

Patients Refusal of the First /| Best Option and Choice of Another Medically

Acceptable Option

Take elaborate consent recording both the best option suggested by the doctor and the other option

chosen by the patient thatis also medically acceptable.

Explain to the patient and specifically record the relative advantages and disadvantages of both the

options.

e Dr. Oheneba Owusu-Danso: Both points above agreed but | wish to propose a third 3. Where the
relative advantages and disadvantages of the treatment options have been very well explained and
documented, in non-emergency situations, and where the practitioner is very uncomfortable
performing the option chosen by the patient and the practitioner with knowledge on the extent of

disadvantages of the option, may suggest to the patient to refer him/her.




General Provisions

Consent must be voluntary and informed and can be implicit or explicit. It is a fundamental
acknowledgement of patients' autonomy and freedom of choice. Consent given and taken appropriately

enhances and strengthens the doctor-patient trust.

13.2 In jurisdictions where statutory / regulatory provisions regarding consent are in force and the same are
contrary to or inconsistent with provisions of this SOP, the former will have precedence and must be

followed.

13.3 The term official language has been used in this SOP to denote the official language of that country, State

or part. In appropriate cases, it would mean and include the local language also.

13.4 The clauses relating to printed consent forms in this SOP should be suitably adapted In jurisdictions

where digital consent forms are used.

Additional Comment

Dr. Oheneba Owusu-Danso: Highly commendable initiative and critical value addition in the delivery of

quality and safe healthcare.




