


What is informed consent??

DEFINITION

Process by which treating health care provider discloses appropriate 
information to a competent patient so that the patient may make a 

voluntary choice to accept or refuse treatment.



No Decision About Patient, Without Patient…

Informed Consent Process

Having full 
knowledge and 
understanding

Decision to 
voluntarily accept or 
provide permission

Continuous or 
ongoing consent 



Informed Consent versus Informed Choice…

IS INFORMED CONSENT A MISNOMER??

 “Consent” implies that there is no choice or option.
To give assent or approval : To agree 

 “Choice” conveys possibility of several options, one of which can be selected.
To select freely and after consideration  : To choose



Basis Of Informed Consent

PRICIPLES INVOLVED

Autonomy Of A Patient
Legal and ethical rights of patient to direct what happens to his/her body.

Responsibility Of A Physician
Legal and ethical responsibility of physician to involve patient in his/her 
health care.



ELEMENTS OF INFORMED CONSENT

 Disclosure - Sharing material information.

 Comprehension - Ability to understand information.

 Voluntariness - Freedom to make decisions.

 Competence - Ability to make decisions.

 Consent - Decision and authorization.



Patients, Physicians And Informed Consent…

THE TRILEMMA!!!

 Physicians with gaps in knowledge about transfusion therapy.

 Patients with little knowledge and poor understanding of complexities of 
healthcare.

 Physicians and patients with suboptimal motivation to disclose and 
receive information.



Informed Consent:

Physicians must focus on 

“informed”



Administering and giving consent…

WHO, WHEN AND HOW??

 Who?

• Patient.

• In an emergency, guardian may give consent for patient if the patient is 
incapable of giving consent.

 When?

• Before each and every transfusion of blood or blood components.



How?

• Full and frank discussion between patient and clinician.

• Proper  documentation with patient’s and clinician’s signature.



Discuss the consent, not just document…

 Unfortunately, most clinicians emphasise on obtaining signature of patient to 
document informed consent.

 This leads to ineffective communication between clinician and patient.

 Process of obtaining informed consent must consist of a full and frank 
discussion.



Discussion in the language best understood by the patient.

Patient to be given an opportunity to ask questions.

Patients should receive satisfactory and correct answers to questions asked 
by them.

Patient given the right to accept or refuse transfusion.



Informed Consent in Transfusion Medicine…

BARRIERS TO PATIENT’S UNDERSTANDING !!!

Informed consent document (form) often incomplete….

Communication barrier exists between clinicians and patients… lack of shared 
decision-making between patient and healthcare provider…

Lack of consideration of the health literacy of patients…

Lack of consideration of cultural issues of patients



Silence is not consent…

It’s mostly confusion on patient’s part…



Evidence of consent is vital..

 Clinicians are concerned with obtaining the evidence of consent that 
serves to document their legal and ethical responsibility.

 Document properly in patient’s medical records, as well as in hospital’s 
informed consent form for blood transfusion.



Informed consent form - AABB



Informed consent form – AABB

Continued…



Informed consent form – NACO/NBTC



Informed Consent For Blood Transfusion

AABB standard 5.19.1.1 indicates that consent shall include the following, 
at a minimum: 

Description of blood or blood components to be transfused.

Reason for transfusion.

Benefits and risks of transfusion.

Alternatives to transfusion (if any, including non-treatment).



Informed consent before transfusion…

WHAT IS ITS IMPORTANCE??

Informed Consent before transfusion will prevent litigations as the 
patients now-a-days are aware of rights as a consumer of all medical 
services, including blood transfusion.

Thus, taking proper Informed Consent will prevent legal action, even if any 
untoward effect of transfusion occurs.



 This study compared the following:

 Information discussed by residents who obtained transfusion consent 
directly.

 Information as understood by the consenting patients.



Benefits tended to be overstated (i.e. citing false benefits of transfusion such as 
wound healing).

Risks tended to be understated (e.g., few residents and no patients cited 
Transfusion Related Acute Lung Injury, TRALI as a risk).

What residents do??

 Tend to focus on common, but minor risks (i.e., febrile and allergic 
reactions).

Ignore more consequential risks such as HIV and hepatitis transmission

Perceive that patients had only poor to moderate understanding of 
indications, benefits, and risks of the planned transfusion.



What patients understand??

 12% patients were unsure or could not recall the benefits.

 2% stated that benefits were not discussed.

 7% patients were unaware of risks of transfusion.



Patient Declines Transfusion…

WHAT NEXT TO BE DONE BY CLINICIAN?? 

 Limit blood draws and consider alternatives to blood transfusion.

 Explore the other treatment possibilities and decide together on a 
course of action.

 Document patient’s refusal of transfusion carefully.

 Make contingency plans in advance. 



Assessment of competence for informed consent

 One can give informed consent only if competent to do so.

 But medical practice constantly has to deal with exceptional numbers of people 
who are (temporarily or permanently) not in the maturity of their faculties.

 Often such people cannot give informed consent to emergency treatment. 



 Consent obtained from an incompetent patient (very young or very ill, 
mentally impaired, demented or unconscious, or merely frail or 
confused patients) is invalid.

 Hence, physicians, who do not obtain a substituted decision from the 
guardian, may be sued for having treated the person without informed 
consent.



Presumed/implied consent?

 In general, patient's presence in the hospital ward, ICU or clinic does not 
represent implied consent to all treatment and procedures.

 The patient's wishes and values may be quite different from the values of 
the physician.

 However, the clinician has to act on the patient's behalf when his/her life 
is at stake.



 Implied consent should be considered in emergency situations, when :

 Patient is unconscious or incompetent.
+

 No surrogate decision maker is available.
+

 Emergency interventions will prevent death or disability.



Take Home Message…

 It is in the physician’s best interest to inform patients thoroughly about 
proposed Blood Transfusion.

 This will help provide quality patient care and avoid exposure to legal action.



http://indianexpress.com/article/india/india-news-india/20-years-after-woman-got-hiv-lost-her-baby-

hospital-told-to-pay-for-her-upkeep-2828281/



Make Shared 

Decision-making A 

Reality In 

Transfusion 

Medicine….



THANK YOU


