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Learning Objectives

 Learn the legal and ethical underpinnings 

of the principles of informed consent

 Understand the process of obtaining 

informed consent and who is responsible 

for doing so

 Evaluate institutional compliance with 

CMS, AMA, TJC, AABB, state laws



Informed Consent: The 

Trilemma

 Physicians with gaps in knowledge 

about transfusion therapy

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

 Physicians and patients with suboptimal 
motivation to disclose and receive information

 Has heightened public concern about     
transfusion risks in recent past been 

replaced by complaceny?
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Legal cases supporting patient‟s 

right to „consent‟ to treatment

1914 Justice Cardozo in 

Schloendorff v. Society of New York 

Hosp., 211 N.Y. 125, 105 N.E. 92 (NY 

1914)

 “every human being of adult years and 

sound mind has a right to determine what 

shall be done to his own body.”



Legal cases (cont.)

1972 Cobbs v. Grant, 8 Cal. 3d 
229, 240, 243,502 P.2d 1, 104 Cal.Rptr. 
505 (Cal. 1972)

 “…as an integral part of the physician‟s 
overall obligation to the patient there is a 
duty of reasonable disclosure of the 
available choices with respect to proposed 
therapy and of the dangers inherently and 
potentially involved in each.”



Legal Protection of 

Patient Rights

 Competent patients have the right to refuse 
treatment

 Incompetent patients have same rights as 
competent ones

 State opposition is virtually nonexistent for 
competent patients; very weak for 
incompetent patients whose prognosis for 
recovery is slim

 Decision-making should occur in the clinical 
setting (not courts)

(continued)



Patient rights (cont.)

 Making decisions for incompetent patients:  
Surrogate decision makers should 
 effectuate patient‟s preference as stated prior to 

patient losing decision-making capacity  
(Subjective standard)

 If patient‟s preferences are not known,  based on 
best information available, approximate what the 
patient would have wanted  (Substituted judgment
standard)

 If no information, make a decision that is in the 
patient‟s best interests (Best interest standard)



Fundamental Principles of 

Clinical/Medical Ethics* 

 Autonomy – patient‟s perspective

 Veracity – truth-telling

 Beneficence – MD‟s doing good

 Non-maleficience – doing no harm

 Justice – being fair

*Perlin TM.  The Ethical Basis for Informed Consent, in Stowell CP, Sazama K, eds.  Informed Consent in Blood Transfusion and

Cellular Therapies.  Patients, Donors, and Research Subjects, AABB Pres, Bethesda, MD, 2007, p. 9, from Table 1-3.



Requirements for 

Informed Consent: AMA

 Code of Medical Ethics and Current 

Opinions 8.08
 patient’s right of self-decision can only be effectively exercised 

if the patient possesses enough information to make an 

intelligent choice. 

 present facts accurately and make recommendations in 

accord with accepted medical practice 

 rejects paternalistic view that the physician may remain silent 

because providing information might prompt the patient to 

forgo needed therapy.



Requirements for 

Informed Consent: CMS

 The patient has the right to make decisions 

about their care

 Informed of health status, involved in care planning and 
treatment, and able to request or refuse treatment

 Hospitals must utilize processes that assure patients are 
given the information and disclosures needed to make an 
informed decision about treatment

 Hospitals must develop policies and procedures that 
assure patient‟s right to request or refuse a treatment

 Demonstrate that Hospital complies with these policies



CMS (continued)

 Informed consent document (well-designed)
 Name of practitioner obtaining informed consent
 Listing of the material risks that were discussed 

with patient

 Placed in medical record prior to treatment or 
intervention

 Disclosures
 Statement that the procedure or treatment, 

including the anticipated benefits, material risks, 
and alternative therapies, was explained to the 
patient 
 Material risks could include risks with a high degree of 

likelihood but a low degree of severity, as well as those 
with a very low degree of likelihood but high degree of 
severity.



The Joint Commission (TJC) 

Requirements

 Three elements of performance RI2.40

 The hospital policies must describe:
 What procedures require informed consent

 The process used to obtain informed consent

 How informed consent is to be documented in the 
medical record

 Informed consent must then be obtained and 
documented in the medical chart pursuant to 
hospital policies



TJC Requirements (cont.)

 A complete informed consent process includes a 
discussion of:
 Nature of the underlying diagnosis, proposed care, treatment, 

intervention, or procedure

 Potential risks, benefits, and side effects, and potential problems related 
to recuperation

 Likelihood of achieving the goals

 Alternatives

 Relative risks, benefits, and side effects related to the alternatives, 
which includes the results of not receiving the care or treatment

 Any limitation on the confidentiality learned from the patient

 Documentation of these elements must be in the form, 
progress note, or elsewhere in medical record



AABB Requirements*

 Standard 5.19.1  Recipient Consent

The blood bank or transfusion service medical director shall participate in 
the development of policies, processes, and procedures regarding 
recipient consent for transfusion.

 5.19.1.1

 At a minimum, elements of consent shall include all of the 
following:

 A description of the risks, benefits, and treatment 
alternatives (including nontreatment).

 The opportunity to ask questions.

 The right to accept or refuse transfusion.

 Standard 5.19.6  The patient‟s medical record shall include:  
transfusion order, documentation of patient consent, …

*Standards for Blood Banks and Transfusion 
Services, 26th edition, AABB. Eff. 11/1/2009



Paul Gann Blood Safety Act*

 Reasonable possibility of transfusion, physicians must 
inform patients about the negative and positive aspects 
of autologous blood, and directed and non-directed 
homologous blood from volunteers

 Must allow adequate time for predonation absent  
emergency or medical contraindications
 Patient may waive 

 Standardized written document

 Document in the medical record that the 

standardized written summary was given 

to the patient

*California law.



Legal Definition of Informed 

Consent in Transfusion

A decision to undergo medical 

treatment after receiving 

adequate disclosure of relevant 

information.*

Barr D, Hatch LM.  The Legal Basics of Informed Consent, in Stowell CP, Sazama K, eds.  Informed Consent

In Blood Transfusion and Cellular Therapies.  Patients, Donors and Research Subjects.  AABB Press, 

Bethesda, MD, 2007, p. 25.



Elements of Informed Choice

 Patient is informed about
 Reason for transfusion

 Risks of transfusion/no transfusion

 Benefits of transfusion

 Alternatives to transfusion

 Patient considers choices and
 has time to “digest” information and

 may ask and receive answers to questions

 PATIENT DECIDES – “Yes” OR “No”

 Patient‟s choice: AGREE or DECLINE/REFUSE 
should be documented in writing

Adapted from Stowell CP, Table 3-1.  Elements of Informed Consent, p. 63



When to transfuse RBCs

 MEDICAL EVALUATION

 Patient‟s clinical condition

 Current -- measured by vital signs

 Evidence of active bleeding

 Predictable -- e.g., cancer treatment

with reference to

 Patient‟s laboratory test results

 Hemoglobin OR hematocrit

 PATIENT‟s PREFERENCES



Guidelines for When to Transfuse

COUNTRY Type of 

Guidance

Component(s)/

Indication

Year Reference

Japan Law All 2007 Tadokoro K.  Dev Biol (Basel) 2007;127:161-8

Belgium Guidelines Platelets 2007 Bosly A, Muylle L, Noens L, et al.  Acta Clin Belg 2007;62:36-47

USA Guidelines RBC + conservation 2007 Soc Thorac Surg.  Ann Thorac Surg 2007;83:S27-86.

Canada Guidelines IVIg 2007 Anderson D, Ali K, Blanchette V, et al.  Transfus Med Rev 

2007‟21:S9-56;

Robinson P, Anderson D, Brouwers M et al.  Transfus Med Rev 

2007‟21:S3-8

USA Guidelines RBC for Sickle Cell 

Disease

2007 Josephson CD, Su LL, Hillyer KL, Hillyer CD.  Transfus Med Rev 

2007‟21:118-133

USA Guidelines Therapeutic apheresis 2007 Szczepiorkowski ZM, Bandarenko N, Kim HC, et al.  J Clin Apher 

2007‟<arch 29 (epub)

Switzerland Guidelines Bleeding in trauma 2007 Spahn DR, Cerny V, Coats TJ, et al.  Crit Care 2007;11:412

USA Guidelines Anemia in lymphoid 

malignancies

2007 Henry DH.  Drugs 2007;67:175-194

UK Guidelines FFP, Cryoprecipitate, 

cryosupernatant + 

neonates/infants

2007 Transfusion Task Force.  Br J Haematol 2007‟136:514-6.

Europe Guidelines Erythropoietic proteins in 

anaemic patients with 

cancer

2007 Bokemeyer C, Aapro MS, Courdi A et al.  Eur J Cancer 

2007‟43:258-270



Appropriate Blood Use
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Vincent JL, Baron J-F, Reinhart K, Gattinoni L, et al.  Anemia and blood transfusion in critically
Ill patients.  JAMA 2002;288:1499-1507.  Figure 2, p. 1505

Figure 2.  Survival Analysis by Transfusion Status 
Among Propensity-Matched Patients



Benefits/Risks of RBC transfusion

 Benefits of RBC transfusion:

 To increase oxygen carrying capacity to 
tissues

 Risks of RBC transfusion – most likely:

 Immunosuppression/other adverse 

 Infections

 Alloantibody formation

 Benefits/Risks of NO RBC transfusion



Fig. 2.Estimates of the current risk per unit of blood transfusion.

Dzik Walter H.  Emily Cooley Lecture 2002: transfusion safety in the hospital.  Transfusion 2003; 43 (9):1190-9.

The vertical bars represent log risk estimates (1-10, 1-100, etc.). The dashed edges 

to lighter shaded horizontal bars signify that the upper and lower estimates of risk are uncertain.



Risks of Blood Transfusion

 Do you have to disclose every known risk?

 Canadians conclude that risk of prion 

transmission is material and must be 

included.*

 “Material” risk is defined as [any] risk that a 

reasonable person, under such circumstances, 

would want to know.

*Hart J, Leier B, Nahirniak S.  Informed consent for blood transfusion:  Should the possibility of prion risk

Be included?  Transfusion Med Rev 2004;18:177-83.



Alternatives to RBC Transfusion

2008



RBC “Substitutes” 

– Oxygen Therapeutics

2008



Caveat:  Lack of General Acceptance of 

Oxygen Therapeutics – Risk concerns

2008



Informed Consent or

Informed Choice?

 “Consent” implies that there is no choice or 
option.
 Merriam-Webster‟s on-line dictionary definition: to 

give assent or approval : agree <consent to being 
tested>

 “Choice” conveys the possibility of several 
options, one of which will be selected.
 Merriam-Webster‟s on-line dictionary definition: to 

select freely and after consideration 

http://www.merriam-webster.com/dictionary/agree


Informed Choice:  Two options

1. Agree or accept; to consent

 Commonly understood

2. Decline or refuse

 Decline = to reject politely or courteously*

 Consider “declining a dinner invitation”

 Refuse = emphasizes firmness, at times 

rudeness*

 Consider “refusing to obey an order”

*Howarth G.  Changes in policy of refusal of blood by Jehovah’s Witnesses.  BMJ 2001;322:1123-4



Informed “Consent” is a 

Process with Documentation

 Communicative process between 

physician and patient
 A full and frank discussion

 A process, not a static document or piece of paper

 Documentation
 Misplaced reliance upon institutional forms

 Flawed and incomplete or inaccurate information

 Does not address necessary elements of informed 
consent

 Confusing language and endless lists  



For what procedures do physicians 

obtain informed consent?
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Surgeon‟s Responses:
Responsibility for  informed consent for 

transfusion during surgery
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How NOT to Obtain

Transfusion Consent



Documentation – How Well Done?
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Jehovah‟s Witnesses Preferences

Not acceptable Acceptable “Matters of 

Conscience”

Whole blood, including 

autologous

Crystalloids Albumin

Red cells Synthetic colloids, including 

dextrans, Hetastarch, gelatins 

(Haemaccel, Gelofusine)

Immunoglobulin

Platelets Recombinant products such 

as G-CSF, Epo, coagulation 

factors

Vaccines

White cells Haemodilution

Plasma (FFP) Coagulation factors (non-

recombinant)

Intraoperative cell salvage

Organ transplantation



What if Patient Declines?

Rogers DM, Crookston KP.  The approach to the patient who 

refuses blood transfusion.  Transfusion 2006;46:1471-77.















INFORMED CHOICE:  

Transfusion or No Transfusion?

 IF NO EMERGENCY:

 Patient needs to know as much as possible 
about the medical reason for the proposed 
transfusion; the risks, benefits, and 
alternatives of blood and of alternatives

 Patient should make a choice (uncoerced)

 Documentation is expected

 Patients have the right to refuse 
transfusion


