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Learning Objectives

A Learn the legal and ethical underpinnings
of the principles of informed consent

A Understand the process of obtaining
Informed consent and who Is responsible
for doing so

A Evaluate institutional compliance with
CMS, AMA, TJC, AABB, state laws



Informed Consent: The
Trilemma N

A Physicians with
about transfusion therapy

A Patients with little knowledge and poor
understanding of the complexities of health

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

A Has heightened public concern about
transfusion risks in recent past been

replaced by complaceny?
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Legal cases supp
rirght to o0consen

1914 Justice Cardozo in
Schloendorff v. Society of New York
Hosp., 211 N.Y. 125, 105 N.E. 92 (NY
1914)

A -nhevery human being of

sound mind has a right to determine what
shall be done to his o




Legal cases (cont.)

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

A - nhéas an I ntegr al part
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 i1 nvol ved I




Legal Protection of
Patient Rights

A Competent patients have the right to refuse
treatment

A Incompetent patients have same rights as
competent ones

A State opposition is virtually nonexistent for
competent patients; very weak for
Incompetent patients whose prognosis for
recovery Is slim

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

(continued)



Patient rights (cont.)

A Making decisions for incompetent patients:
Surrogate decision makers should

Aeffectuate patient 0s pr e
patient losing decision-making capacity
(Subjective standard)

Alf patient os preference s
best information available, approximate what the

patient would have wanted (Substituted judgment
standard)

A If no information, make a decision that is in the
patient 0s bBed interestnstaredard s t s




Fundamental Principles of
Clinical/Medical Ethics*

AAutonomyipati ent 0s per s
A Veracity 1 truth-telling

A Beneficencel MDOs dol ng go
A Non-maleficience T doing no harm

A Justice T 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.



Reqguirements for
Informed Consent: AMA

A Code of Medical Ethics and Current
Opinions 8.08

A

A

pati ent 0s -decisianican onty be effextivdly 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.



Reqguirements for
Informed Consent: CMS

A The patient has the right to make decisions

about their care

A Informed of health status, involved in care planning "l _,_T
treatment, and able to request or refuse treatment

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

A Hospitals must develop policies and procedures that
assure patientos right to regqg

A Demonstrate that Hospital complies with these policies




CMS (continued) T
= s s LEFTE]
A Informed consent document (well-designed)

A Name of practitioner obtaining informed consent

A Listing of the material risks that were discussed
with patient

A Placed in medical record prior to treatment or
Intervention

A Disclosures

A Statement that the procedure or treatment,
Including the anticipated benefits, material risks,
antc_l aI%ernatlve therapies, was explained to the
patien

Material risks could include risks with a high degree of
likelihood but a low degree of severity, as well as those
with a_tvery low degree of likelihood but high degree of
severity.




The Joint Commission (TJC) 3§ = 1§/
Requirements Ll —}

A Three elements of performance RI2.40

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



TJC Requirements (cont.)

A A complete informed consent process includes a

discussion of:

A Nature of the underlying diagnosis, proposed care, treatment,
intervention, or procedure

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

A Likelihood of achieving the goals

Alternatives

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

A Any limitation on the confidentiality learned from the patient

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



AABB Reguirements*

A 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

A 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.

A Standard 5. 19. 6 The pati ent o0s me
transfusion order, document ati on

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

A Patient may waive

Standardized written document
Document in the medical record that the
standardized written summary was given
to the patient ek California+ U.S.A.

*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

A Patient is informed about
A Reason for transfusion
A Risks of transfusion/no transfusion
A Benefits of transfusion
A Alternatives to transfusion

A Patient considers choices and
A hastimetondi gest o i nformati on &
A may ask and receive answers to questions

A PATIENT DECIDEST nYes 0o OR NnANooO

APati ent 0s choice: AGREE
should be documented Iin writing .

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



