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Patient informed consent



History of informed consent

• Simple consent to medical treatment well established before 
World War II

• “every human being of adult years and sound mind has a right 
to determine what shall be done with his own body.”
Schloendorff v Society of New York Hospital, 105 NE 92 (NY 1914)

• Requirement of international law 
since the Nuremberg “Doctor trial” 
of Nazi physicians in 1946



Informed consent

• Aim: Promote patient autonomy in medical
decision-making

• Physician's role: to explain the various 
possibilities for the diagnosis or treatment of a 
particular condition

• Patient’s role: to consider this information in the 
context of his or her own values and then choose 
a course of treatment suited to him or her

• Shared process of decision making: physician not 
restricted to providing facts and the patient to 
supplying all the values (role of medical adviser)



What informed consent should not be

• “ a laundry list of potential risks recited to a 
patient who has already committed to a 
procedure, followed by the requisite 
signatures on a form.”
Schenker JAMA. 2011;305(11):1130-1131

• A legal nuisance without true meaning



Informed consent: Swiss federal law

• Without valid consent, any treatment, however reasonable or necessary, 
is deemed unlawful 

• The patient should be informed in clear and intelligible terms of:
- diagnosis and prognosis
- potential for spontaneous evolution
- treatment (type, duration, advantages, chances of success, risks)
- therapeutic alternatives

• The patient should have sufficient time (>72hrs) to reflect upon the 
procedure

• Consent may be given in a written or oral form

• The burden of proof of adequate patient information is borne by the 
physician

• The burden of proof that leges artis has been breached rests with the 
patient (claimants often seek to get around this hurdle by alleging 
inadequate information )



Medicare



Myths regarding informed consent

• A signed consent form is informed consent

• Protects agains physician liability
- provides little protection, although may be useful in a lawsuit, unless the form is
inadequate (e.g. too complex or detailed and thus unintelligible) in which case it
defends the patient.

• Patients must be told everything about treatment
- more is not always better. 
- disclosure of risks depends on severity and frequency (threshold of >0.5-1%, or 
>0.1% if the procedure is not strictly necessary).
- physicians may also exercise discretion to withhold information on a particular 
risk, if it is believed that this would unduly alarm the patient, thereby putting the 
treatment at risk.

• Patients must be given information whether they want it or 
not 
- right to waive to be informed and/or to decide (e.g. attributed to family member). 
Physicians are advised to document this as fully as possible.









Cost for a 250-bed hospital: $200,000 -$300,000 for initial license, and annual fees of 
$50,000 -$100,000 for information updates and maintenance

Used by Veterans’ Health
Administration hospitals








