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Roadmap

1. The quality challenge

2. Informed consent

3. Open disclosure

4. Where to with regulation of quality?



Rates of Inpatient Adverse Events –
Incidence Studies From 7 Countries

8.8 – 10.4Spain (2005)

5.7 – 9.3Canada (2000)

9.0 – 12.4New Zealand (1998)
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3.5 – 3.9New York (1984)

Incidence per 100 
inpatient discharges / 
admissions (95% CI)

National 
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McGlynn et al. NEJM 2003

Measuring appropriateness of care



Fisher, E. S. et. al. Ann Intern Med 2003;138:288-2 98

Adjusted relative risk for death during follow-up 
across quintiles of Medicare spending



Regulating Health Care Quality 

Government level

– Hospital standards / reporting requirements

– Professional regulation (registration, accreditation 
etc)

Industry / profession level

– Institutional accreditation (e.g. ACHS)

– Professional / college activities (e.g. CME)

Patient level

– Litigation

– Complaints
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Evolution of Legal Doctrine of 
Informed Consent

Unfettered professional prerogative

Notion of patient autonomy recognized 

Respect for patient autonomy as a professional duty

Enforceable duty – assessed in negligence law 
against professional standards

Rights to information – patient standard



4%Failure to disclose treatment investigational

5%Patient not competent to provide consent

3%Language barrier (non-English)

1%Sedated

1%Emergency situation

12%Care rendered different from care described

36%Failure to describe alternatives

71%Failure to inform of relevant risks

Types of Informed Consent Disputes (n=177)



2 Distinct Formulations of Standard of 
Care for Risk Disclosure in Anglo-American Law

Professional standardProfessional standard
Whether failure to disclose constitutes a breach 
determined according to what a reasonable practitio ner in 
similar circumstances would have done

versusversus

Patient standardPatient standard
. . . to be judged not by the medical profession's 

assessment of which risks and alternatives are cust omarily 
disclosed, but by what a reasonable person in the p atient's 
position would wish to know prior to making a decis ion



25 States and DC Have Adopted a Patient Standard 
23 Have Rejected It In Favor of a Professional Stan dard

Patient Standard Professional Standard Hybrid

Studdert et al.JELS2007



Patient StandardPatient Standard

Australia Australia Rogers v Whitaker (1992), Rogers v Whitaker (1992), ChappelChappel v. Hart (1998)v. Hart (1998)

CanadaCanada ReiblReibl v Hughes (1980)v Hughes (1980)

New ZealandNew Zealand B v Medical Council (1996)B v Medical Council (1996)

Ireland Ireland GeogheganGeoghegan v Harris (2000)v Harris (2000)

Malaysia Malaysia KamalamKamalam v Eastern Plantation Agency (1996)v Eastern Plantation Agency (1996)

Professional StandardProfessional Standard

EnglandEngland SidawaySidaway v Bethlehem Royal Hospitalv Bethlehem Royal Hospital (1985)(1985)

Singapore Singapore Francisco v Francisco v ThngThng (1998)(1998)

Canterbury Doctrine Has Also Spawned 
Division Across Common Law Countries



Probability of other malpractice verdict 
for plaintiff by state

CA

CT

MA

MD

NJ

OH

PA
TX

WA

WI
FL

MO MI

NY

VT

AK, DC,LA,RI

AZ/IL/IN/KY/
ME/NH/VA

0%

10%

20%

30%

40%

50%

60%

Mean=38%
Mean=36%

Patient standard Professional standard

Studdert et al. JELS2007



Probability of informed consent verdict 
for plaintiff by state
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Understanding Disputes Over Informed 
Consent in Australia

• ARC Linkage Grant examining complaints 
(Victorian Health Services Commission) 
and negligence claims (Avant) involving 
informed consent issues

• 1 in 5 complaints to HSC include allegation 
that inadequate information provided prior 
to treatment

• Live issue in 5-10% of negligence claims



Roadmap

1. The quality challenge

2. Informed consent

3. Open disclosure

4. Patient complaints and claims



Drivers of Open Disclosure 
as Health Policy Priority

• Growing evidence that patients want and 
expect to be told of things gone wrong in care

• Consensus regarding the ethical 
appropriateness

• Experience in other industries (e.g. aviation, 
nuclear) shows that effective prevention 
depends on transparency about error

• Regulators pressing for more consistent, 
higher quality OD



Regulatory Strategies 
– Voluntary Standards

Australian Council for Safety and Quality in Health 
Care’s Open Disclosure Standard (July 2003)
• Pilot projects in 2006 & 2007

Australia



Prescribed Elements of OD 
- the Australian Standard

• Factual explanation of what happened

• Outline of the consequences of the event

• Description of steps being taken to manage 
it and prevent a recurrence

• Expression of regret



• JCAHO Patient Safety Standard R1.1.2.2 (July 
2001)

• NQF Safe Practice (2007)

US

• All DHBs to have policies in place by 2010 (HDC’s
strategic plan)

• Nearly all 21 DHBs developed/developing disclosure  
guidelines (Malcolm and Barnett, 2007)

New 
Zealand

Disclosure Guidelines from the Canadian Patient 
Safety Institute

Canada

National Patient Safety Agency’s “Being Open” PolicyUK

Australian Council for Safety and Quality in Health 
Care’s Open Disclosure Standard (July 2003)
• Pilot projects in 2006 & 2007

Australia

Regulatory Strategies 
– Voluntary Standards



Regulatory Strategies -
Protection of Information 

Conveyed in Open Disclosure

• Apology laws in all Australian states 
and territories

• Qualified privilege provisions



Providers Fear Disclosure 
Increases Medico-Legal Risks

• Consistently identified in survey research as a 
major barrier to willingness to disclose, 
especially information about injuries due to 
error (Lamb et al Health Affairs 2003, Gallagher et al JAMA
2003, Studdert et al Health Affairs 2007)

• Anecdotal reports from the field suggest the 
same, but no research in Australia…
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Regulating Health Care Quality 

Government driven

– Hospital standards / reporting requirements

– Professional regulation (registration, accreditation etc)

Industry / profession driven

– Institutional accreditation (e.g. ACHS)

– Professional / college activities (e.g. CME)

Patient-driven

– Litigation

– Complaints

• Important reality check

• But virtually no evidence deterrence 
works in health care

• Considerable potential as “sentinel events” if 
tracked and analysed appropriately

• Continuing state/federal tugs-of-war re oversight  

• Implications of nationalisation of professional regulation   
unclear

• Sophisticated institution-level quality measures may  
come, but not currently visible; may follow e-records

• Efficiency potential, but ongoing concerns about 
participation levels and “capture”






