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ABSTRACT 

Early in 2007, in a public policy 
white paper1 on health literacy and 
patient safety, the Joint Commission 
called upon health care institutions 
to re-design their informed consent 
forms and their informed consent 
processes.  This poster explores the 
background for that call to action 
and provides specific strategies for 
improving patient safety via           
attention to the informed consent 
process. 

BACKGROUND 

The Patient Safety Argument 
for Informed Consent 

 AHRQ:  Informed 
patients are less 
likely to experience 
medical errors by 
acting as another 
layer of protection.2 

 AHRQ:  Enhanced 
informed consent ï
1 of 11 safety practices rated most 
highly in strength of evidence.2 

 NQF:  Ask each  
patient to ñteach 
backò in his or her 
own words key     
information about 
the proposed   
treatments or pro-
cedures for which 
he or she is being 
asked to provide informed consent.3 

 Leapfrog:  Is your 
organization aware 
of the problem and 
taking action to   
improve the quality 
of the informed  
consent process  
for all patients?4 

 

Current Status  
A large study of 3,552 patient decisions 
found few to be fully informed.5 

All Patient Decisions Complex 
Patient Decisions 

Only 9% were 
completely informed 

Only 0.5% were 
completely informed 

Number of Required Elements Present 

4 of 4 
26.4% 

3 of 4 
34.8% 

2 of 4 
22.7% 

1 of 4 
13.8% 

0 of 4 
2.4% 

9% 0.5% 

A review of 540 written consent forms 
from 157 hospitals found most lacked 
the key elements of informed consent.6 

Only 26.4% of 
forms included the 
four key elements 
of consent: 

purpose 
risks 
benefits 
alternatives 
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Patients who 
were ap-
prised of a 
significant 
risk of blood 
loss. 

Patients 
consented 
for blood 
transfusion. 

Patients 
who 
actually 
received     
a blood  
transfusion. 

88.8% 

25.8% 

92.1% 

A study of patients slated for a radical 
prostatectomy found a disconnect in 
consent even with disclosure of risks.7 

Impact on Wrong-Site Surgery 

Incidence of wrong-site surgery:  

 Once in every 112,994 operations,8 

45% 

45% of which could be 
eliminated simply        
by having a              
properly completed  
consent form.9  
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OPPORTUNITIES 

Evaluate Best Practices 

Consider the Department of Veterans 
Affairs (VA) Electronic Support for   
Patient Decisions (ESPD) initiative: 

 The VA         
standardized   
and automated 
the informed 
consent process 
across 158 VA 
Medical Centers 
using the     
iMedConsentÊ 
application 
(Dialog Medical).10 

 Incidence of lost or misplaced  
consent documents went from 9% 
to 0% with use of automated       
informed consent.11 

 Frequency of having a note in the 
patientôs chart, documenting the  
informed consent discussion, went 
from 6% to 100% with use of   
automated informed consent.11 

 96.1% of patients preferred the 
electronic process to the traditional 
paper process.7  

Employ ñTeach Backò 

 Utilize an automated tool to confirm 
patient understanding of key     
components of a contemplated   
procedure.12 

CONCLUSIONS 

Review your current informed    
consent procedures ï do they       
reflect current recommendations? 

Audit your current informed consent 
forms ï are they complete and are 
they consistent from provider to  
provider? 

Consider ñbest practicesò for         
informed consent such as the VAôs 
ESPD initiative.  

Make ñteach backò a component of 
the informed consent process. 

Integrate your informed consent 
process with your ñtime outò process. 

Leverage Informed Consent 
in the ñTime Outò Process 

The Universal Protocol For Preventing 
Wrong-Site, Wrong-Procedure, Wrong- 
Person SurgeryÊ (Universal ProtocolÊ) 
requires a ñTime Outò to verify correct 
patient, procedure, and site.13 

 An automated informed consent   
application can document the       
patientôs understanding of proce-
dure and site for the surgical team 
via the        electronic health re-

Patient, procedure, and site 
ï all clearly documented. 

ñTeach Backò process. 


