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Informed consent . . . is ethically 

required of healthcare practitioners 

in their relationships with all patients, 

not a luxury for a few.

President’s commission for the study of ethical problems in medicine and 

biomedical and behavioral research,  1982.



Background

• IC is central to the practice of ethical, 
safe, and patient-centered healthcare.

• Process of shared decision making.

• When patient and provider speak 
different languages, the process 
becomes more complex.



Background

• Informed consent is the law.

• Documentation of informed consent is 
the legal standard.

– Informed consent discussion

– Signed consent form

• Informed consent documentation 
policies have been developed by most 
U.S. hospitals.



Study Aim

Determine the impact of language 

barriers on documentation of informed 

consent among patients in a teaching 

hospital with on-site interpreter services.



Methods

• Study design
Retrospective chart review

• Setting 
Large public teaching hospital in San Francisco with 24-hr 

interpreter services.  Procedures performed by residents.

• Procedures
Thoracentesis, Paracentesis, Lumbar puncture

• Data
Electronic database and paper charts



Subjects
• Subjects

Chinese and Spanish-speaking patients with LEP and English-
speaking patients who received a procedure while 
hospitalized during 2004 and 2005.

• Exclusion Criteria
- Altered mental status

- Inability to participate in IC for any clinical reason

- Intubated patients

- Consent Form signed by surrogate

- IR/OR

• Matching
Procedure, Service, Date of procedure



Components of Informed 

Consent

1. Procedure note documenting 

consent discussion 

2. Signed consent form

3. Evidence of interpretation 

• Documentation of consent discussion through 

interpreter or in pt’s primary language 

• Interpreter signature on consent form

• Consent form in pt’s primary language



Study Sample

• 74 LEP and 74 English procedures 

• 54% Medicine Service

– 28% Emergency Room

– 18% Neurology/Family Practice

• 54% Lumbar Punctures

– 32% Paracenteses

– 14% Thoracenteses



LEP

(n=74)

English

(n=74)

p value

Mean age +/- SD, yrs 50 +/- 16 47 +/- 12 0.3

Male  N (%) 44 (59) 58 (78) 0.01

Race  N (%) <0.001

White -- 28 (38)

Black -- 26 (35)

Latino 51 (69) 10 (14)

Asian 23 (31) 10 (14)

Diagnosis 0.5

Infection 29 (39) 32 (43)

Malignancy 12 (16) 7 (9)

Other 33 (45) 35 (47)

Patient Characteristics



Documentation of Informed Consent

LEP

(n=74)

English

(n=74)
p

Procedure note 

documenting IC 

discussion

44 (59) 43 (58) 0.9

Signed Consent Form -

any language
52 (70) 63 (85) 0.03

Consent Form - pt’s 

language or signed by an 

interpreter

30 (41) 63 (85) <0.001

Informed Consent 21 (28) 39 (53) 0.003



Predictors of Documentation 

of Informed Consent
OR CI Adj OR CI

Language

(Eng vs LEP)

2.8 1.4-5.6 3.1 1.5-6.5

Age 1.0 0.9-1.0 1.0 1.0-1.1

Gender – ref men 0.7 0.3-1.5 0.7 0.3-1.5

Infection

Malignancy

1.0

1.4

0.5-2.0

0.5-4.0

0.9

1.5

0.4-2.1

0.5-4.7

LP

Paracentesis

1.1

1.0

0.4-2.9

0.3-2.9

2.0

1.1

0.6-6.5

0.3-3.4

ED vs Wards 0.5 0.2-1.1 0.5 0.2-1.2



Discussion

• Documentation of IC was low for English-
speakers and LEP pts.

• LEP patients were less likely to have 
evidence of IC documentation.

• Residents underutilize professional 
interpreters when caring for LEP pts.

• Differences in the documentation of IC 
suggest differences in the process of 
informed consent.



Limitations

• Documentation, not practice or quality 

of the informed consent process.

• One hospital.

• Patient language ability was not directly 

measured.



Implications

• Informed consent may constitute a healthcare 
disparity for LEP patients.

• Hospitals may wish to monitor informed 
consent for pts with LEP as a measure of 
quality.

• Resident physicians need more training in the 
care of LEP pts, the use of interpreters, and 
the process and documentation of informed 
consent.



SFGH Response

• Study reviewed by relevant committees 

including risk management, ethics, 

quality improvement,  med-executive.

• Results confirmed by another chart 

review

• Results championed by CEO as 

example of valuable QI and disparities 

assessment

• Consent process revisited











New SFGH Consent Form

• Low literate reading level

• Signals physicians to

– Call interpreters  (gives phone number)

– Assess patient comprehension “teach 
back”

• Space for interpreter signature

• Longer– 4 pages

• English/Spanish/Russian/Chinese/Vietnames
e/Tagalog



Projects

• Qualitative study of resident decision 

making on interpreter use

• Evaluation of new consent forms

• Improving ability to capture use of 

interpreter services

• Novel technology to lower barriers to 

interpreter use


