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The most common legal definition of 
standard of care 

How a respectable minority of similarly 

qualified practitioners would have 

managed the patient's care under the 

same or similar circumstances. 



Standard of Care 
• What is standard of 

care? 
– local custom  
– consensus 

statements/expert 
opinion 

– economic factors 
• Insurance payer 

restriction 
• Health care in the 

developing world 





Treatment vs. research 
Research—a systematic investigation, 

including research development, testing 
and evaluation, designed to develop or 
contribute to generalizable knowledge in 
human subjects   CFR 46.102 

 
       

Treatment—an intervention designed solely 
to enhance the well-being of an individual 
patient and that has reasonable 
expectation of benefit for the patient 



Treatment vs. research 
• A true dichotomy? 

– Many research protocols do benefit participants 
– “N=1” approach to patient care 

• Research must be presented as such 
• Non-standard treatment is allowable, but 

under the auspices of treatment 
– Off label use of medications 
– Novel surgical procedures 
 



Mean Blood Pressure, Measured while Patients Were Seated, in 
the Intention-to-Treat Population, According to Study Group. 

Beckett NS et al. N Engl J Med 2008;358:1887-1898. 



Exemptions from Research 

• Established educational settings, involving 
normal educational practices 

• Observation of public behavior, survey, or 
educational test so long as person not 
identified 

• Publically available, de-identified data 



Quality Improvement 

• Systematic collection of data, with goal of 
implementing a practice to improve the 
quality of patient care 

• But not generalizable outside walls of 
institution 
 



Case: Pharmacy Error Rates 

A group of affiliated hospitals implements a 
procedure known to reduce pharmacy 
prescription error rates, and collects 
prescription information from medical charts to 
assess adherence to the procedure and 
determine whether medication error rates have 
decreased as expected. 



Case: Pharmacy Error Rates 

• Does the project need IRB approval? 
 

• Does this change if staff have plans on 
publishing? 
 

• There are interesting findings the staff wants 
to publish after the study?  What needs to be 
done? 



Expedited Review Criteria 

• Activity is minimal risk 
• Collection of blood 
• Collection of samples or data non-invasively  
• Existing clinical data 
• Research on individual or group characteristics 

or behavior 
• Voice, video, digital, or image recordings made 

for research purposes 



Full IRB Review 

• Everything else 
• Reviewed by a duly constituted board with 

appropriate expertise  



What needs to be done? 

A radiology clinic uses a database to help 
monitor and forecast radiation dosimetry. This 
practice has been demonstrated to reduce over-
exposure incidents in patients having multiple 
procedures. Patient data are collected from 
medical records and entered into the database. 
The database is later analyzed to determine if 
over-exposures have decreased as expected 



Overview for new submissions 

 


	Levels of Review of Research and Quality Improvement
	The most common legal definition of standard of care
	Standard of Care
	Slide Number 4
	Treatment vs. research
	Treatment vs. research
	Slide Number 7
	Exemptions from Research
	Quality Improvement
	Case: Pharmacy Error Rates
	Case: Pharmacy Error Rates
	Expedited Review Criteria
	Full IRB Review
	What needs to be done?
	Overview for new submissions

