
Differences Between CQI and Research 

CQI  Research  

End Goal – Improvement is never ending, it is a continuous ongoing 
evaluation of changes/interventions to achieve sustained improvement 
in a specific area or metric you want to improve. It is an iterative 
process of changing and checking 

End Goal – proof of efficacy of a specific intervention e.g. one and done; 
one drug, one device one behavioral intervention measure, pre-
intervention and post-intervention and evaluate. 

Interventions are evaluated in the current system that you want to 
improve i.e. “the real world” 

Interventions are evaluated in an environment designed to control 
other factors that might make it confusing or difficult to know whether 
the intervention was responsible for improvement or other factors.  

Participants are usually patients within a specific clinical environment or 
system 

Participants are approached in a manner that ensures a representative 
sample of that particular population 

In quality improvement, healthcare teams are usually trying to solve a 
problem in a specific setting e.g. solving the problem of overly long 
patient wait times in X hospital’s emergency department (works only in 
X hospital’s setting) 

In research, the goal is to achieves results that can be generalized to 
other settings and populations e.g. proving that a new medication 
works in type – I diabetics with high blood pressure (works in any 
setting) 

  



 

 Human Subjects Research Quality Improvement 

Purpose 
designed to develop or contribute to generalizable 

knowledge 

designed to implement knowledge, assess a process or program 

as judged by established/accepted standards 

Starting Point 
knowledge-seeking is independent of routine care and 

intended to answer a question or test a hypothesis 

knowledge-seeking is integral to ongoing management system 

for delivering health care 

Design 
follows a rigid protocol that remains unchanged 

throughout the research 
adaptive, iterative design 

Benefits 
might or might not benefit current subjects; intended to 

benefit future patients 

directly benefits a process, system or program; might or might 

not benefit patients 

Risks may put subjects at risk 
does not increase risk to patients, with exception of possible 

patients' privacy or confidentialty of data 

Participant Obligation no obligation of individuals to participate responsibility to participate as component of care 

Endpoint answer a research question improve a program, process or system 

Analysis statistically prove or disprove hypothesis compare program, process or system to established standards 

Adoption of Results little urgency to disseminate results quickly results rapidly adopted into local care delivery 

Publication/Presentation investigator obliged to share results 
QI practitioners encouraged to share systematic reporting of 

insights 



 



Institutional Review Boards 

Under federal regulations, an IRB is an appropriately constituted group that has been formally designated to review and monitor research 

(biomedical, social, behavioral) involving human subjects. In accordance with federal regulations, an IRB has the authority to approve, require 

modifications in (to secure approval), or disapprove research. This group review serves an important role in the protection of the rights and welfare of 

human research subjects. 

The purpose of IRB review is to assure, both in advance and by periodic review, that appropriate steps are taken to protect the rights and welfare of 

humans participating as subjects in the research. To accomplish this purpose, IRBs use a group process to review research protocols and related 

materials (e.g., informed consent documents and investigator brochures) to ensure protection of the rights and welfare of human subjects of research. 

Research means a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to 

generalizable knowledge. Activities which meet this definition constitute research for purposes of this policy, whether or not they are conducted or 

supported under a program which is considered research for other purposes. For example, some demonstration and service programs may include 

research activities. 

 (e) Research subject to regulation, and similar terms are intended to encompass those research activities for which a federal department or agency 

has specific responsibility for regulating as a research activity, (for example, Investigational New Drug requirements administered by the Food and 

Drug Administration). It does not include research activities which are incidentally regulated by a federal department or agency solely as part of the 

department's or agency's broader responsibility to regulate certain types of activities whether research or non-research in nature (for example, Wage 

and Hour requirements administered by the Department of Labor). 

 (f) Human subject means a living individual about whom an investigator (whether professional or student) conducting research obtains 

(1) Data through intervention or interaction with the individual, or 

(2) Identifiable private information. 

Intervention includes both physical procedures by which data are gathered (for example, venipuncture) and manipulations of the subject or the 

subject's environment that are performed for research purposes.  

Interaction includes communication or interpersonal contact between investigator and subject. Private information includes information about 

behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place, and information 

which has been provided for specific purposes by an individual and which the individual can reasonably expect will not be made public (for example, 

a medical record).  

Private information must be individually identifiable (i.e., the identity of the subject is or may readily be ascertained by the investigator or associated 

with the information) in order for obtaining the information to constitute research involving human subjects. 


