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quality improvement methods in
health care
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Framing the Issue

HIGHLIGHTS
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n There is substantial uncertainty about the
relationship between QI and the federal
regulations for human subjects research.
n Because QI uses methods like those used
in research and often involves interactions
with patients and health care workers,
some activities could be classified as both
QI and human subjects research.
n While all agree that QI should be conducted ethically, which QI activities must meet
the ethical standards embodied in the federal regulations is not clear.
n The new presidential administration is likely
to be asked to propose a solution to the
regulatory confusion surrounding QI.
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n QI has encountered an unexpected obstacle in federal regulations governing the ethical conduct of human subjects research.

C ONTACT

Currently, there is substantial uncertainty about the relationship between QI and this framework of protection. One might
ask why the framework is even relevant to QI, since QI is an
extension of clinical practice—an activity designed to make the
local system of care work better, rather than to develop knowledge. The answer lies in the rule that an activity that has any
research elements and involves human subjects must be treated

n QI uses data-based methods to bring about
immediate improvements in health care
delivery.

TO

Although QI has achieved notable successes, it has run into an
unexpected obstacle in the form of the federal regulations governing research with human subjects (See chapter 5, “Clinical
Trials”). These regulations were created in response to situations
in which people were harmed by being made the subjects of dangerous research without their knowledge and consent, as in the
infamous Tuskegee study of untreated syphilis in black men. In
research, an investigator exposes subjects to risks in order to benefit others, not the subjects themselves. The regulatory system is
intended to respect subjects’ rights by ensuring that research
risks are not excessive, that the confidentiality of personal information is protected, and that potential subjects are informed
about risks and voluntarily agree to participate. It specifies rules
for the ethical conduct of research and requires federally funded
projects to receive review and approval from committees called
institutional review boards (IRBs) before being carried out.
Although developed for federally funded research, the rules are
considered basic ethical requirements. The government encourages organizations receiving federal funds to apply them to all
their research with human subjects, and many journals make IRB
approval a condition for publication of research results.

n The American health care system has serious problems with quality and safety that
can be reduced through quality improvement (QI) activities.

E XPERTS

The American health care system has serious problems with
quality and safety. One effective way to attack these problems is
through the methods of quality improvement (QI). The term QI
refers to activities that use data-based methods—some developed
in manufacturing industries—to bring about immediate improvements in health care delivery. Change has always been an intrinsic part of medical practice, as clinicians and managers adapt to
new medical knowledge, new technology, and new patterns of
disease. QI methods enable them to make change in a systematic
way, measuring and assessing the effects of a change, feeding the
information back into the clinical setting, and making adjustments until they are satisfied with the results.

32

Nancy Neveloff Dubler, LLB, Director,
Division of Bioethics, Montefiore Medical
Center • ndubler@montefiore.org,
718-920-6226
Robert J. Levine, MD, Professor of
Medicine, Yale University School of
Medicine • levinerj@worldnet.att.net,
203-432-8807

Q u A L I T y I M p r o v e M e n T M e T H o d S I n H e A LT H c A r e

147

as human subjects research. Since QI uses methods
like those used in research often involves interactions with patients and health care workers, and
may produce results that contribute to general
understanding of the improvement process, some
QI activities could be classified as both QI and
human subjects research. The problem is that
while all agree that QI should be conducted ethically, which QI activities must meet the specific ethical standards embodied in the regulations is not
clear. Following the research rules when they don’t
apply increases the cost and complexity of doing
QI and may discourage useful improvement work.
Not following them when they do apply may
endanger subjects and result in sanctions from the
federal Office for Human Research Protections
(OHRP).

The Nature of the Problem
This problem has been simmering for some
time in the QI and research communities.
Recently, it drew the attention of policymakers and
the public because of a QI activity that dramatically
reduced infection rates in intensive care units in 67

Michigan hospitals (see box, “Avoiding Deadly
Infections—and Red Tape”). An anonymous report
to OHRP alleged that the project was human subjects research and violated the federal regulations.
OHRP agreed, and in its initial determination letter
said that investigators should have obtained local
IRB approval for the project at each hospital, as
well as informed consent from both the health care
workers and the ICU patients involved. The ruling
was controversial and attracted significant media
attention. A resolution was ultimately achieved in
this case, but for QI practitioners, it has not
resolved the uncertainty about how to interpret the
regulations in the future.
People who use QI methods have three major
issues with the human research protection system.
They find it difficult to determine whether a QI
activity is also human subjects research. When it is,
they find it difficult to determine what the regulations require. And what is required often seems
overly burdensome and unrelated to the stated goal
of protecting people.
Is this QI activity human subjects research?
Only activities that meet the OHRP definition of

AV O I D I N G D E A D LY I N F E C T I O N S — A N D R E D TA P E
no QI effort has gained more notoriety in recent years than one
involving a simple checklist to reduce catheter-related bloodstream infections in intensive care units, which cause as many
as 28,000 deaths in the united States each year. Following a
checklist of five proven procedures, such as washing hands
and disinfecting the patient’s skin before inserting the catheter,
can prevent infections and save lives. An initiative involving the
checklist underscores the confusion that even experts experience in determining how to apply the human subjects protection regulations to quality improvement work.
peter pronovost and colleagues developed the checklist
and successfully implemented it at their institution, Johns
Hopkins university Hospital. The checklist intervention then
became part of a quality improvement initiative undertaken by
the Michigan Health and Hospital Association (MHA) in collaboration with Johns Hopkins, with funding from a federal agency.
pronovost and colleagues helped team leaders in 67 local hospitals introduce the checklist in 103 Icus. The hospitals collected data on catheter-related bloodstream infections (most had
already been collecting it before the initiative). Local Icu teams
were given monthly feedback on infection rates in their units
and comparisons with aggregate data from other Icus.
The Johns Hopkins investigators used the Icu data to evaluate the project and in 2006 reported in the New England
Journal of Medicine that the program was highly successful,
reducing catheter-related infections by up to 66% over the
course of 18 months. Before beginning the project, the investi-
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gators had submitted it to a Johns Hopkins institutional review
board. The IrB classified it as research that was exempt from
the regulations because the data provided to the investigators
did not identify individuals and the research represented minimal risk.
After publication, an anonymous complaint was made to the
office for Human research protections (oHrp) stating that the
program did not qualify for the exemption and that the investigators were violating the regulations. oHrp agreed. In 2007,
oHrp determined that the investigators should have obtained
IrB approval for the project at each hospital and informed consent from the health care workers and the Icu patients
involved. It directed Johns Hopkins and the MHA to take corrective action. This determination led the MHA to suspend the
ongoing effort to promote and evaluate the checklist.
A public outcry followed. especially influential was an op-ed
essay in the New York Times in late december 2007 by Atul
Gawande, a surgeon at Brigham and Women’s Hospital in
Boston and staff writer at the New Yorker. “The government’s
decision was bizarre and dangerous,” Gawande wrote.
In February 2008, oHrp retreated from its original position
and reached a compromise with Johns Hopkins and the MHA
on the corrective actions required. dr. Ivor pritchard, oHrp’s
acting director, emphasized that the checklist initiative could
continue, saying, “We do not want to stand in the way of quality
improvement activities that pose minimal risks to subjects.”

If an activity is both QI and human subjects
research, what is required? The rules are both
hard to understand and unpredictable. Eleven complex decision charts summarize the regulations.
The key questions are: Does the activity require
IRB review? Will the IRB find the project’s design
ethically acceptable and approve it? Will the IRB
require specific informed consent? The first step is
to determine whether the activity falls into one of
six exempt categories of human subjects research;
if so, the regulations do not apply. OHRP has
issued guidance stating that researchers shouldn’t
be allowed to decide on their own that their projects are exempt. In response, many organizations
require the research to be reviewed by the IRB
chair or the IRB itself to establish that it doesn’t
require IRB review.
If the activity is not exempt, it might be expeditable—eligible for review by a single IRB member,
rather than the full IRB. The activity also might be
eligible for a waiver or an alteration of the standard
requirement that all human subjects give their
informed consent. Making these determinations
requires knowledge of details about the precise timing of the collection of data and the type of interaction with the subjects, along with interpretation of
regulatory language such as “minimal risk.” Often a
small difference in a detail or an interpretation
makes a large difference in the regulatory burden,
yet seems unrelated to any difference in subject
protection.
The IRB serving the research site interprets and
applies the regulations to specific projects. The
results are unpredictable because IRB interpretations vary significantly, and the local IRB’s decision
prevails, except in the rare instance in which
OHRP chooses to intervene. Multisite projects must
be reviewed by multiple local IRBs. This is timeconsuming, and often the IRBs give different
answers to the key questions.

RESEARCH GLOSSARY
Research – A systematic investigation, including research
development, testing, and evaluation, that is designed to
develop or contribute to generalizable knowledge.
Human subject – 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.

Is all this really worth it? Does it appropriately protect people? The regulatory system was
developed to protect the human subjects of risky
research. To many people, it seems unsuited to
data-guided management activities designed to
improve care in particular health care facilities,
whether the activities are considered QI alone or a
combination of QI and human subjects research.
All agree that these activities need clearly articulated ethical requirements and a process for ensuring
that the requirements are met. In the opinion of
many, the requirements are not the same as for
clinical research projects, and the IRB process is
not designed to provide the appropriate kind of
supervision.
QI and research differ in their relationship to
the health care system. In research, the person
responsible for the project’s design and management (the investigator) is seeking knowledge, not
the immediate benefit of the research subjects. The
IRB was designed to provide independent, prospective ethical review to protect subjects from exploitation by researchers focused on the success of their
research. In contrast, the clinicians and managers
who engage in QI are directly responsible for
patients’ well-being, and the existence of a robust
QI program benefits the patients they serve.
Patients are receiving care in a setting that is prone
to errors and inefficiencies and that experiences
constant change. It is in their interest to have their
health care providers use data to manage care
processes, identify best practices, and learn how to
put these practices in place.
Because of their different relationships to the
health care system, human subjects research and
QI have different ethical requirements for informed
consent. In research, all subjects must give
informed consent. Even when the risk is minimal,
the IRB must explicitly waive the requirement and
can only do so if it finds that without the waiver,
the research is “not practicable” (meaning it cannot
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research and that involve people who meet the definition of human subject come under the regulations. Unfortunately, the definitions are ambiguous
(see box, “Research Glossary”). Depending on the
interpretation of specific words in the research definition—especially “generalizable”—nearly all QI
activities could also be considered research, or only
a few. The definition of human subject requires
interpretation of terms such as “intervention” and
“identifiable.” OHRP has not provided clear guidance on how to identify the QI activities that are
also human subjects research.

32

149

RESOURCES
Web sites
• www.iom.edu/?id=18795 – Gateway page for crossing the
Quality chasm: The Institute of Medicine Health care Quality
Initiative. Includes many detailed reports, as well as links to
related organizations.
• www.jointcommission.org – The Joint commission. Includes
public policy reports, standards, information on patient safety,
and a library.
• www.ahrq.gov – The Agency for Healthcare research and
Quality. Includes a Quality and patient Safety page with
patient safety forum and tools, fact sheets, online databases,
studies and projects to measure health care quality, case
studies, and a glossary, plus a newsroom and a special interest page for state and local policymakers.
Recent news
• Jeffrey krasner, “Hospital Aims To eliminate Mistakes,”
Boston Globe, January 17, 2008.
• Atul Gawande, “A Lifesaving checklist,” New York Times,
december 30, 2007.
• Atul Gawande, “The checklist: If Something So Simple can
Transform Intensive care, What else can It do?” New
Yorker, december 10, 2007.
• Lynn nicholas and robert norton, “Transparency At our
Hospitals,” Boston Globe, october 15, 2007.

be done). In the quality improvement context, a
requirement for specific informed consent to every
activity seems excessive. Instead, when patients
seek care from an organization, they should understand that using data to manage and improve care
(with confidentiality protected) is part of normal
health care operations. Their informed consent to a
specific activity should be required only when the
activity exposes them to significant additional risk
compared to the risk inherent in receiving standard
care. Similarly, the informed consent of workers to
inclusion in QI shouldn’t be an automatic ethical
requirement. Health professionals have an ethical
duty to improve their performance, and health care
organizations have an ethical duty to make sure
that their workers are competent. Worker consent
should be required if an activity imposes risks
beyond those inherent in the normal work situation: for example, exposure to a toxic chemical, or
collecting information employers are not entitled
to have (such as on alcohol use outside the workplace). Consent should not be an ethical requirement if the only risk is from the collection of information related to job performance, since the economic risk associated with being found to be
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• reed Abelson, “Managing outcomes Helps a children’s
Hospital climb in renown,” New York Times, September 15,
2007.
Further reading
• Mary Ann Baily, “Harming Through protection?” New England
Journal of Medicine, February 21, 2008.
• Joanne Lynn et al., “The ethics of using Quality Improvement
Methods in Health care,” Annals of Internal Medicine, May
2007.
• Lucy M. candib, “How Turning a QI project into “research”
Almost Sank a Great program,” Hastings Center Report,
January-February 2007.
• robert J. Wells, “overseeing Quality Improvement” (letter to
the editor), Hastings Center Report, July-August 2007.
• Health Care Quality Improvement: Ethical and Regulatory
Issues, eds. Bruce Jennings, Mary Ann Baily, Melissa
Bottrell, and Joanne Lynn, The Hastings center, 2007.
• Mary Ann Baily, Melissa Bottrell, Joanne Lynn, and Bruce
Jennings, “The ethics of using QI Methods to Improve
Health care Quality and Safety,” Hastings Center Report
July-August 2006.
See online-only campaign appendix at
www.thehastingscenter.org/briefingbook

incompetent or unnecessary is part of basic workplace risk.
The IRB process is not the best way to ensure
that QI and other data-guided managerial activities
are ethically conducted. Quality-conscious organizations should be constantly engaged in these activities. Most are routine and carry minimal risk.
Prospective review of each one by an IRB would be
slow and costly and could discourage engaging in
them. Moreover, the IRB process is not designed to
provide the kind of supervision QI needs. A
research project has a fixed protocol with fixed
goal, methodology, population, and time period,
whereas QI activities entail frequent adjustments
in the intervention, the measurement, and even
the goal over time as experience accumulates. It
would be more effective to integrate ethical oversight of QI—including QI that is also minimal-risk
human subjects research—into an organization’s
normal management and supervision structure and
to hold QI practitioners responsible for obeying
ethical rules through the system of accountability
for the quality of clinical care. Organizations might
decide to establish an IRB-like committee to perform prospective review of some activities but

When regulations seem complex, burdensome,
and unrelated to their stated goals, they can have a
demoralizing effect. People have to spend valuable
resources trying to determine how to comply and
may be tempted to either ignore the rules or to
avoid engaging in the regulated activities. Since
data-guided quality improvement activities are
urgently needed, we should clarify the ethical
requirements for both QI and QI-related human
subjects research, bring the regulatory system into
harmony with them, and minimize the effort and
resources needed to ensure that these activities are
ethically conducted.

Characteristics of a Good Solution
In the new presidential administration, the executive and legislative branches of government are
likely to be asked to propose a solution to regulatory confusion surrounding QI. The policy options
range from reinterpretation of specific words and
phrases in the regulations to comprehensive overhaul of the entire human subjects research protection framework. Any proposed solution should:
n Be based on a clear, common sense ethical

framework and have rules that are easy to
apply in specific cases.
n Encourage data-guided management of organizational change, health services research on
processes and outcomes, and collaboration
across organizations to share best practices and
improve the standard of care.
n Appropriately protect the confidentiality of
patient and worker information.
n Minimize the use of prospective IRB review
and, instead, integrate ethical oversight of QI
into the system of accountability for the conduct of clinical care.
n Link the intensity of scrutiny of a specific QI
activity and the requirement for specific
informed consent from patients or workers to
the level of additional risk the activity imposes
on them, compared to the risk inherent in
receiving or providing standard health care.
n Be cost-conscious. Most of the resources for QI
activities come directly from patient care
resources; thus, imposing significant costs on
the conduct of QI in the name of patient protection is in itself a harm to patients if the protective measures are ineffective or
redundant.

quality improvement methods in health care

could reserve it for QI and other data-guided activities that involve significant additional risk.
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