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Intert’entiwi 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 inter-
personal contact between investigator and subject. Private in-

tl11liti1l includes information about behavior that occurs in a
context in which an individual can reasonably expect that no ob
servation 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
he 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.

In order for a project to require 1R13 review, it must
both be research and involve “human subjects.” For more
information, please review Omce for Human Research
Protections (OHRP) guidance at http://www.hhs.gov/
ohrp/h umansu bjects/gu idance/decisioncharts.htm#c 1

The Defining Characteristic of Research
InvoLving Human Subjects

The requirement that a research activity involves a sys
tematic investigation is usually not dif&ult to apply. To
develop a test to evaluate better the goal of developing or
contributing to generalizable knowledge, it is useful to
recognize that in the context of research that involves hu
man subjects, the defining characteristic of research is that
a major goal of the activity is to learn something for the
purpose of bcn’iefiting people other than the research sub
jects. In some classes of research, the research subjects
may directly benefit from research participation, hut ben-
efiting research subjects is never the only, and rarely the
primary, goal of a research effort. The terms innovative
therapy and nonvalidated practice describe activities that
are designed solely to benefit an individual patient(s), but
in which the ability of the activity to result in the desired
outcome is to some degree unproven.

Publication of Results Does Not Define a Project
as Research
To determine whether a project should be classified as
research, some IRBs base institutional policy on the as-
sumption that publication of results in a scientific journal
defines a project as research. Project investigators are told
that if they “hope to” or “might want to” publish results
of their project in a medical journal or present some aspect
of the project at an academic meeting, then the project
involves research and should not be clone without JRB ap
proval. At some institutions, project investigators are told
that if a project is or was done without IRB approval, then
institutional policy prohibits them from publishing proj
ect results, as this would document noncompliance with
federal research regulations. An information document
from the Food and Drug Administration on Humanitarian
Use Devices suggests that this approach to identifying re
search intent is not unique to the IRB community.2

The assumption that academic publication or pre
sentation equals research is incorrect. Publication or
presentation of results is clearly the goal of all research
activity, but there are many situations in which academic
forums are used to share the results of a nonresearch ac
tivity with interested colleagues in the hope that they will
benefit from this information. Medical journals often con-
tam articles that discuss information that is not the result
of research activity, and the same is true with medical
meeting agendas.34’5Education, not research, is the most
accurate term for these kinds of activities. It is appropriate
to inform project investigators that nonresearch activities
can be published, but it is necessary to remind them that
the word research cannot he contained within the publi
cation. If research is used to describe the project, IRB
I.eview is required, and journal editors may inquire about
the status of IRB review.

Would you conduct this project as planned ifyou knew
you u’ould never receive any foruuz of academic recogni
tion for it?

To classify projects accurately as either research or
nonresearch, a critical factor may be the extent to which
the project is being conducted to benefit people other than
those who will participate directly in the activity. In our
experience, questions about the publication or presenta
tion of results in an academic forum are the most useful
way to evaluate research intent, but the focus of the ques
tion should he different than as described previously here.

The important question is not whether the project in-
vestigator might want to publish or present results in the
future, but rather if the project would be done as planned
if academic recognition is definitely not a possibility.
Our recommendation is that the IRB use the following
question to determine whether a project that involves a
systematic investigation and is likely to develop general-
izable knowledge should he classified as research from
the regulatory standpoint:

Would this project be conducted as proposed if the
project investigator knew that he or she would never re
ceive any form of academic recognition for the project,
including publication of results in a medical journal or
presentation of the project at an-academic meeting?

If prohibition from receiving any form of academic
recognition for the project would affect the conduct of
the project in any way, then research is a motive for the
activity to a degree that the project should be classified as
research from the regulatory standpoint.

Quality Improvement (QI) Is Not Research
A variety of nonresearch methods (described later here) cx-
ist; however, the distinction between QI and research is
ITh)St often at the forefront ofdiscussions of “intent.” When
an activity is specifically initiated with a goal of improving
the performance of institutional practice in relationship to
an established standard, the activity is called QI.

Tf a project is originally initiated as a local QI project
but the findings are of interest and the project investigator
chooses to expand the findings into a research study, IRB
review is required at that time. The project investigator



Identifyhig Thtent Is This Project Research? 103

turned researcher should clearly indicate to the IRB that
the data were originally collected as part of a QI project.
The IRB should he prepared to handle this type of review
and take the next steps as required of all research projects
(e.g., designation of exempt, expedited or full-committee-
review, level of consent required).

At our site, after the institutional discussion was
commenced related to the definition of research, the IRB
developed a close working relationship with the institu
tional QI committee. The goals for the QI evaluators
and the IRB are similar. The QI evaluators want QI
projects to be performed with a high standard to protect
confidentiality and to ensure that results are applicable.
It is important for both entities to know when their
review is applicable to a project.

In order to distinguish research from QI, we use the
following criteria:

Primary intent—the intent should be clear in the
purpose/aim statement for the specific project. In general,

I projects are aimed at improving local systems of care
(nongeneralizable). if the intent is to promote “betterment”
of a process of care, clinical outcome, etc., then the project
may be considered quality improvement.

If any of the following criteria are met, then the project
receives consideration as to whether IRB review is required:

0 Generalizability—if the primary intent of the project is to
generate generalizable results

0 Additional risk or burden—if the project will impose risks
or burdens beyond the standard of practice to make the re
suits generalizable

0 Design—if a project involves randomization or an element
that may be considered less than standard of care

Additional Notes
a. Federal regulators have made it clear that any pub-

lication describing a project as “research” must
have received prior IRB review and approval.
Therefore, projects determined to be QI initiatives
ShOuld nOt be published as “research.”

b. Projects considered QI must also maintain the high-
est integrity of confidentiality possible.

C. Characterizing a project as QI does not necessarily
negate the need for informed consent.

Infor,ired Consent
H1PAA allows projects conducted within a covered entity
with the intent of obtaining information related to treat-
ment, payment, or health care operations to he conducted
without addition al patient a uthorization. Patients should
be made aware of these uses of their data via the privacy
notice required by H1IAA. A QI project may be appropri
ately initiated vithout patient authorization or consent;
howeve r, con sidera ti on ii ust be given to whether or not
health care workers should be aware of and possibly re
quired to consent to the project. These are decisions that
must be well thought out by the initiators of the quality
improvement teams at the institution.

Research is not covered under the HIPAA “treatment,
payment, oi health care operations” cxemI)tions, and

therefore, ii research is being conducted, the requirements
for waiving informed consent and/or waiving the require-
ments for documentation of informed conseni must be
met. These regulations are described in more detail in
other chapters of this book.

Other Activities That Are Not Research
To understand when a project should be classified as
research, it is important to understand the major cate
gories of activities that may be appropriately classified as
something other than research.

Quality Assessment
Activities that are designed to determine whether as-
pects of medical practice are being performed in line
with established standards are called QA.

Qualiiy Assurance
In New Hampshire, this term is used for the specific in-
stance of the process of reviewing, analyzing, or evaluating
patient and/or provider specifIc data that may indicate (the
need for) changes ifl systems or procedures that would im
prove the quality of care. The analysis is protected from
legal discoverabiliry, and the review is often triggered by
predetermined “thresholds/criteria . “ Tb is analysis must be
conducted with a specific committee structure. The knowl
edge generated is typically for local, immediate application.

The Case Report or Case Series
A physician requests access to her patient’s medical record
to prepare a “case report” for publication in a medical
journal. The first step is to determine whether the project
contains both of the elements from the regulatory defni
tion of research (a systematic investigation and the intent
to contribute to generalizable knowledge). In our opin
ion, it is not reasonable to suggest that the organization
of information for a case report constitutes a systematic
investigation to the extent that would be expected of a re
search project. Because the first element of the regulatory
definition of research is not p1ese1t, this project is not re
search and, therefore, is beyond the regulatory authority
of the IRB. In our opinion, this kind of case report project
is most appropriately classified as an educational activity.
Care should be taken, however, to distinguish a case re
port from an “N-of-i” research study in which there is
systematic manipulation of an intervention to produce
generalizable results.

When discussing the classification of case-report proi
ects, many people ask whether the inclusion of more than
one patient requires that the project be classified as re
search. In our Opinion, the number of patients is not a
defining factor. Educational activities often involve dis
cussion of the course of a group of patients. It is the use of
statistical methi)d such as subgroup coinp;mrisons and test
for prognostic factors that are the distinguishing features
of a systematic investigation. In the absence of the basic
elements of a systematic investigation of a scientific ques—
tion, the case-report project should be classified as an
educational activity rather than research, regardles. of the
number of patients that form the basis for the discussion.


