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Scientific and clinical activi-

ties undertaken by public

health agencies may be mis-

construed asmedical research.

Most discussions of regula-

tory and legal oversight ofmed-

ical research focus on activities

involving either patients in clin-

ical practice or volunteers in

clinical trials. These discussions

often exclude similar activities

that constitute or support core

functions of public health prac-

tice. As a result, public health

agencies and practitioners may

be held to inappropriate regu-

latory standards regarding re-

search.

Through the lens of the

Departments of Defense and

Veterans Affairs, and using

several case studies from

these departments, we offer

a framework for the adjudi-

cation of activities common

to research and public health

practice that could assist

public health practitioners,

research oversight authori-

ties, and scientific journals

in determining whether such

activities require regulatory

review and approval as re-

search. (Am J Public Health.

2014;104:596–602. doi:10.2105/

AJPH.2013.301663)

TITLE 45 CODE OF FEDERAL

Regulations (CFR) 46, the federal
policy for the protection of human
participants that is informally
known as the “Common Rule,”
defines research as “a systematic
investigation . . . designed to de-
velop or contribute to generaliz-
able knowledge.”1 This definition
was developed to protect human
research participants, to promote
voluntary informed consent, and to
require scientific and ethical re-
view and oversight of research
through independent institutional
review boards (IRBs). However,
attempts to differentiate research
from public health practice —

defined herein as all nonresearch
public health activities—through
the rubrics of the Common Rule
are problematic in light of their
overlapping spheres (see the box
on page 597). For instance, Snider
and Stroup have observed that
“systematic investigations” produc-
ing “generalizable knowledge” can
describe legally mandated, ethical
public health activities—such as
surveillance, emergency response,
and program evaluation—as well as
human participant research.2

Public health practice fre-
quently employs case---control,
cohort, and cross-sectional study
designs, as well as other systematic
methodologies that are used in
research. Likewise, findings from

public health activities, such as
a disease outbreak investigation,
may lead to generalizable knowl-
edge even though the investiga-
tion was not designed to develop
such knowledge. Publication of
such generalizable knowledge in
peer-reviewed literature presents
challenges to public health practi-
tioners and journal editors, be-
cause of journals’ policies that may
require that such work be sub-
jected to IRB review prior to sub-
mission.

DEFINING PUBLIC HEALTH
PRACTICE

For practical and ethical rea-
sons, clearly distinguishing be-
tween research performed by
public health practitioners and
agencies (e.g., public health re-
search) and public health practice
is critical. As other authors have
advocated, the major distinction
should reside in the a priori pur-
pose for which the activity was
designed.2---5 The purpose of re-
search is to generate or contribute
to generalizable knowledge. The
purpose of public health practice is
to prevent disease or injury and to
improve the health of communi-
ties through such activities as
disease surveillance, program
evaluation, and outbreak investiga-
tion. Devices such as decision trees

may assist public health agencies
and practitioners in making valid,
defensible, and reproducible deci-
sions regarding whether proposed
work should be classified as re-
search or public health practice.
Here, we chronicle key initiatives to
differentiate public health practice
from research, discuss the chal-
lenges of such differentiation
through several case studies, and
present an algorithm intended to
help public health practitioners, re-
searchers, IRBs, journal editors, and
others to distinguish between public
health practice and research.

KEY INITIATIVES

The challenge of distinguishing
public health practice from re-
search is not new, as evidenced by
a number of key initiatives to
provide guidance. The Council of
State and Territorial Epidemiolo-
gists (CSTE) makes the distinction
between public health practice
and research by defining the pro-
posed work’s purpose and benefi-
ciaries. Whereas public health
research is designed to generate
knowledge that primarily benefits
those beyond the participating
community, public health practice
is intended to benefit those
within the participating commu-
nity. The essential characteristics
of public health practice include
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1. specific legal authorization for
conducting the activity,

2. governmental duty to perform
the activity to protect the pub-
lic’s health,

3. direct performance or oversight
of the activity by a governmen-
tal public health authority (or
authorized partner) account-
able to the public,

4. legitimacy of involving nonvo-
lunteers, and

5. activities supported by ethical
principles that focus on popu-
lations while respecting the
dignity and rights of individ-
uals.3

The CSTE report also identifies
attributes considered by the au-
thors to be less relevant for mak-
ing this distinction, such as who is
performing or funding the work,
which methods are employed for
collecting and analyzing data, and
whether and where the findings
will be published. However, from
a regulatory perspective, who is
performing or funding the work
does have relevance. The current
regulations apply only to research

conducted or supported by the
Common Rule signatories, in-
cluding over a dozen federal
agencies.

Besides CSTE guidance, the
Centers for Disease Control and
Prevention (CDC) 2010 policy
outlines distinctions between
public health practice and re-
search.4 The associate director
for science in each center, desig-
nated as the official responsible for
drawing this distinction, uses pur-
pose as the defining criterion. Like
the CSTE report, the CDC’s policy
also identifies intended beneficia-
ries as an important consideration.
A proposed updated definition for
public health surveillance intro-
duced the phrase “a priori purpose
of preventing or controlling disease
or injury.”5(p636) This emphasis on
the original intent for data collec-
tion, analysis, and interpretation
further demarcates public health
activities from research activities
employing similar methods.5 This
distinction is also relevant to the
sharing of information, which is
vital to public health practice.

Although publication per se is
not used by some authorities (such
as the US Department of Health
and Human Services’ Office of
Human Research Protections) to
define research, others view the
intent to publish findings in peer-
reviewed medical journals as
almost exclusively a function of
human participant research.6,7

Prospective authors may encoun-
ter resistance from institutions that
consider all publication as re-
search, or from scientific journals
requiring assurances of human
participant protection. Although
established standards8 for manu-
script submission do not prohibit
the publication of findings gener-
ated from the practice of public
health, there is no specific pro-
vision for the publication of
scholarly work that is not typical
human participant (or animal)
research.

Although CSTE and CDC posi-
tion statements on public health
practice and research are instruc-
tive, a mechanism to operation-
alize their guidance in an explicit,
defensible, and reproducible
manner is lacking. Thus, institu-
tions with operational missions
that include public health services
and human participant research
may struggle to feasibly and con-
sistently manage their public
health activities while complying
with research regulatory require-
ments. We propose an algorithm,
illustrated in Figure 1, for the
adjudication of activities common
to research and public health
practice that could assist public
health practitioners, research
oversight authorities, scientific ed-
itors, and others in determining
whether such activities require

regulatory review and approval as
research.9 The algorithm builds
on current CDC policy but adds
clear questions to guide decision-
making, which should provide
practical assistance and should
result in more consistent decisions.
Constructed around the a priori
purpose for which an activity was
designed, the algorithm begins
with whether the a priori purpose
of an activity is to produce gen-
eralizable knowledge, considers
special Food and Drug Admin-
istration (FDA) issues, poses
questions about the regulatory
and legal mandate and mission
of an activity, and confirms the
a priori purpose as public health
practice.

CASE STUDIES

Three areas of public health
practice—surveillance, emergency
response, and program evaluation—
have been identified as problem-
atic, given their potential overlap
with research.2 From the perspec-
tives of the Department of Defense
(DoD) and the Department of
Veterans Affairs (VA), 2 agencies
with extensive health systems
that include direct patient care,
public health, and human partic-
ipant research activities, we
present several case studies per-
taining to these areas to illustrate
the challenges of differentiating
public health practice from re-
search. We also discuss an oper-
ational approach, using the
framework illustrated in Figure
1, for distinguishing these activi-
ties. We begin by describing DoD
and VA policies to provide con-
text for understanding the case
studies.

Elements Common to Public Health Practice and Public

Health Research

d Use systematic methods.

d Based on scientific evidence.

d Might use epidemiological study design.

d Might involve selection of participants.

d Might involve the collection and assessment of personally identifiable and protected

health information.

d Might involve statistical analysis of data.

d Might result in publication of findings in peer-reviewed literature.

d Might contribute to generalizable knowledge.

d Might involve hypothesis testing.
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Department of Defense

Department of Defense
agencies conducting research are
guided by the Common Rule, as
described in 32 CFR 219, “Pro-
tection of Human Subjects.”10

Other documents describe roles,
responsibilities, and clinical re-
search policies for activities con-
ducted by the Departments of the
Army, Navy, and Air Force.11,12

Public health practice in the mili-
tary, however, is not explicitly de-
scribed in any comprehensive
DoD policy directive or instruc-
tion. Activities labeled “force
health protection” include tradi-
tional public health activities,
such as needs assessment, sur-
veillance, early detection of
health threats, and emergency
response.13 The DoD also provides
policy guidance for response to
public health emergencies, includ-
ing isolation, quarantine, and

outbreak and case notification
procedures.14

The US Army Medical Research
and Materiel Command and the
Navy Medical Research Com-
mand, whose core functions
involve research and product de-
velopment, periodically support
the public health mission by
lending professional expertise
and specialized technical capabil-
ities, such as infectious disease
laboratories.

Department of Veterans

Affairs

The Veterans Health Adminis-
tration of the Department of
Veterans Affairs has an Office of
Public Health, whose activities in-
clude (1) surveillance and (2) out-
break and look-back investigations
in the VA. (“Look-back” is an
organized process for identifying
patients who may be at risk

because of exposure incurred
through past clinical activities.)
The VA Office of Research Over-
sight has defined nonresearch
public health activities in the
VA as operational endeavors
that fulfill 2 requirements: (1)
the activity is designed or imple-
mented for internal VA purposes
and (2) the activity is not
designed to produce information
that expands the knowledge base
of a scientific discipline or other
scholarly field. This may include
public health investigations, in-
ternal quality improvement pro-
jects, and routine data collection
and analysis for operational
monitoring, evaluation, and pro-
gram improvement. Data col-
lected for nonresearch operations
may subsequently become re-
search if they expand the knowl-
edge base of a scientific discipline
or scholarly field.

Activities always considered
research by the VA are those
funded or otherwise supported
as research by the VA Office of
Research and Development, or by
any other entity, and clinical in-
vestigations as defined under FDA
regulations.

Surveillance

Public health surveillance can
be defined as the ongoing, sys-
tematic collection, analysis, inter-
pretation, and dissemination of
health-related data with the a pri-
ori purpose of preventing or con-
trolling disease or injury.5 Most
surveillance activities are man-
dated or authorized by state stat-
ute and do not require IRB
approval. For example, monitoring
health-related events during the
Deep Water Horizon oil spill or
the emergence of dengue virus
infections in south Florida have

Is the a priori purpose
to produce

generalizable
knowledge?

No No

Are there other
considerations such

as use of devices,
drugs, or biologics that

are not FDA-
approved?

- Does the activity support a
  core public health
  function?b

- Is there a regulatory or
  legal mandate for the
  activity?
- Is the activity conducted by
  an organization chartered
  to perform a public health
  mission?

Yes to All
Questions

Is the a priori purpose to
prevent or control

disease or injury and to
improve health, or to

enhance a public health
program or service?

Yes
Public Health

Practice;
Not Research

Yes

Not Public Health
Practice:

Definitely Researchc

Yes No

No to Any Questions

Not Public Health
Practice;
Possibly

Researchc

Starta

Note. FDA = US Food and Drug Administration.
aThe algorithm assumes that the activity under question is a systematic investigation.
bCore public health functions include assessment, policy development, and assurance.9

cManage by research infrastructure serving the institution, possibly including an institutional review board. Refer to decision checklists for research suggested by Office for Human Research

Protections, Department of Health and Human Services (http://www.hhs.gov/ohrp/policy/checklists/decisioncharts.html).

FIGURE 1—Algorithm for distinguishing public health practice from public health research.
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been considered nonresearch op-
erational activities and not con-
tingent on IRB review.15,16 In these
situations, the VA was asked to
assist public health authorities in
an interjurisdictional assessment
of possible illness associated with
oil exposure and the extent of
emergent endemic dengue virus
infections, respectively. By the al-
gorithm in Figure 1, both activities
would be considered core public
health functions without a prior
intent of producing generalizable
knowledge. However, the infor-
mation derived from these sur-
veillance activities was considered
important information for public
health practitioners and disease
experts and was therefore pre-
sented at scientific meetings.

Unlike these examples, some
surveillance activities can be
regarded as both research and
public health practice. The De-
fense Medical Surveillance System
(DMSS) serves as a central repos-
itory of health surveillance data
for the US Armed Forces to mon-
itor the occurrence and distribu-
tion of health conditions in the US
military population.17 Although its
major function is public health, the
DMSS is also used for research
purposes. For instance, the DMSS
has been employed for research
on infectious gastroenteritis-
related reactive arthritis,18 anthrax
vaccination and risk of optic neu-
ritis,19 and mild traumatic brain
injuries among US service mem-
bers.20 The use of the DMSS is
governed by policy21 established
by its parent organization, the
Armed Forces Health Surveillance
Center (AFHSC), which in turn
reflects DoD policies and regula-
tions on privacy, data management,

public health, and human partici-
pant research. The AFHSC policy
provides specific guidance for
managing requests (classified as
research or operational; i.e., public
health practice) for DMSS data and
serum specimens stored in the
DoD Serum Repository through
a procedure resembling but not
identical to that outlined in Figure
1. Each of the studies mentioned
here were determined to be re-
search since they were designed to
generate knowledge applicable to
populations beyond the US mili-
tary or to contribute new infor-
mation about a health condition.
These studies and others like them
require IRB approval and research
management support external to
the AFHSC, and are referred
elsewhere for appropriate re-
search review and approval. Re-
quests for data or sera that are
judged by the AFHSC to constitute
operational or public health prac-
tice are evaluated for feasibility
and scientific merit by an internal
board, which is not a human
participant research IRB. These
examples using the DMSS under-
score the importance of the a pri-
ori purpose for which an activity
was designed rather than the or-
ganization conducting the work. A
traditional research institution
could be engaged in public health
practice, whereas a public health
organization could be engaged in
research.

Emergency Response

Emergency responses, includ-
ing outbreak investigations, can be
defined as public health activities
undertaken in an urgent or emer-
gent situation, usually involving an
imminent health threat to the

population.22 They are intended
to determine the nature and mag-
nitude of a public health problem
and to implement appropriate re-
sponse measures,23 and must be
distinguished from research un-
dertaken in emergency settings
or disasters, which also poses
unique ethical and operational
challenges.24 Although emer-
gency response activities fall
within the purview of public health
authority—and are often mandated
by law or regulation—IRB require-
ments are often uncertain and in-
consistently applied, as illustrated
by the following examples.

Report of an outbreak investi-
gation of African tick typhus
among soldiers in Botswana did
not mention IRB review or over-
sight. In this outbreak of tick ty-
phus, work was initiated as an
investigation of an outbreak: “An
epidemiologic team from Walter
Reed Army Institute of Research
[WRAIR] was sent to Botswana to
assist with the outbreak investiga-
tion.”25(p217) The original intent
was not to produce generalizable
knowledge but to understand and
mitigate the outbreak. Although
WRAIR is primarily a research
organization, at the time of the
outbreak in 1992, it was tasked by
the surgeon general of the US
Army to apply its subject matter
expertise (personnel and labora-
tory capabilities) to nonresearch
activities in the form of an epide-
miological consultation, or EPI-
CON. The investigation involved
no FDA regulatory concerns, fell
under the mandate and mission of
WRAIR, and supported a core
public health function. Application
of the algorithm in Figure 1 con-
sequently categorizes this work as

public health practice, consistent
with the lack of IRB involvement.

Whereas the investigation of
tick typhus was undergirded by
a singular public health purpose to
control disease, the response to an
outbreak of adenovirus type 14
(Ad14) among recruits at Lack-
land Air Force Base in 2007 was
more complicated. In this Ad14
outbreak investigation, the intent
was stated explicitly by the au-
thors: “We investigated this clus-
ter of Ad14 cases . . . with the
intent of clarifying the public
health risk and implementing
control measures.”26(p1420) The
intent of the outbreak investiga-
tion defines it as public health
practice. In addition, there were
no FDA regulatory considerations,
the investigation supported a core
public health function, and it
was led by the CDC, which has
a legal mandate for such activities.
However, as part of the outbreak
investigation, additional studies
were conducted that could be
construed as research. “Because
a new vaccine against Ad7—
a serotype antigenetically related
to Ad14—[was] under develop-
ment,” the investigators also
“sought to determine whether
naturally acquired neutralizing
antibodies to Ad7 would also
provide some protection against
severe Ad14 disease.”26(p1420)

If the a priori purpose of this
facet of the investigation was to
produce generalizable knowl-
edge, then following the algo-
rithm in Figure 1, this activity
would be deemed research and
not public health practice. How-
ever, according to the authors, the
entire investigation was viewed as
“an emergency public health
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response to an outbreak” and, as
such, “no review by the human
ethics committee [of the CDC]
was required.”26(p1420) This ex-
ample illustrates the need for
vigilance and flexibility in the
approach to emergency response
scenarios. Research questions of-
ten arise in the course of an out-
break investigation, the pursuit of
which would require thorough
reexamination of agency inten-
tions and objectives, and possible
reconsideration of at least some
of the activity as research. For
example, emergence of a new
goal (e.g., examining antibody
protection) should dictate a reex-
amination that could be facili-
tated by the algorithm in Figure
1. An answer of “yes” to the first
question posed by the algorithm
would classify this new compo-
nent as research rather than
public health practice.

Unlike the Ad14 investigation,
a different approach was taken
during an outbreak investigation
of norovirus and enterotoxigenic
Escherichia coli onboard a US
Navy ship in 2008. The authors
state that the a priori purpose of
their work was

to identify the etiologic agent, to
evaluate factors associated with
the outbreak and to provide rec-
ommendations to the ship’s com-
mander on how to control the
current and prevent future out-
breaks.27

By the algorithm in Figure 1,
the initial question would classify
the outbreak investigation as
public health practice, since the
a priori purpose was not to pro-
duce generalizable knowledge.
Moreover, an IRB is not applicable
to a public health response. In

actuality, the study protocol was
reviewed and approved by the
IRB affiliated with the US Naval
Medical Research Unit Six
(NAMRU-6), which determined
that the work did not meet the
definition of human participant
research and waived the need for
consent.27 Because Title 45 CFR
46 applies to human participant
research only, upon determining
that a project does not meet the
definition of human participant
research, the IRB appears to have
had no additional role or respon-
sibility in this case. In addition, no
special FDA considerations were
mentioned in the article. The
question of whether the NAMRU-6
agency (primarily a research insti-
tute) has the mandate or mission to
conduct public health practice re-
mains. Because the unit has been
directly supported to provide this
type of response through DoD
emerging infectious disease sur-
veillance programs over many
years, this kind of work can be
justified and can be differentiated
from work performed under its
research mandate.

Likewise, when it was discov-
ered that patients were potentially
exposed to improperly cleaned
endoscopes at several VA medical
centers, the Veterans Health Ad-
ministration’s Office of Public
Health conducted an epidemio-
logical look-back investigation to
determine whether patients could
have acquired blood-borne path-
ogen infections from their expo-
sure.28 Because the investigation
required notification, disclosure,
and additional blood samples for
viral pathogen testing and molec-
ular fingerprinting as part of
a public health investigation and

not routine clinical care, the ques-
tion arose as to whether obtaining
such samples to determine cau-
sality and linkage of infections
constituted a research project and
therefore required written in-
formed consent before obtaining
samples. The VA Offices of
Research Oversight, General
Counsel, and Medical Ethics de-
termined that this investigation
was public health practice and did
not constitute research, thus pre-
cluding IRB review. This decision
is consistent with our algorithm in
Figure 1. Although there was no
prior intent to produce generaliz-
able knowledge, the findings of
this investigation did generate new
knowledge regarding risk of in-
fection following infection control
breaches, and its publication in the
peer-reviewed literature is consid-
ered an important contribution.

Program Evaluation

Program evaluation refers to
the systematic application of sci-
entific and statistical procedures
for measuring program design,
implementation, and utility.29 For
example, the Electronic Surveil-
lance System for the Early Notifi-
cation of Community-Based
Epidemics (ESSENCE), which is
used to detect outbreaks and track
disease trends, was evaluated by the
CDC in an outbreak of pandemic
influenza A (H1N1) at the US Air
Force Academy in 2009.30 The
stated purpose of the evaluation
was to assess the performance of
ESSENCE during the outbreak,
which would classify the activity as
public health practice according to
Figure 1. Appropriately, there was
no mention of IRB review. Al-
though the findings and conclusions

about the usefulness, simplicity,
flexibility, and other features of
ESSENCE in the specific outbreak
could be generalizable to other
situations, because the a priori pur-
pose was not to produce generaliz-
able knowledge, Figure 1 confirms
that the activity was not research.

The VA also used ESSENCE to
conduct ongoing influenza biosur-
veillance for situational awareness
within the VA. This activity would
be considered standard public
health practice. However, the cir-
cumstances around the arrival of
the 2009 pandemic influenza A
(H1N1) provided the VA with the
opportunity to evaluate ESSENCE
detection performance and deter-
mine whether improvements could
be made to existing detection al-
gorithms.31 Likewise, at the Lovell
Federal Health Care Center, the
VA and the DoD jointly evaluated
disease surveillance of combined
VA and Navy data.32 Although
both activities used resources re-
quired for ongoing public health
practice and program evaluation,
the evaluators ruled that they were
distinct from ongoing public health
investigations and a priori would
produce generalizable knowledge;
therefore, according to Figure 1,
they would be labeled as research,
thus requiring IRB review and
approval.

CONCLUSIONS

Public health activities entail
both research and public health
practice. Distinguishing these 2
realms is often difficult in light of
elements common to both. Analy-
ses of several case studies illustrate
the difficulties and uncertainty of
making this distinction while
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emphasizing the practical need to
do so. It should be noted that our
analyses are based only on our
reading of the literature as it ap-
pears. We drew conclusions from
published accounts of events that
were reported, rather than what
may have actually transpired.
Each of the case studies may have
involved additional information,
details, and deliberations that were
not published and therefore not
taken into account in our analysis.
For example, absence of a specific
citation of an IRB review in the
published article does not neces-
sarily mean there was no review.

Nonetheless, applying an algo-
rithm constructed around the a pri-
ori purpose of an activity provides
a mechanism for public health
agencies to make valid, defensible,
and reproducible decisions regard-
ing the nature of an activity. Our
algorithm in Figure 1 operational-
izes CDC guidance in an explicit
manner, offering a practical and
simple tool that should result in
more consistent decisions. How-
ever, its chief limitation resides in
the lack of inherent guidance on
how it should be used, namely, who
has authority to ascertain each of
the questions posed by the algo-
rithm. In addition, even though the
algorithm relies upon an honest
assessment of a priori purpose, dis-
agreement may still occur among
people of integrity. We anticipate
that further use of the algorithmwill
elucidate additional limitations not
completely envisioned thus far.

Routine public health activities
cannot be implemented in a timely
and effective manner if subjected
to the substantial administrative
burdens and delays associated
with an a priori IRB review.

Certain public health efforts, such
as outbreak investigations, must
be executed rapidly to reduce
disease transmission. Public health
practice would benefit from
a mechanism, analogous to those
for human participant research, of
adequate and consistent ethical
oversight. We anticipate that de-
velopment of independent and
dedicated accreditation and certi-
fication processes will lead to
increased recognition and defini-
tion of public health practice that
adheres to unique standards, and
is not subjected to those misap-
plied from the research domain.
Scientific journals should recog-
nize that an article documenting
public health practice does not
require IRB approval as research;
however, they should ensure that
the work performed is consistent
with ethical public health practice,
is conducted by a governmental
institution or delegate duly autho-
rized for such activity, and com-
plies with regulatory and statutory
mandates to maintain, protect, and
restore community health. j
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