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For the first time since the inception of the U.S. 
federal human subjects protections regula-
tions (the Common Rule) nearly 40 years ago, 

the revised Common Rule specifies that public health 
surveillance activities are not research. At 45 CFR 
46.102(l), the rule states: 

For purposes of this part, the following activities 
are deemed not to be research:
…
(2) Public health surveillance activities, includ-
ing the collection and testing of information or 
biospecimens, conducted, supported, requested, 
ordered, required, or authorized by a public 
health authority. Such activities are limited to 
those necessary to allow a public health author-
ity to identify, monitor, assess, or investigate 
potential public health signals, onsets of dis-
ease outbreaks, or conditions of public health 
importance (including trends, signals, risk fac-
tors, patterns in diseases, or increases in injuries 
from using consumer products). Such activities 
include those associated with providing timely 
situational awareness and priority setting dur-
ing the course of an event or crisis that threatens 
public health (including natural or man-made 
[sic] disasters).1 

Like many things, the impact of these few sentences is 
best understood in the historical context from which 
they grew. 

Public Health Practice and the Common 
Rule
For public health agencies, the struggle to apply fed-
eral requirements for human subjects research pro-
tections in the public health context emerged imme-
diately following passage of the initial version of the 
Common Rule in 1981. By the mid-1990s — shortly 
after the implementation of the 1991 revision to the 
Common Rule (45 CFR 46) — the Centers for Disease 
Control and Prevention (CDC) and its public health 
partners at local and state health departments had 
already been feeling what CK Gunsalus and colleagues 
described in their 2006 Illinois White Paper as “IRB 
mission creep.”2 There was a sense that IRB regulatory 
requirements were being inappropriately applied to 
public health activities that were not research.
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To help the public health enterprise remain com-
pliant with the Common Rule while meeting its 
legal obligation to systematically collect and analyze 
information for the benefit of population health, 
CDC developed a guidance document in 1999 to help 
public health practitioners at the federal, state, and 
local levels make sense of how, when, and why the 
Common Rule (and thus IRB review and approval) 
applies to public health practice activities, including 
public health surveillance, outbreak investigations, 
and public health program evaluation.3 These three 
practice activities, as defined below, represent rou-
tine responsibilities of public health officials and are 
not considered research. Public health surveillance is 
defined as “the ongoing, systematic collection, analy-
sis and interpretation of health-related data with the a 
priori purpose of preventing or controlling disease or 
injury and identifying unusual events of public health 
importance, followed by the dissemination and use of 
such information for public health action.”4 A public 
health outbreak investigation, also called emergency 
response, is described as a set of activities designed 
to identify, characterize, and resolve acute threats 
to human, animal, or environmental health, directly 
benefitting the participants and communities involved 
in the activities.5 Public health program evaluation is 
defined as “the systematic collection of information 
about the activities, characteristics, and outcomes 
of programs to make judgments about the program, 
improve program effectiveness, and/or inform deci-
sions about future program development.”6

In 2005, CDC requested comments from the Office 
of Human Research Protections (OHRP) at the U.S. 
Department of Health and Human Services (HHS) 
on these guidelines for defining public health research 
and non-research. CDC research and practice lead-
ers argued that these three public health activities 
are not research as envisioned by the Common Rule, 
but rather are foundational activities of public health 
practice. OHRP at the time, however, disagreed and 
stated that the activities described in the CDC guide-
lines were systematic collections of data designed to 
develop or contribute to generalizable knowledge — 
thus meeting the definition of research in the Com-
mon Rule. 

The following year, in June 2006, OHRP sent 
an internal draft document, entitled “Guidance on 
Research,” to HHS agencies for review and comment, 
signaling, perhaps, that it was rethinking its interpre-
tation of the regulatory definition of research. 

With vigorous engagement from CDC, the National 
Institutes of Health (NIH), the Food and Drug Admin-
istration (FDA), the Agency for Healthcare Research 
and Quality (AHRQ), the Office of the Assistant Sec-

retary for Planning and Evaluation (ASPE), the Sub-
stance Abuse and Mental Health Services Adminis-
tration (SAMHSA), and the Centers for Medicare and 
Medicaid Services (CMS), agencies met numerous 
times with the HHS Secretary and Assistant Secretary 
for Health to work through several contentious issues 
related to what the agencies described as overreach of 
the regulatory definition of research. Following sev-
eral months of discussions, a number of challenges 
remained. 

Ultimately, CDC concluded that the definition of 
research — codified in the regulations as “a systematic 
investigation… designed to develop or contribute to 
generalizable knowledge”7 — relied on two key terms 
(“systematic” and “generalizable knowledge”) that are 
inadequate to differentiate research from nonresearch 
in the public health setting (and perhaps other set-
tings as well). 

With regard to the systematic nature of data col-
lection, virtually all of the activities in which public 
health professionals engage are systematic. They fol-
low a written plan or agreed-upon best practices; pub-
lic health practice activities are not conducted willy-
nilly. Public health personnel value accountability and 
valid conclusions in practice as well as in research, 
and we achieve these by using systematic methods. 
With respect to the generation of knowledge, nearly 
all public health activities result in knowledge that can 
be generalized to a community from a subset of that 
community. However, this learning, CDC and other 
agencies argued, occurs outside of the research enter-
prise. Sometimes the knowledge gained during public 
health practice is applicable in other contexts, to other 
individuals in the same community, or to other com-
munities, but the purpose of the activity is to imple-
ment a public health practice. 

The Common Rule’s definition of research, CDC 
argued, has poor specificity — something akin to 
defining all things “four-legged” and “furry” as dogs. 
Those two terms, “systematic” and “generalizable 
knowledge,” do not help us differentiate public health 
research from public health practice. CDC argued that 
we needed to identify a word in the extant definition 
that would describe a characteristic that could differ-
entiate between research and nonresearch, and sug-
gested the term “designed.” The “design” — as in “pur-
pose” — of the activity is still used today across public 
health organizations to help public health personnel 
distinguish between an activity as research or prac-
tice. An outbreak investigation of foodborne illness, 
for example, is a standard public health responsibility 
— a routine public health practice activity. The inves-
tigation might result in the identification of the source 
of contamination and expose a vulnerability in the 
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food-handling process that could lead to changes in 
industry practices. The purpose or design of the inves-
tigation would be to stem the outbreak, not to test 
changes in food handling practices, yet such changes 
might well result. 

Other Arguments
The national conversation about the applicability of 
the Common Rule to public health practice activi-
ties continued. Some practitioners proposed a clinical 
analogy for public health: As the individual is to the 
clinician, the community is to the public health prac-
titioner. In a clinical setting, the patient is the indi-
vidual. A typical practice that falls within the standard 

of care in a clinical setting is not subject to IRB review. 
For example, if a child arrives with what appears to be 
a fractured tibia, the health care provider would order 
an x-ray. We would not expect the provider to submit a 
protocol to the IRB and await approval to implement 
a standard-of-care practice. Similarly, it has been 
argued that, in the public health setting, the “patient” 
is the community. A typical standard-of-care practice 
in a public health setting should also not be subject to 
IRB review. For example, if an unknown pathogen is 
causing an outbreak of a polio-like illness in a com-
munity, a public health professional would develop 
and implement a surveillance system and begin an 
outbreak investigation as a diagnostic best practice. 
Analogous, then, to the clinical setting, we would not 
expect the public health practitioner to submit a pro-
tocol to the IRB and await its approval. 

As these types of analogies and arguments were 
offered in the 1990s and early 2000s, persons oppos-
ing the analogy argued that it was incomplete due to 
the lack of analogous consequences for improper con-
duct. For example, if a health care provider responds 
to a patient’s needs with an other-than-acceptable 

practice, there are professional consequences such as 
loss of licensure or medical board censure. However, if 
a public health practitioner responds inappropriately, 
there is no way to correct for a poor professional deci-
sion. Some argued that the IRB was the only option 
for identifying and adjudicating unethical behav-
ior among public health practitioners. Opponents of 
that view argued that what public health profession-
als needed was not IRB oversight, but instead guid-
ance on the profession’s ethical expectations related to 
standard best practices. These calls for accountability 
and professional ethics in public health led to a num-
ber of developments in the field, including credential-
ing, codes of ethics, and ethical guidance for public 

health practice. We saw the development of individ-
ual-level credentialing (such as the Certified in Public 
Health [CPH] designation).8 We saw organization-
level accreditation for public health agencies by the 
national Public Health Accreditation Board.9 We saw 
the American Public Health Association (APHA) sup-
port a professional code of ethics for the public health 
workforce.10 And we saw public health entities begin 
to explicitly state the ethical expectations of standard 
best practices. The World Health Organization (WHO) 
led this charge by convening a number of expert pan-
els from across the globe to develop recommendations 
for the ethical conduct of infectious disease outbreak 
investigations11 and public health surveillance.12 

Risk in Public Health Practice
A major source of concern about research is that indi-
viduals generally take on risks not for their own ben-
efit, but instead for the possible benefit of unknown 
others. This is a very different proposition from clini-
cal encounters, when a person agrees to take on risks 
for their own potential benefit. A person might accept 
the risk of side effects for a particular medication if 

The national conversation about the applicability of the Common Rule to 
public health practice activities continued. Some practitioners proposed a 
clinical analogy for public health: As the individual is to the clinician, the 

community is to the public health practitioner. In a clinical setting, the 
patient is the individual. A typical practice that falls within the standard of 
care in a clinical setting is not subject to IRB review. For example, if a child 
arrives with what appears to be a fractured tibia, the health care provider 

would order an x-ray. We would not expect the provider to submit a protocol 
to the IRB and await approval to implement a standard-of-care practice.
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taking it is likely to relieve symptoms or discomfort. 
The risks might be worth the possible benefits. The 
individual takes risks, but also directly benefits. In 
public health, the analogy goes, communities take on 
risk or inconvenience for their own potential benefit. 
For example, when a public health agency intervenes 
with a community by asking them to practice social 
distancing during a pandemic influenza outbreak, 
the agency is impinging on the community members’ 
autonomy for their own potential benefit, not to test if 
such a request will benefit a community in the future, 
or in another state. 

The primary risk to individuals in the context of 
public health activities, especially public health sur-
veillance, is related to social harms resulting from a 
breach of confidentiality. Some public health profes-
sionals suggested a logical way to reduce this risk is 
not IRB review, but rather the implementation of 
national privacy legislation that protects all public 
health data.13 Unfortunately, comprehensive national 
privacy protections seem to be non-viable in the 
United States. 

Formalizing the Determination of Research 
and Nonresearch in Public Health
Following several HHS-level discussions, CDC for-
malized its research/nonresearch guidance into 
agency policy in 2010.14 The Distinguishing Public 
Health Research and Public Health Nonresearch policy 
reflected the agency’s understanding and interpreta-
tion of the ways that, while systematic and knowledge-
generating, the purpose of public health activities dif-
ferentiates them from research. From the 2010 policy:

The word “designed” in the regulatory definition 
of research is key for classifying public health 
activities as either research or nonresearch.  
The major difference between research and 
nonresearch lies in the purpose of the activity. 
The purpose of research is to generate or con-
tribute to generalizable knowledge. The purpose 
of nonresearch in public health is to prevent or 
control disease or injury and improve health, or 
to improve a public health program or service. 
Knowledge might be gained in any public health 
endeavor designed to prevent disease or injury, 
or to improve a program or service. In some 
cases, that knowledge might be generalizable, 
but the purpose of the endeavor is to benefit cli-
ents participating in a public health program, or 
a population by controlling a health problem in 
the community from which the information is 
gathered.15 

In July 2011, 3 years after CDC submitted its final set of 
comments on OHRP’s draft “Guidance on Research,” 
OHRP issued the advance notice of proposed rulemak-
ing (ANPRM) announcing the first proposed revision 
to the Common Rule since 1991. Many public health 
professionals assumed that the revised rule would 
encompass the changes to the definition of research 
that we had been discussing over the previous years, 
and that these changes would assist public health 
practitioners in differentiating public health research 
and nonresearch. To our surprise, the ANPRM did 
not propose any changes to the definition of research. 
Instead, the final rule, published in 2017, included a 
number of clarifying statements that would eliminate 
several specific activities from the existing definition. 
One of those activities is public health surveillance. 

Public Health Surveillance and Outbreak 
Investigation in the Revised Common Rule
The definition of public health surveillance in the 
revised Common Rule is different from the definition 
used by CDC and the U.S. state and local public health 
infrastructure, but it captures the spirit of the activity. 
The Common Rule definition rightly includes both the 
collection of data (though it does not specify that data 
collection must be “systematic”) and, importantly, the 
use of data for public health action. The definition 
specifies that the activity must be “conducted, sup-
ported, requested, ordered, required, or authorized 
by a public health authority,” which should assuage 
the fear that once this provision is in effect, many 
researchers will begin reframing their work as “public 
health surveillance” to avoid IRB review. 

The revised Rule’s definition of public health sur-
veillance lists a number of allowable activities, includ-
ing “those necessary to allow a public health authority 
to identify, monitor, assess, or investigate potential 
public health signals, onsets of disease outbreaks, or 
conditions of public health importance.” This language 
seems to allow another mainstay of public health prac-
tice, that is, emergency (or outbreak) response. While 
in public health, we tend to think about surveillance 
and emergency response as two different, but related 
activities, the inclusion of outbreak response in the 
definition of surveillance is likely a welcome sight to 
public health agencies. Here we see a nod to the con-
versation of the early days when CDC (and others) 
argued that while investigating outbreaks, injuries, or 
risk factors is done systematically and can generate 
generalizable knowledge, these activities are designed 
to address an urgent or important public health prob-
lem, not to ask some members of the community to 
take on risk for the benefit of some unknown others. 
Similar to the clinical argument, where individu-
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als take on risk for their own benefit, in these public 
health contexts, communities take on any risk for the 
benefit of themselves. 

Public Health Program Evaluation and the 
Revised Common Rule
One area of routine public health practice that is not 
included in the carve-out for public health surveil-
lance is public health program evaluation, which 
broadly construed includes quality assurance and 
quality improvement. For public health program eval-
uation, the revised Common Rule appears to allow an 
exemption category. 

Before I opine on whether public health program 
evaluation fits tidily into the revised Rule’s exempt 
research category 5, I would like to contrast what it 
means for a project to be excluded from the definition 
of research (as is now the case for public health sur-
veillance) on the one hand, and what it means for a 
project to be considered exempt research on the other. 
In the case of being excluded from the definition of 
research, the activity is not under the jurisdiction of 
the IRB. One moves forward with activities according 
to best practices. No IRB protocol, no research deter-
mination, no consideration at all of 45 CFR 46. On 
the other hand, in the case when a project is deemed 
“exempt research,” it is still considered research, but 
it is exempt from IRB review. To make the exempt 
determination, a qualified person unaffiliated with the 
research (usually a Human Research Protections Pro-
gram [HRPP] professional) must have enough infor-
mation to determine whether a project is research 
involving human subjects, what specific activities will 
be conducted, and how the activities qualify for which 
exemption category. In other words, the HRPP needs 
the same kind of information contained in a protocol. 
And that protocol or project summary is reviewed — 
not by the IRB, but by an HRPP staff person with suffi-
cient knowledge of the regulations, and with sufficient 
details about the project. Exempt, therefore, does not 
mean that a project is exempt from review, just that 
the IRB is not the one reviewing it. HRPPs maintain a 
record of such projects and associated determinations, 
as OHRP rightly recommends that the person mak-
ing an exempt determination document the specific 
exemption category in the study record, and that the 
HRPP maintains the information for oversight and 
audit purposes.16 

While a project might be exempt from IRB review, it 
still requires that the investigator submit a document 
with sufficient detail so that the HRPP professional 
can make a determination. That submission is still 
subject to typical HRPP delays. In many institutions, 
the review process for an exempt protocol is nearly 

the same as it is for a protocol that must be reviewed 
by the IRB itself.17 To the investigator, “exempt” is a 
misnomer. This distinction is important because clas-
sifying something as “exempt” from review gives the 
impression that not much needs to be done. That is 
not always the case when “exempt” is operationalized. 
This point is important as we try to manage expecta-
tions and help public health practitioners understand 
why some fundamental practice activities require a 
protocol and an HRPP review, while others do not 
require any engagement at all with HRPP or the IRB. 

The full text of the program evaluation exemption 
in the revised Common Rule can be viewed at 45 CFR 
46.104(d)5, and reads in part: 

Research and demonstration projects that are 
conducted or supported by a Federal department 
or agency… that are designed to study, evalu-
ate, improve, or otherwise examine public ben-
efit or service programs, including procedures 
for obtaining benefits or services under those 
programs, possible changes in or alternatives 
to those programs or procedures, or possible 
changes in methods or levels of payment for ben-
efits or services under those programs.18 

If public health programs can be construed as a “pub-
lic benefit or service program,” evaluating them could 
fit in this exemption category. 

In its 2010 research/nonresearch policy, CDC 
defines evaluation as “the systematic use of scientific 
methods to measure efficacy, implementation, util-
ity, and other characteristics of a program or its com-
ponents.”19 The policy acknowledges that a program 
evaluation might or might not be research, depending 
not on whether it uses systematic investigation, nor 
whether it creates knowledge, but rather on the pur-
pose of the evaluation. From the policy:

When the purpose of an evaluation is to test a 
new, modified, or previously untested interven-
tion, service, or program to determine whether 
it is effective, the evaluation is research… When 
the purpose is to assess the success of an estab-
lished program in achieving its objectives in a 
specific population, and the information gained 
from the evaluation will be used to provide feed-
back to that program, the evaluation… is not 
research.20

The language in exempt research category 5 exempts 
from IRB review, “research… projects… that are 
designed to study, evaluate, improve, or otherwise 
examine public benefit or service programs.” Unlike the 
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CDC policy, however, the revised Common Rule deems 
such projects to be research, but does not require them 
to undergo IRB review. 

Conclusion
Overall, implementation of the revised Common Rule 
should — at least in part — appropriately limit the 
scope of the IRB in foundational public health prac-
tice activities. Public health surveillance, emergency 
response, and some program evaluation, while sys-
tematic and knowledge-producing, are not research, 
and the revised Common Rule appears to recognize 
that in at least two instances. Public health officials at 
the local, state, and federal level should document and 
report their experiences with the revised Common 
Rule during the first few of years of implementation, 
and continue to work with OHRP to develop useful, 
sensible guidance and interpretation that support 
protecting the public’s health. 
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