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ffective public health activities require a

trusting relationship with society and ethi-

cal principles must be followed when con-

ducting ?ublic health activities, especially

research.” In this commentary, we describe
the problems created for public health by the current
definitions of research in the Code of Federal Regula-
tions for the Protection of Human Research Subjects.
(Title 45 CFR, Part 46, the Public Health Service Act
of 1985, Public Law 99-158). We suggest an approach
to determining when public health activities are or are
not research. This distinction is critical to the timely and
effective practice of public health
because routine public health prac-
—— ~ tice activities—like routine clinical
practice activities—cannot be effec-
tively carried out in a timely manner

D Eﬂ nin g if they are subjected to the consider-
able administrative burdens associ-
Rese arc h ated with an Institutional Review

Board (IRB) review. This determina-
tion is important to the Centers for
When It 3

Disease Control and Prevention
(CDC) and its public health partners
Comes to since much work in public health is

accomplished by state and local
P u bl ic H e alth health departments, schools of pub-
lic health, community organizations,
and other partners, often in collabo-
ration with CDC.

The Office for Protection from
Research Risks (OPRR), National
Institutes for Health, has the responsibility for develop-
ing and promulgating regulations on the protection of
human research subjects for the Department of Health
and Human Services (DHHS).2

CDC is the public health agency within DHHS that
is committed to preventing diseases and injury and
improving health for all Americans and to the protection
of human subjects participating in public health
research. CDC follows the Code of Federal Regulations
for the Protection of Human Research Subjects (45
CFR 46). These regulations require that research pro-
jects involving human subjects be reviewed by an IRB,
composed of scientists, non-scientists (such as lawyers,
ethicists, clergy), and non-members of the institution
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(community representatives) to ensure that the welfare
and rights of human research subjects are protected. For
this purpose, the regulations define research as

a systematic investigation, including research
development, testing, and evaluation, designed
to develop or contribute to generalizable
knowledge.?

This broad definition of research
appears to have been developed pri-
marily within the context of clinical
research sponsored by the National
Institutes of Health and academic
medical centers and is not easily
interpreted in the context of public
health.

Although some public health
activities can clearly be classified as
research or not research, others are .
not as clear-cut. In particular, as a &
result of a site visit by OPRR staff to
CDC in 1993, CDC has identified
three critical areas of public health
practice for which cenfusion exists
with regard to which activities are
and are not research: public health sur-
veillance, emergency responses, and pro-
gram evaluation.

The difficulty public health prac-
titioners and regulators have in classi-
fying public health activities as
research or nonresearch may stem
from misunderstandings or disagree-
ments about what constitutes routine
public health practice, a lack of
understanding of 45 CFR 46, or the
fact that 45 CFR 46 does not directly
address many public health activities.
As we shall discuss in the following
sections, we do not believe that the
criteria of conducting “systematic
investigations,” generation of “generalizable knowledge,”
or the methodology used provide adequate basis for
classification.

Research or Practice?

Public health surveillance. The concept of public
health surveillance dates back many centuries® and was
originally entirely concerned with protectlon of the pop-
ulace against infectious diseases.* It was defined by
Langmuir as the ongoing, systematic collection, analy-

sis, and interpretation of outcome-specific data and the
timely dissemination of these data to those responsxble
for preventing and controlling disease or injury.> More
recently, a wide variety of health events—such as child-
hood lead poisoning, birth defects, injuries—and behav-
ioral risk factors have been included in surveillance
practice.® State and local health departments use sur-
veillance information for control and prevention of dis-
ease. Most surveillance activities are mandated or autho-
rized by state statute.”

Although the collection and
analysis of surveillance data is sys-
tematic and may lead to generalizable
knowledge, the primary goal is to
monitor the health of a given popula-
tion for the purpose of taking public
health action in the community
under surveillance. Therefore, we
believe such activities are mandated
or authorized by state lcgislation, in
part because they recogmze that rou-
tine surveillance is not research.?
Furthermore, the benefits to society
of public health surveillance are great
and the risks to individuals are mini-
mal, especially when strict Federal
and state laws regarding pnvacy and
confidentiality are followed.’ Indeed,
the failure of health departments to
conduct such surveillance might be
considered illegal and, in some cases,
unethical. For example, effective pre-
vention of the spread of tuberculosis
(TB) involves an investigation to
identify both people with the disease
and people infected with Mycobac-
terium tuberculosis who do not have
the disease in order to deliver treat-
ment and preventive treatment. If
these activities were considered
research and subjected to 45 CFR 46
regulations, people with TB could
prevent their names from being reported to the health
department or refuse to provide information about their
contacts. The inability to ensure treatment of people with
the disease and preventive treatment of infected contacts
would have a clear adverse impact on public as well as
individual health. Furthermore, physicians and other
health care providers would be in v101at10n of state laws
or regulations mandating reporting of TB. Although we
believe routine surveillance activities are not research, the
public should be informed that such surveillance is being
conducted and the reasons for doing so.
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Emergency response. A second public health activity
that poses a problem for the definition of research is
emergency response to urgent public health threats.!
Public health work is frequently done in urgent or emer-
gency situations, usually because of a perceived immi-
nent health threat to the population. The primary pur-
pose of emergency responses is to determine the nature
and magnitude of a public health problem in the com-
munity and to 1mplemcnt appropriate measures to
address the problem.!! It is often
not possible to produce a meaningful
protocol for the investigation of an
emergency situation since, like crim-
inal detective work, the path of the
investigation unfolds sequentially;
that is, the second step often is never
obvious until the first is completed.

Requiring emergency responses
to include the traditional develop-
ment of a written protocol and IRB
review is not practical nor would it
be in the best interests of either the
individuals or the community
affected by the problem because the
resulting delays in identifying the
nature and magnitude of the com-
munity health problem and in insti-
tuting control measures to take such
steps would frequently result in
excess disease and death.

Even though we believe most
emergency responses are not
research and should not be subjected
to the standard procedures of proto-
col development and IRB review, we
do believe participants in emergency
responses should be appropriately
informed and should give their con-
sent to participate. In many if not
most situations “emergency
response” consent forms could be
developed and used routinely in
emergency public health responses as they are in emer-
gency clinical settings.'> These consent forms could
address such issues as the purpose and nature of the
emergency response, whether participation is voluntary,
how the data will be used, whether subsequent publica-
tion of the data might 1dent1fy an individual
participant,’® and how any specimens obtained might
be used, especially for DNA banking!* or the develop-
ment of new technology.

To control an outbreak, standard proven interven-
tions would have to be utilized for the outbreak response

The benefits to
society of public
health
surveillance are
great and the
risks to
individuals are
minimal,
especially when
strict Federal
and state laws
regarding
privacy and
confidentiality
are followed.

to be considered nonresearch activity. Ongoing review of
outbreak investigations by those supervising such inves-
tigations is necessary, however, since an emergency
response could evolve into a research activity after the
initial problem is brought under control.

Program evaluation. Program evaluation is a third area
of concern. Program evaluation is the systematic appli-
cation of scientific and statistical procedures to the mea-
surement of a program’s concept,
design, implementation, and utility.
The intent is to make comparisons
based on those measurements and to
use the resulting information to
optimize program outcomes, effi-
ciency, and quality management
(adapted from two evaluations
texts—references 15 and 16—and
Wilma Johnson, CDC, personal
communication, 1996). The evalua-
tion of program performance is an
integral part of routine public health
practice, ensuring efficient allocation
of resources.

The Council for International
Organizations of Medical Sciences
recognized the difficulty of distin-
guishing research from program
evaluation but noted that “the defin-
ing attribute of research is that it is
designed to produce new generaliz-
able knowledge as distinct from
knowledge pertaining to a particular
individual or program.”!” They con-
cluded not only that program evalu-
ation proposals need not be submit-
ted for ethical review but that “it
could be considered poor practice
and unethical not to undertake this
type of quality assurance.”!”

Conclusion

The difficulties in classifying activities as research or
nonresearch were recognized by the 1978 Belmont
Report, which states:

Even when a procedure applied in practice may
benefit some other person, it remains an inter-
vention designed to enhance the well-being of a
pa.rticu.la.r individual or groups of individuals;
thus, it is gractxce and need not be reviewed as
research.!
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Levine has pointed out that “activities of some epi-
demiologists may be difficult to classify as either
research, program evaluation, or surveillance. The lat-
ter two categories, which refer to the practices of epi-
demiologists, need not ordinarily be reviewed by an
IRB.”19

From our perspective, the key word in the regula-
tions’ definition of research is designed. The major
distinction between research and practice is in the
intent for which the activity was designed. The intent
of research is to contribute to or generate generaliz-
able knowledge; the intent of public health practice is
to conduct programs to prevent disease and injury
and improve the health of communities. In some
cases of public health practice, knowledge gained may
be generalized, but this is not the primary intent of
the activity.

Thus, the answer to the question of whether a par-
ticular public health activity is research can be deter-
mined by answering two questions: (@) What is the
primary intended purpose of the activity? (4) Are stan-
dard, proven interventions being used? Using this
approach, surveillance, emergency responses, and pro-
gram evaluation activities would be classified as
research only if they were primarily intended to
develop generalizable knowledge or utilized nonstan-
dard, unproven interventions, or both.

While we believe our proposal for resolving ques-
tions of what is and is not public health research is rea-
sonable, we encourage the public health community
and others to engage in a discussion of this issue
through letters to the editor, meetings, Internet discus-
sion groups, and other venues.

Dixie Snider is Associate Director for Science, Office of
the Director, Centers for Disease Control and Preven-
tion. Donna Stroup is Associate Director for Science,
Epidemiology Program Office, Centers for Disease
Control and Prevention.

Address correspondence to Dr. Snider, Associate Director for
Science, Mailstop D-50, Centers for Disease Control and
Prevention, 1600 Clifton Road NE, Atlanta GA 30333; tel.
404-639-7240; fax 404-639-7341; e-mail <des1@odod1.em.
cdc.gov>.

References
1.

10.
11.

12.

13.

14,

15.

16.

18.

19.

. Office for Protection from Research Risks, National Institutes of

. Thacker SB, Berkelman RL. History of public health surveil-

. Langmuir AD. The surveillance of communicable diseases of

. Thacker SB, Berkelman RL. Public health surveillance in the

. Thacker SB, Stroup DF. Future directions of comprehensive pub-

. Mandatory reporting of infectious diseases by clinicians.

. Last J. Professional standard of conduct for epidemiologists. In:

. Gostin LO, Lazzarini X. Childhood immunization gegistries: a

. Council for International Organizations of Medical Sciences.

Hahn RA. Ethical issues. In: Principles and practices in public
health surveillance. New York: Oxford University Press,
1994:175-189.

Health [US]. Protection of human subjects. CFR Title 45, Part
46. Bethesda (MD): OPRR; Revised 1991 Jun 18.

lance. In: Baker EL, Halperin WE, Monson RR, editors. Public
health surveillance. New York: Van Nostrand Reinhold,
1992:1-5.

national importance. N Engl ] Med 1963;288:182-192.
United States. Epidemiol Rev 1988;10:164-190.

lic health surveillance and health information systems in the
United States. Am J Epidemiol 1994;140:383-397.

MMWR Morb Mortal Wkly Rep 1990;39:1-18.

Coughlin SS, Beauchamp TL, editors. Ethics and epidemiology.
New York: Oxford University Press, 1996:53-75.

national review of public health information systems and the pro-
tection of privacy. JAMA 1996;274:1793-1799.

Langmuir AD. The Epidemic Intelligence Service of the Centers
for Disease Control. Public Health Rep 1980;95:470-477.

Gregg MB. Field epidemiology. New York: Oxford University
Press, 1996.

Lamiell JM, Gravenstein JD, Van der Hamm G. Review of the
1995 Food and Drug Administration/National Institutes of
Health public forum on Informed Consent in Clinical Research
Conducted in Emergency Circumstances. Mil Med
1995;160:599-603.

International Committee of Medical Journal Editors. Protection
of patients’ rights to privacy. BMJ 1995;311:1272.
Clayton-Wright E, Steinberg KK, Khoury M]J, Thompson E,
Andrews L, Kahn M]J. Informed consent for genetic research on
stored tissue samples. JAMA 1995;274:1786-1792.

Rossi PH, Freeman HE. Evaluation: a systematic approach.
Newbury Park (CA): Sage Publications, 1993.

Fink A. Evaluation fundamentals. Newbury Park (CA): Sage
Publications, Inc, 1993.

International guidelines for ethical review of epidemiological
studies. Geneva:CIOMS, 1991:22.

National Commission for the Protection of Human Subjects of
Biomedical and Behavioral Research. The Belmont Report: ethi-
cal principles and guidelines for the protection of human subjects
of research. Washington DC: Government Printing Office,
1978:A6-9.

Levine RJ. Ethics and regulation of clinical research. 2nd ed. Bal-
timore: Urban and Schwarzenberg, 1986:3-10, 145-146.

32 Public Health Reports

January/February 1997 « Volume |12



