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ith some notable exceptions,' few documents have
addressed systematically the importance of the
conduct and quality in epidemiologic studies. Although
epidemiologists have addressed various aspects of con-
duct and quality, such as data quality,>® report writ-
ing,”® and communication of results,’ this attention has
been focused on specific issues and not on the topic in
general. A conference held in Salt Lake City in June of
1990 was to begin a dialogue between universities,
government, and industry on the importance of study
conduct and data quality in occupational epidemiologic
studies. This issue of the journal is a summary of this
conference.
Why are we addressing conduct of and quality in
tional epidemiologic studies now? There are two
reasons. Firstly, epidemiology is becoming & mor. ma-
ture science. Epidemiologists are developing standard
ways of writing x'epox'ts,a reaching consensus on correct
approaches,® and establishing criteria for inferring
causes.'® Their success is making the results of epide-
miologic studies useful for not only helping to determine
public health policy, but for setting workplace and en-
vironmental standards. Their success in these areas
have made them much more visible to the regulators.
As a result, there is a second reason for this conference.
Late in 1989, EPA modified the Toxic Substances
Control Act (TSCA) and the Federal Insecticide, Fun-
gicide, and Rodenticide Act (FIFRA) to treat epidemi-

for conducting studies according to established practices
and documenting these studies so they can be replicated.
Under these regulation revisions, EPA will now evaluate
epidemiologic studies the same as toxicity studies or
“all studies including epidemiologic studies . . . [should]
be performed under GLP standards. EPA recognizes
that in such studies data used may not have been
generated in conformance with ...GLP standards.
However, it is EPA’s position that the study itself can
be conducted and submitted to EPA in accordance with
the GLP standards.”!' This small change in interpre-
tation will impact forever the way industry does epide-
miologic studies. We don’t know how this change will
affect the way universities, government agencies, or
unions conduct and document studies, but we know such
standards have a way of receiving wider acceptance,
and could become the “Gold Standard” for judging the
quality of all epidemiologic studies.

One might ask “Does epidemiology need good labora-
tory practices?” or “Are these good laboratory practices
something to be feared?” It might be useful to look at
the history of GLPs as they affected toxicology and,
ultimately, toxicologists. When GLPs were first estab-
lished in the early 1980s, toxicologists felt much the
same way some epidemiologists feel today. When FDA
tried to implement the GLPs, toxicologists feared GLPs
would (1) stifle creativity, (2) adversely affect ability
to publish in a timely fashion, (3) put management in a

ologic studies under “good laboratory practices”
(GLPs).""'® Good laboratory practices are simply rules
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position previously reserved for scientists, and (4) pro-
vide too much oversight that would be embarrassing at
best and unnecessary at the least.'®

These fears were mostly groundless. Most toxicolo-
gists will agree today that the establishment of GLPs
for toxicology studies was a good thing, although the
transition, at least for some, has been distressing. The
reasons GLPs have been accepted in toxicology, we feel
have to do with the benefits they bring, because they do
come at a cost. The purposes of GLPs are to assure: (1)
quality and integrity of data; (2) that an independent
reviewer can reconstruct the study and reach valid
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conclusions; and (3) that the process will contribute to
and improve protection of health and the environment.'*
The goals of GLP, if realized, even if they come at a
substantial cost, will be of lasting benefit to the field of
epidemiology. The benefits of GLPs as seen by toxicolo-
gists we hope will also be realized by the epidemiologists.

Overview of the Proceedings

This issue has been divided into five sections. In the
first section, the concept of “good epidemiologic prac-
tices” is introduced. Good epidemiologic practices
(GEPs) as proposed by the Epidemiology Task Group of
Chemical Manufacturers Association, modelled after
“good laboratory practices” for toxicity studies, are a
set of guidelines for doing epidemiologic studies in in-
dustry.® These GEPs propose minimum practices and
procedures that the Task Group feels are necessary, but
not sufficient, for ensuring integrity of data, quality in
study conduct, and archiving for subsequent replication,
data sharing, or study updating.

After the introduction of GEPs, we will look to expe-
rienced epidemiology program managers for their views
of quality in studies. Because of the complexity of oc-
cupational epidemiologic studies, experienced manage-
ment is a key component for a successful study done in
a quality manner. To provide an experienced manage-
ment overview, a representative from industry, Dr
Barry Friedlander of Monsanto, and a representative
from government, Dr Marilyn Fingerhut of The National
Institute for Occupational Safety and Health (NIOSH),
give their perspectives for the management of quality
in studies. They have been asked to focus on three key
principles they feel would improve the quality of studies.

After the overview from management, the importance
of a good protocol is discussed.'® The study protocol
provides a platform from which a wide range of quality
issues can be addressed under GEPs.'® However, the
importance of study protocols for epidemiologic studies
has been discussed infrequently. Two articles focus on
the importance of the study protocol including enhanc-
ing the integrity of the research, initiating the docu-
mentation process, increasing work efficiency and serv-
ing as a communication link. The importance of pre-
study peer review of the protocol is also discussed.

Quality assurance and quality control in manufactur-
ing are seen as ways to reduce cost while improving the
product. In this section, the principles of quality are
applied to epidemiologic study conduct. The papers in
this section suggest that to improve the quality of
epidemiologic studies requires continual improvement
at each step in the research process. If reliable inter-
pretations are to be made from epidemiologic studies,
the results must be consistent, precise, accurate, and, if
possible, reproducible. Epidemiologists should expect
that quality assurance involvement will provide them
not only with a determination of data integrity and
protocol adherence, but technical insight by virtue of
outside involvement in all aspects of the study.

Data access and data sharing is then discussed. Shar-
ing of epidemiologic data has been done on a somewhat
restricted basis and has usually been limited to certain
governmental agencies. Yet, allowing outside research-
ers the opportunity to reanalyze data can both benefit
and impede the goal of epidemiologic research—to find
out the right answer. The two articles in this section
will deal with how data sharing in epidemiologic data
may take place. These papers will discuss what data, if
any, should be shared, and what conditions should be in
place when sharing the data.

To assist the reader we have provided at the end of
this editorial a brief glossary of terms used throughout
the individual contributions. Some of these terms are
derived from previously published sources, but some
have been crafted by the authors in this publication.

We will conclude the volume with our views on the
formalization of good epidemiologic practices, and com-
ment on some of the dilemmas that guidelines may
present the epidemiologist. Finally, we hope these pro-
ceedings continue a dialogue among industry, govern-
ment, unions, and universities on how to foster and
support quality in epidemiologic studies. We will not
reach a consensus any time soon on how this should best
be accomplished, but let’s continue to discuss it.

Definitions

The definitions below are taken from several sources
including the proceedings of the conference on Manag-
ing the Conduct and Quality of Epidemiology Studies.
Additional definitions are found in the CMA Epidemiol-
ogy Task Group set of guidelines.® These terms may
have additional or different meanings in another con-
text.

Data Access—providing a complete database of individ-
ual records, either as paper or electronic copy.

Data Sharing—providing partial data sets or summa-
rized data to identified researchers or institutions, or
providing summaries by publication, presentation, or
discussion.

Epidemiologic Data—the raw material (eg, facts, obser-
vations, opinions) that is gathered for an epidemiologic
study.

Epidemiologic Information—the work product of re-
search relating health outcomes and specific environ-
mental or occupational factors in a defined population,
where the health outcomes are systematically ascer-
tained for individual members of the population.®

Epidemiologist—an investigator who through educa-
tion, training, and experience is competent to study the
occurrence of disease or other health related conditions
or events in defined populations.'®

Protocol—the plan, or set of steps, to be followed in a
study or investigation, or in a clinical intervention
program.'®

Quality Assurance—the identified, planned, independ-
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ent review function that provides management with the
overall evaluation of a program’s design, execution, and
product’s conformance to standards. The attributes of
an identified and planned function indicate that a writ-
ten, authorized, and disseminated plan that designates
the responsibilities and frequencies for audit, report
correction, and assurance is in plece prior to initiation
of a program. The attribute of independent review for
management indicates that the responsibility of evalu-
ation of conformance lies outside of those conducting
the work."”

Quality Control—the portion of an individual's daily
activities and tools used to assure that the functional
process is in control or conforms to standards. Control
tools include standard codes, reference materials, known
standards, and statistical analysis of daily process var-
iation. Quality control is a sub-part of an overall quality
assurance plan.'”
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