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COMMENTARY

Guidelines for good pharmacoepidemiology practice (GPP)

Public Policy Ci i I 1 Society of Phar

INTRODUCTION

Pharmacoepidemiologic studies provide valuable infor-
mation about lhc health effects of healthcare pruduu\
The ISPE Gui for Good Phar T
Practice (GPP) are intended to assist investigators w:lh
issues pertaining to the planning, conduct, and interpre-
tation of pharmacoepidemiologic research. This paper
represents the fourth version and supersedes previous
versions. While the overall structure and nature of the
GPP has been preserved in the current revision, new
sections have been added, and the text has been updated
to reflect current practice.
Pharmacoepidemiology is being used increasingly to
evaluate health care systems, interventions, and health-
related  behaviors.  Pharmacoepidemiology is  the
ientifi g of ic risk
the process ol axsc\smg a product’s benefits and risks,
and d pi and ing strate-
gies 10 cnhanu. the ovcrdll balance ul such btm,ﬁl\

idemiology?

Goals
The GPP propose essential practices and procedures
that should be considered to help ensure the quality
and integrity of pharmacoepidemiologic research and
to provide adequate documentation of research
methods and results. The GPP do not prescribe spe-
cific research methods nor will adh e to guideli
guarantee valid research.
The GPP have the following specific goals:
lo guod

(1) to assist

n:scarchcrs
phar i it

in adhering
jologic research pri
tludmg the use of pharmacoepidemiologic \lu ies

for risk management activities and CER:

(2) to promote sound pharmacoepidemiologic re-
search by encouraging rigorous data collection,
analysis, and reporting:

(3) to provide a framework for conducting and evalu-
ating pharmacoepidemiologic studies:

(4) to facilitate lhc appropriate utilization of technical

and risks. Ph
backbone  of cumparauvc effectiveness  research
(CER). These guidelines are intended to address these
activities and other pharmacoepidemiologic studies.
The GPP addresses the following arcas:
pmluwl dcvdupmcnl

bilities, el, facilities,
mitment, and contractors,
study conduct,
communication,
adverse event reporting, and
archiving

ce com-

g careful study design and
planning of \ludy wnduu and

(5) to facilitate transparency and ethical integrity in
research conduct.

Scope and application

ThL GPP are mlcndcd 1o apply bmadly to all types of

ic research, including feasibility

sessments, validation studies, descriptive studies,

ologic investigations, and all of their related ac-

tivities from design through publication.
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GUIDELIN!

In a similar fashion, pharmacoepidemiology is the
core discipline of CER. Such activities are based on
problems from clinical medicine, by using rigorous

hods to compare the ¢ es of two or more ther-
apeutic ives. Thereby, ive clfective-
ness activities are defined by their research questions
rather than by their methods.

PROTOCOL DEVELOPMENT

Each study should have a written protocol. A protocol
should be drafted as one of the first steps in any re-
search project, and the protocol should be amended
or updated as needed throughout the course of the
study. Some jurisdictions., such as the European
Union, through EMA and ENCePP, provide guidance
on the content and format of the protocol for post-
authorisation safety or effectiveness studies. For stud-
ies where no such guidance is applicable, the protocol
should include the following elements:
(A) a dgsanpuvc title (e.g
nd p

mduaung study design

gov or ENCLPP n,gnlu‘) should be indicated.

the names, titles, degrees, add, and affilia-

tions of all responsible parti i

cipal i vestigator, co-investigators, and a list of

all collab primary and other

relevant study sites:

(C) the name and address of each sponsor;

(D) a synopsis of the protocol;

(E) thep d study tasks, and timel

(F) a statement of research objectives, specific aims,
and rationale;
Research objerlwe\ describe the knowledge or
information to be gained from the study. Specific
aims list key exposures and outcomes of interest,
and any hypotheses to be evaluated. The protocol
should distinguish between a limited number of
a priori research hypotheses and hypotheses
that are generated based on knowledge of
the source data. The rationale explains how
achievement of the specific aims will further
the research obje s. The research question

(B

macoep iology is (hu core
ment and the evaluation of the
mization interventions. Therefore,
support risk management activities.

the GPP also
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relevant animal and human experiments, clinical
studies, vital statistics, and previous epidemio-
logic studies. The literature review should also
cite the findings of similar studies, and the ex-
pected contribution of the current study.

a description of the research methods, including
the following:

(H

(1) the overall research design and reasons for
choosing the proposed study design:
Research designs include. for example,
case~control, cohort, cross-sectional, nested
case~control, self-controlled, randomized
trials or hybrid designs. Any feasibility or
pilot work that informed the choice of de-
sign should be described here.

(2) the population or sample to be studied:

The population is defined in terms of per-

sons, place, time period, and selection

criteria. The rationale for the inclusion
and exclusion criteria and their impact on
the number of subjects available for analy-
sis should be described, if known. If any
sampling from a defined population is un-
dertaken, description of the population
and details of sampling methods should be
provided. Some justification should be
given to support that the necessary study
size is actually attainable from the given
data source or design. This could be data

[from informal queries or pilot studies. Con-

siderations of generalizability from the

study population to those actually receiving
the drug may be voiced here.

the strategies and data sources for determin-

ing exposures, health outcomes, and all

other variables relevant to the study objec-
tives, such as potential confounding vari-
ables and effect measure modifiers;

Data sources might include, for example,

questionnaires, hospital discharge files, ab-

stracts of primary clinical records, clinical
databases, electronic medical records, ad
hoc data collection, administrative records
such as eli files, prescription drug
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