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SOURCES OF DATA IN PHARMACOEPIDEMIOLOGICAL
.l ) T M
& STUDIES

emergency care, all lab and radiological tests, pharmacologicaf and nn”
pharmacological medications. ' '

task. The implementation of studies through the database require a clear and

comprehensive undefstanding of the strengths and weakness of pg methods, how
£ data were collected, enrollment and coverage factors and other factors that might
have affected data quality and validity also knowledge of social, political, culturai,
historical settings is also crucial, Failure to understand weaknesses limitations-of
databases can lead to selection of inappropriate study methods and hinder the

interpretation of results,

SOURCES OF PE DATA

i

m——

"+ Spontaneous AE reporting

* Globai drug surveillance

{.
i * Case control surveiliance
1,! * Prescription event monitoring
.[ * Automated data bases
SPONTANEOUS AE REPORTING
* They are the most tommon method used in PV to generate signais On new or
rare AE not discovered during clinical trials,
¢ They are very useful in hypothesis generation with need to explore possible
explanation for AE in guestion.
* Spontaneous report is 3 clinical observation that originates outside of a formaj
study




In order to ensure that safe and effective pharmaceuticals are available, FDA 're;i_s;s
on:- : $

* Voluntary reporting

» Mandatory reporting ¥
gobobugd b 3 '

¢ Individuail spontaneous report of ADRs, medication error and preduct quality
problems are sent to FDA directly or Indirectly combined with clinical data and data”
from medical and scientific fiterature; comprise the primary data source upon which
post marketing survelllance depend .

~=Alter confirmation of a signal FDA can initiate various requlatory actions like :-

fa Labelling change such as a boxed warning

" * Restricted use of drug

-..r"f Naming or packaging changes

.-;'=- Health care professional letter

~ = Withdrawal of medical product from market
GLCBAL DRUG SURVEILLANCE

—

= Glebai reporting of concerns about suspected ADRs is a vital alerting tool

* The WHO coltaborating centre for intemational drug moenitoring centre in
Uppsala.

* Today - 73 couniries full of official members
12 countries associated members

» National centres should report at a minimum monthly frequency
Recently there has been an intermational effort to :-

p

f Harmonize the terms

b4
“a  Set criteria and definitions :
* Toharmonize the way data are stored and communicating internationally .

—

30

— ey




Main agencies involved in are WHO ,CIOMS,ICH and EU

The medicai dictionary for regulatory activities is been used more and mare world
wide. :

. Case - control surveillance

» Like prescription drugs, non prescription drugs can also have serious AEs and
. unintended benefits.
Hence in case controf studies multiple case control studies are conducted
simultaneously in order to menitor the effects of prescription and OTC medications.

CCS depends on self reports of medication and dietary supplement use.

* Itasks about 43 indications or medication categories.

STRENGTHS :-

+ CCS has the capacity to monitor :

Prescription drugs

Potentially important confounders
OTC drugs

Dictary supplements

* * @ -'l.

+ It can have high statistical power because of large number of cases accrued.

-» It has the capacity to discover unsuspected agsociations
Example - inverse association between aspirin and risk of colorectal cancer

was documented in CCS.

* Assessment of effects after long intervals or duration of use.

Example - AE of oestrogen supplements on risk of endometrial cancer persisted for

15-19 yrs after cessation of use. : .

* Allows far assessment of whether genetic polymorphism modify the effect of a

medication or supplement on the risk of the illness.

LIMITATIONS

* Potential for selection bias and recall bias

K .
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PRESCRIPTION EVENT MONITORING

Itis a study in which a cohort of users of a medicine is defined from prescriptions

and followed-up for a defined period so as to identify all adverse events occurring in
the early post treatment period:. Gt

It is one of the form of pharmacovigilance and is complementary to spontaneous
reporting of suspected ADRs

It is a Method of both hypothesis generation and testing.

AUTOMATED DATABASES

There is a growing use of computerized databases containing medical care data
calted automated databases which are potential data sources for PE studies.

_The different types are i

« . .CLAIMED DATABASES - it arise from persons use of health care system and
submission of claims to insurance companies for payment.

s MEDICAL RECORD DATABASES - it arise from increasing use of computerization
in medical care.

ADVANTAGES

- Providehvggz_.l_a_r_g'e sample size, so common _outcomes can be det_ec[:g;l.
. Provides_gienos;-linator needed to caiculate incidence rate.

+ PRelatively inexpensive to use,

. b_lf:;oppq_r_t_zirlit_y {nr recall or i_rjte;viewer_ bias

* When time is limited

*+  When budget is limited



example of automated database - =

“ e group health cooperative ’
“. = kaiser permenant medicai care program
< &  HMO research network
* united health group
* medicaid database
e health services database in Saskatchewan
* automated pharmacy record linkage in Netheriands
e tayside medicine monitoring unit
» UK genera.l practi.o::-e research database
advantage : -
¢ computenzed database provide large sample size
* thisis especially important in the field of PE where acheving an adequate samgle size in
Prafieinatic.
* these database are relatively wexpensive to use ,
* complete data avaliable for FE study
* these databases can be population based they can indude outpatient drugs and disease and
there is no opportunity for recall and inreviewer bi_i.s g
disadvantage :

A8

these database is the uncertan valdity c_.-.f dragnosis data (claim data

=

<ase and o:tpaitent data )

they lack information on some potential confound;

2acata on smoking,alcohal,data of men Opause etc.

computerized databases aiso do not include informtion on hg_g_dig:a_ti_qr;f cbtained without a
prestription or outside of particular msurance carrie,

T presciption or outside of the particular
i_n_s.uranc_e carrier s presc ription plan (dietary supplement, NSAIDS etc)

ather disadvantage of claim based data is :he'_’i_nsmbiﬁty\‘bf the population, due to job
changes.employers changes of heaith pf@ns,an&'ﬁl_'f&'ﬁéés n coverage for specific employrs and
thew family members - - o




s some resuits from studiesthat utilize these daabase may not be generalized ex:on health care
ulilization

= only those illness severe enough to overcome to medical attention will be in data base

AD: HOC DATA SOURCESY

* fhe term ad hoc refers fo the billion of bytes of pon standard and confinuosly evolving data spread
across all compuler system. C ) '

*  such data includes server logs,disturbed system performance telphone records financial data .

» an ad hoc data source is any semistructured dala  source for which useful data analysis and
transformation tools are not reaily available .

« fhe dala that conslilutes a single ,abstracl source often comes from many dilferent
concrete physical destinations distribuied across the internet.

* Managing ad hoc datais a bane of the implementers of distributed systems. hese may have
hundreds or thousand of helerogenous distributed components,keeping these components running
smoothly is continouse mainlenance task of significant complexity.

Consequently, each companent is a well designed distributed system produces a conlinuous
siream of log files thal measures its perpormance and heatih .

Ad hoc analysis is a business intelligence process designed to answer a single, spocific

question. The product of ad hoc analysis is typically a stalistical model, analytical report or
other type of data summary. - )

. AD HOC means for the particular casce at hand without consideration of wider applications.
The purpose of this analysis is to fill in gaps left by the business static, regular reporting.

- Ad doc data analysis may be used [0 create a report that does not already exist or drill
deqper into a static report to get details about accounts, transactions of records. The
process may be also us_ed to get more current data for the existing arcas covered by a static

report,
ADVAHTA\GEE’:

- Cost .

» speed
DISADVANTAGES

- Incomplete data

Lack of guality control

1



