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It all starts with the
patient

The patient talks to her physician that fills out
a case report on paper form that is sent to the
Authority
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The case report arrives at the authority...

... Where it is piled up!
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It all starts with the
patient

The patient talks to her physician that fills out
a case report on paper form that is sent to the
Authority




Why electrnn‘n:al.w.,.?

We need to store our data electronically to
manage it effectively

To store the data
electronically is
prabably self evident
for most of us...

...but not how!



Why electronically...?

Some reasons are:

« Simplifies statistics
» Scientific and Administrative
« Data retrieval
« Data sharing
« Backup and recovery



Why electrnn‘n:al.w.,.?

We need to store our data electronically to
manage it effectively

To store the data
electronically is
prabably self evident
for most of us...

...but not how!



To store the data
electronically is

probably self evident
for most of us...

...but not how!



What about using Excel...

Excel often comes up as the most obvious solution

when structuring data... let us look at some of the
pros and cons!

In s0me Scenarios... yeg

Yet anoth,
with Exq!:r Problem
s vopet
m_wsaiw‘r‘“; o
sie®




In some scenarios... Yes!

3 - 3 I J K L M H o [ u R 5
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A £ C D E | F | G | H 1 1 | J | %

1 Report Ild Report header Report type Receive date Receiptdate Serious Country o Qualificat Study nar Pat. initia P.
| 2 2012-0000 Report for test of sent by spontaneous 20120118 20120118 IYes !Sweden PO "

3 2012-0001 testreport 120120 122  spontaneous 20120120 20120120 Sweden ag 20

4 2012-0001 Report to test senderdiac spontaneous 20120130 20120130 Sweden PP

5 2012-0001 Another for test of sende spontaneous 20120130 20120131 Sweden PP "19

6 2012-0002 Patient report... spontaneous 20120227 20120227 United Kin consumer FA 1

7 2012-0002 fatal report spontaneous 20120827 20120827 United Kin consumer MW

.- \I\i\‘x\€



I | J | K | L | ™M | N | O | P Q R S

tudy nar Pat. initia P. birt hd:Onset age Ons. age Age grou| Sex Sender’s « Drug(s) Reaction(s)
PO 1970 Alvedon Rash bullous
9g 2004 Alvedon Vomiting blood
PP unknown Alvedon Rash bullous
PP 1980 male Alvedon Bullous eruption
FA 1974 male RASH Alvedon Heat rash

MW 39 year adult male Alvedon Headache; Abdominal pain; Rash bullous



Major draw back with Excel

Excel in its mostly used format has one row/case report
- Can use several but that mean that data is duplicated

« Sorting can not be done in a simple way

So... moving repeatable rows to a separate sheet might be

the solution



Looks fine...?

A B C D = E G | H ] [
1 Report Id Report header Report tyf Receive date Receipt date  Create daChange d Serious S. dea
2 2005:00002 _ _ Alvedop apd heart failur spoptanee’20050214 _ _ .:23.&50_513 | yes yes
3 42005-00003 Paracetamol and vitreol spontanea 20050214 20051116 no
4 "Z005-0000%5 — = Aedon and Vitreous d Spontaneo 20050204~ — T20050215 ' no
5 2005-00008 Paracetamal and liver fi spontaneo20050214 20050215 no
6 2005-00010 Alvedon and vitreous de spontaneo 20050214 20050215 no
7 2005-00025 A very sever... spontaneo 20050421 20050421

8 2006-00009 A report to test new fun spontaneo 20060228 20060228
9 2006-20013 L'interféron alfa est ass spontaneo20060519 "20060520
10 2007-00005 Header for demo purpos spontaneo 20070515 20070517
11 2007-00006 Report for demonstarati spontaneo 20070518 20070518

A | B c D E E 0] P Q
1 |Report Id IDrug name Mame spe Substanc«Character Daily d ication ATCs AEFI: Dc
2 ,2005:00002 _ _ _ _ — Alvedon _ _ _ _ Eode _ _ Paracetamsuspect. 500 mg N02BE
3|2005—00003 Paracetamol Paracetam suspect 1000 mg NO2BE, NO2BE, M02BE
4 ,/2005-00003 Levaxin Levothyrox suspect HO3AA, HO3AA, HO3AA
SIQUUS-UBUUB Magna-vida Magnesiur suspect A12CC, A12CC, A12CC
6 20050000 — T T T Blvedon — ~ ~ ~ — T T 7 Paracefam suspect 1000 mg NOZBE
7 2005-00010 Alvedon Forte Paracetamr suspect  mg N02BE
8 2005-00025 Alvedon Paracetam suspect N0O2BE
9 2006-00009 Alvedon Paracetam suspect NO2BE
10 2006-20013 Alvedon Paracetam suspect NO2BE
11 2007-00005 Alvedon Paracetam suspect N02B
12_2007-00Q0 in Acetylsalicsus




So...

Excel is not an entirely bad

solution to store data!

« It is good when filtering and sorting data and it
may be very good at presenting figures in
graphs, charts and bars!

« Macros and functions can be powerful in
working with the data, for example calculating

values



But as soon as the data is getting
more complex Excel quickly
becomes very hard to maintain...



The big problem in PV...

case reports ARE complex!!



Let us look at a case
report in detail...

. Report of Suspecied Adverse Drug Reaction
including Birth Defects 2:24.25’

PAYOEAADIAL A AR

Bt - SR Poss




Background

Relatedness x 9

Past drug therapy
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What about using Excel...

Excel often comes up as the most obvious solution

when structuring data... let us look at some of the
pros and cons!

In s0me Scenarios... yeg

Yet anoth,
with Exq!:r Problem
s vopet
m_wsaiw‘r‘“; o
sie®




Yet another problem
with Excel

| J K L M N (0] B Q R 5 L
tudy nar Pat. initia P. birt hd: Onset age Ons. age Age grou| Sex Sender's | Drug(s) Reaction(s)
PO 1970 Alvedon Rash bullous
a9 "2004 Ahvedon Vomiting blood
PP HEWIBECTH Alvedon Rash bullous
PP "1980 MYHCKOR Alvedon Bullous eruption
FA "a74 mywckon RASH Akvedon Heat rash

MW 39 year BIPOCNLIA MyHCKOR Akvedon Headache; Abdominal pain; Rash bullous




M N O P Q
€Ons. age Age grouj Sex Sender’s 1 Drug(s)

Alvedon

Alvedon

HEM3BeCTH Alvedon

MY CKON Alvedon

myxckon RASH Alvedon

year B3POCNLIN MYKCKO Alvedon

G S N N N



And more...
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All this hopefully
brings us to the
conclusion that we
need a proper
database! :&miss




case
report




The PV database

The case report itself is only a small part of the
minimum requirements on a PV database
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Reporting Formats

In the beginning there was
darkness...
... and then came...
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In the beginning there was
darkness...

... and then came...
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B AUS0627_original.txt - Notepad
Elle Edit Format View Help

AUSZZ0258 113 F l20506U ] A
AUS220258 21DROWSINESS

AUS220258 S1POLARAMINE S 2MG PO110506110506 507
AUS220258 41

AUS220250 113 F A 08

AUS220259 21DRUG THERAPY CHANGED

AUS220250 22RASH

AUS220250 F1ELOCON 5 TO 5920
AUS220259 41 3

AUS220260 113 F F 0B

AUSZ20260 21VIVID DREAMS

AUS220260 22HEADACHE

AUSZ20260 31ELEUPHRAT 5 VA

AUSZZ0Z260

AUS220261 113 30YF 1505064 08

AUSZZ0Z261 Z1SWEATING

AUSZZ0Z261 3LCLARAMAX 5 1DF POL150506150506 5021
AUS220261 41 3

AUS220262 113 F 0101060 08

AUs220282 215KIN RASH

AUS220262 2ZERYTHEMATOUS RASH

AUS220282 FLCAELYX 5 3DFCIVOLO106 174
AUS220262 41 3

AUS220283 1la G2YF 2003084 08

AUS2202483 21 THROMBOCY TOPAENT A

AUS220263 22PRURITIC RASH

AUSZ20263 23FEVER

AUS220263 JLASPIRIN S150mGp 200306

AUS220263 F2PLAVIX S TEMGDROZ200306

AUSZ20263 33PREDNISOLONE o]

AUS220263 34IMURAN o

AUSZ20263 35PREMARTIN o]

AUS220263 3GPRAVACHOL o

AUSZ20263 37 7
AUSZZ0263 41 3

AUSZ20264 114 42%F 0402064 08

AUS220264 21PURPLE TOES S¥MNDROME

AUS220264 31WARFARIN SODIUM 5 11mMGDPO151005080208
AUS220264 41 1

AUS220285 11a 22¥m 0404068 08

AUS220285 21STNCOPAL ATTACK

AUS2202465 F1TRAMADCOL HYDROCHLORIDE T200MGDPO0304 0604 0406
AUS220205 F2SERTRALINE HYDROCHLORIDE I S0MGDPO

AUS220265 41

AUSZ20266 1la 40vF 1703064 0B

AUSZ20266 2107STONIC REACTION

AUS220266 22VERTIGO

AUSZ20266 23SWALLOWING IMPAIRED

AUS220266 24STIFF MECK

AUSZ20266 31STEMETIL 5 GMG 160306170306 7841
AUSZZ0Z266 41

AUS220267 114 BTYF A 08

AUS220267 21HAEMATEMESIS

AUS220267 22ULCER GASTRIC

AUS220267 FLSOLPRIN 1 50ME DR 010306
AUS220287 Z2CELEBREX S200MGDPO 010308
AUS2Z20267 I3TEMAZE el

AUS220267 F4RIVOTRIL el

AUS220267 35LASTX el

AUS220267 ZELANDXIN el

AUS220267 37 15
AUSZ20267 41 3

AUS220268 11a 02vF 150607F 0B

AUSZ20268 Z10BSTRUCTIVE AIRWAYS DISORDER

AUS220268 22SLEEP APNOEA SYNDROME

AUSZ20268 31HUMATROPE 5 EMG

AUSZZ0Z268 41 1

AUS220265 114 B3YF 2102060 08

AUSZ220269 21FEVER

AUSZZ20269 22VOMITING w




ICH-E2B standard (xml files)

Format for data between databases of
different structure
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ICH-E2B standard (xml files)

Format for data between databases of

different structure
ICH;

International Conference on Harmonisation of Technical Requirements for

Registration of Pharmaceuticals for Human Use
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Electronic Transmission of Individual Case Safety Reports Message Specification
Daocumenr Version 2.3 November 9, 2000

IC I} INTERNATIONAL CONFERENCE ON HARMONISATION OF
TECHNICAL REQUIREMENTS FOR REGISTRATION OF
PHARMACEUTICALS FOR HUMAN USE

ICHM2 EWG

Electronic Transmission of Individual Case Safety

Reports Message Specification
(ICH ICSR DTD Version 2.1)

Final Version 2.3 Document Fevision February 1, 2001

Rapporteur

Greg Brolund
Associate Director for Technology
Policy and Standards
Office of Information Technology

Center for Drug Evaluation and Research (CDER)
U.S. Food and Drug Administration
5600 Fishers Lane. Room 12A43
Rockville, MD 20857

This Specification has been developed by the ICH M2 Expert Working Group 1n accordance wath the ICH
Process as it pertains to the M2 EWG.

ICH ICSR Specifications ICH ICSR DTD Version 2.1 November 2000
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The gestation period at the time of exposure is captured in section B.4.k.10,
See the companion document for format specifications.

B.1.2.3 Patient age group (as per reporter)
—~ Neonate
—~ Infant
— Child
—  Adolescent
~  Adult
— Elderly
User Guidance:
The terms are not defined in this document and are intended to be used as they were reported by the

primary source. This section should be completed only when the age is not provided more specifically in
sections B.1.2.10r B.1.2.2,

B.1.3 Weight (kg)
User Guidance:

The weight at the time of the event/reaction.

B.1.4 Height (cm)

B.1.5 Sex
User guidance:
See the companion document for format specifications.

B.1.6 Last menstrual period date




DTD (Document Type Definition)
Description of file format
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INTERNATIONAL CONFERENCE ON HARMONISATION OF TECHNICAL
REQUIREMENTS FOR REGISTRATION OF PHARMACEUTICALS FOR HUMAN

USE

ICH HARMONISED TRIPARTITE GUIDELINE

MAINTENANCE OF THE ICH GUIDELINE ON
CLINICAL SAFETY DATA MANAGEMENT :

DATA ELEMENTS FOR TRANSMISSION OF
INDIVIDUAL CASE SAFETY REPORTS

E2B(M)

Recommended for Adoption
at Step 4 of the ICH Process
on 17 July 1997 and
amended for Maintenance on 10 November 2000
by the ICH Steering Committee

(Including the Post Step 4 corrections agreed by the Steering Committee on
5 February 2001)

This Guideline has been developed by the appropriate ICH Expert Working Group and
has been subject to consultation by the regulatory parties, in accordance with the ICH
Process. At Step 4 of the Process the final draft is recommended for adoption to the
regulatory bodies of the European Union, Japan and USA.




fetus unit 810=Trimester
B123 Patient age group IN 1=Neonate patientagegroup
2=Infant
3=Child
4=Adolescent
5=Adult
6=Elderly
B13 Weight (kg) 6N patientweight
B14 Height (cm) 3N patientheight
B15 Sex IN ISO 5218 patientsex
1=Male
2=Female
B.1.6a Last menstrual period |Date format 3N 102 - Format lastmenstrualdateformat
date




<?xml version="1.0" encoding="UTF-8"?>
<!DOCTYPE ichicsr SYSTEM "http://eudravigilance.emea.europa.eu/dtd/icsr2ixml.dtd" >
- <ichicsr lang="en">
- <ichicsrmessageheader>
<messagetype/>
<messageformatversion>2.1</messageformatversion>
<messageformatrelease/>
<messagenumb/>
<messagesenderidentifier>UMCPRS </massagesenderidentifier>
<messageraceiveridentifier/>
<messagedateformat/=
<messagedate/>
</ichicsrmessageheader>
- <safetyreport>
<safetyreportversion>1</safetyreportversion>
<safetyreportid >GB-UMCPRS-2f15588c-0528-4d00-alce-2cabadf336¢c1</safetyreportid>
<primarysourcecountry>GB</primarysourcecountry>
<opccurcountry>GB</occurcountry>
<transmissiondateformat>102</transmissiondateformat=
<transmissiondate>20121004</transmissiondate>
<reporttype>1</reporttype>
<serious/>
<seriousnessdeath/>
<seriousnesslifethreatening/>
<seriousnesshospitalization/>
<seriousnessdisabling/>
<seriousnesscongenitzlanomali/>
<seriousnessother/>
<receivedateformat/>
<receivedate/>
<receiptdateformat>102</receiptdateformat>
<receiptdate>20121004</receiptdate>
<additionaldocument/>
<documentlist/=
<fulfillexpeditecriteria/=
<authoritynumb/>
<companynumb/>
<duplicate/>
<casenullification/>
<nullificationreason/>
<medicallyconfirm/>
- <primarysource>
<qualification>5</qualification>
</primarysource>




<receivedateformat/>
<raceivedate/>
<receiptdateformat>102</receiptdateformat>
<receiptdate>20121004 </receiptdate>
<additionaldocument/ >
<documentlist/>
<fulfillexpeditecriteria/>
<authoritynumb/>
<companynumb/>
<duplicate/>
<casenullification/>
<nullificationreason/=
<medicallyconfirm/>
- <primarysource>
<qualification>5</qualification>
</primarysource>
- <sender>
<sendertype>6</sendertype>
<senderorganization/>
<senderdepartment/>
<sendertitle/>
<sendergivename/>
<sendermiddlename/>
<senderfamilyname/>
<senderstrestaddress/>
<sendercity/>
<senderstate/>
<senderpostcode/>
<sendercountrycode/>
<sendertel/>
<sendertelextension/>
<sendertelcountrycode/>
<senderfax/>
<senderfaxextension/>
<senderfaxcountrycode/>
<senderemailaddress >magnus.wallberg@who-umc.org</senderemailaddress >
<[/sender>
<receiver/>
- <patient>
<patientinitial > MW </patientinitial>
<patientgpmedicalrecordnumb/>
<patientspecialistrecordnumb/ =
< patienthospitalrecordnumb/=>
< patientinvestigationnumb/>
<patientbirthdateformat/>
< patientbirthdate/>
<patientonsetage>39</patientonsetage>
<patientonsetageunit>801</patientonsetageunit>
<gestationperiod/>
<gestationperiodunit/=
<patientagegroup/>
<patientweight>75</patientweight>
<patientheight/>
<patientsex>1</patientsex>
<lastmenstrualdateformat/=
<patientlastmenstrualdate/>
<patientmedicalhistorytext>Nothing special...</patientmedicalhistorytext=
<resultstestsprocedures/>
<patientdeath/>




ICH-E2B standard (xml files)

Format for data between databases of
different structure

1CH;
International Confe
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Example

Patient characteristics

| date of birth

12 12 1980

(dd mm ccyy)

patient initials

MM @
sex

@ male ©) female clear

unknown

| additional patient info

@ - © adult - @

af onset age group

- '-fpatientinitial:'PR.l'\«’ACYc‘pa.tientinitiali'

body weight (kg) body height (cm)
70
XapaKTEPHCTHIH NaLHenTa
[ AATa POMOEHNA B0 appeMs np pacTHan rpynna
12 12 1980 - @ s3pocnsiii >~ @
(44 mm rrer)
MHMUMANBI NALKENTA wvec (ur) pocr (cm)
MM [ 7] 70 175
vV o
non
© wywexoi L MEHCKWA_OMMETITE

<patientgpmedicalrecordnumb/> {M“m

<patientspecialistrecordnumb/>

<patienthospitalrecordnumb/> [~ pacumpums v

<patientinvestigationnumb/>
<pa ueutbmhdatefomat>102'~'- patientbirthdateformat>

Cgesta tionperiodunit>
<patientagegroup>>5</patientagegroup>
<patientweight>70</patientweight>
<patientheight>175</patientheight>
<patientsex>1</patientsex>

9801212</patientbirthdate>




General ICH-E2B comments

Whas -

Are all those fields really
necessary?

—more data elements than

Whatever we think about ICH-E2B...

[CH-E2B is the only available international
standard that is in use today which means
that:
+ You must be prepared to handle all the
fields that can be sent using ICH-E2B
+ If not you might loose out of important
data
The good news:
+ At least there is a standard!!




Are all those fields really
necessary?
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A CIOMS form contains only a very small
part of what is available in ICH-E2B...
... and so does the WHO format



Most of the data used in

analyzing case reports is
available in the CIOMS format



[f you only receive case
reports on CIOMS/WHO
format your database could
reflect that

o you
‘{ea: zzfanex, database
es



But...

ing data with
others that you do not have control over

As soon as you start

-

you will receive other data fields
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...mismatching lexicons
E2B defines a set of controlled
vocabularies (lexicons) to use... Like:
Gender

« 1 =male

+ 2 = female




...less data than what ICH-E2B defines

No problem as long as you are aware of
the fact that you might loose data when
retrieving case reports from other
organizations on ICH-E2B format.



...more data elements than

what ICH-E2B defines

No problem as long as you are
aware of that the data can not be
easily shared with other
organizations using ICH-E2B.



You must also be aware that when
using the extra elements in
analyzing the data - those elements
will ONLY be available on your
"own" case reports.
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...mismatching lexicons
E2B defines a set of controlled
vocabularies (lexicons) to use... Like:
Gender

« 1 =male

+ 2 = female




...mismatching lexicons

E2B defines a set of controlled
vocabularies (lexicons) to use... Like:

Gender
« 1 = male
« 2 = female

As indicated before - deviating from the content
may not be very problematic if you are aware of the

consequences...
However - if you deviate from the predefined
lexicons you might get into problems




2 = female

As indicated before - deviating from the content

may not be very problematic if you are aware of the
consequences...

However - if you deviate from the predetined
lexicons you might get into problems
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Example

E2B age groups and "another” definition

« 0-1

¢ 1-5
« Neonate . 5-10
 Infant ¢ 10-20
. Child afb;@/' . 20-30
» Adolescent . 30-40
» Adult —@—> . 40-50

) Elderly  * o
« >60



Whatever we think about ICH-E2B...

ICH-E2B is the only available international
standard that is in use today which means
that:
» You must be prepared to handle all the
fields that can be sent using ICH-E2B
» If not you might loose out of important
data
The good news:
» At least there is a standard!!



The "by far” easiest way to move forward
when deciding what database to use is to:

Take a careful look at ICH-E2B and make
sure it is ICH-E2B compatible!

€op
UeS oy 20w
De(.d on UJE‘QT fdbd i ”CH_‘E?
Reeq, , . an f . B
J?E ) d IH?E‘;— Vi ISio Olce
Xieg ] rufe
'Va;u J’Jf&-‘,harb 24
ay J.‘n



If not:

Decide on how to handle any ICH-E2B

data that can not be handled seamlessly
by the selected database

Decide on how to produce ICH-E2B
files from the database of choice

Decide on any conversion rules
needed if there are mismatches in
"lexicon” values



Format usage

| Intchs

. E2B

ICH-E2B

75% of

countries WHO f%m:;?s';
25% of

countries



Reporting Formats

In the beginning there was
darkness...
... and then came...

e,
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Now you might ask...
why should we care about formats?

Because patient safety is NOT a
country based problem but a
problem that is best addressed
by world wide collaboration
AND sharing of knowledge

(including data)!




The PV database

The case report itself is only a small part of the
minimum requirements on a PV database
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An example...

<reaction>

<reactionmeddraversion{{ > Osteoarthritis </rkactionmeddraversionlit>

<primarysourcerea n:l:icm,ir
<reactionmeddrallt/>
<reactionmeddraversionpt/>
<reactionmeddrapt/>
<termhighlighted>1</termhighlighted >
<reactionstartdateformat>203 </reactionstartdateformat>
<reactionstartdate>200801191230</reactionstartdate>
<reactionenddateformat>102</reactionenddateformat>
<reactionenddate>20080112</reactionenddate:
<reactionoutcome>1</reactionoutcome:

< /reaction>

<drug>
<drugcharacterizato geygcharacterization>
{medicinalpro edicinalproduct>
<obtaindrugcoun > ebtaindrugcountry >
<drugauthorizationcountry>SE </drugauthorizationcountry>
<drugauthorizationholder> Astra</drugauthorizationholder>

</drug>

<reaction>

<primarysourcereaction/,
<reactionmeddraversioNt:>Joint effusion</eactionmeddraversionlit>
<reactionmeddrallt/ >

<reactionmeddraversionpt/>
<reactionmeddrapt/>
<termhighlighted/>
<reactionstartdateformat>203</reactionstartdateformat>
<reactionstartdate>20120711 </reactionstartdate>
<reactionenddateformat> 102 </reactionenddateformat>
<reactionenddate>20120715 < /reactionenddate>
<reactionoutcome>1</reactionoutcome:

</reaction>

<drug>

<drugcharacterizatie drugcharacterization>
{medicinalprodicinalproduct>
<obtaindrugcoulms stitaindrugcountry>

<drugauthorizationcountry>SE </drugauthorizationcountry>
<drugauthorizationholder/>
</drug>
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Alvedon
500 mg

tablets

<reaction>

<primarysourcereaction/ =
<reactionmeddraversionif > Osteoarthritis </ckactionmeddraversionlit>
<reactionmeddrallt/ >

<reactionmeddraversionpt/>
<reactionmeddrapt/>
<termhighlighted>1</termhighlighted>
<reactionstartdateformat =203 </reactionstartdateformat =
<reactionstartdate >200801191230</reactionstartdate>
<reactionenddateformat> 102 </reactionenddateformats
<reactionenddate>20080112 < /reactionenddates
<reactionoutcome= 1 </reactionoutcome

</reaction>

<drugcharacterizasr sy gcharacterization=
<medicinalprod edicinalproduct >
<obtaindrugcoun s drugcountry >
<drugauthorizationcountry>SE </drugauthorizationcountry =
<drugauthorizationholder>Astra</drugauthorizationholder >

</drug>
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Parasal

250 mg
tablets
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Tylol

500 mg
Tablets
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<reaction

<primarysourcereaction/
<reactionmeddraversiort>Joint effusion</
<reactionmeddrallt/> .

<reactionmeddraversionpt/>
<reactionmeddrapt/>
<termhighlighted/>
<reactionstartdateformat>203</reactionstartdateformat>
<reactionstartdate>20120711 </reactionstartdate >
<reactionenddateformat>102</reactionenddateformat>
<reactionenddate> 20120715 </reactionenddate>
<reactionoutcome>1</reactionoutcome>

< /reaction>

<drug>
<drugcharacterizati
<medicinalprofl icinalproduct>
<obtaindrugcoum ndrugcountry >
<drugauthorizationcountry>SE < /drugauthorizationcountry>
<drugauthorizationholder/>

</drug>

eactionmeddraversionlit>

gcharacterization>
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Paracetamol
Dymadon
Panadol
Alvedon
Tyenoi
Tempra
Calpol
Atasol
Acetaminophen
Acamol
Hedex
Ben-u-ron
Finimal
Campain
Phenacetyl
Paracetol
Panodil
Panamax
Exdol
Empracet
Pinex

P.cl.
Paracet
Polarfen
Panadon
Cetamol
Dumin
Dapyrin
Setamol
Paraco
Paraspen
Datril
Novogesic
Melabon infantil
Gelocatil
Ticelgesic
Sanmol
Tachipirina
Algogen
Apiretal
Aeknil
Abrol
Hopadol
Termagon

Flamodol
Servigesic
Parafol
Parasis
Tendamol
Navamol
Parapyrol
Noval
Cetam
Getol
Lapain
Pyrapol
Temfal
Ace

Actol
Adcetamol
Tamen
Depol
Fevac
Tempac
At98
Cetajap
Hepa
Getamol
Qap

Nebs
Alkaparol

Atopen
Cetol

Feva
Tempil
Tynol
Pyrin
Pana
Fea
Nova
Act
Aceta
Xcel
Reset
Atp
Ispha

Fast

[ TN A,

Non aspirin
Benalpharm
Dolipran

Cefalgin
Paracemol
Paracenol

Tazamol

Tabcin

Acetamol

Q-pap

Revanin

Stanback af
Treupel dolo
Termax
Kinderparacetamol
Milidon-500
Milidon-650
Milidon-120
Milidon-250
Sumagesic

Duatrol

Panadol osteo
Momentum analgetic

Tyladol
Aradol
Yanil
Prawagesic
Acepol
Homisol
Ramol
Zancpal
Kempol
Nafanol
Parasal
Lefin
Munapol
Mylenol
Paradexamol
Faramol
Painol
Analpol
C.c.don
Estadol
Pedrol
Pedric
Kasamol

Paracetamol roesch u hi Parapol 6 plus
Paracetamol genericon Amadol

Infalgina
Notem
Sidus
Sinedol
Terol
Minofen
Doluvit
Winasorb
Temperal
Alpirex
Temprin
Oxigricol
Brontonyl
Dolviran nf
Febrim
Andox
Tylex
Sedalmerk sedalito
Antidol

Llemmbdal aleim

Provas
Flamol
Tanamol
Tempol 6 plus
Febrol
Paradin
Tymole
Painfit
Aksopol
Ocepol
Lifmol
Panol
Fedramol
Delmol
Bamol
Wyladol
Askprol
vamol
Panafin

A T

Neo-aspilets Wingesic
Hermron paracetarr Chemifen
Fepril Tempir
Rapidol Doloket
Paralink Acetofal
Rimadol Tylenol children
Parantal Dolfenol
Panadol actifast Partamol
Ipamol Uphamol
Aceval Remedol
Dirox Remidol
Apotel Milidon duplex
Placidex Progesic
Perfalgan Arfen
Fensum Analgiser
Paramin Kalin
Tylenol arthritis p Mili
Acetalgin Pritamol
Geniol-p Dynamol
Paracetamol haer Pavidon
Dymadon p Serimol
Children's tylenol Coxan
Junior strength ty Coxa
Junior disprin Winamol
Kinder finimal  Winmotan
Paracetamolum Medon
Halenol Conflo
Perdolan Hoemal
Acetam Biogesic
Duracetamol Litamol
Daleron Parcemol
Calsil Unimol
Becetamol Paximol
Influbene Dolomol
Contra-schmerz Jopamol
Etoran Dolocet
Panam 4-all
Pediatrix Razimol
Calpol sugar free Philamol
Tylol Antamol
Paracetamolal Cendol
Dolo Panda
Acamoli Feverol
Perfusalgam

Mafalass Fiadas

Cetafrin
Tilekin
Pulmol
Paracemil
Acetamil
Thylom
Sonridor
Fenalgin
Acetitol
Tylalgin
Paracetrex
Analgisen
Dorsanol

Tyramol
Viclor

Farmadol
Ekacetol

Erphamol
Itramol

Paradyn
Xepamol
Darcemol
Citomol
Farsidol
Lanamol
Oparel
Samconal
Nalgesik
Unicetamol
Ifitamol

Paracetamol raffo 500 Alphagesic
Paracetamol raffo ninc Bodrex junior  Dhamol
Paracetamol(b) Kamex

Custodial
Predualito
Dristancito

Paracetamol fecofar

Hexalgesic
Nasamol
Contratemp

Paracetamol raffo 650 Erlamol

Para z mol cabuchi
Paracetamol larjan
Paracetamol lazar
Paracetamol vent-3

Reanima

Vick vitapyrena
Acetolit
Multifebrin
Nodipir

Paracetamol raffolg
Mejoral para ninos

Mejoral
Tafirol1g
Tabcin caliente

Apracur antifebril
Paracetamol vannier

Fada paracetamol

Paratral

Paracetamol lafedar

Turpan
Omegrip
Emturnas
Kamolas
Tropigesic
Gamesic
Procet
Hufagesic
Algostase
Pyranal
Ascofen
Citrapar
Febricet
Nebagin
Paramosha
Prohodol

pyranol

Alpinyl

Napa
Paraclear
Octadonn
Tamol

Reliv

Actimol
Pehamol
Lonarid mono
Panado
Curpol
Fibramol
Sinaspril parac
Fevrin
Panasorbe
Parsel

Pecet
Bufferin c2
Gunaceta
Curadon
Calpol-6 plus
Pantalgin
Efferalgan
Beechams hot
Anadin parace
Treuphadol
Panamol
Lupocet
Malgis

Captin
Zetamol
Tylenol childre
Apap
Doregrippin
Medipyrin
Nufadol
Opigesic

gfferalgan maxi Atamel
Panadol active Ottopan

Paracetamol northia Antipyrol
Paracetamol fortbentc Omol

Grippostad heissgetra Parageniol

A almaiom

Nin asia &

Nebalgan

Famadal

Panadol baby :
Analgan
Lemsip

Marassatsasal i



Pasacetamal

Alwedon
Tylenal

Acetaminaphen

Finimal
Campain
Phenacetyl
Parstatal

Panamax
Exdled

Pimex
Pl
Barscet
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Novogesic
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Tempat
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Antap
Silpa

Paracetamal-ratiopha Silpol

Apo-acetamincghen  Depyrin
Alphamal Orpa
Disprol Coldex
Tramil Paradol
Para-tabs Algina
Dafalgan Anamol
Pe-tam Ardan
Veralydan Bepamol
SanicapyTing Betmal
Zolban Cemal inga
Pamal Cotamal
Paral Compain
Pyvinazin Dispar
Treupel p Eupyric
Duorol Febrinil
Beramol Fepanil
Dolprane Eevastin
Pms aretaminophen  Mimol
Dolgesic Iphamet
Calpol six plus Kehvin
Calpol infart Hamein
Parmal Larkin
Anagin-3 Maligens
G pancl Metacin
Paralyor Mataljin
Dolostop Metaple
Abenal Pamaol moay
Enalfa Paracatamol apox
Claragol Paracin
Calgnal Paramat
Anhiba Pedenal
Ay § Pyrigesic
Depen Aelif
Anaflon Saincitamol
Sifanol Salofan
Mona prascimed Soparin
Pyromed 5 Tatinol
Mexalén Temptal
Prodenas Tharmod
Boats paracetamol for Ultragin
Paediatnl Wisrapyrin
Paralen Relidal
Rubaphen Meetamal
Minorgt Pyrexcn
Lotemp Amincl
Parraut Wyrumal
Puernol P-mal
aiginina Lanci
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Treupal dala Munapal Placidex Progesic Dorsanal Malgesis Sinaspril Febrex Von parscetsm Dolol-instant  Saridon
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The PV database

The case report itself is only a small part of the
minimum requirements on a PV database
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An example...

<reaction>

<reactionmeddraversion{{ > Osteoarthritis </rkactionmeddraversionlit>

<primarysourcerea n:l:icm,ir
<reactionmeddrallt/>
<reactionmeddraversionpt/>
<reactionmeddrapt/>
<termhighlighted>1</termhighlighted >
<reactionstartdateformat>203 </reactionstartdateformat>
<reactionstartdate>200801191230</reactionstartdate>
<reactionenddateformat>102</reactionenddateformat>
<reactionenddate>20080112</reactionenddate:
<reactionoutcome>1</reactionoutcome:

< /reaction>

<drug>
<drugcharacterizato geygcharacterization>
{medicinalpro edicinalproduct>
<obtaindrugcoun > ebtaindrugcountry >
<drugauthorizationcountry>SE </drugauthorizationcountry>
<drugauthorizationholder> Astra</drugauthorizationholder>

</drug>

<reaction>

<primarysourcereaction/,
<reactionmeddraversioNt:>Joint effusion</eactionmeddraversionlit>
<reactionmeddrallt/ >

<reactionmeddraversionpt/>
<reactionmeddrapt/>
<termhighlighted/>
<reactionstartdateformat>203</reactionstartdateformat>
<reactionstartdate>20120711 </reactionstartdate>
<reactionenddateformat> 102 </reactionenddateformat>
<reactionenddate>20120715 < /reactionenddate>
<reactionoutcome>1</reactionoutcome:

</reaction>

<drug>

<drugcharacterizatie drugcharacterization>
{medicinalprodicinalproduct>
<obtaindrugcoulms stitaindrugcountry>

<drugauthorizationcountry>SE </drugauthorizationcountry>
<drugauthorizationholder/>
</drug>
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Osteoarthritis

<reaction

<primarysourcereaction/ =,
<reactionmeddraversionft:> Osteoarthritis</rkactionmeddraversionlit:>
<reactionmeddrallt/>

<reactionmeddraversionpt/>
<reactionmeddrapt/>
<termhighlighted>1</termhighlighted>
<reactionstartdateformat> 203 < /reactionstartdateformat:
<reactionstartdate>200801191230</reactionstartdate=
<reactionenddateformat> 102 </reactionenddateformat=>
<reactionenddate>20080112</reactionenddate>
<reactionoutcome> 1< /reactionoutcome>
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<drugcharacterizato gy gcharacterization>
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<drugauthorizationcountry >SE</drugauthorizationcountry>
<drugauthorizationholder>Astra </drugauthorizationholder=

<fdrug>
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(= sae Musoulo-skeletsl system disorders
= MTARTHROPATHY
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=] %0C Musculo-skeletal system disorders
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An example...

<reaction>

<reactionmeddraversion{{ > Osteoarthritis </rkactionmeddraversionlit>

<primarysourcerea n:l:icm,ir
<reactionmeddrallt/>
<reactionmeddraversionpt/>
<reactionmeddrapt/>
<termhighlighted>1</termhighlighted >
<reactionstartdateformat>203 </reactionstartdateformat>
<reactionstartdate>200801191230</reactionstartdate>
<reactionenddateformat>102</reactionenddateformat>
<reactionenddate>20080112</reactionenddate:
<reactionoutcome>1</reactionoutcome:

< /reaction>

<drug>
<drugcharacterizato geygcharacterization>
{medicinalpro edicinalproduct>
<obtaindrugcoun > ebtaindrugcountry >
<drugauthorizationcountry>SE </drugauthorizationcountry>
<drugauthorizationholder> Astra</drugauthorizationholder>

</drug>

<reaction>

<primarysourcereaction/,
<reactionmeddraversioNt:>Joint effusion</eactionmeddraversionlit>
<reactionmeddrallt/ >

<reactionmeddraversionpt/>
<reactionmeddrapt/>
<termhighlighted/>
<reactionstartdateformat>203</reactionstartdateformat>
<reactionstartdate>20120711 </reactionstartdate>
<reactionenddateformat> 102 </reactionenddateformat>
<reactionenddate>20120715 < /reactionenddate>
<reactionoutcome>1</reactionoutcome:

</reaction>

<drug>

<drugcharacterizatie drugcharacterization>
{medicinalprodicinalproduct>
<obtaindrugcoulms stitaindrugcountry>

<drugauthorizationcountry>SE </drugauthorizationcountry>
<drugauthorizationholder/>
</drug>




The PV database

The case report itself is only a small part of the
minimum requirements on a PV database
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The PV Data Management System




Data entry

Quality and correctness -1
- Mandatory fields, error checks, logical checks... ™ § %
User-friendliness
« For ease of data entry but also in interpretation of
interface, avoidance of ambiguous messages
Confidentiality
« What can be collected and what can later be shared

Timeliness

 To keep internal deadlines and regulatory demands



The PV Data Management System




Analysis and Data Retrieval

We need tools to:
« Filter and sort data for analysis
« Data mining
« Drug/ADR profiles
« Line listings
 Retrieval of administrative data
 Quarterly and yearly statistics
 Performance



The PV Data Management System
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Access (2) (data access)
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Only authorized users shall have
access to the data and normally
there is a need for different
access levels
» User name and password or
higher security demands




Pata should be encrypt

example the internet
nsider when sending

. Also jmportant to co

data to extemal receivers

Traceability
. You should

some kind of aud

. Also relevant for

be able TO ¢rack changes via
it trail

historical/ deleted data
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Backup and Recovery

Protection of physical hardware/media
- Servers
 Backup media, disks or tapes
« Physical separation of backup and data

Preferably in different locations that would not be
affected by for example a fire at the same time



>

[t is extremely important

- not only to back up data -
but also to hat the data
can be restored from backup
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PV Data Management

Magnus Wallberg
Uppsala, May 22, 2013
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