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O Individual case safety reports (ICSRs) and the Serious adverse event (SAE) reporting is
most commonly associated with Pharmacovigilance (PV).

U Adverse event (AE) reporting consumes a significant amount of resources for drug
regulatory authorities and drug safety departments in pharmaceutical companies.

O AE reporting starts as soon the new drug molecule is introduced to the humans during
clinical trials.

O Adverse event (AE) reporting involves the receipt, triage, data entering, assessment,
distribution, reporting, and archiving of AE data and documentation.
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Collection, processing and submission of safety reports
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Step 1: Case Input or AE collection

» It involves collection of adverse experience information from multiple
sources.

» Traditional sources are clinical trials and spontaneous reports

» Other sources of information include:
= Solicited reports from patient support programs
= Surveys
= Epidemiological studies
» Post marketing studies (PMS)
» Disease registries
» Drug Regulatory Authorities and other database
= Licensor
» Media (including social media and websites)




Step 2: Case Triage or Case assessment

» Complaint is receive at the PV department and is classified for processing.

> Activity 1:
Reports is date stamped when received (generally should be done within
24 hours of receipt).

> Activity 2:
Initial triage is performed by DSAs to determine whether the report needs urgent
processing (SUSARs, high priority reports).

» Activity 3:
Triage also covers validation of case report for accuracy, completeness and

bonafied information as per regulatory requirements i.e:
= |dentifiable patient I

= |dentifiable reporter The "4 Elements"
= Suspected drug B of an AE case
» Adverse drug reaction/Product quality complaint.




Step 3: Case booking and processing

» Following triage, the case information is entered into a computerized safety
database.

» Drug safety database (Aris G, Argus, etc) is designed to collect safety data in an
organized manner.

» Various mandatory fields are filled by the data entry personnel e.g. date of
receipt of ADR, patient, reporter, AE, suspected drug, seriousness criteria and
reporter causality assessment.

» Other required information as per local regulations include: type of source
(spontaneous, literature, clinical trial) and duplicate check.

» Once minimum information is entered for reporting, the case is saved and
assigned a manufacturer control number (MCN).




Step 3: Case booking (Spontaneous cases)

FPF'JDJ ﬁ J %& J Ci%]yJ Pa=eJ Ajﬁfzi DJL%I Ilfjdf [;‘ite I;PE @ St%i:;t Hgﬂ U":;)D Sﬁe @

Local Case Information l Local Case Text Reporters Activities
Patient Details
Local Case Id | "y
Case Id| Initials %
Sender
Local Case Type| ~]
Primary Drug Name W @ Birth Date | - | Ta | - |
Inn Generic Name | Age | L 5
Reported Term | 4‘
R ible Employees Pamh
Cirug Approval Nurmber | I [l \
Faotential Expedited — Find drugs with same — Latest Report pars Leetdelian e | * @' Fﬁj [}
Submissian MM Generic Mame Advent Case N 74
N>
* Drug
- AE
 Patient initials
* Reporter

U Low stringent conditions are considered to accurately perform a duplicate check.
O If no duplicate is found then the case is booked and a unique MCN is
generated.




Step 3: Case booking (Clinical Trial)

~ Suspect Drug
ALL |
. Case ldl - l Rpt # Drug Mame *
Patient Info. at Primary AE Onset .
Initials-jrv_ MM Generic Mame
Gender =) s Reg Status '] {
. Birth Date -] l M Est Frim Rptr Ctry Feg Status -]
Age =] M Est IND # BLA #
- ' MDA # PLA #
hlaternal Flag &7 Fregnancy Relatedl
~ Adverse Event Terms
Study Info. *
Study Type '7‘ | Reported
i CRTN # | Investigator # itfelElettns Lesel
Study #[ CRF #/ Patient #

* Drug
* AE
 Patient initials
* Reporter
» Study details (type and number)
O Low stringent conditions are considered to accurately perform a duplicate check.

O If no duplicate is found then the case is booked and a unique MCN is
generated.
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Additional information is added during case initiation

~ Report
Grouped List Grouped Cases
¥ Priarity | MEDIUM -
X Report Type |ADVERSE EVENT s
Feport Origin [ STUDY s
A Classification |[NEW INFO-SUBSTAMTIVE -
Summary Case - ___b.fLa-t-E-.r.naLEIag
Fregnancy Related - o Medmally Cnnfrmeﬁ fES I
Fotential Expedited Subm - -_-LI-I:-ET'IEEE_CESE fES I
x Date at Cnmpanﬂa DEC -—
Date at Collection Site hd |
¥ Date at Proc. Centre |15 DEC - T

Medical % QC &
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Case processing by DSA/ PV scientist

L DSA add all the information reported in the ADR Reporting form (CIOMS
Form/ MedWatch Form)

O Other activities include entering the following information on drug safety
data base:
= Narrative writing
* Findings of laboratory investigation
= Company causality assessment
= and labeling of ADR (USPI, CDS, IB, Local document)
= Query for more information or if any discrepancy
= Data review/validation




1) Report Screen

Status / Reference lds Dates
Friority | MEDILIM -] 4 Date Received At Company 12 SEP - |2008
i A Report Type | ADVERSE EVENT -] Date At Collection Site | L &
| 4 Report Origin STUDY ~| 4 Date Received at Proc. Centre |12 |SEP ~[2008
4 Classification |NEW INFO-SUBSTANTIVE 'l
hedically Confirmed Study Info.
Summary Case <] . 5 udy Type [CLINICAL TRIAL COMPANY ¥

CRTH #|

legal Case  ~]

Freghancy Related l:' Maternal Flag

e R v
Fotential Expedited Subm. |:| tudy Mame retreatments in RA

Event Cu:uuntrj,f| -] Inveatigatnr#|
Wiuids | CRF #/ Patient #5996
External Case Id| Randomisation #|
Authority Murmber | - - Eudract #|
A Local Case 14/ jcumicaucLin I C Design| *
Phase[ ]

Collection Site

0 Case priority: Immediate/High/Medium/Low (can be changed).

O Report Origin: Study/ spontaneous

O Classification: New info substantive/ non-substantive, data correction substantive/
non-substantive

O Medically confirmed: All study case or Health Authority (medically confirmed) ,
spontaneous case (depends on reporter)

. . 5 Medical C &



1) Report Screen (Cont..)

Status / Reference lds

|
5
|

Priority [ MEDILIM -]

Report Type |ADVERSE EVENT -]

Report Origin [STUDY -]

Classification |NEVY INFO-SUBSTANTIVE -]
bledically Confirmed

¥Summary Lese |:| Licensee Case |:|

4 Legal Case |:|
Fregnancy Related |:| Maternal Flag
Fotential Expedited Subm. |:|
4 Event Cuuntrj,r| -]
VW Lids |
4 External Case Id|
4 Autharity Numher| | |

Local Case Id / CLINICAUCLINI- =

Collection Site

Dates
Date Received At Cormpany 12 SEP - /|2008
Date At Collection Site | =l
Date Received at Proc. Centre |12 SERP ¢ |2':":'B
Study Info.
Study Type | CLIMICAL TRIAL COMPANY >

CRTM #|

Study # VIR
Study Mame retreatments in R4,

Investigatur#l
CRF #/ Patient #6996
Randomisation #|

Eudract #|

4 Design| -

‘ Phase

O Summary Case, Legal Case: left blank (but can be changed).

O Event Country: when country where event occurred and where it was reported are different.
O External case ID: Case ID from other reference.

O Authority number: Unigue number assigned by Health Authority (reports from HA)

O Design: Blind/ single blind/ open/ double blind/ triple blind/ unknown (can be changed).

O Phase: I/II/II/IV

o . A Medical C &




1) Report Screen (Cont..)

Status / Reference lds

|
5
|

Priority | MEDILib

Repart Type | ADVERSE EVENT

Repart Origin [STUDY

Classification | NEWY INFO-SUBSTANTIVE

Medically Confirmed

e I R

legal Case__ ~]

Fregnancy Related |:| Maternal Flag

Fotential Expedited Subm. |:|

Event Cnuntrj.fl

- |

WiLids |

External Case Id|

Authority Murmber | - -|

Local Case Id / CLINICAUCLINI-

Collection Site

Dates
Date Received At Cormpany 12 SEP - /|2008
Date At Collection Site | =l
Date Received at Proc. Centre |12 SERP ¢ |2':":'B

Study Info.

HStudy Type [CLINICAL TRIAL COMPANY

CRTM #|

A Study # $%
Study Mame retreatments in R4,

Investigatur#l

CRF #/ Patient #[6996

Randomisation #|

Eudract #|

4 Designl

‘ Phase

Q Study Type: CTC, CT-NC, Compassionate use, Drug surveillance (PMS studies)
O Study: unique study ID (usually $ or % used to search appropriate study).

On correct study selection: Study name and investigator auto filled.

. . A Medical C &

0 EUDRACT: Authorization number if study has a trial conducted in EU.
O Design: Blind/ single blind/ open/ double blind/ triple blind/ unknown (can be changed).
O Phase: I/II/HI/NV




2) Patient Screen

-~ Patient Info. at First AE Onset

Initials (¥ | 3 Initials of first, middle and last name
Gender | MALE -] <————— M/Flunknown
Birth Date | 15 |ocT =] 19?7('_ Est ") «——— partial DOB (year, or month and
Age| 31 | YEARS 'r] il Egt year and tick
Age Grnup[ADULT (more than 17 yrs - BS yrs) -]
Calculated Age | 31 |YEARS [ Est ~ €«———— autopopulated using date of first
AE and DOB (if both are entered)
Weight|  158.7 | 72
k) (ki)
Height|  68.9/] 174 = 234
[irnl [cm] [kofim]
Ethnicity[CAUCASIAHIWHITE <‘]— Other:

free text: Hispanic/Black/ Asian

Maternal Flag:] FPregnancy Helatedl

Patient Postal Code |75 r

AE related to baby/ foetus/ placenta/ umbilical cord/ amniotic fluid

AE related to mother
(disabled if pregnancy is flagged in the initiate/report screen)

S
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3) Reporter Details

Criteria | Address [ IEFaI[SN NETETEITE
A Source| z——— Address (licencee, HA) /Literature/Representative
Representative / Primary Author Street |
Tile | |
Last Narne | |
Middle Name | |
First Name| Citg,r|
Location | Reginn| *|  Postal|
Phone | Fax| Region Other
Ernail Country | -]
Organisation — Phane | . Fax|
Name | e Name Ofé;!ﬁﬂl“lﬁl]”l()[lly -]

O Primary reporter

Reporter most likely to have access to detailed information regarding drug experience

e.g. 1) patient reported event and a follow-up report is received from a doctor (doctor primary
reporter).

2) nurse phones on behalf of doctor (enter the name of the doctor).

3) if more than one doctor provide information on an event, the doctor who treated the
event (or if the latter has not provided the information then the doctor who proscribed
the drug

O Primary reporter must be first in the list of the reporters (Resequence buttons should be
used if necessary)

. . . Medical C &




Not qualified health professionals:
Student doctor, student dentists, student vets

Report

Representative / Primary Author 7
Type |HEALTH PROFESSIONAL E T - Agency NutufedE Y/N
Occupatign DOCTOR OF MEDICINE \ "'J Reg £ Patient Raf 1d
Speciality \ \ ) Taxt
D Type: Licensee/ Consumer/ HP/ Literature/ Pharma
company/ Reg Auth/ Unknown/ Other

For Literature cases:;

| Criteia | | Address || Details | Literature|
Non—Primar}* =

Authors Author’s name :
Jnurna* . =
Refersnce Name of journal, Year, Volume, Number, Page :

Article Title* =

) Medical T, QC&
s b 25T
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3) Drugs Details

U Suspect drug should be primary drug.
U Drug name selected from WHO Drug Dictionary.
U Appropriate flag should be selected

- Summary

Hageions

Orug

Prag ey

U Information pertaining to Suspect drug/ Concomitant drug/ Past drug.

7
7

Type [ SUSPECT
Unblinded [

Drug Name | Primary Suspect Drug from WHO Drug Dictionary

Study MedicatioMe_ YAN Generic Narne |

~ Req Status

Autopopulated once Trade name Is entered
~ Indication Terms

S a— I
~ Prim Rptr Ctry . ALIS Reporte l_l
B Ruutﬂ‘ ‘\ <] MedDRA LLT | Product Counterfeit ;-
\ MedDRA - Pr|
Fnr* \ -|
| —

Study: IND number
Spontaneous: NDA

Flags
Lack of Drug Effect
echnical Caomplaint

IJT
Urug Interaction

Crug Overdose
Orug Dependence
Drug Abuse

Mo Flags Required

Normal scenario

U Drug indication enter as reported or “Drug use for unknown indication”.




3) Drugs THERAPY Details

Q if stop date is not provided: continued, unknown, N/a (suicide/ death cases)

/
Dose Format | DETAILED DOSING IN;[Z( v
- Dates - D* /Iv] !I_-j:_ ~ Dosing Levels — Ranges
Stop Date l -] S Est |l Dosing Amt | 80 [ mg »| T Ext.
Therapy Ongaing [UNKNOWN <o
Diosing Freq' 1 per' 1 [day_@%_pd)/Q|D)
- Duration
Reported | " Ect. ToD | 80 [ mg -] I Est
Calculated N [ Est.
N « o~ Text
" aif only total duration of intake is provided At night

~  no start/stop date reported.

Q If the drug flag is marked as Technical complaint/Product Counterfeit

_ Summary | (NN NEEECHETE

Type [SUSPECT Dirug Name |
~ Dates QC Informati
Start I Manufacturer -]
Stap I Expiration Date | = [ Est.
~ Duration I e Tracking #[ 1
Reported Dot 2/ Lot 2[1
Calculated S Ty ra i |
~ Dosage ~ Drug Obtained
Curnulative Country [ -|
Dosage Approval #|
Text ||




U Mother/ Father (who consumed medicine)

Type'SUSF'ECT / Drug Mame
Farent <)
Exposed
- Exposure Tigae Period ~ Interval Between Last Drug Exposure and Conception
o BEII_:WE Yes/ No/ Unk T] Repnr‘ted T] " Est
onceptio
In Trimester 1 Yes/ No/ Unk - Calculated
In Trimester Yes/ No/ Unk g e Therapj,fl
In Trimester Yes/ No/ Unk - Cnnceﬁtizﬁ g:l
At Delivery Yes/ No/ Unk -] :




4) Adverse Event Details

U Report event as reported (should not be change by self).

U Link Reported term with appropriate LL/PT (using MedDRA).

U Flag seriousness criteria as reported (for serious cases)

U Seriousness criteria flag can be changed (for non-serious/low cases)

Terms | Qutcome.

Event Type |REPORTED -]
reported (CNEST paln

MedDRA
Lo Level

Preferred

High Level

High Level Group
Systermn Organ Class

Chest pain

Anaina

Cardiac XXXXXX

XXXXXX

XXXXXX

1 —I—I—I—I#—I—I—I

~ Applicable Seriousness Criteria ——

CONGEMITAL ANORMALY
DEATH

DISABILITY

INSUFFICIENT INFORMATION
INTERWEMTION REQUIRED
LIFE-THREATEMIMG
MEDICALLY SIGMIFICANT
MNEW/PROLONGED HOSPITAL
MNOMN-SERIOUS

CWERDOSE




Still birth

Torsades de pointes
Seizures

Pancytopenia
Steven-Johnson syndrome
Anaphylaxis

Abortion

Malignant hypertension

Status epilepticus necrolysis

Acute liver failure

Acute respiratory failure

Diffuse intravascular coagulation (DIC)

FDA Designated Medical Events (DME)

Cerebral infarction
Agranlocytosis
Hemolytic anemia
Liver necrosis
Hypoglycemia
Ventricular fibrillation
Cerebral hemorrage
Bone marrow aplasia
Toxic epidermal
Hepatic encephalopathy
Dialysis

O Listis short & provides only example of type of event generally be considered
potentially medically important (i.e. medically significant event).
O Careful consideration should be done in upgrading the AE.




U Event outcome:
* |mproved
» Resolved
» Resolved with squealae
= Worsened
= Unknown
» Not provided
* N/A (Death/ Pregnancy)

- Outcumel

Repnﬁed'

Event Cutcome

Severit
Reporter Highlighted -]
Onzet Date* | 7 | [ Est.
Resolved/mpraved Date* | 7 | [ Est.
Duratinn' [ '] [ Est

Mild/moderate/severe (if reported in
event description)

(Calculated Duratinn' | [ Est

Comments




5&6) Medical History & Lab investigations

U Medical history and lab investigations should be in chronology.

U Most relevant MH and Lab investigation should be at the top.

L Normal Lab investigation could be added from a reference book (if not
reported but important).

O Error in it's entry result in non-substantive error.

Test/Procedure Narme [FIBRINOGEN|
Test/Procedure Date [28 JUM 2008 T Est

Result 852.0000 MULL MULL Unit of Measure |mo/dl
¥Norma| 150.0000 MULL G00.0000 pULL
[Single Value or Lowyl [Hich)
Result Text

Additional Info Available

All Lab Test Procedures for this Report - Sorted by Sequence [(A)
Seq (&) TestProcedure Mame Lab Test Date Result (Lo Fesult (High) Linit
|1 JFIBRINOGEN 26 JUN 2008 gs2oooof  MG/IDL
2 GLUCOSE 26 JUN 2008 321.0000 MGOL
3 LUREA 26 JUN 2008 74.0000




8) Narrative

Spontaneous Cases
O Narrative usually consists of 4 paragraphs
=[ntroduction
» Medical history & concomitant drugs
= Main body
» Causality & follow-up information
e.g. This spontaneous case received on DD/MM/YY via Reg Authority, was
reported by a physician and concerns a 32 year old female (BMI) who experiences
life threatening event of cerebral hemorrhage while taking XXXX for (drug
indication).
The patient's medical history included ........ and was taking
...... concomitanly (only relevant MH & concomitant medication)
On DD/MM/YY, the patient started receiving oral paracetamol (200 mg tablet)
at a dose of 200 mg thrice daily. Three days later, she experience high grade
fever. The same day, lab test r

Study Reports
This clinical case was receive on DD/MM/YY and concerns a 52 year old female
(CRTN) who was enrolled in the study “title” and developed pancytopenia.



8) Drug Event relationship

O Association b/w drug and event is established.

0 Response of AE to Dechallenge and rechallenge.

0 Causality (i.e. drug event relationship is established).

O Labeling as per expectedness of AE in reference safety information document.

0 SUSAR (reported causality is related while the AE is unexpected in company ref doc.

0 SUSARs qualify for expedited reporting (triage should be done carefully).

O Reporter causality capture as reported, however company causality is assessed by
performing (Single case assessment).

Drug Received _ COMPARATOR) Labeling
Stat Date| [~ [ Est. Stop Date [ [~ ™ Est. LS @ Y/N/NA
Adverse Event INAUSEA Prirn. Rptr Ctr%l“’
OnsetDate| [~ ™ Est. Resolved Date| [ = [ Est. IBTI/A For spont
Drug/Event Drug Relationship Opinions sPC ° case
Drug Continug 7 re e = Company core dogna = wuue
AE Abated (Dechal g WOT APPLICABLE . - o ’ | =l = PsUR | | -
AE Reappeared (Rechall.] [INOT APPLICABLE D L SR T ety
Reported Latency Discontinued/ Continued/ Dose sUsAR Not. Flagl___ 17
From First Dose | | -I" ¢t decreased/ Unk/ NA " Est. SUSAR Documn | %)
S ;:I:'t:f:l;E'ST Dose | | T Eet. From Last Dosel I | Est. ASIME Due| =l
Semiology | -] Chronology | *|  Imputability | -] || Safety Letter Due [ &

All Drug/Event Combinations for this Report - Sorted by Drug Sequence then Adverse Event Sequence (A)
DrugSeq (4 | AESeq | DrugiEvent | us | PRptr | 1B | 8PC | cCore | PSUR | PDoc | Reporer | Company |

1 | 1 JAZATHIOPRINE (AS COMPARATORMMY ok )




Single case assessment (SCA) for Serious Spontaneous reports

O Single case assessment is done to determine the Company drug/ event relationship
(i.e. expectedness).

O It consists of a set of 10 questions, which provide numerical output indicating the
strength of association b/w the drug and AE.

O Scoring is based upon the amount and relevance of information that is available.

O It serves as a guideline for assigning the causality into 4 broad categories (definite,
probable, possible and unIiker)

e e L e Lo

1) Are there previous conclusive report in this reaction?

2) Did AE appear after the suspect drug was administered? +2 -1 0
3) Did the AE improved when the drug was discontinued or a specific +1 0 0
antagonist was administered?
4) Did the AE reappear when the drug was re-administered? +2 -1 0
5) Are there alternative causes that could on their own cause AE? -1 +2 0
6) Did the reaction reappear when a placebo was given? -1 +1 0
7) Was the drug detected in blood (fluid) in conc known to be toxic? +1 0 0
8) Was the reaction more severe on dose increase or vice versa? +1 0 0
9) Did the patient had similar reaction to the similar drugs previously? +1 0 0
10) Was the AE confirmed by any objective evidence? +1 0 0




Score | Causality | Reporter drug | Company Drug Drug
relationship relatlonshlp Relationship
Definite N/Y/UNK Related
5-8 Probable N/Y/UNK Y Related
1-4 Possible Y/UNK Y/UNK Related

oorless  Unlikely N N Unrelated




Medical evaluation

In medical evaluation, the HCP or DSP checks the:
U Appropriate linkage of reporter AE with the preferred term.

O The labeling of the AE against the reported events in the company labeling
documents.

0 Seriousness and causality assessment.
O Alternative cause of the ADR and CIOMS comments (if any).
L Medical history and additional information needed.

O Narrative (completeness, chronology and medical relevance).




Query or Additional Information

» Additional information is requested from the affiliate or the investigator
for any discrepancy or support case information.
» Query can be sent during case processing and medical review (i.e
ideally when the case is open)

» SOPs on query process.

Valid case?
Duplicate —

Check

Triage

>

Case Entry

1

Site CRA

Final Case

Coding
Narrative
writing

Medical
Review

Final QC

Queries




REPORT SCREEN

1 Report Origin
2 | Classification
3 Local/External case ID
4 | Date received at company
. 5 Medically confirmed
Qu a“ty Check PATIENIT SEREEN 6 | Patient initials
7 | Patient gender
. 8 Birth date / Age at time of Event
O ICSRs are randomly selected for quality
check 9 Age Group
) 10 | Date of death if fatal outcome
REPORTER SCREEN S
. 11 | Last name/organisation
O Ideally QC is done, when the ICSR/SAE 2 | i
report is ready for submission to the )
. 13 | Reg/Patient reference ID
regulatory authority.
14 | Reporter Type
) ) _ SUSPECT ROCHE
O Only important fields (which could leads to | DRUG/COMPARATOR AND
DRUG THERAPY 15 | Drug selection/correct IND/NDA/formulation

substantive correction) are checked against
16 | Dose, Frequency, Route and Therapy dates

the source documents.

17 | Lot number (if provided)

18 | Flags

O Case after satisfactory QC is locked/closed

] CONCOMITANT MEDICATIONS 19
and submitted to regulatory department and

Drug names and therapy information

TEXT/NARRATIVE 20 | Full narrative

to licensee.
ADVERSE EVENT SCREEN 21 | Reported term

22 | Seriousness criteria

23 | Onset date

DRUG/EVENT SCREEN FOR
SUSPECT AND COMPARATOR
DRUGS 24 | All relevant labels entered and correct

25 | Causality (Except for legal cases)

. . Medical QC&




TYPES OF REPORTS RECEIVED AT THE PV CENTER:

» Spontaneous Serious/ Non-serious case reports or SAE from clinical
trials:

» Death

» Lack of Effect (LOE)

= Drug exposure during Pregnancy
» Drug Counterfeit

» Drug Interaction

» Drug Dependence

» Drug Overdose

= Suicide

» Drug Abuse

= Medication Error (storage, prescribing, dispensing, administering)




Expedited Reporting

U ICSRs that involve a serious and unlabelled event (an event not described
in the drug's labeling) that is considered related to the use of the drug.

U (Spontaneous reports are typically considered to have a positive causality,
whereas a clinical trial case will typically be assessed for causality by the
clinical trial investigator and/or the license holder.)

UIn most countries, the timeframe for reporting expedited cases is 15
calendar days from the time a drug company receives naotification (referred to
as "Day 0") of such a case .

O Within clinical trials such a cases is referred to as a SUSAR (a Suspected
Unexpected Serious Adverse Reaction).

QIf the SUSAR involves an event that is life-threatening or fatal, it may be
subject to a 7-day "clock". Cases that do not involve a serious, unlabelled
event may be subject to non-expedited or periodic reporting.



Signal Detection

0 The WHO defines a safety signal as: “Reported information on a possible
causal relationship between an adverse event and a drug, the relationship
being unknown or incompletely documented previously”.

U Usually more than a single report is required to generate a signal,
depending upon the event and quality of the information available.

U Data mining pharmacovigilance databases is one approach that has
become increasingly popular with the availability of extensive data sources
and inexpensive computing resources.

U The data sources (databases) may be owned by a pharmaceutical company,
a drug regulatory authority, or a large healthcare provider.

U Individual Case Safety Reports (ICSRs) in these databases are retrieved
and converted into structured format, and statistical methods (usually a
mathematical algorithm) are applied to calculate statistical measures of
association.




Signal Detection (cont..)

QU If the statistical measure crosses an arbitrarily set threshold, a signal is
declared for a given drug associated with a given adverse event.

U All signals deemed worthy of investigation, require further analysis using all
available data in an attempt to confirm or refute the signal.

U If the analysis is inconclusive, additional data may be needed such as a post-
marketing observational trial.

U Ideally, the goal of SD is to identify ADRs that were previously considered
unexpected and to be able to provide guidance in the product's labeling.

(as to how to minimize the risk of using the drug in a given patient
population).



Summary
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The Goal of AE reporting

When a drug is marketed it may be used in patient populations that were not:

O Studied during clinical trials (children, the elderly, pregnant women, patients

with co-morbidities not found in the clinical trial population, etc.)

O Adifferent set of warnings, precautions or contraindications (where the drug

should not be used at all) for the product's labeling may be necessary in order

to maintain a positive risk/benefit profile in all known populations using the

drug.



Thank You For Your Attention !




Let Us Meet Again

We welcome you all to our future conferences of
OMICS International

Please Visit:

www.conferenceseries.com

http://www.omicsonline.org/

http://www.clinicaltrials.conferenceseries.com
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