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"Medicine used to be simple, meffective, and relatively safe. Now it
is complex, effective, and potentially dangerous.”

—Professor Sir Cyril Chantler'




Over-Medi

By: Chato B. Stewart

Sonny, in my day we didn't have fancy warhing labels...
We'd swallow ¢ ignore the side effects! Yup, good times!

—




No drug is inherently safe unless it has no effect at all.

Performing a risk-benefit assessment for every patient, before any intervention or treatment
decision, is pivotal to keep your patient safe from adverse drug reactions or side effects.

Moments
for Medication Safety

Taking

my medication

Reviewing

my medication

Stopping

my medication

Starting

a medication

Adding

a medication




Adverse drug
reactions (ADRs) and
side effects are both

{ SIDE

UNINTENDED W EFFECTS
responses to a ’ ‘
medication.
& .
| 4 But ADRs are harmful and
N more UNEXPECTED than side
() A ffects.

AD 5
R Side effects are more

Adverse Drug predictable than ADRs.
Reaction Plus, side effects can be

beneficial or harmful.
!




An adverse reaction includes ARs which arise from:
= use of a medicinal product within ferms of marketing
authorization;

= use outside terms of marketing authorization:
overdose, misuse, abuse ,medication errors; off label

= occupational exposure.




Why are there so many ADRs?

* more drugs—and many more
combinations

.- - * 64% of all patient visits
result in prescriptions.

4 or more medications.



Why is it important to learn about
Adverse Drug Reactions?
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ADRs are one of leading causes of morbidity and mortality in
health care that is, for the most part, preventable.

Adverse reactions have
considerable economic as
well as clinical costs as they
often lead to hospital
admissions, prolongation of
hospital stay and emergency
department visits.

ADRs are among the top ten
causes of mortality in the
developed world.

A number of studies have
shown that, in the USA, the
cost of the impact and
treatment of adverse drug
reactions may be of the
order of billions of dollars
per year.



Impact of ADRs

UK (03]

It has been suggested that
gg @ EU
ADRs may cause 5700

death in the UK .
eaths/year in the Cost due to adverse drug reactions

Source: Pirmohamed er al, 2004
NORTH AMERICA in EU: € 79 billion/year

Source: Press Release from Brussels, 10 Dec 2008,
ADRs account for 1

between 4.2-30% of
hospital admissions in )

the USA and Canada RUsh IS

Source: Sultona et al; ADRs were 4th-6th commonest cause

[ Phormocol Pharmacother. ) )

2013 Dec of death in the USA in 1994 (cost of the
@ impact and treatment of adverse

reactions in the US may be to the order
of billions of dollars per year)

I Source: Lazarouw er of, 7998

Mumbai, India - burden of adverse drug
reactions: 6.9 % of hospital admissions,
0.85% fatality, 60% avoidable

Saurce: Porel Kj er ol BMC Clin Phormocol 2007, 7.8




PRE DISCOVERY

Most new drugs are approved with an average of 1,500 patient
exposures >> Incomplete safety profile

.Drug Preclinical Clinical Trials FDA Review Scalaupio
Discovery Mfg
PHASE 1 PHASE 2 PHASE 3
1 FDA
Approved
5000 -10000 250 compounds 5 compounds Drug
compounds
E 20-100 100 - 500 1000-5000 =
% volunteers volunteers volunteers S
8 w
= =
3 -6 YEARS y 6 - 7 YEARS ~ 0.5-2 YEARS



Bromfenac (Duract) was § “i"m .
NSAID removed from Overpowers pain
market in 1998, less than [ s e not performance”

1 year after it was :
introduced. Simple dosing i

- One capsule gb-8h pm

. S5 Satiacts tak : -
Bromfenac caused serious o Patents wking DURAL p;Mf
..-Jl'fh 3 thh -fa; mf-‘al may

hepatotoxicity inonly 1 in e 2 capsules.
20,000 patients taking _ jaumum daily dose:
the drug for longer than 150 ma (6 capsules/cay)
10 days.




Also, utilization of a particular drug for several years for
a large portion of patients does not confirm its safety.

FDA requests the withdrawal of the weight-lo
drug Belvig, Belvig XR (lorcaserin) from the
market

FDA Drug Safety Podcast

f Share | W Twest | in Linkedin | &% Email | & Print

Welcome to the FDA Drug Safety Podcast for health care professionals from the Division
of Drug Information.

On February 13, 2020 FDA requested that the manufacturer of Belvig and Belvig XR
(active ingredient lorcaserin) voluntarily withdraw the weight-loss drug from the U5,

market because a safety clinical trial shows an increased occurrence of cancer. In January



The science that monitor safety of
medicines throughout their use is called

PHARMACOVIGILANCE ' PV



Pharmacovigilance (PV)

é 6 Is defined as the science and
activities relating to the
detection, assessment,
understanding, and prevention
of adverse effects or any other
possible drug-related problems. $9




The word pharmacovigilance or PV originates from

'Pharmakon' that means 'Drug’ ?

(Greek) = medicinal substance

'Vigilare' that mean 'to be alert’

(Latin) = to keep watch.



Pharmacovigilance Global Life Cycle Management

Phase | Phase I| Phase Il Phase IV / Marketed

Regulatory Filing
Strategy and
Submissions / Late
Stage Studies

Risk Management
and Long-Term
Safety / Registries

Targeted Safety ‘
Evaluations Establish Product Safety and Efficacy

ICSR Management
ICSR Expedited Regulatory Reporting
PADER / PSUR / PBRER
Benefit-Risk and Signal Management
PSMF Creation / Maintenance

EU QPPV & Local QPPV (as applicable)

Global Literature Search / Review

Risk Management Plans / REMS

Audit/Inspection Support



Pharmacovigilance in Times of COVID-19

Rapid spread of Covid-19 worldwide has thrust drug
safety into the spotlight in a way never seen before.

Role of PV professionals became more important than
ever, collecting and analyzing data, both from clinical
f
«MK “’“\ -

trials and from post-marketing settings, to monitor
safety of vaccines and drugs used against COVID-19.

Public is more aware of role of health regulators b
agencies and demand for safety information . : : CORONAVIRUS

2019-nCoV

Public has begun to realize their role in drug safety ,
encouraged to report any SEs they experienced.




State of Palestine
Ministry of Health

Palestinian National Covid-19
Management Protocol




We received and evaluated many proposals for
clinical trials, research, or requests for marketing
or production of pharmaceutical products claiming
to treat or prevent COVID-19

-Herbal products

- medicinal products




Safety alerts to public
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Hannah Greener

Sadly, Hannah Greener died on receiving the chloroform anesthetic for the removal of a toenail. The cause of
death was possibly an episode of ventricular fibrillation. 1N 1848
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Sulfanilamide Cosmetic Act
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The company used a poisonous antifreeze solvent, Elixir of
diethylene glycol. Death



IN 1961 : a big change of European Pharmacovigilance
happened following the tragedy of Thalidomide.

Children being born with thalidomide

Dr. WG McBride, an Australian clinician suggested a connection between congenital malformations in newborn
infants and the thalidomide which provided one of the most significant catalysts for drug safety monitoring.



WHO"* Eudravigilance New

Gastointestinal Programme for was funded EudraVigilance
USA with the toxicity of ASA” The Yellow Card International Format
solvent diethyl was proved was s::;ctju':ed in Drug Monftoring
glycol l was instituted
l l l \J \j

1848 11937 w1938 1955w 1961 w1964 w1965 1968 mm 1995 2001 == 2012 e 2017

Hannah's  Federal Fooq, Drug  McBride’s Letter Furo.pean EMA™ was set up New European
death and Cosmetic Act about the legislation was Pharmacovigilance
caused by ~ Was established and tragedy of developed (EC Legislation
chloroform  the public health Thalidomide  Directive 65/65) (Directive
system was 2010/84/EV)

renovated
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1978: Establishment of the Uppsala Monitoring Centre (UMC) to support the WHO Programme

for International Drug Monitoring.

e UPPSALA
MONITORING
CENTRE
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VigiBase is the unique WHO global database of reported potential

side effects of medicinal products. It is the largest database of its

kind in the world, with over 30 million reports of suspected adverse

no o
effects of medicines, submitted, since 1968, by member countries of

o oy the WHO PIDM. It is continuously updated with incoming reports.
" no claar




i e salay Alg
il AS)ljg w

Al Aglell ajislll
In early 2015,

General Directorate of Pharmacy “GDP”
Initiated efforts to create a PV system

¥

Pharmaceutical Information Department,

has taken the responsibility of establishing PV
and foster collaboration among a wide range of
partners to ensuring medicine safety.



Royaume du Maroc
Ministére de la Santé
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The First EMIR/Arab Countries Meeting of Pharmacovigilance
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A Representative from

Wodule VI

Requierments
| T v o e
1 PR | M

VILR.S Format and contents of the PSUR
JFDA, Dr Jaber Jaber e

conducted week-long
training.

In-depth understanding of
tools for effective PVS
operation with experiences
of Jordan as an effective
counterpoint to frame
concerns of Palestinian team.




ACTION PL_AN

Recommendations &
action plan
for pharmacovigilance

were developed to addresses gaps in
training and development of PV
regulations.
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which guarantee the right of all Palestinians citizens to obtain a safe and effective medicine.
I |




By beginning
of 2018
modification on
organizational

structure of
PID

PV for herbals
supplements
&cosmetics

PV for

medicines




PV instructions require

Marketing authorization holders
to ensure that it has
an appropriate system of PV
in place in order to collect
safety data for products of its responsibility




Pharmacovigilance (PV) System

&6 Is defined as a system used by
an organisation to fulfil its legal
tasks and responsibilities in

relation to PV and is designed to
monitor the safety of

authorised medicinal products
and detect any change to their
benefit-risk balance. 99




Pharmacovigilance - a shared responsibility

Pharmaceutical : : i Patien
2 s : Medical Profession Health Authorities tients /

Industry Consumers

Process of collecting, collating, monitoring, investigating
and analysing adverse drug effects

Communication of Risk minimisation
: ith | ' iy
ricks Drug withdrawa Labeling changes i




Dear Health Care Provider
Letters: Improving
Communication of Important
Safety Information

DHCP letters intended to alert
physicians and other health care
providers about important new or
updated information regarding a
human drug or biologic

S " Palesti . 3 4
tate of Palestine - Cabauuld dlg

Ministry of Health ””" ““ Sty Bk

General Directorate of Pharmacy == Uayall dalad) 5,009)

Ref.: HPhGD221555
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« Amiodarone can cause serious adverse reactions affecting the eyes, heart, lung,
liver, thyroid gland, skin, and peripheral nervous system.

« Review regularly patients on long-term amiodarone treatment — some of these
reactions may be life-threatening but onset can be delayed.

« Check liver and thyroid function before treatment, and at 6-monthly intervals;
thyroid function should also be monitored for several months after
discontinuation.

« Although routine lung imaging is not necessary in patients taking amiodarone
long-term, make patients aware of the need to seek advice if they have new or
worsening respiratory symptoms and consider using computerized tomography
(CT) scans if pulmonary toxicity is suspected.

« Health care professionals and patients are encouraged to report adverse events
or side effects to General directorate of pharmacy using:

Yellow card form.
Website: pharmacy.moh.ps
Email: pharmainfo@moh.ps
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CIOMS FORM

SUSPECT ADVERSE REACTION REPORT

HENRRRNRREREN

|, REACTION INFORMATION

1. PATIEMT INITIALS
{Firss, last]

Ta, COLUNTRY

2. DATE OF BIRTH
Day | Month | Yaar

2a. AGE
oars

3. SEX

4-5 REACTION OMSET

Dy | Manih | Wasr

¥ + 13 DESCRIBE REACTIONIS! Gmcluding relevant testslah datal

B-12 CHECK ALL
APFROFAIATE
TO ADVERSE
REACTION

O PATENT DIED

VINVOLVED OR
PRAOLONGED
INPATIENT
HOSFTALISATION

o INVOLVED
FEHSISTENCE OF
SIGNIFICANT
DISAERITY OF
INCARACITY

LFE
THREATEMING

. SUSFECT DRWGIS| INFORMATION

14. SUSPECT DRUGIS] linclede gomarc nameal 20 DID REACTION
ABATE AFTER
STOPPING DRALIG?
¥ES NGO [ WA
15. DAILY DOSESI 16. ROUTEIS] OF ADMRNESTRATION 21. DID REACTION
REAFPEAR
AFTER REINTRC-
17, IMDICATINIST FOR USE DO TR0 ?
_ YES MO T A
18. THERAPY DATES {from/toi 18, THERAFY DLUAATION
. COMCOMITANT DARUGIS AND HISTORY
22 CONCOMITANT DAUGIS) AND DATES OF ADMINISTRATION excluds thoss usad 10 1FeET FaRCTIon)
23. OTHER RELEVANT HISTORY |=.g. diagnostics, allergics, pregnancoy with last maonth of penod, aic.)
V. MANUFACTURER INFORMATION
Fda. NMABME AND ADDRESS OF MANUFACTURER
) - 24b, MFR CONTROL MO
24, DATE RECEIVED 24d. AEPORT SOURCE

BY FAAMUFACTLRER

sTuny LITERATURE
L HEALTH PROFESSIOMAL

DATE OF THIS REFORT

Z5a, REPORT TYPE
CIMITRAL FOLL e
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Circulars sent to union of Palestinian pharmaceutical

industries and distributors

State of Palestine

Ministry of Health
General Directorate of Pharmacy
Pharmacentical information deparitment
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State of Palestine

Minisiry of Health
General Directorate of Pharmacy
Pharmacentical information department
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MAH is not allowed to communicate
any safety data to anyone in Palestine
without previous notification
and positive opinion from
the Pharmacovigilance department

in GDP-MOH.



qﬂm : PV instructions require

w sty
"I health professionals
" should report ADRs

BY unified reporting form

was developed for use by both
HCP, patients or community members

was circulated to all MOH health centers ,
Palestinian Pharmacist Syndicate, &

Palestinian Physicians Syndicate

‘Spontaneous or voluntary reporting’



KEY STAKEHOLDERS IN PHARMACOVIGILANCE

HEALTH CARE

SN PROFESSIONAL (HCP)

. MARKETING
%@@ AUTHORISATION
HOLDER

REGULATORY
AGENCIES
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suspectad dmes ()7 suspectad dmss(s)T - B
Dachallenss’ Bealleng Progtam seport Mo..
: 2 Lifs thraataning ORecoversdfuly | Notar in casa there is additional infomation you can sttach evtea fom,
Do vou consider |0 Ves | Iyes, O Involved or prolonged | Qutoome | ORscoversd  with -
the r=actions to ba |0 Ka plazsz inpatient hospitalization | 90 the reduced function
sarigus’ indicate | g Congenital sbnosmality | davef | OUsoss
seriousiess| 0 [nvolvedpersistentor | TEPOTt omemenc . i . L
ofresction sinificantdiabilyor R ey @ Delactinian Phamacovigilance Division (PPVD),
(tick 2 incapacity D o -
that E]J]]]:ri[ O Z'.!edi:-:ﬂ:.'-si_:_-&ﬁ:ag-_, ?1!-!3! jw;:,"‘m,:,ﬂ-‘. PMHLSIMMGID'EMET. .
. e i (remeral Directorats of Pharmacy, Mimistry of Haalth - Nablus
77 IR
Uther concomitant drues (including sel-medication, complementary semadiss, 5ald oM {ntemet) Td o0: 9137714 Fanoo: 09-1388410

[td the patient Gheany ofls medicnes vaodnes oomplementary remedies in the 1zst 3 momths prior to rescion? Eemail M@E
Ves ol Tleitn: i - -
I¥ :.:;-_:k-:x ;hwe the followring snformation if baowa: ?rib:-ﬂi. mp pm}ﬂﬂ]:p:'

Brand Wams Alannfacingsr Houtz of Ligzzzs Liats Liats Indication
& Batch no adiminisratim stamted | stopped
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Medication safety officer
(MSO)

* A position dedicated to patient safety
efforts to reduce risks of medication use

 Identifying and Preventing Medication

Errors and ADRs. L
* Responsibilities reaches into every corner -
of the health-care system S

MEDICATION
SAFETY
OFFICER

¥

ASMP) NHS

Institute for Safe Medication Practices

England



&= ADR reporting rate to PPVD

increased after disseminating
ADR form and PV instructions to
MOH centers and MAHSs.

MORE THAN 800 Reports
(BUT still low)



PV FILES RECEIVED TILL NOW ®
Only from MAHs

ADRs 810
PSURS+ RMPS

Periodic safety update reports

and risk management plans 433

DHPC 75
PV MASTER FILES 7



Switch-related ADRs

Decreased

Physician’s effectiveness
instruction 9.3%
16.3% \
Uncomfortable to
use
Adverse 8.4%
event
10.5%
"‘~. The patient felt the generic drug was
G s S e not suitable for them
R, 1.5%
Patient's desire with
no re::c;::kglven Negative experience with the use of
: another (generic) drug in the past
8.4%

Medication-related problems

0
N=1,498 120



REASONS FOR
POOR
ADR

REPORTING




Pharmacovigilance is one activity where there are

hardly any rewards or incentives.

SRS relies entirely on

MQJG\) dt




Work overload & Lack of time

Cooperation in reporting is needed between all members
of healthcare team




Less awareness on importance of reporting ADR

Serious ADRs are already documented, and that a
single report would make no difference, ignorance

Drug safety awareness campaigns & programs HCPs
and patient are needed.



LaCkOf _..—‘" ) e ~ O
| '/K/:\GZ LEDGE

-/

R

~—

on where, what, how to report or recognize an ADRs

Pharmacovigilance should be included in medical,
pharmacy, and nursing education CURRICULUM and
training at various levels.

Continuous education and fraining in various forumes,
scientific workshops circulating questionnaires and
conferences are needed to be conducted to HCPs.



A major impediment to achieving purpose of PV is
lack of effective communication about signals, ADRs,
and drug interactions to HCPs and patients.

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

Medicines Human regulatory v Veterinary regulatory v Committees v Mews B events v Partners & networks v

New measures to avoid valproate exposure in pregnancy
endorsed [<se=

Press release 23/03/2018 One in five women
Member State representatives agree new restrictions and pregnancy prevention programme ta king valproate in
The CMDh! has endorsed new measures to avoid exposure of babies to valproate medicines in the womb, EU are unaware Of

because exposed babies are at high risk of malfermaticns and developmental problems. o o o
risks of taking it

Valproate-containing medicines have been approved nationally in the EU to treat epilepsy and bipolar disorder

and in some countries for prevention of migraine. The new measures include a ban on the use of such When pregna nt-
medicines for migraine or bipolar disorder during pregnancy, and a ban on treating epilepsy during pregnancy

unless there is no other effective treatment available.



Pharmaceutical companies

can also give training to
pharmacists to provide

feedback of any ADR
to their medications and
ensure improved dispensing



MOH organized meetings with group of
pharmacists working in MOH hospitals, and
primary health care centers.




Periodic Meetings with PV representatives from




How Adverse Drug Reactions
are Reported ?




Yellow Card

Report of Swspected Adverse drug reaction and pharmaceutical product related problems

Note: Mentiie: of Reparssr, Patiorand o sndonwil remainconfidbnta

| Report tvpe aluifala Follmw 1p

Tatient detalls | Tnitials: [Welst Bz [HesEt  mm [A=

Ten

Cender olile Femals  [TithepationtTremant o Tes o

ifyes, which trimester: olst olod oind

Suspected pharmaceutical product s

ErandFame Memfecturer | Houteof | Doszz [Indication | Date stard | Date stoppad
&Baichno | adminismation
Sispected adverse reacion Froduct related problemfirnasos {manufactunnz defects )
Descriptionof Tt Tate
seattion (5) or stated stappsd
problem
Expactedess of the reachim [ acoodnce [0 Expectal Bebam
with the approvedproductinbomaton |0 Notewperied | eslbmsy
dia (i available)
WaTupeced  [0Ves [ DHd reactiony) 0Va THd fzactions]s) O¥es
Dz () ONo | disappearater ONa TeEpEa after INo
Discontmead discontmaimal | qUgkgovy | eintoductione! | qUnkmewn
suspactad dmss(s) suspectzd dmssiz)
Delam’ . Teckalas
7 Life threatening ORecovesed Fly
Do you comsider|OVes (Hyes, |0 Tovolved or prolonsed | Outcome| DRecovered  wit
therzactions taba|O ¥ | plazse inpatienthospitalimtion |onfhe | seduedfumcton
seripus’ indicats | g Coneenital sbmosmality | dayof | OUsdmoma
SDUSIESE 7 [nvolvedperdstantor fzart g
afestion | simfcantdiabliyor OBl ooy
ikl , N : expeced
\ incapacity ODuat

I 0 Vetcaty simiince,gnse
e denils:

e,

Other concomitant drugs (including s<lf-medication, complementary ramedizs, sold fom intemed)

Did the patient ek anyoter medicines vacdnes complamentary ramedias in the |2at 3 months priar tosezction”

o¥er oo
Ifyes, please give e following informasion if boowa:

BrandFzme Mamnfacturer | Routeof Dpsaz [Date [Dae  [Tndiction

&Batchoo | adminisiaim stanted | stopped

Each yellow card concerns

an Individual Case
experienced ADRs,

thus it is also called
Individual Case Safe
Report (ICSR)



The quality of reports

is critical for appropriate evaluation of
relationship between product and ADRs.

Thus good case reports include the
following elements:

v




1. An identifiable Patient
characteristics

Patient details

[nitials Weight

Ko |Height em [Age Ve

Gender oMale oFemale

Is the patient Pregnant o Yes oo
if yes, which trimester; olst o2nd o3rd




2- Description of adverse reaction or

product related information

Suspected adverse reaction/Product related problem information (manufacturing defects...)

Description of Date Date
reaction (s) or started stopped
problem
Expectedness of the reaction (in accordance 0 Expected Relevant
with the approved product information): O Not expected tests/laboratory
data (if available)

Was Suspected OYes Did reaction(s) OYes Did reactions(s) OYes
Drugs (s) O No disappear after OMNo reappear after OMNo
Discontinued discontinuation of O Unknown | reintroduction of Ol nknown

suspected drmgsis)? suspected drmgsis)?

"Dechallenge” "Rechallenge”

L1 Life threatening ORecovered fully

Do wou consider |0 Yes If ves, 0 Involved or prolonged | Outcome ORecovered with
the reactions to be |0 No please inpatient hospitalization on the reduced function
serious? indicate [ Congenital abnormality day of = Unknown

seriousness | 7 Ipvolved persistent or LEHL I consequence

P .. c g oeqe OFull recovery is
ol rcacuion significant disability or
. - - expected
(tick all incapacity
that applv): : L . ODeath
0 I'n.lrif:dJca]l'_lt,r significant; please D other (Specify
give details: )




Effect of Dechallenge and Rechallenge

Dechallenge (withdrawal of
the suspected medicine)

Positive dechallenge »»
resolution of ADR

Negative Dechallange »» AE NOT
disappearing after stopping
drug.

A second dechallenge may be
done.
if AE disappears (another

positive dechallenge) that is
again evidence that drug was a
possible cause of AE.

Rechallenge
(re-introducing the suspected
medicine after a dechallenge)
if AE was not serious or severe
Or —ve dechallenege.

A positive Rechallenge »» AE
reCur.

A negative Rechallenge »» AE
does not recur .



3- Suspected pharmaceutical product and
concomitant drugs

Suspected pharmacentical product (5)

Brand Name Manufacturer Route of Dosage | Indication | Datestarted | Date stopped
&Batchno | administration

Other concomitant drugs (including self-medication, complementary remedies. sold from intemet)

Did the patient take anv other medicines/vaccines/complementary remedies in thelast 3 months prior toreaction?

OYes oONo
If ves, please give the following infommation if known:
Brand Name Manufacturer Route of Dosage Date Date Indication

& Batch no administration started | stopped




Relevant therapeutic measures & laboratory

data
at baseline, during therapy, and subsequent to
therapy, including blood levels, as appropriate;

Additional relevant information ¢.g. medical history,test results, known allergies, re-challenge. For reactions
relating touse of a medicine dunng pregnancy please state all other drugs taken dunng pregnancy, the las
menstrual period, information on previous pregnancies, ultrasound scans, any delivery complications, birth defects

or developmental concerns.




4- An identifiable reporter

Reporter Details Healthcare Professional (if not the reporter)
Name and Professional Address: Name and Professional Address:

Tel No: Tel No:

Email: Email:

Specialty: Specialty:

Date: Date:

Signature:

For General Directorate of pharmacy:

Date of receiving the report:

Program report No.:

Note: in case there is additional information you can attach extra form.

Palestinian Pharmacovigilance Division (PPVD).
Pharmaceutical Information Department,

" General Directorate of Pharmacy, Ministry of Health - Nablus
Tel no: 09 -2384771-6 Fax no: 09-2386410
E-mail : pharmainfo/@moh ps
Website: http://pharmacy moh ps




What should be reported

Suspected ADRs resulting from
prescription medicines, OTC
medications and herbal
remedies.

Causality does not need to have been established.



What should be reported

» For new medicines

report all the suspected
reactions, including minor
ones.

Medicines are still considered
“new” up to 95 years after
marketing authorization.

(marked V)



What should be reported

For established

medicines or well-
known medicines

>

report all serious or
unusual unexpected
suspected adverse reactions



What should be reported

>> Report if an increased

frequency of a given
reaction is suspected.




What should be reported

» Report all suspected ADRs

associated with
drug-drug,
drug food or

drug-food supplements (herbal
and complementary products)

INTERACTIONS.



What should be reported

Report when suspected
ADRs are associated
with medicine
withdrawals.

>>




What should be reported

» Report ADRs

occurring from
overdose or
medication error.




What should be reported

Report ADRs in special
fields of interest such
as

medicine abuse and

medicine use in pregnancy
(teratogenicity) and

during lactation.

>>




What should be reported

>>

In children under age of 18,
all suspected ADRs occurring

should be reported regardless of
whether medicine is licensed for use
in children.



What should be reported

> Report persistent adverse
reactions that could
threaten adherence.




Will reporting have any negative
consequences
for the reporter?

Yellow Card
Report of Suspected Adverse drug reaction and pharmacentical product related problems

Note: [dentites of Reporter, Patient and Institution will remain confdential




How to submit an ADR report

Yellow Cards can be sent to the PPVD through

following means:

*Hand -delivered:

*Telephone.

*Fax. Copies of completed Yellow Cards may be
submitted via email

*E-mail. A written case-report submitted by e-mail
may be acceptable. pharmainfo@moh.ps

*Online submission through GDP website, a Yellow
Card is available for completion online



mailto:pharmainfo@moh.ps
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Why report ADRS?

Side effects

8
L
PATIENT
SAFETY



Continual safety monitoring of OLD and new
medications

Jver-Vliedicated.com By: Chato B. Stewart
gonny, in my day we didn't have fancy warning [abels...
We'd swallow ¢ ignore the side effects! Yup, g0od times!

~
. - —— .'
' - i
.
)i =<
A /€3 2 . - = \
- /
-

Old Meds, Old 1deas



Evaluate changes in risks and benefits

Provide optimal information to users within country and
internationally.

Reduction of DRPs leading to better treatment outcome.




Satisfaction for fulfillment of a moral and
professional obligation.
Improved patient confidence in professional
practice, hence professional growth.



What happens to the
reported ADRs?



Processing

Submitted report will be entered into database of
ADRs and be analyzed on a regular basis by PPVD.



Causality assessment

The methOd by WhiCh €Xt€1’1t Of DRUGSAFETY! The CavsaLity | | Bv:vaeuoaAPM
relationship between a medicine | '

and a suspected reaction is
established

/Do vou see any

WHO scale of assessment & )
Naranjo's scale are the most -
commonly used scales.




WHO Probability Scale

Causality
term

Assessment criteria (all points should be reasonably
complied)

Certain

Probable/s
likely

Possible

UInhkely

Conditionald
unclassified

Unassessahlef
unclassifiable

Event or laboratory test abnormality, with plausible time
relationshap to drug intake

Cannot be explained by disease or other drugs

Response to withdrawal plausible (pharmacologically,
pathologically)

Event definitive pharmacologically or phenomenologically
(1e, an objective and specific medical disorder or a
recognized pharmacologic phenomenon)

Rechallenge satisfactory, 1f necessary

Event or laboratory test abnormality, with reasonable time
relationshap to drug intake

Unhkely to be attmbuted to disease or other drugs
Response to withdrawal clhimically reasonable

Rechallenge not required

Event or laboratory test abnormality, with reasonable time
relationshap to drug intake

Could also be explained by disease or other drugs
Information on drug withdrawal may be lacking or unclear
Event or laboratory test abnormality, with a time to drug
intake that makes a relattonshap improbable (but not
impossible)

Dsease or other drugs provide plausible explanation
Event or laboratory test abnormality

More data for proper assessment needed, or

Additronal data under examination

Report suggesting an adverse reaction

Cannot be judged because information i1s insufficient or
contradictory

Data cannot be supplemented or verified




Naranjo’s Algorithm

Question Yes | No | Do Not
Know
Are there previous conclusive reports on this reaction? +1 0 0
Did the adverse event appear after the suspected medicine was +2 y 0
administered?
Did the adverse reaction improve when the medicine was +1 0 0
discontinued or a specific antagonist was administered?
Did the adverse reaction reappear when the medicine was re-
G +2 -1 0
administered?
Are there alternate causes (other than the medicine) that could 1 0 0
solely have caused the reaction?
Was the medicine detected in the blood (or other fluids)in a
: : +1 0 0
concentration known to be toxic?
Was the reaction more severe when the dose was increased or less
+1 0 0
severe when the dose was decreased?
Did the patient have a similar reaction to the same or similar - 0 0
medicines in any previous exposure?
Was the adverse event confirmed by objective evidenca? +1 0 0

Scoring for NARANJO's Algorithm
0 = doubtful ADR

> 9 = definite ADR

5-8 = probable ADR

1-4 = possible ADR




Depending on outcome, ACTION may be taken

Changes to package insert of medication (restriction in use,
warnings and precautions , dose or schedule)

Issue of updated drug safety letters ,RMPs.

Instructions on how to Manage ADR.

Restricting or amending the way it is used.

Change EDL medicines list (.8, L-Asparg. to Peg-Asparginase)

Further research may be commissioned.

Communications to patients or HCPs, public warnings, alerts...

Withdraw it from market (very rare).

Reports are sent to VigiBase



Challenges that face running
good PV activities in Palestine

No adequate number of properly trained persons
No funding for training courses on PV .

National database for collating and managing ADR
reports does not exist.

Not all Pharmaceutical companies do perform
Pharmacovigilance activities .

Not member in WHO/UMC.



Pharmacovigilance is an excellent
employment option for pharmacists

o ‘
v
]
J
”
# ' { .
‘!

v'Pharmaceutical companies
v'Medical device companies

v'Biotechnology companies

v'Regulatory Authorities and organizations

v Pharmacovigilance units in Medical colleges 4
v’ Clinical Research Organizations.

v’ Contract Research Organizations (CROs)




Social Media Screening for ADR
moniforing

W) WORK s

EMAIL o2 At Tisinemm.,
e NETWORK AgEOGS CONTY
IRC arket # " mcrures TOPIC

FAL)

messa
CHATTI

‘‘‘‘‘



Conclusio

« Drug safety monitory is responsibility of all — government,
health professionals MAHs and consumers/patients.

« If you suspect ADR Report it .. do not assume someone else
will report it!

o Your value as a pharmacist must be linked to your prevention
of medication errors or ADRs.






