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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.  



Adverse drug 
reactions (ADRs) and 
side effects are both 

UNINTENDED
responses to a 
medication. 

But ADRs are harmful and 
more UNEXPECTED than side 

effects.

Side effects are more 
predictable than ADRs. 
Plus, side effects can be 
beneficial or harmful.



An adverse reaction includes ARs which arise from: 
▪ use of a medicinal product within terms 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?



ADRs are one of leading causes of morbidity and mortality in 
health care that is, for the most part, preventable.



Impact of ADRs



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



Bromfenac (Duract) was 
NSAID removed from 

market in 1998, less than 
1 year after it was 

introduced. 

Bromfenac caused serious 
hepatotoxicity in only 1 in 
20,000 patients taking 

the drug for longer than 
10 days.



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



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

PHARMACOVIGILANCE ’ PV’





(Greek) = medicinal substance

(Latin) = to keep watch.





• 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 
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 
agencies and demand for safety information .

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

Pharmacovigilance in Times of COVID-19





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





IN 1848 



Elixir of
Death

The company used a poisonous antifreeze solvent, 
diethylene glycol.



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







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.





A Representative from 
JFDA, Dr Jaber Jaber

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. 



Recommendations & 

action plan 

for pharmacovigilance 

were developed to addresses gaps in 
training and development of PV 

regulations.



by his 
Excellency 
Minister of 

Health 
Dr. Jawad

Awad

which guarantee the right of all Palestinians citizens to obtain a safe and effective medicine. 



PPVD

PV for herbals 
supplements 
&cosmetics

PV for 
medicines

By beginning
of 2018 

modification on
organizational 
structure of 

PID



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







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









2 

September 

2018

Circulars sent to union of Palestinian pharmaceutical 
industries  and distributors 

21 QPPVV



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.



PV instructions require

health professionals 
should report ADRs 

BY unified reporting form

“yellow card “ 
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’ 



PPVD 







Medication safety officer
(MSO) 

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

• Identifying and Preventing Medication 
Errors and ADRs.

• Responsibilities reaches into every corner 
of the health-care system



increased after disseminating 
ADR form and PV instructions to 

MOH centers and MAHs. 

MORE THAN 800 Reports 
(BUT still low)



ADRs 810
PSURS+ RMPS
Periodic safety update reports 
and risk management plans 433

DHPC 75

PV MASTER FILES 7

PV FILES RECEIVED TILL NOW 
Only from MAHs 



Switch-related ADRs





Pharmacovigilance is one activity where there are 
hardly any rewards or incentives.

SRS relies entirely on 



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. 

Be alert to 



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

Lack  of      

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

Continuous education and training in various forums, 
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.

One in five women 
taking valproate in 
EU are unaware of 

risks of taking it 
when pregnant.



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 
MAHs





Each yellow card concerns
an Individual Case 
experienced ADRs, 

thus it is also called 
Individual Case Safety

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:



1. An identifiable Patient  
characteristics





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.

Effect of Dechallenge and Rechallenge 

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 .





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





Suspected ADRs resulting from 
prescription medicines, OTC 

medications and herbal 
remedies.

Causality does not need to have been established.



For new medicines

report all the suspected 
reactions, including minor 
ones. 

Medicines are still considered
“new” up to 5 years after
marketing authorization.

(marked ▼)



For  established  
medicines  or  well-
known  medicines 

report  all  serious  or  
unusual unexpected 
suspected adverse reactions 
.



Report if an increased 
frequency of a given 
reaction is suspected.



Report all suspected ADRs 
associated with 

drug-drug, 

drug food or

drug-food supplements (herbal 
and complementary products) 

INTERACTIONS.



Report when suspected 
ADRs are associated 
with medicine 
withdrawals.



Report ADRs 
occurring from 
overdose or 
medication error.



Report ADRs in special 
fields of interest such 
as 
medicine abuse and 
medicine use in pregnancy 
(teratogenicity) and
during lactation.



In  children  under  age  of  18,
all  suspected  ADRs  occurring
should  be  reported regardless of 
whether medicine is licensed for use 
in children. 



Report persistent adverse 
reactions that could 
threaten adherence.



Will reporting have any negative 
consequences 

for the reporter?



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




Why report ADRs? 



Continual safety monitoring of OLD and new 
medications



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?



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



The method by which extent of 
relationship between a medicine 

and a suspected reaction is 
established 

WHO scale of assessment & 
Naranjo's scale are the most 

commonly used scales.

Causality assessment



WHO Probability Scale



Naranjo’s Algorithm

Scoring for NARANJO's Algorithm

0 = doubtful ADR

> 9 = definite ADR

5-8 = probable ADR

1-4 = possible ADR



Issue of updated drug safety letters ,RMPs.

Depending on outcome, ACTION may be taken
Changes to package insert  of medication (restriction in use, 

warnings and precautions , dose or schedule)

Instructions on how to Manage ADR. 
Restricting or amending the way it is used. 

Reports are sent to VigiBase

Communications to patients or HCPs, public warnings , alerts…

Change EDL medicines list (e.g, L-Asparg. to Peg-Asparginase)
Further research may be commissioned. 

Withdraw it from market (very rare). 



• 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. 

Challenges that face running 
good PV activities in Palestine 



Pharmacovigilance is an excellent 
employment option for pharmacists

✓Pharmaceutical companies

✓Medical device companies

✓Biotechnology companies
✓Regulatory Authorities and organizations 

✓ Pharmacovigilance units in Medical colleges & Hospitals

✓Clinical Research Organizations.

✓Contract Research Organizations (CROs)



If you suspect it Report it ..

do not assume someone else will report it!



• 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.




