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1. INTRODUCTION

Medicines are an essential aspect of global health care systems. Medicines save lives, hence,
the awareness regarding reporting adverse drug reactions (ADRS) is crucial to achieve
rational use of medicines and maximize medication safety in the community. ADR reporting
Is an integral element in drug safety surveillance of Jordan Pharmacovigilance System.

1.1. Purpose

This Document released by the Jordan Food and Drug Administration (JFDA), serves
as a guidance for healthcare professionals (HCPs) on the reporting of adverse drug
reactions It is designed to encourage HCPs to participate in post-marketing drug
surveillance activities by voluntarily reporting adverse drug reactions experienced by
their patients.

It contains an introduction to pharmacovigilance that includes sections on how to
identify, classify and characterize adverse drug reactions (ADRs) and, most
importantly, the requirements for reporting and method of registration and reporting in
the Jordanian Pharmacovigilance System. The guideline demonstrates the process for
the evaluation of reports at the Jordan pharmacovigilance Center (JPC), including the
scale used for causality assessments.

All healthcare professionals are advised to engage in pharmacovigilance and report
ADRs to ensure that all patients have access to safe, effective, and high-quality
medicines.

2. PHARMACOVIGILANCE

2.1. Pharmacovigilance (PV) definition

According to the World Health Organization, pharmacovigilance is defined as the
science and activities relating to the detection, assessment, understanding and
prevention of adverse effects or any other drug/vaccine related problems.

2.2. Objectives of Pharmacovigilance
e Toimprove patient care, public health and safety in relation to the use of medicines.

e Todetect issues related to the prescribed medicines and communicate them with healthcare
professionals and public in a timely manner.

e To promote understanding, education and clinical training in pharmacovigilance and its
effective communication to health professionals and the public.
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2.3.

2.4.

Jordan Pharmacovigilance Center (JPC)

According to the Law of the Jordan Food and Drug Administration, issued by a Royal
Decree, No.

(41) for the year 2008, JFDA oversees, regulates, and ensures the safety, efficacy, and
quality of medicines marketed in Jordan. Accordingly, JFDA built the necessary
infrastructure to achieve its goals and address these critical priorities. Part of this
infrastructure was establishing JPC for monitoring adverse drug reactions (ADRS) and
the quality of medicines. Monitoring and evaluating the safety issues related to medicinal
products and communicating with healthcare professionals and the public are vital in
safeguarding patients™ welfare and public health.

The objectives of JPC are to identify as quickly as possible important and serious ADRS
to establish a causal relationship between drugs and adverse reactions. JPC has
developed data collection and investigation tools to ensure that information concerning
the association between drugs and adverse reactions is complete and reliable. JPC
joined the World Health Organization (WHQO) drug safety program in 2002 and is
handling ADR reports and other pharmacovigilance data in a manner compatible with
the procedures undertaken by the WHO collaborating center for international drug
monitoring. This allows pertinent data to be exchanged smoothly between JFDA and
WHO.

Jordan pharmacovigilance reporting system

One of the cornerstones of developing an effective national spontaneous drug safety
program is establishing an electronic system for ADE reports collection. The current
system was established to simplify the reporting process and maintain the data, allowing
the public, HCPs, and pharmaceutical companies to report adverse drug events,
medication errors, or any problem defect in product quality. Since the system’s success is
best ensured by active and ongoing participation, JFDA strongly encourages all members
of the medical field to take part and report via vigiflow-eforms.who- umc.org or other
different channels described in the patient information leaflet (PIL) attached to all
marketed medications and the Summary of Product Characteristics (SmPC), which can
be accessed via JFDA web page at: www.jfda.jo. (See appendix 1 for how to report via
the electronic reporting system).
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2.5. Regional Pharmacovigilance Centers

The JFDA has established seven regional pharmacovigilance centers across the country
to support the JPC. These regional centers, created between 2012 to 2023 are located in
the northern, middle, and southern regions, and include:
- Al- Karak governmental hospital.
- Al- Bashir governmental hospital.
- Prince Hamza governmental hospital.
- Jordan university hospital / Jordan University Pharmacy College
- King Abdullah university hospital.
- Jordan Drug Information and Toxicology Center (JDITC) - Royal medical services (RMS).
- King Hussein cancer center.

The objectives of these regional centers are to:

e Report the side effects of drugs and other medicine-related problems to the
Uppsala monitoring center (UMC- Vigiflow) database using a unique login
for each center, managed by the dedicated personnel. This system has
contributed to an increase in the number of ADR reports submitted to the
UMC.

e Increase awareness about pharmacovigilance and the importance of reporting
adverse drug reactions (ADRs) and promote the reporting of ADRSs by
healthcare providers.

e Coordination and collaboration with the JPC and, provide necessary support
and information.

3. ADVERSE DRUG REACTION and ADVERSE EVENTS

3.1. Definitions

e Medicinal product:
A medicinal product is characterized by any substance or combination of substances,
- Presented as having properties for treating or preventing disease in human beings; or

- Which may be used in or administered to human beings with a view to either restoring,
correcting, or modifying physiological functions by exerting a pharmacological,
immunological, or metabolic action or to make a medical diagnosis.

e Adverse drug event:

Any untoward medical occurrence that may occur during treatment with a pharmaceutical
product, but does not necessarily have a causal relationship with this treatment.
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e Adverse drug reaction:

A response to a drug that is noxious and unintended and that occurs at doses used in humans
for prophylaxis, diagnosis, or therapy of disease, or for the modification of physiologic
function.

- Adverse drug reactions may arise from the use of the product within or outside the terms
of the reaction may be a known side effect of the drug or it may be new and previously
unrecognized.

- Reporting of suspected ADRs where there is a suspicion of a causal relationship between
the medicinal product taken and the suspected reaction experienced.

3.2. Classification of Adverse drug reactions

Adverse drug reactions can be classified as:

1. Type A Reactions: (augmented) reactions that result from an exaggeration of a
drug’s normal pharmacological actions when given at the usual therapeutic dose
and are normally dose-dependent
» For example, respiratory depression with opioids or bleeding with warfarin.
» Type A reactions also include those that are not directly related to the desired
pharmacological action of the drug, for example, dry mouth that is associated with
tricyclic antidepressants.

2. Type B Reactions: (bizarre) reactions are novel responses that are not expected
from the known pharmacological actions of the drug.
» less common
» Discovered for the first time after a drug has already been made available for
general use

» Examples include anaphylaxis with penicillin or skin rashes with antibiotics.

3. Type C Reactions: or ‘continuing’ reactions, persist for a relatively long time.
» Anexample is osteonecrosis of the jaw with bisphosphonates.

4. Type D Reactions: or ‘delayed’ reactions, become apparent sometime after the
use of a medicine. The timing of these may make them more difficult to detect.
» Anexample is leucopoenia, which can occur up to six weeks after a dose of
Lomustine.

5. Type E Reactions: or ‘end-of-use’ reactions, are associated with the withdrawal
of a medicine.
» Anexample is insomnia, anxiety and perceptual disturbances following the
withdrawal of benzodiazepines.
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6. Type F Reactions: or unexpected failure of efficacy—these reactions occur when
there is a failure of efficacy. Such reactions are common, may be dose-related and
are often caused by drug interactions. The reaction is treated by increasing the dose
and considering the effects of concomitant therapy.

» Examples include Resistance to antimicrobials
» Inadequate dosage or oral contraceptives, particularly when used with specific
enzyme inducers.

7. Type G Reactions: it involved genetic damage, usually irreversible and serious,
and is often detected in preclinical toxicology or long-term studies.

3.3. Serious adverse events

There is lots of confusion or misunderstanding of the difference between the terms
‘serious’ and ‘severe’, the term ’severe’ is not synonymous with serious. Hence, the
following

clarification is provided:

- Severe is used to describe the measure of intensity (severity) of a specific reaction
(as in mild, moderate or severe); the reaction itself, however, may be of relatively
minor medical significance (such as severe headache).

- Seriousness (not severity) is based on patient/reaction outcome or action criteria that
serves as a guide for defining regulatory reporting obligations.

Criteria for serious ADRs:

A serious adverse event or serious adverse reaction is any untoward medical
occurrence that may cause at any dose one of the following outcomes:
1. Death
Report if the patient's death is suspected as being a direct outcome of the adverse reaction.
2. Life-threatening
Report if the patient was at substantial risk of dying at the time of the adverse reaction or if
it is suspected that the use or continued use of the product would result in the patient's death.
Examples: Pacemaker failure; gastrointestinal hemorrhage; bone marrow suppression;
infusion pump failure which permits uncontrolled free flow resulting in excessive medicine
dosing.
3. Require or prolongation of hospitalization
Report if admission to the hospital or prolongation of a hospital stay results because of the
suspected adverse reaction.
4. Cause disability
Report if the adverse reaction resulted in a significant, persistent, or permanent disability/
incapacity; (change, impairment, damage, or disruption in the patient's body
function/structure, physical activities, or quality of life).
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5.

Cause congenital anomaly

Report if there are suspicions that exposure to a medical product prior to conception or
during pregnancy resulted in an adverse outcome in the child (birth defect).

Requires intervention to prevent permanent injury

Medical and scientific judgment should be exercised in deciding whether other situations

should be considered serious such as important medical events that might NOT be
immediately life-threatening or result in death or hospitalization but might cause danger

to the patient or might require intervention to prevent one of the other outcomes listed in the
definition above.

3.4. Expectedness of the adverse drug reaction

3.5.

The expectedness of the reaction is assessed in accordance with the approved product
information; the reaction is defined as expected if it is included in the patient
information leaflet (PIL) or the summary of product characteristics (SmPC). On the
other hand, the unexpectedness of the reaction includes the following:

e Th
of
e Th

e reaction is not included in the patient information leaflet (PIL) or the summary
product characteristics (SmPC).
e reaction is included in the patient information leaflet (PIL) or the summary of

product characteristics (SmPC) but showed changes in its known frequency.

e Th

e reaction is included in the patient information leaflet (PIL) or the summary of

product characteristics (SmPC) but showed changes in its known severity, i.e., the
change in the severity of a known adverse drug reaction is considered as
unexpected to that medicine.

How to identify adverse drug reactions?

ADRs are difficult and sometimes impossible to differentiate from the disease being

treated,

since they may function through the same physiological and pathological

pathways. However, when examining suspected drug related ADRs, the following
techniques are useful:

1. En

sure that the drug ordered is the medicine received and actually taken by the

patient at the dose advised.
2. Take a proper history and do a proper examination of the patient;

A full history of medicines and medical status should be taken
An ADR should be your first differential diagnosis at all times

Ask if this adverse reaction can be explained by any other cause, e.g., patient's underlying
disease, other medicines including over-the-counter medicines or traditional medicines,
toxins, or foods

It is essential that the patient is thoroughly investigated to decide the actual cause of any
new medical problem.
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A medicine-related cause must be considered, especially when other causes do not explain
the patient's condition

3. Establish time relationships by answering the following question: did the ADR
occur immediately following the medicine administration? Some reactions occur
immediately after the medicine has been given, while others take time to
develop. The time from the start of therapy to the time of onset of the suspected
reaction must be logical.

4. Carry out a thorough physical examination with appropriate laboratory
investigations if necessary:

Remember: only few medicines produce distinctive physical signs.

Exceptions include fixed medicine eruptions, steroid-induced dermal atrophy, and acute
extrapyramidal reactions.

Laboratory tests are important if the medicine is considered essential in improving patient
care or if the laboratory tests results will improve the management of the patient.

Try to describe the reaction as clearly as possible- Where possible, provide an accurate
diagnosis.

5. Effect of De-challenge and Re-challenge should be determined

De-challenge (withdrawal of the suspected medicine): Positive de-challenge is the
improvement / resolution of ADR when the suspected medicine is withdrawn, it is a
strong, though not conclusive, indication of medicine-induced reaction.

Re-challenge (re-introducing the suspected medicine after a de-challenge) re-challenge is
only justifiable when the benefit of reintroducing the suspected medicine to the patient
outweighs the risk of recurrence of the reaction, which is rare. In some cases, the reaction
may be more severe on repeated exposure. Re-challenge requires serious ethical
considerations.

4, REPORTING OF ADVERSE DRUG EVENTS

4.1. Type of adverse drug events reports

Unsolicited reports (spontaneous reports; definition)

A spontaneous report is an unsolicited communication by a healthcare professional, or
consumer to the JFDA that describes one or more suspected adverse reactions in a
patient who was given one or more medicinal products and that does not derive from a
study or any organized data collection systems where adverse events reporting is
actively sought.

The spontaneous reporting structure is the voluntary and the most common way through
which the regulatory bodies collect ADR information for medicines once they are on
the market.
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Why is reporting ADRSs in a spontaneous setting important?

It helps in detecting rare adverse drug events.

O

Detection of safety in special populations (e.g., pregnant women).

O

Determining long-term safety of the products in the market.

O

(@]

patients with co-morbidities).

4.2. What should be reported?

¢ ADRs resulting from prescription medicines, herbal remedies, and OTC
medications can all be reported.

o For established medicines or well-known medicines, report all serious, non-
serious, or unusual suspected adverse reactions.

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

Assessment of drug safety in real-world circumstances (e.g., patients with polypharmacy or

¢ Report all suspected ADRs associated with drug-drug, drug-food or drug-
food supplements (including herbal and complementary products) interactions.

¢ Report when suspected ADRs are associated with medicine withdrawals.

¢ Report ADRs were occurring from overdose or medication error.

e Report ADRs in special fields of interest such as medicine abuse and medicine

use in pregnancy (teratogenicity) and during lactation.

¢ In children under the age of 18, all suspected ADRs occurring should be
reported regardless of whether the medicine is licensed for use in children or
not.

4.3. Characteristics of an ADR report with good quality

The quality of reports is critical for appropriate evaluation of the relationship between
the product and adverse reactions, thus good case reports include the following

elements:

1. Description of the adverse reaction or disease experience, including time to onset of

signs or symptoms and the seriousness of the reactions.

2. Suspected and concomitant medicines details (i.e., Name, concentration, dose,
dosage form, rout of administration, indication for use, duration of use, including
over-the-counter medications, dietary supplements, and recently discontinued

medications.

3. Patient characteristics, including initials, age, gender, weight, and baseline medical
condition prior to product therapy, co-morbid conditions, use of concomitant
medications, relevant family history of the disease, and presence of other risk
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factors.

4. Documentation of the diagnosis of the reactions, including methods used to make

the diagnosis.

Clinical course of the reaction and patient outcomes (e.g., hospitalization or death).

6. Relevant therapeutic measures and laboratory data at baseline, during therapy, and
subsequent to therapy, including blood levels, as appropriate.

7. Information about the response to de-challenge and re-challenge; and any other
relevant information (e.g., other details relating to the reaction or information on
benefits received by the patient, if important to the assessment of the reaction).

o

4.4. Validity check:

4.5.

4.6.

The report must be valid to enable JFDA to evaluate it. A valid report musthave the
following criteria:
1. Single patient information at least one of the following: patient initials, sex,
weight, age at the time of reaction, or date of birth.
2. Suspected medicine
3. Suspected adverse reaction
4. An identifiable reporter (e.g., name, initials, address, contact details,
qualification; if a healthcare professional).

All suspected adverse drug events, whether known or unknown, serious or not, should
be reported as soon as possible. It is always best practice to submit a report if there is any
uncertainty regarding whether or not it is an ADR.

Will reporting have any negative consequences on the reporter?

The outcome of the report, together with any important or relevant information relating
to the reported reaction, will be communicated to the reporter as appropriate. According
to the Personal Data Protection Law No. (24) of 2023 that was published in the official
Gazette No. 5881 on September 17, 2023, the details of the report are stored in a
confidential database at the (JPC). The reporter and patient identity are held in strict
confidence by JFDA fully protected by the law; information provided by the reporter is
strictly protected and will not be used in any way against him / her.

Causality Assessment:

Causality assessment essentially means finding a causal association or relationship
between a drug and an adverse reaction. It is an evaluation of the likelihood that a
particular treatment is a cause of an observed adverse drug event (ADE). JPC evaluates
adverse drug events based on the world health organization (WHO) Uppsala monitoring
center (UMC) causality assessment scale.

4.6.1. WHO-UMC system case causality assessment

WHO-UMC scale is the causality assessment used by WHO Program for
International Drug Monitoring (PIDM). It is used to study causal association
or relationship between a drug and a drug reaction.
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Causality term Assessment criteria
» Event or laboratory test abnormality, with plausible time relationship to drug
intake.
» Cannot be explained by disease or other drugs.
Certain » Response to withdrawal plausible (pharmacologically, pathologically).

« Event definitive pharmacologically or phenomenologically (i.e., an objective
and specific medical disorder or a recognized pharmacological phenomenon).
» Re-challenge satisfactory, if necessary.

» Eventor laboratory test abnormality, with reasonable time relationship to drug

Probable / Likel intake
robable FLIkely Unlikely to be attributed to disease or other drugs

*  Response to withdrawal clinically reasonable
Re-challenge not required

» Eventor laboratory test abnormality, with reasonable time relationship to drug
intake

»  Could also be explained by disease or other drugs

» Information on drug withdrawal may be lacking or unclear

Possible

» Event or laboratory test abnormality, with a time to drug intake that makes a
Unlikely relationship improbable (but not impossible)
» Disease or other drugs provide plausible explanations

Conditional / » Event or laboratory test abnormality
Unclassified »  More data for proper assessment needed, or
»  Additional data under examination
Un-assessable / » Report suggesting an adverse reaction
Unclassifiable » Cannot be judged because information is insufficient or contradictory

» Data cannot be supplemented or verified
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5. ADEs evaluation Process at JPC:

Report ADR to the JPC* —» reviewfor & Report —+ BecomeValid

+ Received flrough: Coding
E-mal: JPC@ jfdajo WHO.DD)
E-reporting (JFDA Website)

Fegional pharmacovigilance centers
JFDA mobile application 4
Yellow card hard gops ¥
Telephone: 06-3632000 Evaluati
0
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Yes Potential Mo Ewms ¥ Felatedness
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6.Available Reporting Tools (Electronic, Application, Email, Paper, Telephone)
Participate in maintaining drug safety through reporting using the suitable reporting tools:

O Y O

JPC
(e-reporting) JFDA App :
https://vigiflow-eforms.who- Email
umc.org/jo/jpc
Android ipc@ifda.jo

| | 0

You can use printed yellow card or Telephone for ADRs
reporting to the JPC

After filling the card; it can be sent to the JFDA/ JPC:

Address: Shafa Badran - Marj AlFaras- Saad Juma Street - next to the
Directorate General of the Gendarmerie, Building No. 10, Amman-
Jordan.

E-mail: jpc@jfda.jo

Telephone: +962-6-5632000

Filling out the form requires some time (around 5-10 minutes), but reporting adverse drug
reactions is fundamental and crucial for safe medication use. The JFDA can only evaluate the
safety of medicinal products in Jordan if sufficient information was provided.

Always remember, when in doubt, fill the ADR form
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https://www.jfda.jo/ebv4.0/root_storage/ar/eb_list_page/%D8%A7%D8%B3%D8%B3_%D8%A7%D9%84%D9%8A%D9%82%D8%B8%D8%A9_%D8%A7%D9%84%D8%AF%D9%88%D8%A7%D8%A6%D9%8A%D8%A9_%D9%84%D8%B3%D9%86%D8%A9_2016.pdf
https://www.jfda.jo/ebv4.0/root_storage/ar/eb_list_page/%D8%A7%D8%B3%D8%B3_%D8%A7%D9%84%D9%8A%D9%82%D8%B8%D8%A9_%D8%A7%D9%84%D8%AF%D9%88%D8%A7%D8%A6%D9%8A%D8%A9_%D9%84%D8%B3%D9%86%D8%A9_2016.pdf
https://www.fda.gov/safety/reporting-serious-problems-fda/what-serious-adverse-event
https://www.fda.gov/safety/reporting-serious-problems-fda/what-serious-adverse-event
https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse-reaction-reporting/mandatory-hospital-reporting/drugs-devices/guidance.html#a1
https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse-reaction-reporting/mandatory-hospital-reporting/drugs-devices/guidance.html#a1
https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse-reaction-reporting/mandatory-hospital-reporting/drugs-devices/guidance.html#a1
https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse-reaction-reporting/mandatory-hospital-reporting/drugs-devices/guidance.html#a1
https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse-reaction-reporting/mandatory-hospital-reporting/drugs-devices/guidance.html#a1
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APPENDIX 1

How to report Adverse Drug Reactions via the “e-reporting”
Where to find the link for the service?

https://vigiflow-eforms.who-umc.org/jo/jpc

Select languige

l - Erghsh v

il

2 “ accept the bems and conditions
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e After you finish each page, just go to the next

Aausladl BV e (rieyaSIVI 2ALVI 2395

Describe what happened

Describe what happensed in your own words, any symptoms or side effects you suspect were caused by your medicing, and what happened since then.
Other spedific details about each medicine and relevant dates can be entered below, but please incude enough information here to connect to the Reactions,/Symptoms section

below
Description
A
Recuired field is empty
Reactions/Symptoms

Describe the reactions in your own words. Click the ‘Add another reaction/symptom’ button for each reaction you will describe.

Reaction,/Symptom

Ircomglete adverse evert cata

Start date
| v
Reqaired fiekd is empty
Fill in 2= complete 2 posible
End date
e
Fill in 2= complete 2= presible
Duration
e

Outcome of reaction

N
Serious
Yes No
PReecpuired fiekd is empty

Add ancther reaction/symptom

One or more fields are not filled in correctly, pleass comect them before continuing
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Medicines

Enter the name and details for each medicine you were taking before the reaction occurred. Click on "Add another medicine” for each new medicine you need to describe. Please
also describe any herbal preparations, recreational drugs or other alternative medicines you were taking.

Medicine name

Full name of medicine (25 an the packege)

Iy te medicinal product

|i| Probably causing the reaction

Uncheck if you do not believe this medidne caused the reaction

Medicine producer

name an packags

Batch number

Dasage

Howe mudh did you take? For exemple 2 tablets 50 mg, 3 fimes a day’

How was the medicine administered

e
Start date

e
Fill in 2= complete 2 possiile
End date

o
Fleace e blank if the: medidine ic oill being takan
Duration

e
Reason for taking the medicine
Wy i yoous ke the medhcine? (For exaample: Diabetes, headache)
Action taken with medicine

e

tiher medicing

One or more fields are not filled in correctly, please comrect thermn before continuing
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. |
Additional information

Please give a short description of your medical history. This is important since some reactions only appear with a combination of previous or ongoing disease, special diets,
recreational drugs, smoking habits, alcohol intake or allergies. You can also enter other comments you feel are important.

Current and previous illnesses

Additional comments

e Fill out the form and Contact details then click “Submit report”

iy el g
‘.l'\ ordar

oty me;]l:ml;ilanr d..l.l..ll.?.” JL'X" ue WS}KJUI E}LI}” ZJSAJ

Contact details

Profession
Given name
Family name
Health facility
Email

Telephone

| Previous ‘ Submit report

”
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e To Install the ADRs reporting application in your computer device.

https://vigiflow-eforms.who-

umec.org/jo/jpc Or
Scan the QR Code
& e Zaslall JBYI e ey SINI EALYI 25 5ms

—— Center

X
oo Install 1LY e (igyiSIVI ENYI 2390 = Menu v
Publisher: vigiflow-eforms.who-umc.org
Use this site often? Install the app which:
* Opens in a focused window English v
* Has quick access options like pin to taskbar
* Syncs across multiple devices /

Install app

Install m Terms and conditions

e To Install the ADRs reporting mobile application in your device.

1- Install on iPhone/iOS/Safari (You can install the VigiMobile app from the
reporting form).

T

1. Scan QR code 2- Click share button 3. Add VigiMobile 4. VigiMobile now
to home screen appears as an app
(scroll down)
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2-

reporting form).

2. Under menu,

1. Scan QR code
choose Install app

e Yellow Card

Install on Android (You can install the VigiMobile app from the menu in the

3. VigiMobile now
appears as an app

[ Pharmacovigilance Report Form

Report of Suspected Adverse Drug Reaction and Medical Related Problem

fidenti

Note: tdentition of Reporter, Patient and institution will remain cor
Patient's Medical Record | Male Weight g Heigt om Age Yaars
Patient's Nama/or Initials ] Famate Pragnant? ) ves DiNe Which trimester?
-, L Strangth & | Siared | Stopped
Devige vy Sring teme Batch wo. Form & Route Doss an on e
1-
Buspected | R >
Deugs i — - — ‘
3
1
omer | x el
Hrags — _ + . .
3 i
1
Product
t > "o _wte.) Date of onwet Ouration of rmacton

Commants (o.g. relevant history, allergies, previous

oxposure to

the drug ot

Consequences of suspected reactions:-

Serious: [JYes [ INe i serious please b
] Doath (Date of desth Caune of donth )
Leading o ¢

Life threatensng ~] Hoapitallzation

gation of hospitalization

Poralatant disability (] Pro
(Specity

- Outcome On The Day of Report

] Recovered with reducsd function

Full recovery is expected ] Deatn Other (Specity )

dicate the serlousness of maction (&)

ongenital anomaly

“JOther serious consequences

[(JUnknown consequence

- Was Suspectod Drugs (s) Discontinued? [ vYes [] Ne if yen, wivich drugs ()7

Dt roactionin) disappear after discominuation of suspected druge(e)?
Yo ] No Unknown. i yes which rasction (»)7?
D4d reactions{s) reappear aftar relntroduction of suspected drugsis)?
{ Yo Ne ] Unknown
{ Roporter's Name & Status (Physician, Dentist, Pharmacist, Nuree)
| -
0. Bax Phone
E.mall Fax

sorter's Signature
food and Drug Administration

ing the report

Office Addreas

wt No

thore Is additional snformation y

23/25




Document Number — Revision: DD/RDU/GUL005-R01 Page 24 of 25

Document Title: Guidance on Adverse Drug Events Reporting for Healthcare Professionals

Guidance on Adverse Drug Events Reporting for HealthcareProfessionals

24125




Document Number — Revision: DD/RDU/GUL005-R01 Page 25 of 25

Document Title: Guidance on Adverse Drug Events Reporting for Healthcare Professionals

For Inquiries jpc@jfda.jo

For Comments info@jfda.jo

Please visit JFDA’s website at
https:/Awwwv.jfda.jo/Ar/List/c gy e fOr the
latest update
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