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Pharmaceutical Vigilance administra-
tion is the way through which the pro-
cesses for authorizing, regulat-
ing, monitoring and evaluating the
safety of any pharmaceutical product
or medical device take place, in addi-
tion to disseminating any safety infor-
mation for public health programs,
healthcare professionals, and the
Egyptian citizen.

The Pharmaceutical vigilance ad-
ministration is an integral part of the
Central Administration of Pharma-
ceutical Care that works on the en-
hancement of the pharmaceutical
services to guarantee safe and effec-
tive use of medications in Egypt, un-
der the patronage of the Egyptian
Drug Authority.
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Safety Notification Reminder ! Pseudoephedrine-contraindications
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The Regulatory Authority in New Zealand has published
the following safety notification:

Key messages

e Pseudoephedrine is included in some cold and flu
medicines for its nasal decongestant effects.

e  Pseudoephedrine must not be used in people with un-
controlled hypertension or severe coronary artery dis-
ease, concomitantly with monoamine oxidase inhibi-
tors (MAOIs), or people with hypersensitivity to
pseudoephedrine.

What is pseudoephedrine?

Pseudoephedrine is a sympathomimetic used as a nasal
decongestant.1, 2 It provides short-term symptomatic relief
of runny noses and nasal congestion due to conditions
such as colds and flu. Combination products contain
pseudoephedrine with either paracetamol or ibuprofen,
which relieve other cold and flu symptoms such as head-
ache, body aches and fever. Some combination products
also contain a sedating antihistamine to relieve sneezing,
itchy or watery eyes and assist rest.

Use of pseudoephedrine

Cold and flu medicines containing pseudoephedrine can be
used in adults and children . Advise patients of the follow-
ing.

e Do not use more than one cold and flu medicine to
avoid accidental overdose.

e Follow the recommended dose on the pack and do
not exceed this dose.

When should pseudoephedrine be avoided?
.Pseudoephedrine may exacerbate some existing medical
conditions or increase the risk of adverse effects. There-
fore, there are situations where the use of pseudoephedrine
must or should be avoided, as outlined below.

1. Pseudoephedrine is contraindicated and must not be
used in patientse with uncontrolled hypertension or
severe coronary artery disease

2. Taking monoamine oxidase inhibitors (MAOIs) or
who have taken MAOIs within the previous 14 days

3. With known hypersensitivity or idiosyncratic reaction
to pseudoephedrine and any other ingredients in the
medicine
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Use pseudoephedrine with caution in patients with
hepatic or renal impairment, severe hepatic or renal
dysfunction, controlled hypertension, hyperthyroidism,
diabetes mellitus, coronary or ischemic heart disease,
glaucoma and enlarged prostate. Note that combina-
tion products have additional contraindications and
cautions because they contain other active ingredients.
Check the data sheets for full information. Additional-
ly, pseudoephedrine is included on the World Anti-
Doping Agency (WADA) in competition prohibited
list.3 Athletes must stop taking pseudoephedrine at
least 24 hours before competition.

Other considerations for use

Other considerations for use of pseudoephedrine in-
clude the following.

Effects on sleep: Advise patients of sleeplessness if taken
a few hours before going to bed. However, note that
combination products containing a sedating antihista-
mine may cause drowsiness.

Ischemic colitis (reduced blood flow to the colon): Ad-
vise patients to discontinue use and seek medical ad-
vice if they develop sudden abdominal pain, rectal
bleeding or other symptoms of ischaemic colitis.

Skin reactions: Advise patients to discontinue use and
seek medical advice if they develop a rash with or with-
out fever or erythema (skin redness).

Posterior reversible encephalopathy (PRES) or reversible
cerebral vasoconstriction (RCVS): Advise patients to
discontinue use and seek medical advice if they devel-
op sudden onset of severe headache, nausea, vomiting
and visual disturbances.

Ischaemic optic neuropathy: Advise patients to discontin-
ue use and seek medical attention if they experience a
sudden loss of vision or decreased visual acuity, such
as scotoma (a blind spot).

References:
Medsafe : (Click Here)
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https://www.medsafe.govt.nz/profs/PUArticles/June2024/Spotlight-cold-flu-medicines-containing-pseudoephedrine.html
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Local Safety Report: Management of irinotecan related diarrhea

Since the beginning of 2024, the Egyptian Pharmaceuti-
cal Vigilance Centre has received ten ICSRs of Irinotec-
an induced diarrhea. Three out of ten ICSRs were seri-
ous, life-threatening and caused prolonged hospitalisa-
tion. The following is one of those case scenarios:

M.N.A. is an elderly male, 70 years old, suffering from
metastatic colon cancer, treated with FOLFIRI Proto-
col, Irinotecan 260 mg, Calcium folinate 240 mg, 1000
mg 5-Flurouracil as continuous infusion / 46 hours
(Every 15 days).

After Irinotecan administration — before calcium foli-
nate infusion- the case experienced muscle spasm, dizzi-
ness, dyspnoea, bone pain, diarrhea, anorexia.

The infusion was held temporarily for assessment and
presenting the corrective treatments including Hydro-
cortisone, pantoprazole. ECG and Electrolytes were
normal

After the case is controlled, the regimen was resumed,
muscle spasm, dizziness, dyspnea, bone pain was re-
solved except diarrhea. The consultant did not modify
Irinotecan dose, three days later the case improved and
recovered, although the case was serious, life threaten-
ing and needed prolonged hospitalization. Concomitant
medications include Calcium folinate and 5-flurouracil.

Background

Diarrhea can be a side effect of chemotherapy, radiation
therapy, immunotherapy and targeted therapies and can
be intensified when treatment modalities are combined.
Treatment-induced diarrhea can lead to malnutrition,
weight loss, electrolyte imbalance, renal insufficiency
and hospital admission, and can have a significant nega-
tive effect on a patient’s quality of life causing discom-
fort and limiting daily activities.

It may be severe enough to require a dose reduction, a
dose delay or discontinuation of treatment, or changes
to the patient’s radiation therapy treatment plan. In se-
vere cases, if left untreated, it can be life threatening,
especially in a patient who is also neutropenic.

Irinotecan-Induced Diarrhea (IID): Two types of diar-
rheas were observed after administration of irinotecan,
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namely acute diarrhea and delayed diarrhea. Imme-
diate onset acute diarrhea is defined as diarrhea oc-
curring within 24 h after receiving irinotecan and is
usually caused by acute cholinergic properties and is
often accompanied by other symptoms of choliner-
gic excess, such as abdominal cramping, rhinitis,
lacrimation, and salivation; acute diarrhea can be
successfully prevented with the prophylactic use of
atropine. Delayed-type diarrhea is defined as diar-
rhea occurring more than 24 h after the initial ad-
ministration of irinotecan. The delayed form usually
peaks after about 11 days treatment.

Management of irinotecan-induced diarrhea:

Acute diarrhea:

e Acute diarrhea can be controlled using a dose of
0.25 mg subcu-
taneous or IV
atropine  and
can be prevent-
ed with future
courses of
chemotherapy
by the admin-
istration of the
atropine prior to
the dose of iri-
notecan. A fur-
ther 0.25mg
dose can be repeated if needed within the 24-
hour period post irinotecan.

e  Monitor blood pressure and heart rate regularly.
Delayed diarrhea:
e Atropine has no role in delayed diarrhea.

e At the first loose stool, loperamide should be
commenced: 4mg (2 tablets), then 2mg every 2
hours until 12 hours after the last loose stool (up
to a maximum of 48 hours).

= Exceeding the daily limit of 16 mg/day
is accepted for treatment of irinotecan-
associated diarrhea in adults.

= Change to as-needed dosing after 12-
hour bowel movement-free period.
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Local Safety Report: Management of irinotecan related diarrhea

If diarrhea lasts more than 24 hours, ciprofloxacin
500mg twice daily should be started, in addition to
loperamide.

Supportive management:

Fluids and electrolytes

Drink 3 or more liters of clear liquids/day, which
should consist of electrolyte-containing fluids (sport
drinks, broth, decaffeinated tea)

Nutrition
e Avoid dairy, caffeine, alcohol and concentrated fruit
juices

e “BRAT” diet (bananas, rice, applesauce, and toast)
e Bulk-forming agents

e Severe diarrhea may require bowel rest with paren-
teral nutrition

If diarrhea lasts > 48 hours, or if the patient reports
symptoms of dehydration or fever, they should be ad-
mitted immediately to hospital for rehydration and fur-
ther management, including an infection screen.

The occurrence of severe diarrhea concomitantly with
severe neutropenia is life-threatening, requiring immedi-
ate admission to hospital and the institution of support-
ive measures.

Irinotecan Dose Adjustment for Diarrhea:

Regarding irinotecan induced diarrhoea and dose modi-
fications, it depends on several parameters such as:

e Is irinotecan administered in a single agent or com-
bination schedule?

e  What is the diarrhoea grade?
o Isthe patient having other comorbidities?
e Disease stage and the general treatment plan
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The following table include ¢ Colorectal Cancer: Sin-
gle-Agent Schedule: Recommended Dosage Modifi-
cations’

Incidence is | Abdominal pain (68%), anorexia (44%), constipa-
more than tion (32%), diarrhea (84%, grades 3/4: 22%; late:
10 % 83%, grades 3/4: 31%; early: 43%, grades 3/4:
7%), nausea (70% to 82%; grades 3/4: 11% to
16%), stomatitis (30%; grades 3/4: 2%), vomiting
(62% to 63%; grades 3/4: 12% to 14%)

Increased serum bilirubin (84%)

Post- Increased pancreatic enzymes, intestinal perfora-
marketing tion, non-Hirschsprung megacolon, pancreatitis
reports

References:
Management of diarrhea (Click Here)

Irinotecan induced diarrhea- : (Click Here)
Irinotecan Information- : (Click Here)
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a.%09https:/www.england.nhs.uk/mids-east/wp-content/uploads/sites/7/2018/04/guidelines-for-management-of-diarrhea%20-v2-3.pdf
b.%09https:/www.clinicsinoncology.com/open-access/irinotecan-induced-diarrhea-during-a-protractednbspadministration-schedule-for-pediatric-9390.pdf
c.%09https:/online.lexi.com/lco/action/doc/retrieve/docid/patch_f/7117?cesid=4PiEqTEQPwM&searchUrl=%2Flco%2Faction%2Fsearch%3Fq%3Dirinotecan%26t%3Dname%26acs%3Dtrue%26acq%3Dirini
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Egyptian Pharmaceutical Vigilance Center (EPVC) Vigiflow expans1on project

Trainings for Raising Reporting Awareness

The Egyptian Pharmaceutical Vigilance Center (EPVC) is delighted to provide Vigiflow expansion training
(advanced level) in coordination with Supreme Council of University Hospitals. 65 attendees of focal points from
University Hospitals received additional two training sessions titled: "Vigiflow and ICSRs common pitfalls, com-
pleteness score and Case quality" These training sessions will help to improve the quality of cases being entered into
the national database. By providing training to the focal points of various organizations, the hope is that data entry
on the national database reporting system will be strengthened on an advanced level. This will ultimately lead to
better case's data quality and more accurate reporting. In the midst of these training sessions, EPVC is actively re-
trieving cases from the national database, revising them, and giving the coordinating organizations constructive
criticism. It is anticipated that this approach will lead to a more strong and dependable way of monitoring and con-
trolling pharmaceutical safety threats. EPVC would like to express its appreciation to to Giza Health Directorate
and Cairo Health directorate for their high entering rate of ICSRs on vigiflow To all the organizations who Co-
opperated with EPVC to expand the Vigiflow system, EPVC would like to thank you for submitting cases to the
national database reporting system. We hope they continue to succeed in their endeavors and appreciate their dedi-
cation and maturity in moving forward with more advanced stages for case quality as well as their monthly entry
cases, which are substantial, in the national database.

“Together for Safe Medicine* Initiative News:

Egyptian Drug Authority (EDA) Extended the registration for the fifth wave of the Central Administra-
tion of Pharmaceutical Care pharmacovigilance Initiative “Together for Safe Medicine" till August 30,
2024. Where pharmacists who are owners or employees of a community pharmacy in Egypt; or outpa-
tient pharmacies of any governmental hospital; or any private institution can register for the fifth wave of
the initiative.
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Patient should carry a list of his medications in case of emer-
gencies

Health care provider should guide the patient to:

Create an updated list of all medications he is +ak-
g, dov't forget vitamins, over-the-comnter medi-
cines and herbal supplements.,

The list should include the name of the medication,
the dose and the number of times a day he has +o
take it.

TIuclude information about how +o take the medi- N\ —

cation (With or without food, as a pill, as a shot).
Tuclude vformation about any allergies.

Share the list with close friends, family and care-

. Picture : (Click Here)
givers.

Keep the list handy in case of an emergency.

References:
Tip reference (Click Here)

Visit EDA website to find all medicine- related news, updates and alerts Click here
You will find all EPVC Newsletters and DHPCs here



https://www.edaegypt.gov.eg/ar/
https://www.edaegypt.gov.eg/ar/%D8%A5%D8%B5%D8%AF%D8%A7%D8%B1%D8%A7%D8%AA-%D8%A7%D9%84%D9%87%D9%8A%D8%A6%D8%A9/%D9%86%D8%B4%D8%B1%D8%A7%D8%AA-%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/
https://www.johnmuirhealth.com/health-education/health-wellness/medication-safety/medication-list.html
https://christianfamilysolutions.org/higher-levels-of-care/psychiatry-and-medication-services/

What is Pharmacovigilance

Pharmacovigilance (PV) is defined as
the science and activities relating to
the detection, assessment, under-
standing and prevention of adverse
effects or any other drug- related
problem.

What is the Egyptian Pharmaceutical
Vigilance Center?

With the increasing demand for pa-
tient's safety which is becoming more
stringent, . The Egyptian Pharmaceuti-
cal Vigilance Center was established to
be responsible for the safety monitor-
ing of the pharmaceutical products
throughout its lifecycle and it is the
regulatory authority regarding Phar-
macovigilance and its applications .

EPVC monitors the safety of all types
of pharmaceutical products, including
human medicines, biological products,
supplements, cosmetics, veterinary
medicines, medical devices, Biocides
and pesticides
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One report counts

A call for reporting

Please remember that you can report safety information of medicines to
EPVC using the following communication information:

Participate with us

We invite you to take a quick survey on Exgellent Goed Bad Tormblel

how much our communication with you is A\ \

effective % ) O G5 @
We value your feedback! Help us enhance & <@ -

our communication by taking a quick sur-

vey. Your insights are crucial in ensuring we

meet your expectations.

Survey Link: (Click Here)

Thank you for your valuable input

Communication information
The Egyptian Drug Authority (EDA)

Pharmaceutical Care Administration
The Egyptian Pharmaceutical Vigilance Center (EPVC)
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Address: 21 Abd El Aziz AlSoud Street. EI-Manial, Cairo, Egypt, PO Box:
11451

Hotline: 15301

Fax: +202 — 23610497

Email: pv.followup@edaegypt.gov.eg

Reporting link: www.edaegypt.gov.eg
https://sites.google.com/view/epve-reporting/healthcare-
professional-public-adverse-drug-event-reporting/
reporting-other-adverse-drug-event-cases
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https://sites.google.com/view/epvc-reporting/healthcare-professional-public-adverse-drug-event-reporting/reporting-other-adverse-drug-event-cases
https://sites.google.com/view/epvc-reporting/healthcare-professional-public-adverse-drug-event-reporting/reporting-other-adverse-drug-event-cases
https://sites.google.com/view/epvc-reporting/healthcare-professional-public-adverse-drug-event-reporting/reporting-other-adverse-drug-event-cases
https://forms.gle/KWZy8DEDVupLvKXY9

