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Supreme Board of Drugs &Medical Al Gile jlinslly Gugolll Linll & il

Appliances Head Office Aden |
“ Jac gl j5 el
Yemeni Pharmacovigilance Center uilgall @olullg Erdll comioall j< 40l |
Date received:
By: |
Adverse Drug Reaction (ADRs) Reporting Form |
For Health Care Professionals
Form NO. ADR-1 |
A. Patient Details
Patient Name or initial (Optional): Date of birth: Age: Weight: Height: |
Medical Record No: Health Institution : Sex: oM oF |
B. Suspected Drug(s) / Vaccine(s) / Herbal(s) / Cosmatic(s) and all other drugs used. |
Drug Name “Generic & Manufacturer and Start End
Brand” Batch No. Dose / Route / Frequency Date Date Purpose of use
Ik |
3|2 |
o
2|3
»n
E |
[
£|2
S5 |

C. Adverse Drug Reaction Description |

Other relevant history, including preexisting

Adverse event including relevant tests/lab data and dates medical conditions (diagnosis, allergies, |
pregnancy, hepatic, renal etc)

Date of event started:

D. Outcome of ADR (Tick all applicable)

Date of event disappeared, if applicable:

The patient o Recovered, date: o Recovering o No improvement o Fatal o Unknown
Event subsided after stopping (dechallenge) oNo o Yes o Yes o Unknown
Event reappear after reintroducing (rechallenge) oNo o Yes oYes o Not applicable |

oNo

Specific antagonist or treatment used: oYes, specify: oYes,specify:
E. Action Taken

o Drug withdrawn.

0 Dose reduced. 0 Dose increased. o0 Dose not changed o Unknown. o Not applicable.

F. Seriousness of ADR (Tick all applicable) |

o Patient Died, date: o Life threatening o Permanent Disability
o Hospitalization o Prolonged Hospitalization more than 24 hr o Congenital Anomaly |
o Required intervention to prevent permanent impairment/ Damage o Other.............

G. Reporter Details l
Reporter Name : Profession (Specialty): |
Address: E-mail:

Phone / Mobile: Fax : Date: Signature: |
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Dear healthcare professional:

=  We realize that filling this form requires time to complete, but reporting adverse drug reactions are
indispensable for safe use of medication. The SBDMA can judge the safety of medicinal products in Republic of
Yemen only if sufficient information is provided.

= Confidentiality: Reporter's and patient's identity are held in strict confidence by SBDMA and protected to the
fullest extent of the law, information provided by the reporter will be strictly protected and will not be used in any
way against him.

= Adverse Drug Reaction (ADR) is a response to a medicinal product which is noxious and unintended and
which occurs at doses normally used in man for the prophylaxis, diagnosis or therapy of disease or for the
restoration, correction or modification of physiological function.

= A serious adverse event or reaction is any untoward medical occurrence that at any dose:
o results in death

o requires hospitalization or prolongation of existing hospitalization
o results in persistent or significant disability/incapacity

o is life-threatening

Use this form to report adverse reactions from: | This form can be used by:
e Medications (drugs or biologicals). = Physician.

e Vaccines. = Pharmacist.
e Herbal remedies. = Dentist.
e Cosmatics *  Nurses.
=  Other healthcare providers.
How to report:
e Fill out the reporting form. Adress:
e Attach additional information, if needed. o
e Use a separate form for each ADR. Supreme Board Head Office in Aden:

Please submit completed forms to: s+ Aden / Khormakser / in front of Aden

. . International Airport and Beside Aden
= Yemeni pharmacovigilance center

Head Office Aden:- public health and population office.
< Tel. 8000860-02276860 Fax. % www.ysbda.org
237780 % info@ysbda.com
% WhatsApp: 730109319 < Tel: 02-237779 , Fax: 02-237780
2% Sanaa Branch:

< www.ypvc-sbd.com

% Tel: 733433326 , Fax: 619173
Taiz Branch:
< Tel: 04-236208
Almukala Branch:
< Tel: 05-321047 & 05-321029 Fax: 05-

=<3 306018
e s N | [ |

< info@ypvc-sbd.com

< Phone Application: salamtok
EliaMw

Thank you
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Supreme Board of Drugs & Medical Siell  aubll il jlinsllg &igoUl LInll & il
Appliances Head Office Aden :

“ Jac gwiyll
Yemeni Pharmacovigilance Center éuilgall &gl EaAll cmiodll j<5 50l
Date received:
By:
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Supreme Board of Drugs &Medical
Appliances Head Office Aden

‘“ &yl Cilo jlimslly dugolll Linll & il

dac guill jS el
Yemeni Pharmacovigilance Center uilgall Eolullg Eadll camicdl < 5ol

gf,‘:te received: Pharmaceutical Products Quality Reporting Form

(Form NO. PQ-1)
Note: this form is NOT for reporting adverse drug reactions (ADRs). For ADR reporting use form NO. ADR-1

A. Patient Details

Patient Name or initial (Optional): Date of birth: Age: Weight: Height:

Medical Record No: Health Institution : Sex: oM oF
B. Product Details

Type of product: O Drug OVaccine O Herbal O Other, specify

Product name (Generic & Brand):

Package size: Strength: Dosage form:
Registration number (if available): Batch number:

Manufacturer: Distributor / Vendor:
Manufacturing date: Expiry date:

Has the manufacturer been informed? O No O Yes, date:

C. Type of Quality Problem

O Packaging O Physical, Chemical or Microbial changes O Questionable stability
O Suspected counterfeit product | [0 Suspected contamination O Defective components

O Product confusion (caused by name, labeling, O Labeling problems (caused by printing errors \
design or packaging) omissions)

O Other:

Description:

D. Reporter Details

Name:

Profession: Organization:
Address: E-mail:
Phone/Mobile: Fax:
Signature: Date:
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What should be asked regarding drug quality?

1. Was the product stored correctly? (To exclude incorrect storage as the cause of the suspected defect)
2. If the defect is visible, was the defect identified in a new previously unopened container or had the
container previously been used? (To exclude user errors such as product mix-ups)

3. Are there other unopened containers of the same batch available, which could be checked?

4. If the product requires preparation, such as addition of a diluents, was the correct procedure followed
and/or correct diluents used?

5. If the product is used with a medical device, could the device be the cause of the incident?

= We realize that filling this form requires time to complete, but reporting product quality defects are indispensable
for safe use of medicines. The SBDMA can judge the quality and safety of medicinal products in Republic of
Yemen only if sufficient information is provided.

= Confidentiality: Reporter's and patient's identity are held in strict confidence by SBD and protected to the fullest
extent of the law, information provided by the reporter will be strictly protected and will not be used in any way

against him.
Use this form to report adverse reactions This form can be used by:
from: = Physician.
e Medications (drugs or biologicals). = Pharmacist.
e Vaccines. = Dentist.
Herbal remedies B hses.
° . : = Other healthcare providers.
e (Cosmatics
How to report: Adress:

e Fill out the reporting form.
e Attach additional information, if

needed. % Aden / Khormakser / in front of Aden
e Use a separate form for each ADR.

Supreme Board Head Office in Aden:

International Airport and Beside Aden
Please submit completed forms to:

public health and population office.

= Yemeni pharmacovigilance center % www.ysbda.org
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tion among admitted patients with cardiac
diseases and to identify the correlation be-
tween them

Methodology:It was a descriptive prospec-
tive study on admitted cardiac patients at
Algamhoria Teaching Hospital in Aden.
.during the year 2012

The collected data were sex: age: diagnosis
of peripheral arterial disease (PAD). ankle
brachial index (ABI) and ejection fraction
.(values (EF

:ABI categories were defined as follows
ABI < 0.5 (severe PAD)c ABI 0.5 to < 0.7
(moderate PAD). ABI 0.7 to < 0.9 (mild-
PAD). and borderline PAD(ABI 0.90 to <
.(1.00

We considered EF more than 50% as nor-
mal: 40-50% below normal: 35-<40% may
confirm diagnosis of heart failure and <
35% risky patients of life threatening ar-
rhythmias

Results: The study patients were seventy:
67.1% males and 32.9% females. The age
ranged between 17- 92 with a mean 45.1
+ 16.1 years. Majority of patients 61.4%
have ABI 0.5-<0.7. About 52.8% patients
have EF less than 35% were at risk of life
.threatening irregular heartbeats
Significant correlation between the EF val-
.(ues and ABI values (p < 0.05
Conclusion: Further studies are needed
with large numbers of patients to verify
of the correlation between EF and the ABI

.values
Key words: Ankle Brachial Index: ejection
fraction. cardiac patientsc Algamhoria

Teaching Hospital Aden
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Findings of Ankle Brachial Index in cardiac patients and their
ejection fraction at Algamhoria Teaching Hospital: Aden

Gamal M. Ismail Khudabux

Department of Surgery: Faculty of Medicine: University of Aden
Abstract

Objectives: To study the Ankle Brachial index and Ejection frac-
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the development of heart failure even years after treatment as
result of anthracycline therapy has been recognized for a long
time.

ii. Female sex
iii. Age >65years old
iv. Renal failure
V. Concomitant or previous radiation therapy involving the
heart.
Vi. Concomitant chemotherapy with alkylating or

antimicrotubular agents or immune-and targeted therapies.

vii. Per-existing conditions such as cardiac disease

associating increased wall stress arterial hypertension.

viii. Genetic factors

Risk assessment prior than treatment beginning should
always include a clinical history collection, physical examination
and measurement of vital signs. In the last decades, several studies
have been conducted to detect the possible role of conventional
congestive heart failure therapy in prevention and treatment of
left ventricular dysfunction in cancer patients., Cardinale et al
suggested than enalapril, an angiotensin -converting -enzyme
(ACE) inhibitor could prevent late cardiotoxicity. Moreover, several
studies suggested as possible protective role of beta-blockers in
prevention of anthracycline-induced cardiotoxicity [3].

For patients per-exposed to anthracyclines and experienced
asymptomatic sequalae, the international clinical guidelines
suggest the inclusion of liposomal formulation to reduce the
cardiac toxicity. In fact, the use of liposomal delivery is thought to
have the same value as dexrazoxane in terms of being as cardio-
protectant [9].

An adequate preliminary stratification of cardiotoxicity
risk and early identification and treatment of subclinical
cardiac damage may allow oncologists to avoid withdrawal
of chemotherapy and cardiologists to improve the patient’'s
prognosis avoiding irreversible cardiovascular dysfunction.
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Opinion

Breast cancer is the most common cancer among women
counting about 125 per 100000 per year new case in United
States and about 1.4 million new cases worldwide [1,2]. In the
last twenty years early diagnosis, neoadjuvant and adjuvant
systemic treatment that targeted to specific molecular targets
have significantly reduced the mortality from breast cancer.
However ,the
cardiotoxic effects of anticancer therapy and increase mortality
from cardiovascular causes, resulting in a large literature where
experts try to identify the correct management of critical problem.

increase in survival has allowed to observe the

Cardiotoxicity is potential complication of anticancer therapy;
anthracycline therapy is a mainstay for breast cancer and other
cancer, but it associated with rate of incidence heart failure more
thanfive time the average,isawell-known probleminthe treatment
of cancer and limits the therapeutic use of this group of effective
antineoplastic agents. Anthracycline are group of antibiotics that
made remarkable advances in treatment of a wide variety of solid
organ tumors and hematology malignancies, including leukemia,
lymphoma, breast cancer, lung cancer, multiple myeloma, sarcoma
[4,5]. Among all anthracycline, doxorubicin is the most commonly
used anticancer drug [6-9]. Doxorubicin-induced cardiotoxicity
may range fromasymptomaticelectrocardiographic (ECG) changes
to decompensated cardiomyopathy which is characterized by
decreased left ventricular ejection fraction (LVEF) [4].

The most common clinical presentation of cardiotoxicity is
a dilatation-hypokinetic cardiomyopathy leading to heart failure
[10]. The development of cardiotoxicity, even if asymptomatic,
not only adversely affects the cardiac prognosis of the patient, but
significantly limits the therapeutic possibilities in oncology when
an additional anticancer treatment becomes necessary for
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recovery/relapse of cancer disease [11]. Anthracycline cardiac
toxicity is presented by structural cardiomyocyte alteration and
cell death (type 1 cardiotoxicity), it is generally not reversible
and mediated at least in part by reactive oxygen spices (ROS)
generated in iron -dependent chemical reactions. ROS led to the
peroxidation of myocyte membranes and calcium influx into
the intracellular space, which can ultimately lead to permanent
myocyte damage [7,8].

The cardiotoxicity from anthracyclines can be acute, early
or late. According to literature, there are many defections for
cardiotoxicity based on change in LVEF. based on the previous
findings, the American and European Society of Echocardiography
Expert consensus defined cardiotoxicity related to cancer
therapeutic as reduction of LVEF>10% to a value below 53% [9].

Pre-treatment assessment and cardiovascular risk factors
evaluation, although no guidelines are available, it is common
opinion that the first strategy to reduce and prevent chemotherapy
-induced cardiotoxicity is an accurate analysis of pre-existing
cardiovascular risk factors or subclinical cardiovascular damage
and an assessment of the optimal type and cumulative dose of
therapy [12].

According to literature, the main risk factors associated with
anthracycline-induced cardiotoxicity are [12-15]:

i Cumulative dose, the risk of anthracycline-induced
cardiotoxicity is dose-dependent and increase with cumulative
dose, for example, doxorubicin is associated with an incidence of
congestive heart failure from 3% to5% with cumulative dose of
400mg/m2, from 7%to 26% at 55mg/m2, and from 18%to48 at
700mg/m2.the risk of inducing cardiac abnormalities including
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