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1) Who can report /
gL el a gy (e

2) How to report/
ESY) 2l A

3) Where to report /
EN Seasa 0l ()

Health Care Professionals (physicians, nurses, pharmacists, dentists, others)

Responsible parties of pharmaceutical products and distributors

LY e e 5 AV anall il pasival e A gl Cilgall
Patients and consumers

The Adverse Event Reporting Forms and the instructions are available for downloading at:
1oAY Lyl ) e Jaeail] 83ae Lgiad Cilaglad g ils Caals (e E30Y) &l jlain)

www.moph.gov.lb

or

www.phcvg-lebanon.com

Fields with an asterisk ( * ) sign are mandatory

Ll 3 o (¥) denill Adle e ALY

Please specify whether the report is the first one or a follow-up on a previous one
Gl §OLY Aadia 0l ol J Y1 58 £ 3LV OIS 13 L st o>

For a report to be valid, it must contain at least: )
rh e BB e (s siny 1S 13 lallia €301 ey

one identifiable patient A4 (yay ya
one identifiable reporter & 3B aana o 4
one or more medicine(s)/vaccine(s) involved Clalalll g Zl /2 5a¥) ol o) sall ans
FAPPLIN(]
one adverse event Jad asl g il Gula

Please fill out the Reporting Form manually or electronically )
Ly i€l 5) sy 8 slacian) dias el )

Please attach additional information (e.g. laboratory test) if needed
4y e Gla sad JUal) Qoo e 51 a3 13) ddila) il sl (3L ) el )

Please use a separate Form for each patient
umfdgmmi‘)wu\ d\.‘u_\.m\ ;IAJS\

You can report One Adverse Event related to one or more medicine(s)/vaccine(s) in the
same Form
3l e 8 ) (e ST o ZBU ol o) 9o (a ST ol o) gal Jah dal g ila Gitla e £ 3UY) ASSay

kindly send the report to the following email address:

pv@moph.gov.Ib sl (55 SV o) sied) (8 jlainsl) Ju ) ela M



http://www.moph.gov.lb/
http://www.phcvg-lebanon.com/
mailto:pv@moph.gov.lb
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AS SOON AS POSSIBLE/ ¢Saa cidg g il B
When you are sure that the medicine(s)/vaccine(s) caused the event
bl Gaalall ) sels 81 s 8 laldlll ) #Lall/Ay saY) 5l o) sall ol Sl vie

4) When to report/ When you suspect that the medicine(s)/vaccine(s) caused the event
£ Sl Ay i lall Colall ) sels &) s 8 Claldll) o) Z Ul 9331 ) o) sall b olasY) xie

Reporting is requested even if you do not have all the details
58 g il laall man (SS a1 o5 s sl ¢ 3LY)

Suspected adverse events related to medicine(s)/vaccine(s)

5) What to report/ . RS g z 5 .
) o E’m pe Al ) AR 53 g ol 5 b A e 3y il Al sl
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*Types of Adverse Events to report for **Causes of Adverse Event (s)/ 4mital) &ilaay) il
medicines/ 450 Luilad) &laal) ) 5l
e £ quag A
1- Adverse drug reaction a5Vl ¢l sall 4 Jela)
Qe el e
2- Abuse and misuse of medicine(s)/ Juiul 3Ll Higher or lower dose administered/ 4sili 5) 823 de s J i
4 g 5l ol al)

3- Interaction of medicines/ &) sall e lél)
Color change/ sl (& suas
Caking/ Jsiss
Powdering/ 323
Odor change/ =31 )l & s
Defective container/ aues 43 5ls
Contaminants/ < ske 3 5a
Separation of components/ < sSall Juad
Undissolved suspension/powder/ Jdslse & (3 s
‘ Prescribing/ 4iwa sl 3 Uas
5- Medication(s) error(s)/ s> Uad Transcription/ g i Uas
Dispensing/ < _yall & Uas
Administration/ J st 43,k & Uaa
Drug interaction/ & s2¥) Jelas
Counterfeit /_.s = it
Expired product/ ds3ball 43¢t Claiie
Improper storage/ mssa e (n)as
Under dosing/ 4= jal) Julss
Inappropriate medication/ s3> e ¢l 52
Inappropriate route of administration/ asulic ye J i da )l
Excipients/preservatives/ allxd e dxilu 3 50 L)

4- Defection in medicine(s) quality/ Jis s s
L9V 5l o sall 30 g B

6- Lack of efficacy of medicine(s)/ ¢/ sl 4llad axe
A 52Y)

*List for Guidance: </ Y| 4ai¥

**Non Exhaustive list: 4 was & 4y
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*Types of Adverse Events Following
Immunization (AEFI) for vaccines /
4 Agidal) apadaill dail) Aoilad) EaaY) g o
1- Vaccine product-related reaction
Clalalll 5 Al ey (glatie il Cola

2- Vaccine quality defect-related reaction

Calilll ol #Ll 33 s gary Jadi e il Cdla

3- Immunization error-related reaction

kil Uady 3laie ails Caals

4- Immunization anxiety-related reaction

aondaill 531 5all B (laia il Sodla

5- Coincidental event
as“')‘: Sala

**Causes of Adverse Event (s) Following
Immunization(AEFI)/
A Aidial) aadaill Aail] Aol Gaa¥) Gl

AEFI that is caused or precipitated by a vaccine due
to one or more of the inherent properties of the vaccine
product e.g., extensive limb swelling following DTP

vaccination. ;
4 Pl Gatbiadl) Cu @lld 5 ~ 18l Lgann S diladl SilaaY)
Q\ﬁy\eJﬂ «JUall d.\.\.w‘_;c al
S (Sal) Jladl) (3 58l 5 (LAl dia ~ AL apedail] 2y
AEFI that is caused or precipitated by a vaccine that
is due to one or more quality defects of the vaccine
product including its administration device as
provided by the manufacturer e.g., failure by the
manufacturer to completely inactivate a lot of
inactivated polio vaccine leads to cases of paralytic

polio. - g
SST gl anl s cue Sem s o LAl Ly ) dilad) GlaaY)
@M\Eﬂ\%cd@\%é&: s'éij_aj\ L e (e
JulaY) JLs claldl e dae 8 sl g (s il JelS e ¢ pa
it o) a (e JikY) (ans die JLi cY ) seda ) ool
AEFI that is caused by inappropriate vaccine
handling, prescribing or administration and thus by its
nature is preventable e.g., transmission of infection by

contaminated multidose vial.
wllac) 5l 48y of ZUl aa Jaledll (e daalil) dlald) Cilaay)
Jul (JUall i o clgia 48 gl (Al g dalia e 48 yhay
e jall3oaria A gla 3 4yl 31y (e (55l
An AEFI arising from anxiety about the immunization
e.g., vasovagal syncope in an adolescent
during/following vaccination.

o o caudaill (i BN Gy jeday 53 el Caalal)
_e:\’.kﬂ\ Az }i oLl 52 e 2ic (e ‘;11.9‘9 slag | ¢ UL

AEFI that is caused by something other than the
vaccine product, immunization error or immunization
anxiety e.g., a fever occurs at the time of the
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*List for Guidance: </aLd Y/ 4y

**Non Exhaustive list: & sas & 4ai¥

vaccination (temporal association) but is in fact
caused by malaria.

S Al miie laie e AT o8 e Aealill duslal) GaaY)

Gigan Jhall Jaw o cauakadl o GHIL f aplail) i Uady

3 ekl G ) bl f asas e a2 ) e padail) i el
ZAU g LBl 98 L saad i) s 1Y) (ead) 56k




