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directive has created a gap in the benefit risk analysis

of medicines used in the country;
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WHEREAS, the establishment of a pharmacovigilance
system is necessaryfor the regulation of safety, quality

and efficacy of medicines;
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WHEREAS, It is neccessary to detect early problems
related to medicine use, undergo investigation and
analysis according to a standard, communicating
findings and the resulting regulatory measures to all

stakeholders involved in a timely manner
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WHERAS, it s
Pharmacovigilance system that is compatible with the

necessary to install a

country’s expanding medicine demand and the

implementation  of  technologically  advanced

regulatory systems;

e a5 &3t ANTSRC  APE
EPC1112/2011 A7PZ 71 700 A7PA (2)
(Ot PRTEEE PN ARG ool
NWANANT LVT avavl P harT LA ::

NOW, THERFORE, this directive is issued in
accordance with Article 71 sub article (2) of the
Ethiopian Food

MedicineAdiminstrationProclamation No 1112/2019.

and
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PART ONE
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GENERAL

1. ASF"C Con

LV avavld @ “Cav 'yl 18, QU6 LA T
NCY T avanlf  RpC 932/2015" A4
A.mPN LTAA::

1. Short Title

This directive may be cited as ‘Pharmacovigilance
Directive No 932/2022’

2. TC37%

2. Definitions

gra. AN AA TCH POLLOAMmo-
Havr? N0FPC (Y avavl  @-01:-

Unless otherwise a different meaning is given , in this

directive
1) “APE” AT PINMNG oDt 1) “Proclamation” means the Food and
_ Medicine  Administration  Proclamation
ANTSLC APE ¢rC 1112/2011 o-: 1112/2019.

2) “PonfHy At 1B, AWeLtT  hitaA 2) “Pharmacovigilance” means a science and
NCHT” 70T Cov 517 18, TR KT activity concerned with the detection,
ATL09° oA IC P2 PH- assessment, understanding and prevention of
W RE D 7 oo P-1: adverse effects and other problems related to
NavavCaov(C: navld %1 KG havhAahi medicines.

JC eHeen A AT NG o
3) P>yt 1R hott+  e7CT 3) “Adverse Drug event reporting” meansa

QLW T 18, Cov &3 Ol
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G Aok L9 PATMLmS
48, gPANT LG hOhd o L9°
AONé PAVT 18, CooC5y-l AR
S G LATmNE P71
V225 etmédmé Cov 37 ACH
NCh oo FPl7: PI°CT Pt TG
oLl Pl AP W
L9  NMANAMNT Pl.00T  ANT
1017 (-+avp -t (- aovm
P APl NC% T AMANANT P71AP
+20C rm-:

reporting of any adverse drug reaction,
individual case safety reports, periodic safety
update reports, suspected adverse drug
reactions, unknown or unexpected adverse
drug reactions ,serious or non serious
adverse drug reactions,unexpectedtherpuetic
effects, drug interactions,product quality
defects, medication errors or any other drug
related  issues using the  reporting
mechanisms and tools that the Authority has

prepared.




4) Pyt B ot Tt 4) “Adverse Drug Event”means any un
YIEDI° A ol oL (1544 toward medical occurrence that may be
e Ot PP @e9c  eatald present during treatment with a medicine but
AMSP DT AP hodel Pavma- doesnot  necessarily have a causal
(o @51 T @eI® hawe >k relationship with this treatment, thatis, an
w-ah. QAL AT CTAA: adverse out come that occurs while the

patientis taking themedicine but is not, ornot
necessarily, attributableto it.

5) “Pav &yt 15 AN AT 5) “Adverse drug reaction (ADR)”means any
NIEDI° av Y o NG oom’ response to a drug which is noxious and
pPpge AL 1°7.m-A 0T 0T unintended, and which occurs at doses
oo @:5%-1: avmd9® o031 Py ana) normally use dinmanforprophylaxis,
GYEDI®  RATP 0L CAALAT diagnosis, or therapy of disease, or for the
GOAT e modification of physiological function.

6) “PAtTmlP P37y 18 AN 6) “Unexpected adverse drug
“NTAen D A R0 AL reaction”’means any  reaction, then
fatPoom @L9° ool U
L.2C OTTOT 0P T (lovlE +mSPE atureorseverity of which is not consistent
nrTw- W wLI° 4T LLBwm, with  domestical  labelingor ~ market
:,,(,; f?gﬁpﬂm'&qﬂf}&zﬁmﬁiﬁrg ,;llvi authorization, or is unexpected from
h'i‘ﬂ;‘f’ﬂ"' N7A {;"'I.:J‘.B m' ;’“1\7)' characteristics of the medicine.

T0-:
7) “Anhd, Pom &yt 1R hott 10T 7) “Serious Adverse Event”means any

a1 (1w oomT  @L9°
N4 ¢Lw- AhtT P9 AL hPA
%A (I-tmdovo- Ao AL 1 ©L9°
AN A APLOh9e ek
PP 0L veny® @e9° 1t Jhoy,
A7 PPOTIA  $LI  avlHY9°)
eanta oL9e eoat HONT NeF
Aot PO eNOTA HAE PhhA 15T
0L9° PhdPy® T eanta: oL9°
070 MN@lLLE L9t NAT70 AL

untoward medical occurrence that at any
dose results in death, requires hospital
admission or prolongation of existing

hospitalstay, results in persistent or
significant disability or incapacity, or is life

threatening.




+45T 0840 o L9° NAm>PAge
a 8:5E7 ¢rTamdborer (o Ve
hL.)) NP CUULPA V) 1o-::

8) “ArtE P&yt 1R e 8) “Mild adverse drug reaction”’means a
ANNLTT RLEE™ 10T Paw €51 158, level of adverse drug reaction severity
AN ARRGT avRkge POLFN A7
AG I KLY onqUFY @e9 where the effects are tolerated and
awrarsra ¢715C HLI ool noantidote or prolongation of
ALY CTLUTHNT -3 hospitalizations required.

9) “wRhA T Pav 857 18 LY 9) “Moderate adverse drug reaction”means

ANDLTT LB “INT Pav e 1B
Al AART Poo DYl V9SG
TRCm  wlI° ALRLT ol
a PP 7Y LOLANT LLE A7 (LY
L8 w0 v Pondhye Ui
PU-NI° ARG /mL9° AR VA
ANLA7Y POl I0T U8 RS -t

a level of adverse drug reaction severity
where a change indrug therapy with or
without cessation of the drug is required.
Hospitalization is usually prolonged and

special treatment may be required.

10)hEtE Pome3L Tt 1% 9°4T AdhdrT

LLE TNt Pon 3yt 1B 9eAN
TAAT AWLoT AN A7 Cov 5y
aPRlp KRG
o7 COELAMNT-LLE 10+ ¢

Ten"1¢ AR VT

10) “Severe adverse drug reaction”means a

level of adverse drug reaction severity
which is life threateningand requires drug

discontinuation and specific therapy

11)“15.8 Pavf 3y 18 9°40 A0hé'T T
LB TNt Mo ooy 1%,
Al ANhéTrT et o0
[ XA T TH

11) “Lethal

level adverse drug
reaction”means a level of adverse drug
reaction severity where the patient has died

asa result of ADR from the medicine /s.

12)Pam 338 AmPE® QT
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12) “Medication error” means any preventable

event that may cause or lead to
inappropriate  medication use or patient
harm while them edication is in the control
of the health care professional, patient, or
consumer. Such events may be related to
professional practice, health care products,

procedures, and systems,including




VLB A T GR o LN 2 o A g It o' o
NV W7 ool (10Aov-¢ ¢J-HI
PICT?  ALOAT  ooPlA: (NOAov-@
PAJHN av 875 7 a2
AL MNw- J07Y ool ooOml:
PNt ol ooqmel: PANT
Panl:51 aoom7 ool AN
Pov %71 ALl oolm-l: nJ-HHo-
10 120 N4 oLy 03 ovdm-t:
0+AGt oom? ool aodavye:
0-+Aq-t ehan e He, av 875
oamT: PJod AACE Aal1- J-hoy,
A0NCENT Po2PAP0 a7 avQmt:
1At PAdMT A% T AT CLANN
-7 ealJac:

prescribing, order communication, product
labeling, packaging, nomenclature,
compounding, dispensing, distribution,
administration, education, monitoring and
use and may include; medicine prescribed
but not given, administration of a medicine
not prescribed, medicine given to the wrong
patient, wrong medicine or IV fluid
administered, wrong dose or strength given,
wrong dosage form given, medicine given
for wrong duration, wrong preparation of a
dose (e.g., incorrect dilution), incorrect
administration technique, medicine given to
a patient with known allergy, wrong route of
administration used and wrong time or

frequency of administration

13)“P9°C T Pt L0 S TGN
Nav &1 9°CT o8I° 11l TIC AL
Po5C  Paw Dyl Pl RVTTTS
ST AL TR0 PolPanm§
N 51 e 4.2 oP T hol5lo-
alE ok, PO L TAC TINT A7
ng°C-l: hooid o9 GWé  IC
COTLPH o130 1L 0TT7 heOTT9°:

13) “Product quality defect”means attributes
of a medicinal product or component which
may affect the quality, safety and /or
efficacy of the product, and/or which is not
in-line  with the approved market
authorization. This includes suspected
contamination,  questionable  stability,

substandard, defective components, poor

packaging and labeling.

14)“Q2TA" 0+ I o9° ook
PP AL NPAONT oPT PTILI0P
oo 8517 Qe Ptavahrt aol® PT
v L5 I 1%, ot A
AT POLTY RGO VT o

14) “Signal” means any reported information
on a possible causal relationship between an
adverse event and a medicine, there
relationship being previously unknown or

incompletely documented.




15)“0P e PoLPCAl PRV 71T A0 avd®
C7°CT” TN Dt e AL
oLy PP’ AL ATSo-A DlTéPL
xA  e9°C-7 OIS PRI V90NN
0e-twaT 1 h%20 AT aAfoom- PA.
PRV T T av B PTG aomeP9°
PLMGTPC  Cov DA 18 QWS LT
kA ACYT 018 o

15) “Periodic Safety Update Report/ Periodic
Benefit Risk Evaluation Report”meansa
Pharmacovigilance document intended to
provide an evaluation of the risk-benefit
balance of a medicinal product at defined
time points post-authorization and present a
comprehensive and critical analysis of the
risk-benefit balance of the product taking
into account new or emerging safety
information in the context of cumulative

information on risk and benefits.

16)“PTTmA U PLU7TT ¢7°CT “1a-T
O+smA Paol:5%1 18 ot 50T
anlB AL 9°A.0 T POlPCAN LG

T0-:

16) “Individual Case Safety Report”meansa
report providing the most complete
information related to an individual adverse

drug event case at a certain point of time

17)“r 18 Pao @it W+ hita
ACST "0 av5uq - e AL hPa
%A 1975 4o 18T hA-FP Pon it
no--1- U2 OAov- e P
AMANANTT 67°CT RPL.PCT N TA
PLLCAT NCYT APT7 AhGT PoLTA
LI £hm O ITN7 necn

W PAY - AavAP-T AT2.0-9°
Aavav(Cav(; o7 COTA hOGC
Ll

17) “Active Pharmacovigilance system”means
a systems or situations in which adverse
events are purposely sought in the
postmarketing setting by a health authority’s
request to all physicians to report an adverse
drug event of a particular drug or class of
drugs in the form of prompted reporting or
stimulated reporting or observational studies
to more closely follow,identify and

investigate on a potential or weak signal.

18)“Nle Pooyt 1R QWeetT hitTA

18) “Quialified  Person  responsible for




ACT AL A&7+ PTiong Qhov-¢”
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Pharmacovigilance”means a healthcare
professional, usually an employee of a
pharmaceutical manufacture or importer,
who is personally responsible for the safety
of the human pharmaceutical products

marketed by that company.

19)Pm.s AL 0t mSGF Povmlld:
N7 Poohahd: VYT Pov(im-l:
ao\( b bge o eI 0,-ov-n¢é-
AN POLAT @89 Pan iyl
NIl AOoogh 1 TQwlon T @ LY
TCFE e 27208 TRI° ot

19). “Healthcare facility” means places that
provide health care that are involved in health
promotion, disease prevention, treatment and

rehabilitation, laboratory services.

20)“P"N7LTTT TINT RIE an
OLTII FTPL-TIC ATAP? ooy A8
NS ARG Fafd PN ALA

To-:

20) “Causality”’meansthe  probability that a
particular  medicine or substance is
responsible for an isolated effect or adverse

drug reaction.

21)“m,§ QAoo-¢” “INT oo 5 17 CUN:
P PP LAz eePUINC:
P awAll: @LI° PUIRA oo (It PAd-
PUNY G P4CN0: PICH of9C AA
hms oomOd ov-@ IC OO PUY
ov-¢ QAT PV CH4.7C Q- Tt

21) “Healthcare Professionals” means any
person that is a member of the medical,
dental, pharmacy, laboratory, nursing
professionals or any other person who, in the
course of his or her professional activities,
may prescribe, purchase, supply, recommend

or administer a medicinal product.

22)“QANANT 10T ChAE L N0 RS
ao 05T AANANT To-:

22) “Authority” means the Ethiopian Food and
Drug Authority

23)MAPE.  FCH9°  CTOAMNToT (Y
awavld @ 00T TP AL PPA- PATG
A1 OAPS  eHFAMNTFo-  HCRY°
LTELTPA:

23) Definitions provided under the proclamation

shall also be applicable to this Directive




24) 15w No7L& 2J CM0Ro-
COTTI° 2T Lo IOlA\

24) Any expression in the masculine gender shall

also be applicable to the feminine.

3. P1e.270rT @07

Ly avavl e (V16E 00T N°L17Y “1775 o-9°
a7 emG AR AT PG Odov-@
AL, LR PO A7 QUAP oo tG
Poo-é- a5 1 AL 14277 hPUT9°::

3. Scope
This directive shall be applicable on any medicine,
healthcare facility and healthcare professional and is
not applicable to traditional medicines.

neAU-AT
Pam 5y 18 hott

PART TWO
ADVERSE DRUG EVENTS

4. MA@yt 18 hatt ¢7°CT

4. Reporting an adverse drug event

1) Pl 18 ot C7°CF PT84
AL eant NG m-9° Nw-
N0 Pl 18 hnT
AMANANT ©LY9° ANAA MG +HMa,
NoPt: 67°CT 1840 hAOT::

1) Any person who has the responsibility to report
and adverse event shall report an adverse event
to the authority or regional regulatory body on

time

2) Y ATP& Thait AIPE 1 oAl
C7°C 09104 677Gl PorhrtAT
aolBEPTF oo PN RO ::

U) Pher age 9eveL Pa: Phce:
¢PC: ALY owfl9° CTo-AL ¢
2 NLA: koot RRTWIT Ao
ol hADA @L9° AA  ARI°(CT7
gL NmC PL.mbI° NAao P
PN avlB:

A)  MFmdmldao o@D R0
ANE PPI° AL o0 NINL oo 5T
N-taop- P9°Cl avpf RPC AT
Pavl:57-1: PRI N9°: Caon -l
7L Q9 P-tovl (T +75:
PANA NI Hav’y TNE LT
hI° LT PhmANEL: am7s
PANIE LT AT ao 275 1
eor.arN0T oL Por.m0 L0

2) In accordance with sub article 1 of this article,
the adverse drug event report shall contain the
following data

a. Patient information (Patient name in
abbreviation, card No. , Age /date of birth,
,Weight, Height, Ethnic group, Substance of
abuse;

b. Drug information on suspected and
concomitantly used drug(drug specific
description including batch number brand
name, manufacturing date, Expiry date and
manufacturer, dose/dosage  form, route.
frequency, date drug taking was started/date

drug reaction started, date drug was stopped,




a1 19°7  PUA LI onCD%:
AT7R7LNI°T A0 nntl: Créet
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AhaooPmAr: 18 9°A07  A“Thye
e 1L41 VAYCT: P18 Al o-mrl:
N1%  9°Af. 90701 PRLOA HAL
’ms rST ATT09° T lo-
PPk g (YN o L9°
tmPolm- AL LA AAT Voo(°F
P-tavpllt ovldB: WG

PGt W&o PG OAoo-@
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AL 770 A17  RPC: OAh:

PG AR a9 AT S7C

P01 P

av)

indication and product quality information if it
is a quality issue);

Adverse drug event informationClear and
brief description about the nature of adverse
event symptoms experienced, duration, time
course and laboratory test results including
“negative” and normal results of any relevant
test performed; Severity of the reaction
includingnecessitated prolonged hospitalization
or not, discontinuation of the medicine or not,
subsided after the

discontinued or not, reaction reappeared after

reaction drug was
the restart of the drug or not for causality
assessment purposes; treatment of reaction;
outcome; squeal and relevant medical
conditions

Reporter’s information (Name, Profession,
email address, telephone, name of health
institution,p. 0. box No. and date) as requested

in the report form.

3)

N7h-0RFPAR (1) ooOlt Cav 5y T 18,

no-tt AMANANT @f9° AhAA MG

dpaay LG ol PANT

Pao 51 18 ot N°2htao- L0

o-NT LUPTA::

V) Adhd  Coo®:Dy A8 ot
a-+ha+0+ od 124 A%+ “7q90Ps
48 A%T L° ¢7°CA: oAl

3)

In accordance with sub article 1 of this article,
any adverse drug event shall be reported to the
authority or regional regulatory body based on
the following timeline.

a. Serious Adverse event shall be notified

within 24 hours and shall be reported




AOT:

A) AT AOhE PAVT Pao &t K
not 07 ST oar 67°Cr
@l hAVTFo-:

within 48 days
b. Non-serious adverse events shall be
reported within 7 working days

PHY  ATPAR Thil ATPR (3)

ATLtmP T e 4P aalt

ooy A8 a1 (0°Lhtao-

avp\ C7°Cl 79184 AdT:

V) PATmMOES etmOd hdhé 18
Paw 05 A no---- ol B
nLlLam- 0148 Al o-Or “1AoP AS
015 +¢7 aAlam L0 oO0F 7°Co
S INAE

A)  AOhd  PAVT P AE
no-tti otk hJgod0t L
At (190 PS5 o0 E7CT
A H

Adheo 31 10 kA 01°9.9°4-
PGET T vA9e Phmldmé-
Anhé. 18 Con T noe-tT (I0Y
AIPR 00 ATPA U AT A
NeLaovwm n&:A AL (TmPOm- PLH

A4 av(\ T 677G A L4
L1040\

av)  AASN DA (19
PG o7 PRV hNO  anlB
SZ°C nNANAME 0P P L
oram0-+ 0 A0 Av-act

GavJ-1 (16 @4 A3 Gov PUA
NP%ao-: AT hHY (RA QAOAAMNT-
ne.meea- 20 o9 +aeirr
QAo L o0 aoPldAl AoT::
C7°C NP0 Pe oP T onT
go79° 9L 18 ot Nov 37k
AL, PATTT W78 0Ly PLI°
0rrTo- VY e af haa PO
nott 677G 1Pl 1L, -
w) (T o9° o RIC TIFo9
ALl hnhé, Cov -1 18, nn--T

4) Without prejudice to subarticle 3 of this article

,any Market Authorization Holder shall report
periodic safety update report, Individual case
safety report in line with the national
standardsas as follows

Unexpected and expectedserious adverse drug
eventsshould be notified within /48 hours and,
must be reported as soon as possible but no
later than 15 calendar days of initial receipt of

the information.

. Non-serious adverse drug events must be

reported within 90 daysafter the granted

knowledgeoftheevent.

. All suspected serious adverse drug events in

post-registration studiesshould be reported
according to the timelines given in this article

sub article a & b of the previous section

. For new medicines that are registered and

placed in the market in the country, a Periodic
Safety Update Report should be submitted to
the authorityevery 6 months for the first two
years after market approval and
thereafterannually for three years. If no adverse
drug events have been received by the market
authorization holder, it is obliged to submit a
“Null” report, i.e., a report stating that it

hasnotreceivedany  adverse  drug  event




e1hat A780T ofL9° Mool
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Lew 851 18 ot o7 e
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148 A%J~1 o0t AQAAANDT
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reportsontheirmedicinal product.

. The market authorization holder should also

inform the Authority of any significant safety
issue (from other than single case reports) or
action taken by foreign agency, including the
bases for such action within 3 working days of
first knowledge by the market authorization
holder.

Information on withdrawal of the registration
status in any country because of safety issue
must be noted to the Authority within 48 hours
of the first knowledge by the market

authorization holder.

5) T w9° Pawli 18 hdr

C7°C PoLtACTTT GG P14 P
a1 (loomd9®  L7°Cl opfl)
KLWIESE

V) OQAHA 1 (taovdbrte- ovf(05 @7
PLem 1A PG “1L:41.P PR
oo 9©:

A)  NQANANE o9 OhAA @5
A$maMs ALY %177 (O-Poom
(1§ ey hheef 12 PNAR
av\ao(; (laomP9I©:

A4)  N0ANANE  of9° (hAA @5
+pmme Ay 917 (FHDOE
ao- 114 P NaomPy°:

ao) NQANANE L4 AL PoLTT 7
C7°C MLl e HE  Naomdye:
o L9°

w) TPpE@-9° NANADTE 27PN Ew-
C7°CA 71840 HL, NavmPY°::

5) Any adverse drug event report shall be reported

by using at least one of the following reporting
mechanisms that are made available by EFDA
a. Using the standard yellow page
reporting form that is available in hard
copy at health care facilities (Annex1).
b. Using toll free telephones that are
prepared by the Authority or regulatory
body.
c. Using applications that are prepared by
the Authority or regulatory body (Annex
2-3)
d. Using the e-reporting that is available on
the EFDA website
e. Using any other means of reporting that

the authority may avail.




6) (Y A7PAX avOlirl PoLPCN 7775 o-9°
G am@(§ PAVT 901 PATT
0-++ PANTYC::

6) Any report that is going to be sent shall not
contain non-standard abbreviations of drugs.

7) AR7L Pon A A8 0T (17hN
ATPA 5 hteephtzl A75%7 67°Cr
PUYeL e oo 1L ANF aomdye P00
OV7 A7%09° AR7E Dot A7 LI
NF 67°Cl avfl1 hAANT::

7) For asingle adverse event only one of the
mechanisms stated in sub article 5 of this article
shall be used and only one case report form

shall be used for a single case.

8) MNY avavl @ av(lrt L7°C Po1.8.4°
o &5 18 AN C77C: 477G
PR Om- Tmed (S A
N0EE T PP9° AL Ao-A 0L
C7°Cl AL PéT R7%007 LG
AONEL ALTAY::

8) Reporting an adverse drug event does not
constitute an admission that the health care
professional or the drug contributed to or
caused the event in any way and shall have no
negative consequences on the reporter in

whatever way

9) 1Y RIP&Zx ool ConfDi 1l 1%,
Nkt G ATl an Syt
Wtmdor (%A ¢Fhat vsd AdhvPy
el ook 18 ot ATTA0hA
anCmC NF ¢ 10-:

9) In accordance with this article, in order to
report an adverse drug event, only a suspicion
that the drug might have caused the adverse
drug event is enough and there is no need to

confirm it.

10) Moo 57+ 18 ot 677Gl AL
PPl onlB  (lov-A.  “LNPEPYET
mNd oo o NG haw D71 215,
not ACY T %9477 - AAA %277
TIPA RETAY°::

10) The confidentiality of all the information
regarding the adverse event and the reporterin
the report shall be highly maintained and the
information shall not be used for any other

purpose besides for pharmacovigilance system.

5. P67°C aThat

5. Reporting chain

1) haANAN: NPT LR L
4.2L:  we9c AA 4FPL Ponk
W09 Ao Con 5T 18 ot
AMANANTE 677G €40 hOOTF::

1) Any person who has taken a certificate of
competence, a market authorization or any
license from the authority shall have the duty to

report and adverse drug event.

2) NaAA mS THMaG NPT+ 1L
OLI° AA L.PC POl TIFo-9° Ao-

2) Any person who has taken a certificate of

competence, a market authorization or any




Paon 371 18 Aol ahAA- S
PN L7CF 1Ll WA

license from regional regulatory body shall
have the duty to report and adverse drug event
to the regulatory body.

3) O *21.0EC EPrC o140 Aa- 3) Any person who is regulated by the ministry
ALL0ES C7°CT POLLRCT LUGTA:: shall have the duty to report to the ministry of
health
4) PhAAN MG THMIL hAA (PRLE o 4) Any regional regulatory body shall have the
C7 CATT s gllot AANANT duty to share to the Authority all adverse drug
CULLATANG: LUGA:: event reports that are received from its lower
level
5) aanAMNr  OPrF AL PRLNTT 5) The authority shall shareto the World Health
S7°CAT: hhAA mG Femme: g Organization all the adverse drug event reports
“LLEC AT hhAA 17TFe-” Ao thatit receives; directly from any person , from
NPrI CRLNTT S7°CHT NTImGPC _ _
A%09°  APE  TIONA  PUYLOTAAS regional regulatory bodies , reports that are sent
CLUPGA:: directly from regions by any person and reports
from the ministry of health
6) NANAMNT N%A9° hds: “70hA oL9° 6) The authority shall receive, and monitor

A AIC CHLLETT Pav ey 48,
Nkt GG ATTA04.ALTE Nlavd A

L9 Novm-NL hNéALO7 A1 TA
LLCIAN: ACI°S LONAA::
-Hen??69° OANT 0ICT  oe9°
AATIPST AhAat (o B
norT ePe  atons @Az P
CTCAT @RI anlEPTF ho-PG

LAMNA A®-ALI° Lol pNVTPA

adverse drug event report information from
international drug safety monitoring centers or
other countries and uses it to take regulatory
measure as appropriate. In addition, the
authority recognizes and/or relys on vigilance
related decisions, reports or information from
other countries or regional or international

bodies

6. P&t 18 hivtt V37 avavCao( 6. Investigating on adverse drug event
1) 509>  RhOahd Pl 18 1) All serious adverse drug event reports, any
a7 CrT: ok L9




eAJ e  ehnT  ANANT  oe9e
PUNLONT Co9.LANN Pan 85 18,

known or unknown cluster of events or adverse

drug events of community concern shall be

a0t QAN RT7506.4°k: o _ _

AN MS AeMMe  avavCaoC investigated by the authority and regional

A0 : regulatory bodies as appropriate to establish a
diagnosis and identify the cause of the adverse
drug event.

2) AAAANT LG RTIL RlAoe- 2) After receiving adverse drug event reports,the
wlEPE CTUA LT TP authority shall check if the data in the report is
PI2A oolB WA AT78.7A oomfPP RS )

Peav  gCavid. NG OT  hANT: complete and request for fullfilment of any
PLav  gCavld ROLALTT PIE incomplete data and conduct pllaning for
hivt-t: RART: CETF wlEPT @Ay investigation. The purpose ofpllaning for
AaoQm-T MNFAFo: PPAP J°Cand. '

el AONEALYTS ANT A0 investigation is to assess if the severity of the
PAF@7 14T ATMISIA0 AT PTAP adverse event and the completeness of the data
Cav . hNé.N1, AU’7 187 . ) o
AT avp CPGA:: qualifies the reportfor further investigation

3) N7h0 R7PA (2) a0t 01770 LCN- 3) In accordance with sub article 2 of this article,
Peav geCove. OIE DL VR when the pre investigation concludes that the
OArAP T  9°Covlds avf i1 PANT ) _
NAooP  op@geLag e AL PRAN adverse drug event is a candidate for
WiILUT  S7°CT (HEPOa (lAOE- investigation, investigations shall be started
;‘:\Dnni' i odr FCaws. aRa with in fifteen daysfrom the day the report was

received.

4) I'7h-N NrbPx (1) g Lro- 4) Without prejudice to sub article 1 of this article,
Wiftalld UF AANANTE  PCav any safety concern that the Authority believes
LOLAIPA NN Aoyl 775 @-79° o o _ _

Paw @y A8 DT PCavd requires investigation may be investigated
APNLEL LTAAN::
5) tha\A mS FeEMNMNe  PhST oo 5) Anyregional regulatory body shall inform the

Cav 71 18, a1 9°Covd a-m.t-
AQAAANT “9amP AANT: QAONANT-
PCaonldm N AN @0L9°
Ten7¢ oG o7 CANT AC A
e ooy IP°Cavld-m-7 A1
NGO7 LTAA::

authority about an investigation it conducted
and if that this

investigation is not conducted appropriately or

the authority believes

believes that there is some missing information




then it has a right to conduct the investigation

again.
7. °Cavé- NATLOST 00T OChT 7. Steps in investigation
G090 Pl 18 Anll 677G Any serious adverse drug event report
goCems. ANG@T P00 (LDTAT investigation shall be performed according to
LLEPT av(\ i LT _
the following steps
1) 0E7°CE AT 0a Jheloe RS 1) Confirm the information received in the report
8tk e e aod nahelo- by obtaining patient’s medical file (or other
PUnTS fen et AG clinical record), checking details about patient
a1 NeZCA: AL PIRATT ’ g P
TPIEDTI° gl B P 79N A}: and event from medical file and documenting
the information and obtaining any details
missing from report
2) NA o PP Lav VNI S 2) Investigate and collect data about the patient’s
et S (teddg, _hn'i"f‘?' previous medical history including prior history
AL £0 COAAN el AT hlllo: of similar reaction or other allergies, famil
M.e 0Pt elrons o ges, family
QAP a @75y 1 G goa.() history of similar events and other concomitant
TANET: medications  taken including traditional
medicines and food
3) aa-thato oo 18 Aol 3) Investigate and collect data about the adverse
o lEPTT M-k PR PP drug event history, clinical description, any
Pyamy® ALyt i relevant laboratory results and diagnosis of the
goCame-P Ty PTOme  VhIEG 2T Y g
T1Em- OPOTIA 15+ Jhe hry event and treatment, whether hospitalized and
o-m-E cBPC TN RS outcome of the treatment.
avao(Coo(;:
4) 1ML aotk:  Antadms U-A9e 4) Investigate and collect data about the suspected

ALt ool ool (HALY®
a5 et we9e eTT0T
AT 106Po- o hPPH Vbt
o3k (nG Poo- hov Ll
Né-1 A0EVTo PP 0eL9° hPCOt

medicine(s); conditions under which the
medicine was purchased or obtained,its present
storage condition, storage condition of the
medicine at all levels before it arrived at health




701 oar  Pildo-  Ph9CiT
Ve ool PtanldA0+ P
PAIANNC T A “TNEP: PIRCH
av(\ £: A9 LT AG hnd-4-£
P-lTavpivl: o B P aNANG

agoao(ao(;:

facility ,date of manufacture, expiry ,batch

number and manufacturer and distributor

5) AT Paw 5 Tm. PP
Tavdq L, ao 875 +mPovw-
dtavqq e, Pl 18, hoT
8 XA PO G & T S T P AT%.09°
Ng°Cavi-m- AL oo~ R7L°U10VTFo-
av (Pt

5) Investigate about other people whether others
have received the same medicine and developed
similar adverse drug event and whether they
need to be included in the investigation

6) o &7 Pradtoro Ao 9T
KATLVPT AT PANNGT IPCavi- P14
KT8 PhNNGT IPCovld a-myt:

6) If the serious adverse event being investigated
iIs death, investigate if an autopsy was

performed and assess the result.

7) emG  ARovy  CYNYCT  RIAINCT
AONNP  ovovCoo(C KG (10 AL
LA®7 RIANNCT (0@ (Noo )T -
V) @5t AFHN0F: 13-2ANT AS
ol  odP1T Lo  APLPN
Lk VAl PAH
A @l NowCéde  PULATPG
Por0m0tT avrr: A ANNOm: PPI°
AL, AAPA-T  oo(IPNmPTF  J°Cond-
T o7:

d)  ConCSUAET M vt
nanh-ta-t VAl 1 N e ap Ayt
TMNIPA: AT

an) P48, Otk OGS havdge-l: IC
43%7% Pt ovAye: AL ¢
DL KRG RIS NLALTE Prét
o Cavd. "MNGTO7:

7) Assess the service provided and observe the
service in action about
a. The medicine handling during prescribing,
dispensing and administration
b. If it is injectable investigate about the

reconstitution, diluents use

c. Formulate a working hypothesis on the

likely/possible cause(s) of the event and

d. Test working hypothesis if the case distribut
ionmatchw or king hypothesis and

occasionally, laboratory tests may help.

8. a3yt 18 hott AL +733% NA

a0t

8. Analyzing on adverse drug event

1) Pam @30T 15 QWELT NTTA ACYT
TPANA 0Aov- @ P lmlmlm-7

1) The Pharmacovigilance centerstaff shall assess
the causalassociation of the suspected drug/s




ol AT PUNNANTT PRYTYT
L7 Gl e9on7 el V7l
N-FaNaNm. ooll ool hnGECE
LB C7CT AU LV
hATMMe heto- T1P4LN LTCNTA::

and the Individual case safety report based on
the collected information and prepare a
preliminary report for the pharmacovigilance

advisory committee of the authority.

2) PAITAAL TN INMAL TS ORPC 2) Signal detection shall be performed through

oAl PN &P TANECL0 T LV A quantitative and qualitative methods using
q & 1

{\_}“m,ﬁ‘,(. CPE1PanldBh P CHNCY T TN WHO Vigilyze system.

Tt eNToTA

3) ALy Caw eyt 18 O AITA 3) Further signal validation and
Pao 30T A0t a7 (FHnhA analysis/prioritization shall be carried out to
A"ILT . h0Ar T LT 35 identify the signals appropriately.

& L8P T av(\ T 177 842
aaCan(C KRG 11 vl
AAT =

4) Ng°Cavé- 4Lk T AL7APR 4) The available scientific evidenceshall be
alBZPT Qov-q. awonly RS evaluated during the analysis.
73 e0  079°F o0 ooQF
ANVTF@-::

5) (Y RI1Px Ol bbb 67°CF 5) Conclusion and recommendation on a signal
ebiat Pon it LUTT A7ThG detected  shall be  providedby the
Wit 7o A4 ComeDnt % pharmacovigilance advisory committee. If the
-kt Ag 9ead v ePCOA: tee feels that th ] )
Wbeia- b ¢7°CrF hetT eam committee feels that the presented report has a
L9 (et oo+ PANT gap it can conduct further investigation by
4L A AT7504.A4°0 1 hOl ko (140 itself as appropriate.

1674 T1NeT A LT LTAA::
9. MM% hatit+ 991+ AL  dd“Lo0L 9. Regulatory actions to be taken

PLPPC ACT R

1) QA0AMNE- 018 At VYT Ae 1) Based on the obtained recommendation, the
Novoedlt A% n0et-k - AdhdTT authority shall take regulatory measures in
KLHz- accordance with the seriousness of the adverse
V) ams QAov-eP2F Qoo _

LU RN AG (-hey o7 drug events and shall include
AL ATLo-  ANCLTA ARG a) Letters to healthcare providers describing the

nL-A%0 “2ame:
a) PRV Und AL TIMIPEe

safety concern and how it may affect current




a\ml oL9° PNCYTT LA
PIIE7 av &5 17 N“7un
A7T9.09° Neoaml AL A74.9C
g°né VAN aoml-:

) Pl RPPET 0LY
Pav 5y 10f 42L& aal-T
Pan 5% 1 1A RhG: 0.0
PI°CT hovildoA 1e1G hOGC
AT9.PLC: oe9° A7%.0400
S ISAE

a) @Sl e RPLANAA
LN 090

w) PanCATT NP LPL TP

L9  oOlN: ACIE AoNg

LA

patients on the medicine

b) Provide warning on the safety of the medicine
and give advice on being vigilant for itsfuture
prescribing and dispensing.

c) Revision of the package, designs of product
labeling, packaging, product formulation,
medical device, orproduct/technical
information by the manufacturer of the
medicine,

d) Medicine recall or withdrawing the medicine
from the market,or

e) Suspension and cancelation of the market

authorization.

2)

M7 AFPAR () ao0ld P14
aA@-1 4 1 PAY oo L.47)- né. 1
NMANANT aoZ b hANT::

2) Any change to be carried out according to
subarticle c of article 1 shall be authorized by

the authority before it is being implemented

3)

AANANE (o5 4% T ALLANT
o of9° ohd Coolik7 15
no--r 2% ATINEE T ANTP
LTAA::

3) The authority may provide the results of the
adverse event analysis to the person affected
by the adverse event or the representative.

neA oant

NVt 1% We et hittéd OWCOYT o-OT

725 NAATe- AALCA Ahat

PART THREE
ROLES AND RESPONSIBILITES OF
PHARMACOVIGILANCE PARTNERS

10.fm.5 +277-

10. Healthcare facilities




G o-9° PG TRy

All healthcare facilities have

1) The responsibility to establish and run a

1) 0775 o-9° fma ‘+dge -0 . :
am eyl AE QLT A NG pharmacovigilance system as part of their
B KRG IYNEP  TICLD KRG routine practice and report adverse drug events
no-kT7 AQANANT @f9° ANAA to the authority or regional regulatory or the
ms +EMNNGe LI Aov 5 U market auahotization holder of the medicine.
4.3 AANT NPk 67°CT 71847
DALY

2) MMAAAMNTE  ¢1RLT Caom T 18, 2) The right to get information on any regulatory
Wéet  °Coméd- a-mTh  0LP measure taken by the authority
VYT Pwd ool

3) MMAAAMTE  P21.am-  AP9®  TPIANF 3) The right to obtain any capacity building
AT A C7CT ARELT NCUT activity on pharmacovigilance and training on
NAME Pardrls oo adverse drug event reporting

4) Caw @3yt 18 o (10Aov-¢ ARG 4) The responsibility to be vigilant and prevent
NAOG-C U 07T ATSenat any adverse event from occurring as a result of
TN PrPE PN DALY medication error and system flaws

5) Con it 18 AWELT TS 5) The responsibility to appoint
S G RLL-LT oy eO-TOAC apharmacovigilance focal person who will be
Cav ey 18 QLT A Tad assigned to coordinate adverse drug event
QAN PavanAl ALY monitoring andreporting activities at the health

facility.

6) NAANAML PCao@:5y1 18, QVSeT 6) The responsibility to implement the regulatory
Trts ool 071847 oL measures taken by the authorityafterserious
ACPE - (tkov QA0 e AL adverse events investigation and analysis
awPAT PTUINT DALY

7) MIFor9 Con oS 8 T 7) The responsibility to maintain and document all

a/lEPTT (AN oo UG hNé.AY
AP7 2461 AG DANANT  IC
OFANNC Pavhé-T 58T

records related to reported adverse drug events,
share information when requested and
collaborate  on any  pharmacovigilance

activitieswith the authority.




8) PPl AT ATYRONT (9 lavd-
AL, POLVY DT AU
N7LA Paovdm-Al DALY WG

8) Refrain from dispensing the medicines with
suspected products quality defects under

investigation,and

9) NamFPAL PCawly- 18 A
NnCoYr+  eHaam A79.0°7 %o
PoLmOE AN0ET7 MA00 TS o7
nNCc Y t: TmPoy, Pao P’y AT
ANVTPA L 71471 hON T

9) In general facilitate the implementation of
pharmacovigilance activitiesappropariately,
share its own responsibilities, benefit and

contribute to the system.

11.PhAA M. THMNE

11. Regulatory bodies

PAAAN MG PN NS:-

Regulatory bodies have the responsibility to

1) hhdAa. NPT 91010 oL9° L.PL:
e HANTo PG TRV Con oy
18 Qe kA aCY T 08P
M eI T oo T\ :

1) Monitor that healthfacilities that have been
given certificate of competency or license shall

establish and run apharmacovigilancesystem

2) €rrC 0°7.LCHNT O® Pl4.Aav
Po @Y1 18, hhl1l- 9°Cond.
el RS bt AT od
ATS09 CrmPAn Pon Dyt E
nott S7°CT ANANANE  Nod-:
C7Co 0Ll

2) Investigate on a serious adverse event that
occur at regulated healthcare facilities and
provide an organized inveatigation report to the

authority.

3) haanAM-  2C  Poo 5t A%,
1) o R 1 T A oW 1 1 0 77 o Y o (
A“Lom: Conl5yt LUTrE “0-Hhhe
PRPPC ACY°E aolBPT7T7 IUTT
AT TP RTAPT T84 RS

3) Obtain regulatory measure information shared
by the authority to monitor medicine safety and
ensure its implementation on healthcare

facilities under its regulation

4) MA167k: Lo 5y 18 Aot 0CY T
P mGThé AT h2a9° Aded OCYl: IC
eq00 A7 QANANT  DOC
O-ONC aoné: DAL hAOT::

4) Collaborate with the the authority in
strengethening the National pharmacovigilance
system and ensuring that it maintains its
appropriate position with the international

standard.

12.Pow &3y 18 QUCL httA WC%T

12. The pharmacovigilance focal person




Tmé 2001

Pan 51 18 Quée. ntTHA OC%T -Faé | The pharmacovigilance focal person shall have the

7000 responsibility to

1) Amg -tRov- @0 90T+ VAP 1) Ensure that all health professionals are involved
PG  OAoo-PPF  Pan®y - A% in detecting, assessing, managing, reporting and
ot ATANE WA a4 preventing potential adverse drug events and
A74%.040A. K70 e7°C ) " e knowled 4 sill
RIS LECIG WA ool 18 VL ave the appropriate knowledge and ski
A AC%T 0o Ao-PlS regarding adverse drug event monitoring
nae T A79.9CFo- TINFEA:

2) Canl:y-t 18, Anll 677G PR 2) Ensure that adverse drug event report forms and
ATR0P AT CCTCT TIR4S other reporting mechanisms are readily
N&2F WK aw§Tod: (TRav- available and are known in all clinical areas and
o0 (A9 VAT NSREPT ot health Brofessional SRR
TT I ET: PG Ohav-pDFoge that health professionals are familiar with how
AL RINT aomdd©  ATSAVFo- to use them.

YRR LT G Sl KA H

3) Paw @y 18 0t (eodbl 3) Be a leader in investigating on adverse drug
PI°Cand- 18177 Pavyg° il events

4) Paw @y 18, nn-kr a8y 4) Analyze adverse drug event data, compile
PIYLL BT Pav- 1y 1y: AG reports and present it to the responsible body.
A“Lavplirta. A PU1PLAN:

DALTTANT:

13.7-ho 2F- 13. Patients/Consumers

1) Py 18 vl CLLONT
L9 Pyl hamPPI TAC
a7 fmldmld. TmPel oL9P°
AOMNS Pl 18 bl
aw (N7 PP VI @-9° Am-
NhAde0N Lo+ A“LYY MG  TR9°
0 L9 ANAA MG THNNE @LI°
AQANANT 8482 P32 NAhR
ao(\an(; oo 9 AP
LTAA::

1) Patientswho have experienced an adverse
drug event or suspect are action to a drug
or knows that an adverse drug event has
occurred shall report to the nearest health
care facility, to regional regulatory body
or to the Authority using the toll free
number 8482.




2) M1t A3PA (1) a0l aolB
I T AN T P W
NNt ANANADT ©LI° ANAA

2) The healthcare facility that is mentioned in
subarticle 1 of article 13 shall assess the

event and provide the report to the

ms temNe  L7CT 1Ll . )
AAN T authority or regional regulatory body
14.070¢ ¢€2& aALFT 14. Market Authorization Holders/MAH

1) 275 @-9° £.¢ LI L aan-r 1) Every market authorization holders shall have a
CCOAT Pavl 1 LUTrE A responsibility to set up a pharmacovigilance
N9 mlCHT LECUTFPA:: system of their medical products.

2) MrFw9c  PMPe 4P L AalF 2) Any market authorization holder shall have a
Pav @3yl A% AT A responsibility to assign a Qualified person
COLLRLD Ak AT LD T LUTTT responsible for Pharmacovigilance/QPPV/ to
'tk ACAT  PAAmMY  QAov-@ or the saf 4 auality of th i
wavgAlG (Y wavle Witk 4 (4) monitor the safety and quality of the medicine
(et LG Pl SALY T under its authorization status and report on
AN : adverse drug events according to article 4

subarticle 4 of this directive.

3) QAov-P@- L.FL CTAmm7 avf5y+ 3) The QPPV is responsible to monitor the safety
Péct: LUTIES 4PN (lavabrt quality and efficacy of its authorized medicine
e N R I L) and shall compile information and report to the
AMANANE NPtz S7°CT  T1L67 .

RO : authority.

4) Caw 3yt 18 ANT7 9PCavd RS 4) The Market authorization holder shall have the
2 A AT VA S | b KA B T e T b 3 responsibility to respect and implement
CTons ACPET “0C RS -6 regulatory measures taken by the authority after
7Ll At _ o _

adverse drug event investigation and analysis

5) Can@:5y 1 18 0T VYT oo)del 5) The market authorization holder shall establish

077 L:4.2 0.0 L9 aa0k:

o7 AoohahAG aoedia P00

AOVTSRC 0k O°2htac 1.0

TNIEAG 1PN AONT

V) Neo 5% 9° 010 odb-t:

A Nk PAoANL:  oom7:
9L PhOMP a1 PUNICS
N7 e AL Aot 1725 CONTLIL ¢

a Risk management plan for its medicines to
prevent and minimize the ADE’s from harming
the public.The market authorization holder
should prepare and submit a RiskManagement
Plan at thetimeof

a. Newdrugapplication




4) NG PP A% PRV AT
02000+ odb ol
)NAANANE N1°%mC PO L1b::

b. Significant change in  marketing
authorization (new dosage form, route
of administration, indication)

c. Significantnewsafetyconcern

d. when requested by the authority

15.0%1+% Pt+9°vCt 1+t

15. Academic institutions

AANANT PG “10AME 12T AF5.0-9°
AT 4.0 0N TIVC AT Y ahat
Pan 571 LVTrt nHFAT7 AL PATo-
TAT6  N°2aovpti-t-  (9°VCT:  QNAMG:
Nrs+He 9°C9°C: 07°A0. A?1: (Vh9°s
PGP AUG: NNY9°N0NC 0ot AFS09°
why°*s AW To- o0 ¢k
ATLP7 NTNNC LACA::

The authority shall work in collaboration with health
teaching institutions and other related institutions in
the monitoring of drug safety or pharmacovigilance
policy
development, clinical research, ethics committees and

through  teaching, training, research,

the clinical service they provide.

16.PVHN MG TCAPT

16. Public Health Programmes/PHP

AVHAN MG  TCEVI  VPE 00T
o0t ooy 18, nal (00
N7 ea-raNdo- MmS “21.0tC 0L9° PhAA
ms eMae AN LG anfl)
LYCNI AN

Any adverse drug event that occurred during the
implmentation of public health programmes shall be
reported to the authority by the coordinator of the
programme,

the ministry of health or regional

regulatory body.

17.2010+ TC-9°

17. Immunizationprogrammes

1) “Ti5o9° 't Nooqml e AL
1074 mS Qaov-f 0T hhk
NxA  ¢+émd  1E ot ASC
AT TEVI° A4 0L9° NPTI-
AQANANT (124 Akt o0 67°CT
7Y L WA=

1) Any healthcare professional who is involved in
vaccination or who has vaccinated a personand
has encountered an adverse event shall report to
to the supervisor or the authoritywith in 24

hours of the occurrence of the adverse event.

o\l 67°Co
18 ok

2) Oran Aidx (1)
oLl ehal
eohtact ST
V) Anhd. o0 18 aol:
AANTA T TE9° AW et

2) In accordance with subarticle 1 of article 17,
reportable adverse events after vaccination
include:

adverse events

a. Serious following




e-ld.mdé PR 1B Aokl

4) T 18 hAd-T A-NaN:
)00 0L9° 07040
oyb - Pé.mdé PRTAT A8 hntl:
w) eA-tmle Ph O 18 o
AS

LPU ok TICT? he QA eom’d
e-havk: ehl-a - 18 ot

10

immunization,

b. Adverse event following immunization
as a result of potential immunization
errors,

c. Clusters,

d. Adverse event following immunization
causing parental or community concern
resulting in the family notifying the
case back to the healthcare system,

e. Those that are unexpected, and

f. Those that are known but occur with

unexpected frequency.

3) NM7a RIPA (1) ooddl PPN 3) In accordance with subarticle 1 of article 17, a

C77CT PRL@ PRTAT TEVC? supervisor who has received a report shall
g nvy S H . . ..
D4 PPCove.  PRLAA: ANANAMT conduct  investigation and send the
PICaovi -7 LANA:: _ o _
investigation report to the authority

4) QAN O7h0 A7PR (3) ovOloT 4) In accordance with subarticle article 3 of article

e-HahaT7  Coe- ot oot 17, the authority receives the investigation

ALCY LTS 0f9° AN OV
"6 9°Covd PPGTEA:  PovOi
JoCavly LRGN

report, conducts analysis and if necessary
coordinates further investigation and supports

field activities.

5)

AANANT WA ¢ hlbo- PoLPCA
g°né. VA7 NeodN 18, hdl-1: 09°7
N7l RrILThAT L9897 AL
LLCAA: AN ALD7 PERPPC ACY°E

5)

The authority shall obtain recommendations

from the  pharmacovigilance  advisory
committee and reachs a decision regarding the

cause of the adverse event and based on

Nao@-AL-9° O- A @7 a-10.a-

PAALCH AhA PAm-PA thisdecision the takes regulatory measures and
communicates the information to all the
stakeholders involved.

6) aanAM-  Phlal 1% ot 6) The authority shall work incollaboration with

A0 W20k ¢7°CT W14 together with appropriate regional and federal

ArGanlavé. KRG a0 0\ GNW T @97




ATy AT odPs ?o90-1-hn ¢
ACY°E P 10L-P ATV
nANéALe PhAA AG  Pholul-A\

AMAl ¢ O TNNC LOACA=

bodies to ensure that adverse events are
detected, reported, investigated and analyzed

and recommendation for actions are

appropriately implemented.

18.04 Pyt 48 QLT hiTA
NC9YT A“Mhé hot: avddge

18. Establishment of
Advisory Committee

aPharmacovigilance

1) Pao @5y 18 QUeet  nrA
NGt h7Me b1k (i 0%A
AT1¢ 0l NRe Pl.mé” (IHY
avavd @ BRI

1) In accordance with this directive the

pharmacovigilance advisory committee (to be
called as advisory committee from here on) has

been established.

2) PhAM¢ 0k Fmért AMANANTE
LUPGTA::

2) The advisory committee answers to the

authority

19.04 A?h¢ bt ANAT

19. The members of the advisory committee

1) PhA“M0¢ bl ko- ANAT DTHALE PG

1) The advisory committee members shall be

Naov- £ 2T e-TarNax HhAT composed of different health professions.
LG TAN:
2) QAAAANT ChTMNS helskor hOATT 2) The authority shall assign the advisory

LALTIA::

commitemebmers.

3) PATNE 0Ot NN AT SPRFA
AN, NANAE LaovlmA::

3) The chairman and vice chairman of the
advisory committee will be chosen by the

members of the advisory committee.

4) QAN Ph710S
Moo’y C1AIAA\ ::

nykm- 0ché

4) The Authority serves as a secretary of the

committee

20.04 A“M¢ bt A70CT DALY T

20. Duties and responsibilities of the advisory

committee

PhAT 1S hlb FINCT DALY T -

Duties and Responsibilities of the advisory committee

are-

1) AQAAANr  Poo 3y 18 hdT
7% AL 9°hd VANl ANAAANT
PP LA

1) To providing reccomedations to the authority
based on the cause effect analysis of adverse

events.
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2) Naeo 834 18 ol
a4 A NA“L10TF -
ANANANT VA P29 LA

2) To provide reccomendations and suggestions on
ways to improve the pharmacovigilance system of
the country.

3) ANLAY AT Aol 18 o7
Aol 9°C Ao hNéAV@7 L£OG
L TTAH

3) To provide support to investigation of an

adverse event as necessary

4) Paw @3y 18 a0kt Ag Addle-
PAd 1 T4 U ¢  hNé.A1, U7
MNNELP Lol LPGTA::

4) To provide explanations on the reccomedations

provided by the advisory committee as necessary.

nNeA hét
ANTRLLEP POT A AR AR £791LPF

PART FOUR
ADMINISTRAIVE MEASURES AND
MISCELLANEOUS PROVISIONS

21.21R1+ &PPCT owlB QAaoOml-

21. Inspection and Provsion of information

1) aaaADrE e 4P QAT
Nravpirt CavleitFFw7 LV7TrHS
Pt PO TANTT Coo Dy B,
GWC et N PhAAGC NCYT AL

1) The Authority shall have the responsibility to
perform pharmacovigilance inspections and
regulate market authorization holders with

respect to their monitoring of safety and

o o L A N S A o L VA | o N A
PanBMMC ALY AANT:: quality of their medicines.
2) AANAMNT  Poo 5y 18 hoT 2) The authority provides information adverse

e-tovalrl: oolEPTIG VITT ok
A“Lovq - Fo- hhAt AT A“TV0400-
TR PRCIAN::

drug events and signals to the public and other
stakeholders on a timely basis

3) AANAMNT Caov @y 18 o
FCowls T e VYT ool
a7l PRI AL RTSLOA 1L
AT PMSG  NAov- PTG PG
ALY ao &5 17 PPy a0
ATSPm-A. AT VNLTAN ATTSLmPI”
124071 MA@ av’p)L PAm-FPA::

3) As the purpose of the detection, investigation
and analysis of adverse events is to prevent the
drug from being used, the authority uses evry
available means to inform healthcare

professionals and healthcare facilities to

abstain from using the drug
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OAONANT PHY avanld @ €779 (AN Oo-
LY ATLPElk: 9L e ta-y
ANTSLELP ACYI°E LONSA::

22. Administrative masures

The authority takes the following measures on any
person who doesn’t comply with the provsions
stated in this directive according to the crimes

committed.

1) herhtact  PéAT  A797T  (4Aav
Ao AL Pa s "I PEe Pyl
AA0NGE LOTAA::

V)e7 G Py L) BALYT
QAo Nod1: 67°CT  PARLLI:
oeI°

ANAANADE PTAm TONNT Nod-k:
PALAI: weYI°

WP 18 QUee,
NCYTTmé NAov-¢ PAavg(]::

nra

1) A letter of warning shall be provided on anyone
who is guilty of one the following a) Not
executing reporting responsibilities by not
reporting on time or
b) Not implementing orders stated by the
authority or
c) Not assigning pharmacovigilance focal

person

2) herhtat  P4TF R7%7 (440
O AL 2.1
a5y N0 0L9° PUEe 4P
noal- oC Adh A7 oo A“2.LCN
L AL AAANGE LTAA::
vavat Ll PAMNGE  0mTPEe
eHamo AF AMATE L PA NG
MO PEe 77.0r T4 QU
Gav't @O PéAov: LI

N @5y 1: 18 an-k 07700k
0 L9° leomCme NMAONANDE I°Cok:
AT8 ol wf AIC o0T

T8,

A75 210 AP AT5LPCAl:
e A0 oe9e  Acr:
A ch 4 aL T6l, 774 anl B
K791 ?1Aam’7 ‘Toun

2) Suspension of certificate of competency, license
or market authorization temporarilyfrom three
monthuptoone year on a person who has been
found guilty of the following.

a)A person who has been given two warning
letters, a person who has committed a crime
that forces the authority to give him warning
letter for a third time in two years

b) A person who, as a result of the adverse
event encountered by his medicine hasnot yet
executed the authorities orders issued to stop

manufacturing the drug, to stop the import of




PA.Aav: @ PI°
d) hOVTFE7CTLPLNRTEY T :

the drug,to stop the drug from entering into the
market,to be recalled from the market,to revise
information on the package insert.

c) A person who has provided false report.

3) PP TN @L9c PN
4L ey PP 4P PN
ACE hTto00T 0RA AA PR AE
Om7PEe 7.4 o9 NPT
ML, L ALAONL  PULTA
P4 OO Yoo o0 PLAov RTL
Uy NPT 10100 LALHA::

3)

Cancellation of certificate of competency on a
person who has been found guilty of
committing a crime that forces the authority to
issue a warning letter or revoke the certificate
of competency within three years after the
certificate of competency, or license or market
authorization was already revoked in the

previous years.

4) Naw 371 18 oI 9°Covd- VYT
(T PCE PPIC AL RTISL@-A
P.oOT ATRPT I°CATT PALchor:
Lavld-to-: OLAIC o0 CANe-
o o9 P9°CE: AT  9°C-17
e A7.000N0 o0L9° A7L.01%
0L9° oL ot KIC R7%ovAN
LLLIAN::

4)

Based on the result obtained after investigation
and analysis of the adverse event, if the decison
of the authority is to ban the drug from use,
then the authority orders the manufacturer,
importer or distributor of the medicine to recall
the product from the market or dispose it or
return it to the country from where it was

imported.

5) Tt A7PA (1) AT&Ta0d VT

AT Cé.Aaom- Om- NNANA Nt
tPPC Py e.L.l01 ATV
QAONA M- oy a1 o- T AT

a0 KA oL9° PhAA S
AHaMNE ACIE RT5.00L PLCIA::

5)

Without prejudice to subarticle 1 of this article,
if the person who has committeed the crime is a
person who is not regulated by the authority,
then the authority makes other federal body or
takes the necessary

regional regulatory

measures.

6) LY %A  PATLTr A0TSR

6)

Any person who has committeed a crime that

the administrative measures to be taken were
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not stated in this directive shall be punished by
administrative measures stipulated in the
regulations and directives prepared to execute

the proclamation

ANQATPP4. 40 S7°CF A“1L4
AN T P00 CUPGA::

7) Cav @5yt RIIOERNT S L6 7) The medicine inspection directorate executes
(11IRY avav ¢ P-tovpto-; the administrative measures stipulated in this
ANTARET RCPE Prlong OU: directive. The product safety directorate
EPPC PULLLIVTF @ °CAT LUTTT _ _
8 L.LnteT A8 8.0 P HCIE monitors  when  breechs that require
ey eOmN L A av . a0 administrative measures get committed and
oot ACIE AW712.00L hNéb.A1, provides all the necessary information for the
TNCEPTF A3t AN deliberation of the measure and also follows if
LamAa: SLLATEE N0 ACTE the appropriate measure has been taken.
om0 57 ShJTAA::

23.NAANS 23. Annexes

1) iy aovovgp  HC  h0é TG0~ 1) All the Annexes attached in this directive from
DAL AOh AT PO ANNT CILY 1-4shall be used to implement the activities
apavlf hMA UG LBALA-:: described in the directive

2) ANé &L ANNT  NQANANT 2) Unless they are changed by the authority, the

annexures in this directive shall be used by the

authority for reporting adverse drug events

24.avavd P+ NATLASOT 2N

24. Effective Date

1) &V avavl@ @) PNPC 1 +77/2014 2.9° 1) This directive have become effective by the
NN V7@ T ALP:: management of the authority starting from April

9, 2022
2) 2y avav(, @ (06 ch L0 tC 2) This directive shall be effective starting from

0-taol’i01+0.../2015 9.9° EI9°C PAG
LUGTA::

the date it was registered by the ministry of

justice




%2477 10 Heran Gerba
CA XL °UPNGT Dt IAANT PS

Director General
seé&ntc

Ethiopian Food and Drug Authourity




[Joied 1t Died, datactdeath: __/__/__ Autopsydons: [Jves [N [Junkown

Past madical story (including history of similar reaction or other allergies), concomitant medication and dates
of administration (exclude those used to treat reaction) other refevant information (e.g., other cases}. use
addtional sheet i needed:

First decision making level to complete:

[iovestigation needea:ves [N |1 ¥es, date iestigation Plarned: __/__/__ ]

National leved to complete:
Date report received ot national level __/__ /_ _ AEF worldwide unigue 1D:

el NILUAS Nk
First fold here

This AEFI repoeting form is prepared and printed by Ethioplan Food and Drug Authority (EFDA)
in collaboration with AUDA-NEPAD “

T ALY AR AnS

Next fold here
From _. -— ———— PPAS eone NTATHY L8 47 HQ2
i . Business Reply Service License No. HQ2
st = Postage Prepaid
\0 ,EFDA
FRACTS PO RIS TN
FTHEIRAR FOO0 & DEUG MTHORTTY
Other means of reporting
Electronic Reporting form on our website: www.efda.gov.et
Med safety Mobie application download from play stare or IOM P.O. Box 5681 - Tol 011-552 3142
Email address: pharmacovigilance @efda.gov.et Addis Ababa, Ethiopla




Annex 2:Instructions on how to use the e-reporting system to report an adverse drug event

Healthcare professionals can
report ADE by using e-reporting by

following the procedures.
|
Go to EFMHACA website

www.fmhaca.gov.et

M o] dasbetuoidens X | M Fud ket 5713 - Re Pl £

o

© Netszaure | demawbo-umcorg P

PAEPAS PAIT P23 NARAMY
Ethiopian Food and Drug Authority

page that is attached here

> click on service
Adverss drug reaction reporting
> click on the link e-reporting of - — e
ADE then you will find the page s e ol =

= anayteit, (3= Hep ey a e

unnecessary drugrelated harms
caused by Adverse Drug Event’s

> fill the information required by '
moving from Reporter =) and ot X
the restinformation necessary for s
the report 255858
> Submit the filled reportto EFDA =y
and protect the public from g

Annex 3:Instructions on how to use the mobile app of Medsafety to report an adverse event

Healthcare professionals can report ADE
by using their MOBILE PHONES by
following these simple procedures.

1. To access the Med safety app

for 10S users go to the APP storefor
Android users go to google store
search for Med safety app in the search

bar (found as in the diagram above)

Click on the Med safety icon app to select
it

3. click install to install the app

4. Once the app has been successfully
installed click open on your device

5. Create a user account.

6. once the account has been created you
come to the home page where the full
page is provided

7. ThenYou can now reportan ADE

N 7z
= —
\
Email
Password
LOGIN

Forgotten password?
O Keep me logged in

CREATE AN ACCOUNT
CONTINUE AS A GUEST




Annex 4. AEFI reporting form
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[ Severe local reactions=p [] >3 days ] beyond nearest
[ seizures  memmmp [ febrile [ afebrile
[] Abscess
[ sepsis
[] encephalopathy

[] Toxic shock syndrome
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