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ADVERSE REACTION REPORTING FORM
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ADVERSE EVENT NOTIFICATION FORM '
A.INFORMATIONS ON THE PATIENT

Patient address Village : Sector:
. Cell : District:
Other available address (cell phone/email,...)
Ne of patient file/ dossier Date of birth weight (Kg) height( cm) Sexe OF CEM
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Pl'egnancy?D yes CINo O don’t know If yes, precise the age of the pregnancy The pregnant womanis : [ primiparous O multiparous
(amenorrhea weeks):
The patienthas any chronicle diseases? Hyes O No O don’tknow 1 l ‘ ) J
If yes, precise these diseases in the follow place (you can add another paper if needed) ) K ! o .
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Associate risk factors (tick on the following ones): tobaccos, alcohol, clinical background, familial history, allergies ...

Describe any other risk factors if applicable (you can add a new paper on this if needed):
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The product was prescribed? Eyes O No | If the product was prescribed, indicate the reason why : 120y, /H e t UL O |
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Dosage Prescribed : A ()(0) i O Frequency of daily dosing prescribed : A< Treatment duration
Dosage taken : J Frequency of daily dosing use by patient:
Date, if possible the time of the staltmg taking the suspected product: Date, if possible, the time the suspected product was stopped:
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The administration route used by patient: [ \ Details on the dilution (if apphcable)
Where patient has been provided with this product?
Is it the first time the patient has taken the suspected product? [1 yes O No If no, did he experiment the same reactions the last time he take this
product O yes [ No
Is there any measure taken to manage /treat t thisadverse event? EI' yes O No
If yes, mdlcate these measures (phalmaco-thelapy, refer the patient, stop the treatment, change the treatment, efc....)
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Evolution of adverse event Y e
[0 Recovery without sequelae OHospitalization O Life threatening O Deceased O others : specify
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C. OTRHER PRODUCT USED: Is there any other product used by patient? [l yes [ No If yes fill the table below
(Add a new pageif needed be)
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Date (time if applicable ) of start to take the product

Date (time if applicable) of stop to take the product

D. INFORMATIONS ON THE NOTIFICATOR

Name * BDe NC

@) I
Qualification * : Place of Works/Health Facility*
PO box* : Phone number/yours or for the Health Facility*
Email : Date*

Your support in this Pharmacovigilance program is appreciated.
Submission of a complamt does not constitute an admission that medical personnel or manufacturer or the product caused or contributed to an event.
All information is held in strict confidence and programme staff is not expected to and will not disclose reporter’s identity in response to any public request.
Information supplied by you will contribute to the improvement of medicine safety and therapy in Rwanda.
Once completed please send to: National Pharmacovigilance and Medicine Information Center or to the Drug and Therapeutic Committee (DTC) of the hospital which
near of you
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Food Medicine and Health Care Administration and Control Authority of Ethiopia (FMHACA)

Adverse Drug Event reporting form

patient Name
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Drug name(write all Date drug | Date drug Date drug Indication
information including taking was reaction taking was (Reason for drug
brand name batch no started started stopped

and manufacturer (D/M/Y) (D/M/Y)

Adverse drug event description(include all available laboratory test resulis)

Reaction subsided after D/C of suspected drug?
0YES o No O Information not available

Reaction reappeared after restart of suspected drug?
oYES oNo O Information not available

Reaction necessitated: )
Discontinuation of drug/s RJ’YES o No
Hospitalization prolonged ;&(\YES o No

Treatment of reaction:
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Outcome: o Died due to the adverse event O Died, drug may be contributory O Not yet recovered
+ Recovered without sequelae O Recovered with squelae o Unknown
Squelae: '
Relevant medical conditions such as allergies, renal disease, liver disease, other chronic diseases, pregnancy
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SUSPECTED ADVERSE REACTIONS FORM v 5 (4/2012) For FDA use only All reporis are confidential.
“Saving Lives Through Vigilant Reporting” AER No. 2012-0001
_*FIELDS MUST BE COMPLETED. - - - __ Datereceived:
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*Patient's Name or Initials )< \/ * Sex: KMale O Female  Weight Kg Height (cm)

Address or Contact Number: *Age. < Date of Birth (mm/dd/yr)
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Medical History/Admitting Diagnosis: — ' foua N Ethnic group: O Filipino O Chinese O Caucasian

Any Known Allergy: L1 No MYes Spec:fy W I}’O (AL QU Pregnancy Status: ___ No

Hospital/facility , if admitted: |\ ko w il Roy lhn‘TQJ _ Yes (1%, 2", 3" trimester)

[ DETAILSIGRITHE/ADVERSEIREAGTIONE L

Date of onset: 2O |1! ‘ ,/‘g; am, PM Do you consider the reaction to be serious? Q/Yes if yes indicate why: O No
Describe the reaction, including pertinent laboratory data: [ Patient died due to reaction
. 4 R Involved or prolonged in-patient hospitalization
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Can the adverse reaction be due to :
1. Product quality defect ___No __ Yes, Specify, encircle: color change; caking; powdering ; counterfeit; odor change; defective
container; contaminants; separation of components; undissolved suspension/powder
2. Therapeutic failure: ___No __ Yes, Specify, encircle: antimicrobial resistance, drug interaction, poor compliance, counterfeit, expired;

improper storage; under-dosing, inappropriate medication; inappropriate route of administration; excipients/preservatives
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Listallother drug/s taken atthe'sameltinie and/or 3 months berore, It none, checkibox) 5" No'Other df&éyé taken

Brand'name of the drug DailylDose Route
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Was treatment given? O No ,( Yes (If yes, please specify):

Outcome: ;
XRecovered (Date of recovery): 20 \’}-! | ’ | q' O Unrecovered Other diseases: liver renal HPN

O Fatal (Date of death): O Unknown Diabetes CVs Endocrine Cancer
Sequelale: (any permanent complications or injuries as a result of the ADR) Re-challenge? O Yes Result

[T Yes (Please specify) [ No O Unknown
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*Printed Name of Reporter: D{ ” OC *Contact no:
Email address:
Signature of reporter: :
. ' *Professionl: _ MD ___RPh__RN___ Patient ___Dentist ___other
Date reportad (mmiddiyr): *Facility: _Clinic” ___Trial site Other
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N \ National Pharmacovigilance Center . é,: : ‘:%
/ j l : “'Saving Lives Through Vigilant Reporting” \
’ gor Send completed form to: ADR Unit, FDA, Civic Drive, Filinvest Estate, Alabang, Muntinlupa ,1781.
Food and Drug é?_ﬂ‘i‘;ggm'é‘g Or fax to: (02) 807-85-11, c/o The ADR Unit. Send sample, if any, of suspect drug for analysis.

Website: www.fda.gov.ph




