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Dosage





Indications for use











Route of Administration





Date Started





Date Stopped











A











DRUG DETAILS (state name and other details if available/Attach Product label/sample (if available)


Brand Name:_______________________________  Generic Name:_________________________


Batch Number:__________________  NAFDAC No:_______________  Expiry Date:___________


Name & Address of Manufacturer:__________________________________________________





SUSPECTED DRUG (Including Biologicals, Traditional/Herbal Medicines & Cosmetics)



































Date Reaction Started             Date Reaction Stopped











OUTCOME OF REACTION


Tick as appropriate


	Recovered fully


	Recovered with Disability


	Congenital Abnomality


	Hospitalization


	Life Threatening


	Death


	Other (specify) ………








Adverse Event or Reaction reappeared on Rechallenge  YES           NO





Rechallenge not done YES       NO

















Relevant Tests/Laboratory Data:





ADVERSE REACTIONS DESCRIPTION











PATIENT’S DETAILS





FORM FOR REPORTING OF SUSPECTED ADVERSE DRUG REACTIONS.


IN STRICT CONFIDENCE





National Agency For Food and Drug Administration & Control (NAFDAC), Headquarters Office, Abuja, Nigeria.
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2.





B





1.





Full Name or Initials:______________________________________   Patient Record No:___________


AGE/DATE OF BIRTH:____________________  SEX:M       F        WEIGHT (Kg): _________________


HOSPITAL/Treatment Centre:___________________________________________________________  





SOURCE OF DRUGS:





























        Prescribed?  Yes           No            Obtained Over the Counter    Yes           No





Hospital


Pharmacy





Community Pharmacy





Patent Medicine Shop





Traditional/Herbal Practitioner





Street Vendor





Other (Specify)





Drugs taken within last 3 months (All Concomitant medicines including herbal medicines and self medication)





C





5.





Brand or Generic Name





Dosage





Date Started





Date Stopped





Reasons For Use











          OTHER RELEVANT MEDICAL HISTORY (e.g. Allergies, Pregnancy, Previous Exposure to Drug, Alcohol, Tobacco, etc)





6.





SOURCE OF REPORT:      


Name of Reporter _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ Signature: _ _ _ _ _ _ _ _ _ _ _ _ _ _ _


Address _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ __ _ _ _ _ _ _ _ _ _ _ _ _ _  


Profession:_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _Tel. No/E-mail: _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ 





7.





ADVICE TO REPORTERS





8.





(a) Reporting of suspected adverse drug reactions is very critical for promoting drug safety and         rational use of drugs.  Please actively participate/support this monitoring programme.





(b) Report adverse experiences with all medications (drugs, biologicals, medical devices and traditional herbal medicines).





(c) Please note that the submission of a report does not necessarily mean that the drug caused the adverse reaction.





(d) Identities of the patient and the reporter will remain strictly confidential.





(e) Completed Forms should be returned to the National Pharmacovigilance (ADR Monitoring) Centre, NAFDAC








NATIONAL PHARMACOVIGILANCE CENTRE (NPC) NIGERIA
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A





Was Patient admitted    YES                   NO


Duration of admission (days) _________________


Treatment of Reaction: ______________________


_________________________________________


_________________________________________











C
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  4.

















Route





National Pharmacovigilance Centre (NPC) Nigeria,


National Agency for Food and Drug Administration & Control,


(NAFDAC)


Plot 2032, Olusegun Obasanjo Way, 


Wuse Zone 7 Abuja.


Phone: 09-6702823; 08037863048  OR Fax: 09-5241108
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