
 

THE UNITED REPUBLIC OF TANZANIA  
MINISTRY OF HEALTH, COMMUNITY DEVELOPMENT, 

GENDER, ELDERLY AND CHILDREN 
 

TANZANIA MEDICINES AND MEDICAL DEVICES AUTHORITY 

                                               ADR REPORTING FORM                                                                                            
 (Made under regulations 33, 36(1)(a), 38(1), and 46(1) 

Note: Reporters and patients identity are held in strict confidence by TMDA and protected to the fullest extent of the law 

Type of Report  

Initial          ❑                   Follow up  ❑         Serious  ❑          Not Serious❑                    Medical  ❑                  Vaccine       ❑                    

Patient      Information 

Patient ID/ Initials.: - ___________________  Gender: Male ❑          Female  ❑         Weight(kg)………...Pregnancy status Yes ❑     No ❑ 

Full address ………………………….  Telephone Number   ……………………………. 

Date of Birth : ../…/…(dd-mm-yyyy)    OR Age at onset:  ___________  

 Medical History (Provide any relevant medical history and laboratory results including dates (if done)   

…………………………………………………………………………………………………………………………… 

………………………………………………………………………………………………………………………………………………………………….. 

Therapeutic failure (provide information on  medicine(s)/vaccine(s) showed lack of efficacy 

 

 

Medication errors  (provide detail of medication errors) 

: 

 

Additional Information (Provide any other relevant additional information below) 

 

Administrative information  

Report Title Form ID number:     Date of reporting  

 Name and Address of Institution Email Address                                                      Country  

 Name of reporter  :                                       
 

Contact /Tel No:  Email           

  

     Thank you for your cooperation 

 

Details of suspected medical product 

Name of suspected 

medicine (s)  (Specify brand 

name or manufacturer if 

known)  

Generic name Route 
Dose and 

frequency 

Therapy Date  Batch. No & 

Expiry date  

(If known) 

Indication 

(Reason  for 

use) 
Date 

stated 

Date 

Stopped 

1.  
     

 
 

 

2.  
     

 
 

 

Other medicines used at the same time and or one month before (including herbal medicines) 

1.  
       

2.  
       

Date of ADR onset:../…../……       Time of onset ……..Date ADR stopped………/…./……… 

Severity of the ADR  

Mild ❑                      Moderate  ❑                         Severe ❑                             Fatal ❑               Unknown ❑  

Reasons for seriousness  

Prolonged hospitalization ❑    Caused a congenital anomaly    ❑ Disability    ❑     Death  ❑   Life threatening ❑  

Action taken  

 Dose increased ❑  Dose reduced ❑   Dose changed  ❑    Not applicable ❑          Unknown  ❑  

Outcome  

Recovering   ❑ Recovered with sequalae ❑  Not recovered ❑ Death ❑  Unknown  ❑  Recovered  ❑  

Causality of the ADR/AEFI  

Certain  ❑  Probable/Likely   ❑  Possible   ❑  Unlikely    ❑  Unclassifiable  ❑  



 

THE UNITED REPUBLIC OF TANZANIA  
MINISTRY OF HEALTH, COMMUNITY DEVELOPMENT, 

GENDER, ELDERLY AND CHILDREN 
  

TANZANIA MEDICINES AND MEDICAL DEVICES AUTHORITY 

AEFI REPORTING FORM 
(Made under regulations 33, 36(1)(a), 38(1), and 46(1) 

*Patient name or initials: 

*Patient’s full Address: 

Telephone: 

Sex: M F (Pregnant Lactating) 

*Date of birth (DD/MM/YYYY): _ _/_ _/_ _ _ _ 

OR Age at onset : Years Months Days 

OR Age Group: 0 < 1 year 1- 5 years > 5 years - 18 years 

> 18 years – 60 years > 60 years 

*Reporter’s Name: 

Institution: 

Designation &Department: 

Address: 
 

Telephone & e-mail: 

Date patient notified event to health system (DD/MM/YYYY): 
_ _/_ _/_ _ _ _ 

Today’s date (DD/MM/YYYY): _ _/_ _/_ _ _ _ 

            

                                                                                                   

 

 

 

 

 

 

TO:   

THE DIRECTOR GENERAL 

TANZANIA MEDICINES AND MEDICAL DEVICES 

AUTHORITY 

P. O. BOX 77150 

DAR ES SALAAM 

Health facility (or vaccination centre) name: 
 

Vaccine Diluent 

 
Name of 
vaccine 
(Generic) 

 
*Brand Name 
incl. Name of 
Manufacturer 

 
*Date of 
vaccinatio
n 

 
*Time of 
vaccinatio
n 

 
Dose 
(1st, 2nd, 
etc.) 

 
*Batch/ 
Lot 
number 

 
Expiry date 

 
*Batch/ Lot 
number 

Expiry 
date 

Time of 
reconsti 
tution 

          

          

 

*Adverse event (s): 
   

Describe AEFI (Signs and symptoms): 

❑Severe local reaction   ❑>3 days         ❑beyond nearest joint 

❑Seizures                       ❑febrile           ❑afebrile 

❑Abscess , , 
❑Sepsis 

❑Encephalopathy, Toxic shock syndrome, Thrombocytopenia 

❑Anaphylaxis   ❑Fever≥38°C 
❑Other (specify)................................ 

Date & Time AEFI started (DD/MM/YYYY): 

   / /         _______Hr_____Min 

*Serious: Yes / No ; ❑ If Yes ❑Death ❑Life threatening ❑Disability ❑Hospitalization ❑Congenital anomaly ❑Other 
important medical event (Specify     ) 

 
*Outcome: ❑Recovering ❑Recovered ❑Recovered with sequelae ❑Not Recovered ❑Unknown 

    Died If died, date of death (DD/MM/YYYY): / / Autopsy done: Yes No Unknown 

Reporter  Details 

Reporter Profession:: Date of reporting: 

Name of reporter  :                                       Contact /Tel No: 

 Name and Address of Institution Email Address                                                       

How to report?     
­ Dully fill in the form as required 
­ Use a separate form for each patient   
­ Report direct to AUTHORITY through the following addresses:- 
                 

 
    Mail :  
   Tanzania Medicines and Medical Devices 

Authority, 
     P. O. Box   77150,  Dar es Salaam 

 

Fax:: 22- 2450793 
 Phone: 22-2450512 / 2450751/ 0658 445222 

 

Internet; http://www.tmda.go.tz 
E-mail: adr@tmda.go.tz 
 
The ADR reporting form and the guidelines are 
also available for downloading at 
http://www.tmda.go.tz 

 

    POSTAGE WILL BE PAID BY LICENCE 
    BUSINESS  REPLY SERVICE LICENCE No. BRS 01 
    No postage stamp required if posted in Tanzania 
 

http://www.tmda.go.tz/
mailto:adr@tmda.go.tz
http://www.tmda.go.tz/


 

 

 

GUIDANCE  ON REPORTING 

What to report  

Report all adverse drug reactions/events suspected both serous and 
those that are not serious. 

Report any adverse reaction or AEFIs even if you are not certain the 
prod- uct caused the event 

When To Report  

For serious ADRs within 24-48 hrs.’ of notification For 

AEFIs report immediately you are notified 

For non-serious events as soon as possible but not later than 15 days 

Who Is To Report  

• All Healthcare Providers should report as part of their 
professional responsibility any suspected adverse drug reactions 
and AEFIs 

• Where To Report 

• reports should be sent to the NMRAs 

• reports can also be sent to the national AEFI committee 

How to report  

• fill in the sections that apply to your report 

• Start date of administration for the suspected drug and the date 
when the suspected reaction occurred 

Severity of reaction  

Mild: ADR/AEFI that requires no change intreatment with the 
suspected drug. Requires suspected drug to be withheld, discontinued 
or otherwise changed. No prolonged hospitalization 

Moderate: ADR/AEFI requires the suspected drug to be withheld, dis- 
continued or otherwise changed. Prolongs hospitalization by at least 1 
day. ADR is the reason for admission 

Severe: ADR/AEFI requires intensive medical care, causes permanent 
harm to the patient 

Fatal: ADR/AEFI either directly or indirectly leads to death of the 

patient Detection of ADR/AEFIs in a Patient

 Follo

w the following steps 

Take proper history and conduct proper examination of the patient. 

Ensure that the medicine ordered is the medicine received and actually 
taken by the patient at the dose advised. 

Verify that the onset of the suspected ADR was after the drug was 
taken, not before and discuss carefully the observation made by the 
patient. 

Determine the time interval between the beginning of drug treatment 
and the onset of the event. 

• Evaluate the suspected ADR after discontinuing the drugs or 
reducing the dose and monitor the patient’s status (De-
challenge). If appropriate, restart the drug treatment and monitor 
recurrence of any adverse events (Re-challenge). 

• Analyze the alternative causes (other than the drug) that could on 
their own have caused the reaction. 

• Use relevant up-to date literature and personal experience as a 
health professional on drugs and their ADRs and verify if there 
are previous conclusive reports on this reaction 

Please note that submission of a report doesn’t imply that the health 
worker or the product caused or contributed to the adverse event 

WHO-UMC causality assessment scale  

 Causalit
y Term 

Assessment 

Certain • Event of laboratory test abnormality, with 
plausible time relationship to drug intake 

• Cannot be explained by disease or other 
drugs 

• Response to withdrawal plausible 
(pharmacologically, pathologically) 

• Event definitive pharmacologically or 
phenomenologically (i.e. an objective and 
specific medical disorder or a recognized 
pharmacological phe- nomenon) 

• Rechallenges at is factory, if necessary 

Probable • Event or laboratory test abnormality, with 
reasonable time relationship to drug intake. 

• Unlikely to be attributed to disease or other 
drugs 

• Response to withdrawal clinically reasonable 

• Rechallenge not required 

Possible / 
likely 

• Event or laboratory test abnormality, with 
reasonable time relationship to drug intake 

• Could also be explained by disease or other 
drugs 

• Information on drugs withdrawal lacking or 
unclear 

Unlikely • Event or laboratory tests abnormality, with a 
time to drug intake that makes a relationship 
improbable (but not impossible) 

• Disease or other drugs provide plausible 
explanations 

Conditional / 
Unclassified 

• Event or laboratory test abnormality 

• More data for proper, assessment needed or 

• Additional data under examination 

 

 
Un 
assessable / 
unclassifiable 

• Report suggesting an adverse reaction 

• Cannot be judged because of insufficient or 
contradictory information 

• Data cannot be supplemented or verified 

 

Confidentiality  

All information pertaining to the reported event should at all times be 
treated in confidence and protected from an authorized access 
transmission of use. 


