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  INSTRUCTIONS FOR COMPLETING ADVERSE DRUG REACTION FORM 
 

GENERAL 
1. Use capital letters 
2. Write dates using the order (Day, Month, Year) e.g. 30 JUN 2007 
3. Use 24-hour notation for writing the time e.g. 15:20 Hrs 
4. Patient’s initials should be completed as consisting of the first letter of each of the 

Patient’s first name, second name and surname. If the Subject does not have a second 
name, please place a dash (-) in the middle box. Initials should be consistent throughout 
the document. e.g. Sanjay Rameshbabu Verma      Initial is SRV 
                               if Sanjay Verma                      Initial is S_V 

5. Please ensure that a each and every section is filled accurately  
6. Please mark appropriate section With X   e.g. ⌧ 

HEADER 
1. Please tick in the appropriate box 

a. Initial- 1st report of ADR 
b. Follow up- subsequent report to send additional details related to ADR 
c. Final- last report of ADR 

2. Fill in the patient initial as explained in Point 4. 
3. Feel in the name of the country where this report has been generated. 
4. Provide the information of the Drug responsible for the ADR with Brand Name, Batch 

No. And Expiry Date 
PARTICULARS OF PATIENT 

1. Fill in the patient initial as explained in Point 4. 
2. Calculate the age of the patient according to date of birth. If exact date of birth is not 

known, then first day of first month with back calculation of the approximate age should 
be entered. For example, if patient is aging approximately 65 years and the date of birth is 
not known, then the date of birth should be assumed as 01/JAN/1944 

3. Tick the appropriate box for Sex and Pregnancy status. 
4. Provide the weight of the patient. If it is not done mention ND(Not done) 

ADVERSE DRUG REACTION 
1. Reaction Detail: Mention details about ADR that occurred due to Medical product 
2. Mention start and stop date of ADR in as per the format explained in point 2. 
3. Patient’s Medical History: Record all conditions / symptoms that are known to be due to 

medical product. Also record all relevant past conditions/ symptoms / surgical procedures 
4. Diagnosis: Please Use precise medical terminology to diagnose ADR and indication for 

which patient had taken medicinal product. 
5. Description of Event: Enter the details regarding to ADR that is known to be due to 

medicinal product including start/end date of the reaction, severity, mode of onset, related 
signs/symptoms, laboratory investigations, etc. 
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6. Mention that ADR is serious or not. A serious adverse event or reaction is any untoward 
medical occurrence that at any dose:  

a. results in death 
b. is life-threatening 
c. required or prolongation of existing hospitalization 
d. results in persistent or significant disability/incapacity  
e. constitutes a congenital anomaly or a birth defect 
f. is medically significant, in that it may jeopardize the subject and may require 

medical or surgical intervention to prevent one of the outcomes listed above 
7. Outcome: Mention the outcome of ADR whether it is ongoing, resolved, lost to follow up 

or unknown. 
8. Suspected medication: Enter the name of the medicinal product responsible for the ADR. 

If there are more than one product, then mention names of all the suspected medicinal 
products. 

9. Concomitant Medications: Indicate the name of the medication/non-drug therapy. Please 
use the trade name in preference of the treatment. Avoid using abbreviations. Spell the 
drug name completely and correctly. If it is a combination drug, use the trade name. 
Record all medications that the Subject is currently taking, or has taken during the 21 
days prior to the suspected drug administration. 

10. Action taken to treat ADR: Mention whether the suspected drug causing the ADR is 
stopped or dose has been modified after the ADR or any other concurrent therapy is 
interrupted due to ADR. Also mention if there is any change in ADR after stopping or 
reintroduction of suspected drug.  

11. Relevant Medical History: Describe pre existing medical conditions those are present 
before e.g. allergies, race, pregnancy, smoking, alcohol use, hepatic/renal dysfunction etc. 

12. Enter the details of laboratory investigation if done in relevant section.  
INVESTIGATOR DETAILS 

1. Mention name and contact details of Healthcare professional who has assessed the ADR. 
Reporter is the person who is reporting this ADR to the sponsor. Mention the details of 
the Reporter also if he is different from healthcare professional.   
SPONSOR DETAILS 

1. This is a prefilled section which includes details of company having marketing 
authorization for the suspected drug. 
ADDITIONAL INFORMATION 

1. Mention all other information in Additional Information Section which are not included 
above but are important and relevant to ADR including laboratory investigation, other 
investigation, medical assessment, etc. 
 

 


