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A. Purpose:
To provide guideline instruction for monitoring adverse drug reaction event and ensure its proper reporting.

B. Scope :
Clinic wide

C. Protocol:
In case of any drug reaction / adverse reaction actions taken are as follows:

1. The person noticing the reaction i.e. Doctor / Patient immediately informs the concerned doctor and
clinical management is initiated then & there.

2. The Doctor informs in charge pharmacy & Main Medicine store.
3. The ADR [Adverse drug reaction] form is filled up by the concerned doctor
4. Drug responsible for adverse reaction is identified.
5. Batch of the drug identified.
6. All Patient rooms & areas where the drug has been issued are advised NOT to use the drug of that

particular batch.
7. Information regarding any such similar reactions anywhere in the Clinic is gathered and documented and

forwarded to the Medical Superintendent.
8. All such events are monitored and evaluated and appropriate action taken depending on the nature of

the adverse reaction
9. Such action may take the form of observation or in extreme cases withdrawal of the drug throughout the

hospital.
10. Drug causing adverse reaction is closely monitored and analyzed by drug and therapeutic committee

1. Drug Recall Procedure

1. Once the drug causing adverse reaction is identified, particular batch of the drug is immediately
withdrawn by pharmacy, wherever issued within the hospital.

2. Company & distributor are immediately informed regarding the adverse reaction and called to find out
the reasons & actions to be taken.

3. Total medicine of that particular batch is returned to supplier.
4. Report is presented before Quality management committee and further action is taken.
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