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RAD|ANT
Adverse Event (AE) Report Form ~ALl AL
Attachment of the . SOP issue date:
SOP No.: PV-004.06 SOP version: 06 24 June, 2026 Doc. No.: PV/AEF/001 Page of
Date of receipt of AE by | Processed by: | Checked by: | Case
To be filled by PV Team: ID:
Pharmacovigilance
Team of Radiant / | P2 Zero: Type of Report: [ ] Initial [ ] Follow-up [ |Final [ ]Initial & Final

Source: [ ] Spontaneous [ ] Patient survey [ ]Study report [ ] Literature [ ]Other:

REGION: COUNTRY:

REPORTER DETAILS PATIENT DETAILS
Reporter name: Initials/Name/ID:
Designation/Title Name of health facility (If applicable):
Address: Patient address:
E-mail address: Contact number:
Contact number: Age (yr) Weight (kg) Height (cm/ft)
Date of submission: Gender [ |Male [ JFemale [ |Unknown
Occupation [ ] Physician (Specialty) Pregnant [ 1Yes [ INo []Unknown [_] Not applicable
[ ] Pharmacist [ ]Nurse [ ]Consumer [ ]Company rep. Breastfeeding [ ] Yes [ ] No [_] Unknown [ ] Not applicable

SUSPECTED DRUG DETAILS (If more than 3, please list in additional information section or use duplicate form if needed)

Particulars Suspected drug product 1 Suspected drug product 2 | Suspected drug product 3

Brand name

Generic name

Strength

Dosage form

Dose(unit)

Frequency

Indication

Batch number

Route

Manufacturer

Medication start date (Day/Mon/YT)

Medication stop date (Day/Mon/YT)

ADVERSE EVENTS (Please continue in additional information section or use duplicate form if needed)

Symptoms Date of onset/start | Was any diagnosis done for | Was AE/symptom treated? | Date of resolve/stop
(Day/Month/Year) |AE? (Yes/No, if yes, specify) | (Yes/No, if yes, specify) (Day/Month/Year)

Nature of Event | [_] Suspected ADR [ ]Overdose [ ]Offlabel use [ ] Abuse [ ] Misuse [ ]Occupational exposure
(Tick where applicable) | ] Medication errors [ | Lack of efficacy [ | Product quality problem [ ] Other

ﬁlcet:)(;lvzls(:l:’::zi;on dDiil(Illial‘l(il:lfl:iier::tc(:ionin y Was product restarted after adverse reaction diminished?
[ Dose stopped reducing dose of [:)rlt)) dfct? [JYes [JNo [] Unleown [_] Not applicable

] Dose reduced [ ] Unknown (IYes [ Unknown If yes, did adverse reaction reappear? '

[]No action taken/dose continued | [ |[No [ ] Not applicable [J¥es  [JNo  [JUnknown [ ]Notapplicable

Seriousness of the adverse event (Tick where applicable) [ ] Death [] Required/prolongation of hospitalization
[ ] Congenital anomaly/birth defect [] Persistent/significant disability [ ] Life threatening [ ] Non-serious
[] Other serious (specify): [] Other medically significant event (specify):

Outcome of the adverse event (at the time of this report) [ ] Complete recovery [ ] Recovering [ ] Not recovered/On-going
[ ] Unknown [ | Fatal [ ] Recovered with sequelae, specify sequelae
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Attachment of the . SOP issue date: )
SOP No.: PV-004.06 SOP version: 06 24 June, 2026 Doc. No.: PV/AEF/001 Page of
Date of receipt of AE by | Processed by: | Checked by: | Case
To be filled by PV Team: ID:
Pharmacovigilance
Team of Radiant / | P2 Zero: Type of Report: [ ] Initial [ ] Follow-up [ ]Final [ ]Initial & Final

Source: [ ]Spontaneous [ ] Patient survey [ ]Study report [ |Literature [ ]Other:

CONCOMITANT MEDICATION (If more than 3, please list in additional information section or use duplicate form if needed)

Particulars Product 1 Product 2 Product 3

Brand name

Generic name

Strength

Dosage form

Dose(unit)

Frequency

Indication

Route

Medication start date (Day/Mon/YT)

Medication stop date (Day/Mon/YT)

Other relevant medical history [Provide any other information that can help in the evaluation of the reported adverse event such as
relevant medical history (diabetes, hypertension, liver/kidney problems, etc.), race, allergies, smoking and alcohol use, etc]

Causality relationship with drug reaction: [ ]Certain [ | Probable [ | Doubtful [ ]Unassessable [ | Not assessed

Has the regulatory authority been notified of this report? [ ] Yes [ ] No [ ] Not applicable
Has the patient discussed the event with health care professional? [ ] Yes [ No [_] Unknown
If yes, name/initial of health care professional Contact :

Case narrative including relevant tests & laboratory results (Attachment if any)
(Detail description, investigation of ADR, PQC/MIQ associated with adverse event, medication error etc)

Additional information section (List of attachment if any)

Consent taken for follow-up [ ] Yes [ |No [ ] Not given

Remarks (of Pharmacovigilance Team of Radiant)

Signature & date

Reporter’s signature Date: / / (Day/Month/Year)




	Untitled

	Text1: 
	Text2: 
	Text3: 
	Text4: 
	Text16: 
	Text5: 
	Text7: 
	Text9: 
	Text10: 
	Text13: 
	Text12: 
	Text11: 
	Text6: 
	Text8: 
	Text14: 
	Text15: 
	Text17: 
	Text19: 
	Text20: 
	Text21: 
	Text22: 
	Text23: 
	Text24: 
	Text25: 
	Text26: 
	CheckBox10: Off
	CheckBox11: Off
	CheckBox12: Off
	CheckBox13: Off
	CheckBox14: Off
	Text27: 
	Text28: 
	Text29: 
	Text30: 
	Text31: 
	Text32: 
	Text33: 
	Text34: 
	CheckBox15: Off
	CheckBox16: Off
	CheckBox17: Off
	CheckBox18: Off
	CheckBox19: Off
	CheckBox20: Off
	CheckBox21: Off
	CheckBox22: Off
	CheckBox23: Off
	CheckBox24: Off
	CheckBox25: Off
	Text36: 
	Text37: 
	Text38: 
	Text39: 
	Text40: 
	Text41: 
	Text42: 
	Text43: 
	Text44: 
	Text45: 
	Text46: 
	Text35: 
	Text48: 
	Text49: 
	Text50: 
	Text47: 
	Text51: 
	Text52: 
	Text53: 
	Text54: 
	Text55: 
	Text56: 
	Text57: 
	Text58: 
	Text59: 
	Text60: 
	Text61: 
	Text62: 
	Text63: 
	Text64: 
	Text65: 
	Text66: 
	Text67: 
	Text68: 
	Text69: 
	Text70: 
	CheckBox26: Off
	CheckBox27: Off
	CheckBox28: Off
	CheckBox29: Off
	CheckBox30: Off
	CheckBox31: Off
	CheckBox32: Off
	CheckBox33: Off
	CheckBox34: Off
	CheckBox35: Off
	Text86: 
	CheckBox36: Off
	CheckBox37: Off
	CheckBox38: Off
	CheckBox39: Off
	CheckBox40: Off
	CheckBox41: Off
	CheckBox42: Off
	CheckBox43: Off
	CheckBox44: Off
	CheckBox45: Off
	CheckBox46: Off
	CheckBox47: Off
	CheckBox48: Off
	CheckBox49: Off
	CheckBox50: Off
	CheckBox51: Off
	CheckBox52: Off
	CheckBox53: Off
	CheckBox54: Off
	CheckBox55: Off
	CheckBox56: Off
	CheckBox57: Off
	CheckBox58: Off
	CheckBox59: Off
	Text87: 
	Text88: 
	CheckBox60: Off
	CheckBox61: Off
	CheckBox62: Off
	CheckBox63: Off
	CheckBox64: Off
	CheckBox65: Off
	Text89: 
	Text90: 
	CheckBox1: Off
	CheckBox2: Off
	CheckBox3: Off
	CheckBox4: Off
	Text18: 
	CheckBox5: Off
	CheckBox6: Off
	CheckBox7: Off
	CheckBox8: Off
	CheckBox9: Off
	Text91: 
	Text92: 
	Text93: 
	Text94: 
	Text95: 
	Text96: 
	Text97: 
	Text98: 
	Text99: 
	Text100: 
	Text101: 
	Text102: 
	Text103: 
	Text104: 
	Text105: 
	Text106: 
	Text107: 
	Text108: 
	Text109: 
	Text110: 
	Text111: 
	Text112: 
	Text113: 
	Text114: 
	Text115: 
	Text116: 
	Text117: 
	Text118: 
	Text119: 
	Text120: 
	Text121: 
	CheckBox66: Off
	CheckBox67: Off
	CheckBox68: Off
	CheckBox69: Off
	CheckBox70: Off
	CheckBox71: Off
	CheckBox72: Off
	CheckBox73: Off
	CheckBox74: Off
	CheckBox75: Off
	CheckBox76: Off
	Text123: 
	Text124: 
	CheckBox77: Off
	CheckBox78: Off
	CheckBox79: Off
	Text128: 
	Text129: 
	Text130: 
	Text131: 
	Text132: 
	Text85: 
	Text71: 
	Text72: 
	Text73: 
	Text74: 
	Text75: 
	Text76: 
	Text77: 
	Text78: 
	Text79: 
	Text80: 
	Text81: 
	Text82: 
	Text83: 
	Text84: 
	Text122: 
	Text125: 
	Text126: 
	Text127: 


