bibcare
LIFESCIENCES INC

ADVERSE DRUG REACTION(S) /LACK OF EFFICACY/PRODUCT TECHNICAL COMPLAINT REPORT FORM
Pharmacovigilance Reporting - REGULATORY AFFAIRS DEPARTMENT
Units 920-931 9/F Centuria Medical Makati, Gen. Luna St., Century City, Brgy. Poblacion,, Makati City, Metro Manila
E-mail: pv@biocarelifesciences.com

Note: Please fill out this form completely by the reporter

To: Pharmacovigilance Reporting Reported date: / 20 o Adverse Drug Reactions
Cc: PM Accepted date (fill out by MRE): / 20 o Lack of Efficacy
SM___ 000 o Product Technical Complaint

|I. ADVERSE REACTION(S) INFORMATION & LACK OF EFFICACY (fill to adverse reaction(s) & lack of efficacy)

Patient's name (initials): Physician's name Product Name:
Age & Sex: Male/Female* Hospital/clinic address Batch number :
Diagnosis: Phone/mobile phone Manufactured Date:
Duration of treatment: to (date/month/year) Signature: Expired Date:

Relevant patient history (e.g. allergies, pre-existing medical conditions, smoking & alcohol use, gestational age, etc.)
Indication(s) for use:

Daily dose:
Describe the adverse reaction(s) / lack of efficacy chronologically: Route of administration :
Duration of therapy : to_ (date/monthiyear)
Adverse Drug Reaction that Occur (for adverse drug The Final Result (for adverse drug SPECIAL CONDITION*
reaction(s))** reaction(s))**
o Overdose
o Death (date/month/year) ORecovered __ (date/month/year) 0 Off-label use

o Recovered with sequelae :

o Life-threatening (ol )
please specify

o Abuse, misuse, dependency or medication error;

o Persistent/significant disability/incapacity .
o Permanently disabled o Unknown/unexpected therapeutic effect;
o Intervention to prevent damage / permanent disturbance o Death (date/monthiyear) o ional

—_— o Occupational exposure

o Congenital anomaly/birth defect o Deterioted conditions o Drug exposure via the mother / father (during conception, pregnancy,
childbirth, or breastfeeding);

o Hospitalization - initial/prolonged
o The use in children or the elderly

0 Not yet recovered

o Other medically significant. o Unknown
o Suspected ADRs related to quality defect or falsified product (counterfeit);

o Nonserious

o The use of the product out of registered storage conditions.

Did the reaction abate after stop administering the product? (Yes/No)*

Did the reaction reappear after reintroduction? (Yes/No)*

Had the product been well tolerated in the past? (Yes/No)*

The possibility of adverse drug reaction(s) with drugs used **

o Highly probable o Possible o Unlikely o Unassessable

CONCOMITANT MEDICINAL PRODUCT (not including those used to treat the adeverse drug reaction) or PRODUCT COMPETITORS ( for lack of efficacy report)

Product(s) (brand Batch Number Route of administration Date of administration

i IV, IM, SC, oral, suppo, icati i
name)/dosage form and ED Daily dose ( EXT) Pp! (start-stop) Indication(s) for use Competitors Company Name

Il. PRODUCT TECHNICAL COMPLAINT INFORMATION (fill to product technical complaint)

Product Name: Reporter name: (full name and title)
Batch number : Job title:

Manufactured Date: Institution name:

Expired Date: Address:

Preparation: Phone/mobile phone:

Quantity:

Complaint Information (Please send the complained preparation to: Medical Reporting, RA Dept, Biocare Lifesciences, Inc.
1. Color change to: ,before/after)* reconstitution.

2. Precipitation, color:

3. Others, (explain):

Describe the product technical complaint chronologically:

MR PIMDA DM Note:

Date
Arealcountry

Name

Phone/mobile phone

Signature

REPORT COMPLAINT WITHIN 1 x 24 HOURS IMMEDIATELY AFTER THE INFORMATION RECEIVED

* scratch the unnecessary ones ** Tick V on selected columns

BLI-FORM-PVF-(Rev.01) eff.date_29Sep.2026



	Page 1

