BAGADIONG, FERMIN JOEL JR. SEGOVIA

% Contact Details: Mobile no.: (+65) 8511 2869 | email: bagaJOONg@yahoo.com

A Registered Pharmacist in the Philippines; Certified ISO 13485 and ISO 9001 Internal Auditor with working
experience in healthcare services both in government (Regulatory, Hospital Pharmacy and Public Health) and
private sector (Quality Assurance and Retail Pharmacy) and has worked in a GxP (GMP/GDP) certified facility.

Trained in 1SO9001:2015, 1S013485:2016, GMP and GDP (S$S620:2016) with an excellent track record of work
performance, achieved all internal and external audits; initiated and developed training program.

PROFESSIONAL QUALIFICATIONS:

2
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ISO 13485:2016 Internal Auditor, 05 Apr 2019 (SGS International Certification Services Singapore Pte Ltd)

ISO 9001:2008 Internal Auditor, 23-24 Jun 2014 (DHL Country QA)

ISO 13485:2003 Internal Auditor, 20-22 Mar 2013 (SGS International Certification Services Singapore Pte
Ltd)

Certified Pharmacy Technician Programme, 27 Oct 2009 — 16 Nov 2009 (Pharmacy Technician
Programme Guardian Health & Beauty (Singapore)

Registered Pharmacist, July 1995 (Pharmacist Licensure Examination Professional Regulation Commission
(PRC, Philippines)

EMPLOYMENT HISTORY:

1)

SENIOR QUALITY ASSURANCE OFFICER
DCH Auriga Singapore
24 Penjuru Road, #03-04/#04-04 ALOG Commodity Hub, Singapore 609128

Inclusive Date: 21 Dec 2020 to Present

Job Description/Responsibilities:
U Document Controller, Compliance and Audit

» Document Controller for DCH Quality Management System to ensure current work processes are
compliance with ISO 9001, ISO 13485 standards and GMP/GDP requirements
Responsible for the maintenance and filing of Quality related reports and records
Engage with process owners using CAPA process to eliminate nonconformities and prevent
recurrence in the quality system
Escalate and report to Management where systemic failures or regulatory non-compliance in the
quality management system that are at risk
Ensure environmental controls, temperature monitoring, pest control and cleaning complies with
requirements; Review of Calibration Reports; Review of Pest Control reports monthly.
Responsible for managing Annual Customer Survey.
Manage FMEA and Risk Assessment activities.
Conduct periodic SOP / WI training related to document control, redressing, QA or FMEA to ensure
new hires are equipped with the control of the processes
Conduct refresher training when necessary or when there are changes in SOP/WI related to QA
purview.
Conducts weekly Briefing (Quality sharing)
Assist in the suppliers’ evaluation before suppliers are qualified in the approved vendor list
Manage complaints, investigation process as well as evaluate and present annual customer feedback
survey.
Participate in continuous improvement activities, self-inspection program to drive compliance and
efficiency improvement
Management Representative of the company
Lead Auditor for internal audits.
Key personnel for external and principals’ audits
Support RFQ — review of QTA

YV VYVV VY VVV VY VYV VYV

YV VY



BAGADIONG, FERMIN JOEL JR. SEGOVIA

% Contact Details: Mobile no.: (+65) 8511 2869 | email: bagaJOONg@yahoo.com

O Secondary Assembly

VVVVYV VYV VVV

Designated Quality personnel in the GMP Secondary Assembly Operations.

Responsible for quality oversight of the Secondary Assembly Operations.

Perform inspection, sampling of products, batch records checking and final release of repackaged
products and incoming printed packaging materials for secondary assembly operations.

Coordinate secondary assembly activities

Responsible for the ordering of printed packaging materials such as labels and cartons, needed for
Secondary Assembly Operations.

Responsible for the stocks, issuance and reconciliations of the labels in DC warehouse.
Draft/create/revise Master Batch Packaging Record (MBPR)

Prepare and submit monthly KPI report

Supervise QC (Redressing Team Lead)

As Back-up QC

O Employee Engagement and Leadership

>
>
>

Provide coaching and leadership to the team.
Implement work improvement plan or introduce disciplinary action when situations required.
Conduct direct report annual performance appraisal and mid-year review

2) QUALITY EXECUTIVE
DB Schenker Singapore (Pte) Ltd (Department: CL/SCM-Becton Dickinson RDC)
5 Tuas View Lane, Singapore 637291
Inclusive Date: 09 Sep 2019 to 18 Dec 2020

Job Description/Responsibilities:

4
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Program/department Site Quality

Implement and monitor site’s QMS in compliance with ISO (ISO 9001 and ISO 13485),
Conduct checks on documents and processes to ensure procedures are followed
Work with OPS Executive to resolve quality issues

Prepare, review and implement change requests (CR) raised

Create, revise, review Work Instructions

Review and approve Quality related documentation

Closure of NCRs / CAPAs (8D) / customer complaints / audit actions

Training of staff in GDPMDS

Conduct Weekly Briefing

Review temperature related document

Key personnel for internal and external audits

Liaise with customer on quality related matter

Attend Management Review (MR) and customer meetings

Verify line clearance for labeling

Verify contents and quality of print of labels

Perform sampling check at labeling process

Review and approve the labeling work orders

Release of labeled products for packing

Approve or reject the final batch secondary assembly and over-labeling product
Supervise QC

As back-up QC
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2) QUALITY ASSURANCE EXECUTIVE (QA Lead)
DHL Supply Chain Singapore Pte Ltd (Department: MEDTRONIC)
Advanced Regional Centre, Tampines LogisPark, 1 Greenwich Drive, ARC Warehouse
Block 1 Level 2, Singapore 533865
Inclusive Date: 11 Sep 2017 to 04 Sep 2019

Job Description/Responsibilities: Carry out quality assurance and control related activities to ensure the
business is operating to the highest standards of regulatory and quality compliance in the Life Sciences and
Healthcare sector operations to guarantee patient safety.

A. Policies and Procedures

> Ensure that Company Policies and Quality Procedures are effectively carried out.
B. Quality Management System
» Implement and monitor site’s QMS in compliance with ISO (ISO 9001 and ISO 13485), Regulatory and
GDPMDS requirements.
C. Documentation Management
> Ensure all QMS related documents are current and up to date.
> Follow-up with process owner to update documents timely.
> Update site QA Work Plan holistically and escalate to Quality Manager if there is gap in the plan
versus completion of activity.
> Create, revise, review and approves SOP/work instructions.
D. Audit Support

> Facilitate internal and external audits at site level.

> Support/conduct intra-company quality audits directed by Country QA Lead.
E. Self-Inspection

> Performs self-inspection to ensure GxP and relevant certifications compliance.
F. Risk Management

> Lead and provide guidance on risk management team discussions.

> Perform risk assessments using FMEA tool
G. Change Control

> Ensure Change Request is raised for any changes that may have impact onto the quality of products

> Perform Change Impact Analysis
H. Training
Site GxP trainer.
Site induction program.
Develop training materials.
Conducts weekly briefing.
Control training matrix and records.
Close competency gaps by facilitating site quality related training.
I.  Facility Environmental Monitoring
> Ensure environmental controls, temperature monitoring, pest control and cleaning complies with
requirements. To raise deviations if needed.
> Maintains Masterlist of Equipment and ensure all equipment is calibrated on time.
> Conducts GEMBA walk for 5S Housekeeping and Safety.
> Review and verifies deviation reports.
J. Corrective Action Preventive Action (CAPA)
> Conduct meetings with CAPA owners/customers to drive closure
> Perform root cause analysis (RCA) with CAPA owners to determine the root cause
> Maintains CAPA Log
K. Supplier Qualification
> Conduct Desktop Audit
> Conduct on-site audit
L. Site Quality Practitioner

> Conduct annual quality self-assessment using the Path to Quality (PtQ) Effectiveness Assessment
Checklist/MQS standards

VyYVVYVYY
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Conduct pre-GoLive assessment

Gathers objective evidence via assessment interviews and maintains an audit trail.
Present assessment report and findings during Monthly Management Review.

Drive and ensure closure of all corrective and improvement action items, as a result of non-
conformities raised following the assessment.

Support the Regional/Country Quality Team in fulfilling the objectives of the QA function.
Maintains, review and updates Site Manual.

Manage and maintain CAPA report system includes trending and reporting

QA/QC activities relating to production

> Perform In-Process and Final Check of labeled products via AQL sampling.

> Supervise Labeling Operators in labeling operation.

N. Support to Operations

Lead and provide guidance to the operations team on quality related matters.

Review Non-Conformance Reports and sign off for QA disposition.

Attends Daily OPS Meeting with the customer.

Back-up QC for labeling operations

Ensure RCA is performed to determine the root cause in NCR/CAPA responses

Ensure CAPAs are responded/closed on time

Control access (Key) to Quarantine Cage and Incubators/Fridge

Drive and ensure monthly Management Review is conducted.

Arranges and facilitates monthly disposal

Verifies on-hold products (PHO)

Respond to customers quality related issues in the warehouse

Perform other functions assigned by LSHC QA Manager and/or LSHC Director/General Manager
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3) QUALITY ASSURANCE EXECUTIVE
DHL Supply Chain Singapore Pte Ltd (Department: GE Healthcare)
Advanced Regional Centre, Tampines LogisPark, 1 Greenwich Drive, ARC Warehouse
Block 2 Level 2, Singapore 533865
Inclusive Date: 13 Mar 2017 to 31 Jan 2018

Job Description/Responsibilities: Carry out quality assurance and control related activities to ensure the
business is operating to the highest standards of regulatory and quality compliance in the Life Sciences and
Healthcare sector operations to guarantee patient safety.

A. Policies and Procedures

> Ensure that Company Policies and Quality Procedures are effectively carried out.

B. Quality Management System

> |mplement and monitor site’s QMS in compliance with ISO (ISO 9001 and ISO 13485), Regulatory and
GMP requirements.

C. Documentation Management

> Ensure all QMS related documents are current and up to date.
> Follow-up with process owner to update documents timely.

> Update site QA Work Plan holistically and escalate to Quality Manager if there is gap in the plan
versus completion of activity.

> Writes, revise, review and approves SOP/work instructions.
D. Audit Support

> Facilitate internal and external audits at site level.

> Support/conduct intra-company quality audits directed by Country QA Lead.
E. Self-Inspection

> Performs self-inspection to ensure GxP and relevant certifications compliance.
F. Risk Management
> Lead and provide guidance on risk management team discussions.
> Perform risk assessments
G. Change Control
> Ensure Change Request is raised for any changes that may have impact onto the quality of products
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> Perform Change Impact Analysis
H. Training
Site GxP trainer.
Site induction program.
Develop training materials.
Conducts weekly briefing.
Control training matrix and records.
Close competency gaps by facilitating site quality related training.
I.  Facility Environmental Monitoring
> Ensure environmental controls, temperature monitoring, pest control and cleaning complies with
requirements. To raise deviations if needed.
> Maintains Masterlist of Equipment and ensure all equipment is calibrated on time.
> Conducts GEMBA walk for 5S Housekeeping and Safety.
> Review and verifies deviation reports.
J. Corrective Action Preventive Action (CAPA)
> Conduct meetings with CAPA owners/customers to drive closure
> Perform root cause analysis (RCA) with CAPA owners to determine the root cause
> Maintains CAPA Log
K. Supplier Qualification
> Conduct Desktop Audit
> Conduct on-site audit
L. Site Quality Practitioner (QP — Path to Quality)

> Conduct monthly self-assessment using the Path to Quality (PtQ) Effectiveness Assessment
Checklist.

Conduct self-inspection at least one process a month.

Conduct pre-GoLive assessment

Gathers objective evidence via assessment interviews and maintains an audit trail.
Present assessment report and findings during Monthly Management Review.

Drive and ensure closure of all corrective and improvement action items, as a result of non-
conformities raised following the assessment.

> Support the Regional/Country Quality Team in fulfilling the objectives of the QA function.
> Maintains, review and updates Site Manual.
> Manage and maintain CAPA report system includes trending and reporting
M. Support to Operations
Lead and provide guidance to the operations team on quality related matters.
Attends OPS Meeting with the customer.
Ensure RCA is performed to determine the root cause in CAPA responses
Ensure CAPAs are responded/closed on time
Drive and ensure monthly Management Review is conducted.
Verifies products during monthly disposal
Respond to customers quality related issues in the warehouse
Perform other functions assigned by LSHC QA Manager and/or LSHC Director
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4) QUALITY ASSURANCE EXECUTIVE
DHL Supply Chain Singapore Pte Ltd (Department: Healthcare Hub)
7 Changi South Street 2, #01-00 Xilin Districentre Singapore 486415
Inclusive Date: 01 May 2013 to 12 Mar 2017
*Promoted

Job Description/Responsibilities: Carry out quality assurance and control related activities to ensure the
business is operating to the highest standards of regulatory and quality compliance in the Life Sciences and
Healthcare sector operations to guarantee patient safety.

A. Policies and Procedures

> Ensure that Company Policies and Quality Procedures are effectively carried out.
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Quality Management System

Implement and monitor site’s QMS in compliance with 1ISO (ISO 9001 and ISO 13485), Regulatory and

GMP requirements.

Documentation Management

> Ensure all QMS related documents are current and up to date.

> Follow-up with process owner to update documents timely.

> Update site QA Work Plan holistically and escalate to Quality Manager if there is gap in the plan
versus completion of activity.

> Writes, revise, review and approves SOP/work instructions.

Audit Support

> Facilitate internal and external audits at site level.

> Support/conduct intra-company quality audits directed by Country QA Lead.

Self-Inspection

> Performs self-inspection to ensure GxP and relevant certifications compliance.
Risk Management

> Lead and provide guidance on risk management team discussions.

> Perform risk assessments

Change Control

> Ensure Change Request is raised for any changes that may have impact onto the quality of products

> Perform Change Impact Analysis

Training

Site GxP trainer.

Site induction program.

Develop training materials.

Conducts weekly briefing.

Control training matrix and records.

Close competency gaps by facilitating site quality related training.

Facility Environmental Monitoring

> Ensure environmental controls, temperature monitoring, pest control and cleaning complies with
requirements. To raise deviations if needed.

> Maintains Masterlist of EQuipment and ensure all equipment is calibrated on time.

> Conducts GEMBA walk for 5S Housekeeping and Safety.

> Review and verifies deviation reports.

Supplier Qualification

> Conduct Desktop Audit

> Conduct on-site audit

Site Quality Practitioner (QP — Path to Quality)

> Conduct monthly self-assessment using the Path to Quality (PtQ) Effectiveness Assessment
Checklist.

Conduct self-inspection at least one process a month.

Conduct pre-GolLive assessment

Gathers objective evidence via assessment interviews and maintains an audit trail.
Present assessment report and findings during Monthly Management Review.

Drive and ensure closure of all corrective and improvement action items, as a result of non-
conformities raised following the assessment.

> Support the Regional/Country Quality Team in fulfilling the objectives of the QA function.

> Maintains, review and updates Site Manual.

> Manage and maintain CAPA report system includes trending and reporting

QA/QC activities relating to production

> Review production tickets to ensure accuracy before it is released into production.

> Review and approve redressing related work instructions before it is sent to customer for
acknowledgement.

> Perform final QA release of product to market for DHL, reject if required.

yVYVYVYY
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> Support QC activities e.g. inbound QC check, in-process QC Check, final QC check, if required,
including approval and rejection of products or packaging materials.

> Supervise QC staff in redressing operation.

> Review and verifies deviation reports

Support to Operations

Lead and provide guidance to the operations team on quality related matters.

Attends OPS Meeting with the customer.

Ensure RCA is performed to determine the root cause in CAPA responses

Ensure CAPAs are responded/closed on time

Drive and ensure monthly Management Review is conducted.

Respond to customers quality related issues in the warehouse

Perform other functions assigned by LSHC QA Manager and/or LSHC Director

VVYVYVYVYVYY

5) QUALITY ASSURANCE OFFICER

DHL Supply Chain Singapore Pte Ltd (Department: Healthcare Hub)
7 Changi South Street 2, #01-00 Xilin Districentre Singapore 486415
Inclusive Date: 25 Feb 2011 to 30 Apr 2013

6)

Job Description/Responsibilities:

>
>
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Assists QA & Regulatory Pharmacist to oversee site quality management system and quality initiatives
Assists QA & Regulatory Pharmacist to compile data on monthly quality/regulatory, process and quality
related issues

Assists QA & Regulatory Pharmacist to ensure that document control of quality related documents are
maintained timely and effectively

Approve or reject secondary operation materials, packaging materials and finished product
Conduct in-process check for redressing/secondary operation, kitting operation, etc.

Assist QA & Regulatory Pharmacist to analyze the production ticket after each production and do
reconciliation, provide closure for any deviation

Supervise QC staff in the repackaging/redressing operation
Conduct SOP training of staff

Assist in conducting timely checks on status of inbound pending cargo and outbound shipment on hold
cargo.

Assist QA & Regulatory Pharmacist in the management and maintenance of CAPA Report System.
Liaise with customer on work instructions and deviation reports.

Writes & revise SOPs and Work Instructions.

Conduct internal audit/self-inspection

PHARMACY TECHNICIAN
Jurong General Hospital (Alexandra Hospital), Singapore
Inclusive Date: 24 May 2010 to 24 February 2011

Job Description/Responsibilities:

>
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Assists the Pharmacists in preparing, dispensing and inventory management of pharmaceuticals and
housekeeping

Interact with patients, caregivers and other healthcare providers to achieve desired patient outcome
Give counseling to patients and do bedside dispensing

Help collate and monitor pharmaceutical data and reports

Designated as Inventory & Wastage In-Charge

Designated as in-charge of Emergency Ordering

Do cashiering as need arises
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7) PHARMACY TECHNICIAN
Guardian Health & Beauty, Singapore
Inclusive Date: 23 October 2009 to 20 May 2010

8)

9)

Job Description/Responsibilities:

>
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>

Strict adherence to Guardian Webcam Pharmacy System Standard Operation Procedures and
Guardian Good Practice Guidelines

Assist Pharmacist in dispensing medications

Ensure accuracy of the medicine quantities packed and dispensed

Daily back-up of files stored in hard disk

Labels and pre-packed medicines received

Always keep the dispensary area clean and sanitized, and medicines are arranged in proper and
suitable places

Do inventory and expiry check regularly

Do basic counseling to customers, advises on the effective use of medicines and other health products,
health issues and lifestyle choices

Assist customers and provide information about the over-the-counter medicines and make
recommendations when necessary

Monitor and record fridge temperature.

RETAIL EXECUTIVE
Guardian Health & Beauty (IMM Branch), Singapore

Inclusive Date: 20 April 2009 to 23 October 2009

Job Description/Responsibilities:
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Assist the Store Manager in the day-to-day store operations

AsShift-in-charge whenever the Store Manager is not around

Do merchandising, execute promotions, planograms based on the weekly bulletin
Do receiving of goods/stocks

Do weekly expiry check

Maintains cleanliness and orderliness of the shop floor

Do cashiering as need arises

Assist customers in their needs

Assist Pharmacist as need arises

FOOD AND DRUG REGULATION OFFICER I

Department of Health (DOH) - Center for Health Development Bicol, Provincial DOH Office, Virac,
Catanduanes, Philippines

Inclusive Date: 28 December 2000 to 10 April 2009

Additional Function: Designated Officer-In-Charge Provincial DOH Representative (Team Lead)
Inclusive Date: 01 June 2006 to 10 April 2009

Job Description/Responsibilities as Food & Drug Regulation Officer Il:

>
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Conduct inspection of food, drug, cosmetics, medical device and household hazardous substances
establishments, food manufacturers/processors to ensure compliance to DOH-BFAD regulations and
ASEAN Directive

As cGMP Auditor, performs GMP quality audits

Prepares/writes Standard Operating Procedures (SOPSs)

Evaluate applications to ensure that all regulated products to be marketed and all regulated
establishments meet the required standards, of safety, efficacy and quality

Recommend issuance of License to Operate, Cease and Desist Order, Temporary Closure Order and
Warnings to food, drug, cosmetics, medical device and household hazardous substances establishments;
Food manufacturers/processors
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Recommends Corrective and Preventive Action (CAPA) to regulated establishments

Monitor products/ Post Market Surveillance in the markets, confiscates and condemns violative products
Collects sample for random testing

Conduct special investigations as directed by the BFAD and DOH-CHD Director

Carry out investigations of complaints and handle conciliation/mediation conferences on consumer
complaints

Acts as resource person/speaker during meetings/seminars/conferences and appear in television & radio
for information dissemination

Coordinates with government agencies, Non-Government Offices (NGO), and other stakeholders for the
implementation of rules and regulations of mutual concerns

Perform other functions assigned by Regional Director.

Job Description/Responsibilities as OIC-Provincial DOH Representative:

A.

Local Health System:

» Coordinates/participates to Health Board Meetings

> Disseminates national policies/recommends issues for policy development

» Assists Local Government Units (LGU) on preparation of health plans.

Public Health Reform:

» Assists in Capability Building/Advocacy of DOH program in thrusts and priorities

> Facilitates establishment of partnership alliance with other health sectors

» Facilitates monitoring and evaluation of health program and projects.

Hospital Reforms:

» Facilitates extension of logistic support to hospital.

Health Financing:

» Advocates Health Insurance enrollment by LGUs

Health Regulation:

» Advocates compliance to health standards and policies

» Reviews, consolidates Technical Assistance Project and facilities provision of Technical assistance
to LGUs

Administrative:

Conducts monthly conferences

» Consolidates, analyzes and submits reports

» Supervises eight (8) PHT personnel (Nurses, Medical Technologist and Administrative Staff);

» Perform Performance Appraisals of personnel

A\

10) HOSPITAL PHARMACIST il
Juan M. Alberto Memorial District Hospital, San Andres, Catanduanes, Philippines
Inclusive Date: 01 June 1996 to 27 December 2000

Job Description/Responsibilities:
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Dispenses prescribed medicines for in-patients and out-patients

Advises patients regarding the proper use of drugs, its dosage effects and other drug information
Check patients for discharge, totals their bills for discharge and clearance

Records dispensed medicines

Records number of narcotic medicines issued

Records prescriptions on the book of issues

Prepares monthly reports on prescribed medicines

Requisition medicines from the storekeeper

Labels all drug container issued

Maintains control and security of all drugs including dispensing, record keeping and secured storage of
narcotics and controlled medications

11) RETAIL PHARMACIST
Catanduanes Pharmacy, San Isidro Village, Virac, Catanduanes, Philippines
Inclusive Date : 01 October 1995 to 31 May 1996

Job Description/Responsibilities:
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> Prepares, dispenses and calculates the cost of prescription drugs properly prescribed by physicians and
other health practitioners

> Do cashiering as need arises

> Maintains records and reports information of all prohibited and non-prohibited drugs in compliance with
all state and local laws, regulations and standards regarding the handling and dispensing of drugs and
medications

> Advises customers on the effective use of medicines and other health products, health issues and lifestyle
choices

> Provide information about the over-the-counter drugs and make recommendations after asking series of
health questions such as whether the customer is taking any other medications

> Strictly complies with the laws and regulations governing the distribution of prohibited drugs and
poisonous drugs

> Always keep the Prescription section clean and sanitized and medicines are arranged in proper and
suitable places

> Checks labeling requirements of stocks regularly for expiring batch, maintains proper storage condition
especially for antibiotics, parenteral and vitamin preparations.

EDUCATION:

« Post Graduate Course:
Master in Public Administration (MPA), May 2008 (6 Academic Units)
Catanduanes State University, Virac, Catanduanes,
Philippines
. PERSONAL DETAILS:
< Tertiary:
Bachelor of Science in Pharmacy, 1991 — 1995

University of Santo Tomas, Manila, Philippines Date of Birth: 14 Sep 1974

TRAININGS / SEMINARS / COURSES ATTENDED: Place of Birth: Legazpi City,
e Will be provided upon request Philippines
REFERENCES: Citizenship: Filipino
1. Mr.Ng Yun o )
Pharmacist (Former Supervisor) Religion: Roman Catholic
Singapore
Mobile No.: (+65) 9152 9795 Civil Status: Married
2. Mr. Linson Nazareno Dependents:
Pharmacist (Former colleague) Spouse: Julie Ann T. Bagadiong
Singapore Children:

Mobile No.: (+65) 8222 2365 Leoj Myro T. Bagadiong

Liandel T. Bagadiong
Mari Annreia T. Bagadiong

Address: Blk. 335 Clementi Avenue
2 #06-16 Singapore 120335

Overseas Address: San Roque, Virac,
Catanduanes, Philippines

Notice Period: 1 month



