AMARKUMAR.KASTURI Ph.D, M B A, GOA, INDIA - +91-9884476850 ▪ amar.kasturi@gmail.com 

Results-oriented, consultative approach to quality management, auditing, vendor Management in the Pharmaceutical industry. Strong knowledge of drug development to commercialization processes and manufacturing, analytical laboratory, warehousing, and distribution operations combined with thorough understanding of guidelines and regulations – FDA, EU, Health Canada, cGMPs, USP, ICH, WHO. Adept in managing cross-functional teams, exhibiting analytical yet pragmatic-based decision-making skills, and leading and executing projects. Proven success building relationships with various levels of management, internal and external clientele, and stakeholders utilizing direct and diplomatic written and verbal communication. Culturally competent leader with dynamic international relationship management proficiency 
Areas of expertise include:
▪ Quality Assurance 

▪ Technical Writing

▪ Drug Product Processing
▪ Root Cause Analysis

▪ Deviation Investigations
▪ Equipment Qualification
▪ Process Improvement 
▪ Cleaning Validations
▪ Testing & Auditing
▪ Project Management

▪ Facilitation & Training
▪ Regulatory Compliance
▪ Risk Assessments

▪ API Manufacturing

▪ Vendor Management
CAREER HEIGHLIGHTS
· Performed risk based GMP audits in India of API, Drug Product Manufacturers, Packagers, and Analytical laboratories.

· Analyzed manufacturing quality systems for compliance to regulatory requirements including data integrity. 

· Identified potentially risky suppliers for disqualification. 

· Collaborated on CAPA creation and followed to completion – deviation management. ▪ Created requirements for and maintained vendor listings. 

· Improved performance at CMOs by creating remediation plan and coaching

· Developed relationships within organization to pinpoint Subject Matter Experts to expedite tasks and projects. 

· Acted as SME expert for quality and GMP regulations and received numerous project awards. 

· Having strong hold on Analytical and Manufacturing process of multiple formulations and dosage forms comprising of commercial packaging configurations for global market, new technology transfers, and new products

· Handled successfully multiple regulatory inspections without any major observations.. 
· Very strong hold on Analytical chemistry of API and Formulation process. W.r.t Molecule degradation pathways and regulatory challenges.. and deficiency handlings.. 

· Worked in reputed Multinational and Indian giants of the world in pharmaceutical industry such as Dr.Reddys, Sandoz, Cipla  Apotex, Par Pharma, Mylan etc.. 
EDUCATION 
Pacific University, India, Ph.D. (Chemistry) 

Indian school of Business management, M.B.A (Health care management)

All Indian Institute of Management Studies, Post Graduate Diploma in Quality Control & ISO 9000

Kuvempu University, India, M.Sc (Analytical Chemistry) 

Nagarjuna University, BSc. Chemistry
PROFESSIONAL EXPERIENCE
Encube Ethical Pvt. Ltd, GOA, India 




05th Mar 2020- Present

Associate Vice President – Quality & Compliance (Laboratory Controls, Vendor

Management)

Responsible for Overall vendor Management (API, Excipient and Packaging materials), Contract

Testing laboratory auditing, Site Laboratory controls, Data integrity management, Risk assessment,

QMS management etc. Provide professional expertise and leadership in applicable guidance and

Regulations, proactively identifying potential areas of non-compliance and risk for development and

Commercial projects. Monitor supplier compliance through periodic assessments of quality KPIs.

Key Contributions: 

· Add value to team utilizing experience as Organic Chemist to resolve quality issues efficiently. 

· Coach internal team and external API suppliers to improve QMS by providing GMP guidance, SOPs,

· And processes. 

· Ensured quality by mitigating new and emerging risks (technology transfers, divestitures, non-conformances, etc.).

· Lead cGMP audits of API Vendors and excipient vendors. 

· Ensured Site Laboratory controls w.r.t Data integrity and compliance.

· Ensured for Proper Closure of all QMS records by involving in review of change management, risk assessment strategies.
· Lead the continuous improvement plans as part of regulatory focus 
· Data Governance ensured across the Manufacturing plant and API suppliers end. 

Macleods Pharmaceutical Limited, Baddi, India



Sep 2019 to Feb 2020

Associate Vice President – Quality & Compliance (Laboratory Controls, Vendor

Management)

Responsible for Overall Multiple site Quality control laboratories w.r.t Testing and release of Drug

Substance and Drug product releases, API vendor Management (API), Contract Testing laboratory

Auditing, Site Laboratory controls, Data integrity management, Risk assessment, Regulatory

Inspection handling, recruiting new talent and implementing Quality culture across organization.
Key Contributions: 

· Harmonized Quality systems across the laboratories.

· Monitored the  Regular Release of API’s, Finished Products, Stability studies, Method validations, Technology transfers and final batch release for the biggest sites of Macleods
· Handled multiple investigation writing exercises, reviewed and approved (Expertise in 5-Whys, fishbone, cause/effect diagrams, etc)
· Lead cGMP audits of API Vendors and excipient vendors. 

· Ensured Site Laboratory controls w.r.t Data integrity and compliance.

Mylan Laboratories Ltd., Bangalore & Hyd., India


Sep 2016 to Sep 2019

Associate Director – Quality Control for Complex API & injectables.

Responsible for Overall Laboratory management for Complex products of Mylan from Active

Pharmaceutical to final end injectable product. Multiple site Quality control laboratories w.r.t Testing

and release of Drug Substance and Drug product releases, API vendor Management (API), Contract
Testing laboratory

Key Contributions: 

· Successfully handled 2 USFDA and 1 WHO audit without major observations at different sites.. 

· Harmonized Quality systems across the laboratories.

· Many Analytical method validation and transfer of methods were monitored from API to formulation and ensured the challenges in Analytical techniques..

· Vendor Auditing and Data governance across API and Finished formulations.. 

· QMS management 

· Monitored the  Regular Release of API’s, Finished Products, Stability studies, Method validations, Technology transfers and final batch release without effecting the Quality and maintained the productivity for challenging molecules..
· Handled the  Regulatory inspections 
· CMC reviewer for DMF and Dossier filing
PAR Pharmaceuticals, Chennai, India




Sep 2010 to May 2020

Associate Vice President – Quality Control for PAR Actives, Par Formulations and Global

Stability center.

Responsible for Overall Laboratory management for multiple laboratories of Active pharmaceuticals

site, Formulation manufacturing site, and Global Stability testing site. Which involves, Ensuring of

Laboratory controls, QMS management, Vendor Audits, Self-Inspections and Inspection handling and

Regulatory review. 
Key Contributions: 

· Successfully handled 3 USFDA audits with zero 483.

· Handled Vendor Audits for API manufacturing site and Finished Formulation site

· Managed the 3 different sites and harmonized the Quality systems across all.

· QMS management (change management, Deviation handling, and OOS & OOT handling) successfully without any observations from regulators. 
· Monitoring of Regular Release of API’s, Finished Products, Stability studies, Method validations, Technology transfers and final batch release
· Handling of Regulatory inspections 
· CMC reviewer for DMF and Dossier filing
Cipla Ltd, Critical Care divison (API) Bangalore, India


Mar 2010 to Sep 2010

Head – Quality Assurance for Active pharmaceutical ingredients (Critical care division)

Responsible for Overall Quality function of the API site, responsible for QMS management, Laboratory

controls, Manufacturing Quality of Drug substance and regulatory submission handling.

Key Contributions: 

· Successfully handled Korean FDA without major observations 

· Handled the Quality position for Critical care API manufacturing site and managed the key challenges w.r.t Drug substance process and analytical.

· QMS management (change management, Deviation handling, and OOS & OOT handling) 

· Monitoring of Regular Release of API’s, 
· Handling of Regulatory inspections 
· CMC reviewer for DMF 
Apotex Research Pvt Ltd., Bangalore, India


Mar 2006 to Mar 2010

Manager/ Group Leader for Product Evaluation and Analytical support Laboratory for Active

Pharmaceutical ingredients & finished formulations – Canada market and US market. 

Responsible for Providing analytical support w.r.t Method validation, Stability studies and Regular QC

Support for any Analytical challenges. Handled all US and Canada Markets and supported the

Organization w.r.t Analytical issue handling and development and method transfer support. 

Key Contributions: 

· Successfully handled a team of people who does the method validation, transfer and stability studies 

· Transferred many methods to Canada facility and helped the site QC team in inspection and investigation handling. 

· Managed successfully the API vendor auditing programme and Vendor Qualification programme. 
· QMS management (OOS & OOT handling) 

· Handling of Regulatory inspections 
· SME for any Analytical issues in the company. 
Sandoz Pvt Ltd, Mumbai, India 




Nov 2004 to Mar 2006

Scientist – Analytical R&D (Method validation and Stability studies for Active Pharmaceutical
Ingredients and Finished Formulations 

Responsible for managing the Analytical Activities of Drug substance and Drug product method

Validation and Stability studies for US and EU products.
Key Contributions: 

· Done multiple method validations for Drug substance for Different regulated markets
· Handled multiple Analytical challenges at site for Drug substance testing and method variability’s, 

· Part of root cause identification for any Drug substance related failures at Quality control sites. 

· Filed multiple DMF and ANDA for the regulatory filing.

· Handled challenging molecules Analytical method development and Validation 

· CMC reviewer for DMF 
Dr.Reddys Laboratories  Pvt Ltd, Hyderabad, India 


Oct 2000 to Nov 2004

Executive – Quality control (Stability studies and Method validation for Active

Pharmaceutical ingredients and Formulations) 

Responsible for a centralized laboratory for managing the Analytical Activities of Drug substance and
Drug product method Validation and Stability studies for EU market

Key Contributions: 

· Done multiple method validations and stability studies for  Drug substance for EU markets

· Handled multiple Analytical challenges at site for Drug substance testing and method variability’s, 

· Did the root cause identification for any Drug substance related failures at Quality control sites. 

· Filed multiple DMF and ANDA for the regulatory filing.

· Handled challenging molecules Analytical method development and Validation 

· CMC reviewer for DMF 
	Proficiency Profile and knowledge: 

· Handling of Audits successfully

· Handling of Change controls and CAPA management
· Quality Management System Handling (Field alerts, Recalls, Market complaints, Change controls, Incidents, Deviations, CAPA, OOT, OOS, Failure Investigations). Site master file (SMF) Preparation. Layouts review and approvals, License application & License copies ensuring before manufacturing of products. Art works review and approvals. Ensuring smoothness in product technology transfer process.
· Implementing good quality systems in the Manufacturing and Laboratories

· Review and Approval of Annual Product Quality reviews (APQR).
· Approval of Hold time validations (Protocols preparation, compilation, review and report closers).
· Handling of Quality Risk Assessment for all products and process.

· Setting up of new Quality control laboratories

· Planning of releasing the batches in time

· Preparing Standard operating procedures and Systems

· Review of ANDA’s & Dossiers for Regulatory submission.

· Preparing monthly reports

· Undergone training for the cGLP, cGMP & ICH guidelines in order to comply with the current 21 CFR requirements
· Audits faced till date is USFDA, MHRA, Ghana, Brazil, PIC, cGMP-WHO.and MCC

· Control the quality of the product by adhering to the CGMP, Regulatory norms and predefined Quality System.
· Handling the internal and external regulatory Audits
· Handling of OOS & OOT’s.

· Ensuring the changes being implemented to the system or process with the valid approach and regularizing upon acknowledgement from the regulatory agency or customer (if committed).
· Participating in resolving the out of specification results via investigating the deviation to find out the root cause for the deviation and providing the corrective and preventive action for the deviation as a team with Q.A. 
· Documenting the complaint history i.e. form the registration of complaint to the responses.
· (Establishing the preventive and corrective action plan) forwarded to the customer and implementing the feasible recommendations (if any) of the customer.
· Having hands on experience in the preparation of standard operating procedures general as well as instrumental, their review and updating.

· Having knowledge in the analytical & documentation support to the drug master file aspects related to the quality control both EDQM & USDMF.

· Having experience in the analytical method validations as per current ICH & pharmacopoeia guidelines and requirements.

· Operation of SAP Modules SAP Material management( Quality Module )

SAP.

· Having knowledge in the cGLP & cGMP related to the quality control operations.

· Having knowledge in the preparation and maintenance of documents and manuals as per the ISO requirements.

· Having experience and capability in handling the quality control laboratory activities individually in timely service to both internal and external customers.

· Initiation of stability studies as per master schedules and monitoring of stability chambers

· Preparation of Quality Charts and Trends for API
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