CURRICULUM VITAE

Parag S. Kale (+91-7972748978)                                 Current Address: Hyderabad India            
QA/RA Medical device/Pharma                                                       Email: bhagyanagartelangana@gmail.com  
PAN No. CFCPK8218P                                                                       Current Pakage-7,53,000 per annum                                                                                                                                      
1. Key Skill  Details : Medical devices /Pharmaceutical Formulation/Food & Nutraceuticals 
Medical Device Quality Assurance 
ISO 13485 -Medical Device QMS implementation
IEC 62304 -Software Embedded Medical Device QMS implementation
IEC 60601- Electrical Medical Device QMS 
ISO 14971 -Risk Management Medical Device
ISO 15223 - Labeling related to Medical Device & Pharma
ISO 9001 - QMS Audit and Approval
ISO 14644 - Clean room sterile Validation of Medical Device  
Medical device Regulatory submission – 
EU GMP, MDR, IVDR- Technical file submission EU MDR
510 k submission 
Indian CDSCO- Registration and Approval of Medical Device
DHF Remediation & Post Marketing Surveillance
BER,BRA,Clinical Evaluation,FMEA review
Pharma (sterile and non sterile) & Food/Herbal extracts QMS 
WHO GMP, INDIAN GMP, US FDA , FSSAI, KOCHER,NSF,ISO22000,ISO22000 Certification and approval 

3. Industrial Experience: 

	Company Name
	Location 
	From – To 
	Exp -yr
	   Company Status 

	Cognizant Technology Pvt. Ltd.
	Kolkata, W.B
	Feb 2022-Jun 2023
	 1.5 yr
	Medical Device Complaint 

	Makro Care Clinical Research Ltd.
	Hyderabad, T.S.
	Feb 2021- Jan 2022
	 1 yr
	Medical Device Regulatory

	PathnSitu Bio technologies Pvt. Ltd.
	Hyderabad, T.S.
	Feb 2019-Jan 2021 
	 2 yr
	Medical Device QMS

	Vins Bio product Pvt. Ltd.Hyderabad
	Hyderabad, T.S.
	Apr 2018-Jan 2019
	 0.10 yr
	Sterile Pharma QMS

	Concord Drugs Limited Hyderabad
	Hyderabad, T.S.
	Apr 2014-Dec 2017
	 3.9  yr
	Pharma/ Medical device QMS



A. Cognizant Technology India Pvt. Ltd. (medical device complaint handling BPO)
Position: Data Analyst  (Medical device Complaint Management) 
From: 21th Feb-2022 to 9th June-2023

Responsibilities include
Investigation of Complaints of all countries for Abbott Glucometer 
Ensuring that all Complaints are properly investigated in accordance with appropriate Quality procedures
Ensure appropriate documentation of the investigation in the complaint file and escalation of issues to other
groups as necessary.
Processing and trending of Complaints     
Preparation, execution and analysis of related Quality Documentation.
Supporting Corrective and Preventative Action (CAPA) program.
Supporting Non-Conforming (NCR) program.
Involvement and general support to the Quality group including execution of assigned projects.
Database Handle :  Sale force or Luna/Citric, Power BI Database 
B. Makro Care Clinical Research Limited (medical device regulatory consultancy firm)
   
   Position: Senior Regulatory Affairs Associate, (Medical Device & IVD Regulatory Consultant Company)
   From: 8th Feb-2021 to 20th Jan 2022
• Ensure that all products meet applicable regulations, such as the FDA's 510 k Quality System Regulation (QSR), the EU's Medical Device Regulator (MDR)
• Preparation & submission of EU technical file as per Medical Device Regulator (MDR)
• Build and maintain relationships with key stakeholders, such as customers, suppliers, and regulatory agencies
• Coordinate in new or revised labeling, packaging artwork, and instructions for use.
C.PathnSitu Bio-technologies Pvt.Ltd.(CE,ISO13485,IVD,510K- IHC reagents)
 
   Position: Assistant Manager Quality Assurance (In Vitro Cancer Diagnostics Manufacturing Unit)
   From: 4th Feb 2019- 22nd Jan 2021
Responsibilities include planning, organizing, planning, documenting, reviewing, and otherwise ensuring the completeness of end-to-end validation activities of devices to achieve compliance with international standards and regulations
Participate as a Quality Representative in product development and design control activities and its maintenance (design validation/transfer, change control, risk management)
Help in completion of DHFs, DMRs, Development & maintenance of product specification, and other quality & regulatory documentation as necessary.
Other validation activities include evaluation of supplier documents 
Work closely with the Regulatory team to provide supporting information for technical files. 
Ensure compliance with applicable EU testing requirements associated with product lines and processes.
Initiation & coordination with laboratories for the development of product-specific test reports.
Review of inspection reports if needed
Coordinate in incidents (root cause analysis) and customer complaints investigation.
Cordinate in Supplier Change Control, Quality Systems, Quality Audits, etc.).
Responsible for management of investigations, re qualification and annual product review
Preparation and review of QC documents such as specification, STP (Standard test procedure), protocols, and SOPs for In-Process, raw materials, packing materials, consumables, semi-finished and finished products as per regulatory requirements.
Ensuring Compliance with  regulations like 21CFR,ISO13485,EU MDR,CDSCO regulatory submissions 
Guide & comply with strict adherence of different stakeholder departments (QA, QC, Manufacturing, Warehouse, Engineering, Admin, etc) to producing a quality product.
D. Vins Bio product Limited, Hyderabad (Sterile Biologicals - Anti venom /sera firm)

(From April 2018 to Jan 2019)
Position: Asst Manager- Quality Assurance (Vendor Management)

Vendor Management and Risk management documentation of All incoming materials 
Coordinate in Clean room Validation activities & Media fill validation of sterile Pharmaceutical vaccine and sera.
E. Concord Drug Limited, Hyderabad (Pharma OSD/Sterile/Nutraceutical/medical device)

(From April 2014 to Dec 2017)
Position: Officer- Quality Assurance 
I Collate, review and provide required work plans on received deficiencies to HO in order to respond to regulatory authorities in a timely manner
II. Review Master Validation protocol and report for timely execution of validation batches and timely submission of documents in order to response for deficiencies
III. Review annual product quality review report at units for completeness and data correctness to ensure compliance to cGMP requirements and audit readiness
IV. Review, upkeep and issue regulated market technical agreements at site for execution of batches as per customer requirement
V. Receive and distribute approval certificate at unit for execution of new products smoothly
VI. Coordinate with auditors and site teams for regulatory and customer inspection/ audit at site to meet regulatory expectation and acquire GMP approvals
VII. Prepare final draft of compliance to audit observation and check whether it is in line with cGMP requirement to avoid regulatory action and continual improvements
VIII. Collect, compile and review raw data and finalise the same for timely submission of MHRA, UK interim update document to corporate as per agency requirement by tracking interim updates at a site level, for risk based inspection planning
IX. Drive continuous improvement initiatives in CQA to facilitate adherence to cGMP
X. Execute on time and errorless submissions by reviewing product license, all certificates for product registration and tender , staff approvals and other applications to adhere to legal requirements
XI. Support in CDSCO and state FDA inspection to be GMP compliant and getting product licence, FDA stall approvals by ensuring cross functional interaction

4. Personnel Details

[bookmark: _GoBack]Nationality: Indian                      
Passport details : Available                        
Date of Birth : 18/09/1983                      
Region : Maharashtra, India        
Religion : Hindu                                        
Gender: Male 
Marital Status: Married               
Child: 2 , 11 yrs boy and 2 years girl            
Language: English, Hindi, Marathi 
Address : 
Parag S Kale Flat No 312 Sahbhavana Apartment Badlaguda Anand Nagar Hyderabad 
5. Right 
