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OVERVIEW
A competitive, self-starter, disciplined, dedicated, goal oriented professional with drive to maintain innovative knowledge an having 20+ year of professional experience in Pharmaceutical Industry that includes Manufacturing, Product development and research, project planning & management, Leadership & people management, quality and compliance. Work majorly on product development for global and regional markets. Scope of Expertise involved NDA/ANDA for Solid, Liquid and semisolid dosage form. Strong Technical, Analytical and Problem solving skills along with learning agility and reading ability that contributes to Intellectual property generation and Life cycle management required for continuous business growth.

CARRIER OBJECTIVES
Seeking for scientific leadership role in ambitious industry where I can utilize my technical and administrative skill for organizational growth and that will reward according to contribution, commitment, hard work and dedication 


PROFESSIONAL EXPERIENCE 
Company: Sun Pharmaceutical Industries Limited, Gurgaon, India	
Job Title: Senior Research Manager-1 (Formulation Research and Development) 
Duration: April 2021 - Present 
Job Profile: 
· To interact and communicate with cross-functional team across Business development, Global marketing, Intellectual property, Regulatory Affairs and Manufacturing for identification, evaluation and selection of new product pipeline for development at R&D.
· To conduct basic and applied research focused in obtaining new knowledge and the production of new or improved technologies, product and process for generating intellectual property for organizational business growth. Ideation, proposal, design and evaluation for Novel pharmaceutical products to meet unmet clinical needs of patients. 
· To interact and communicate with cross-functional team across Project management, Analytical development, Regulatory Affairs, Quality Assurance, Clinical pharmacokinetics and medical affairs, Process development, Manufacturing, Quality control for Robust product development from R&D to commercial scale with in the specified time frame.

· Oversaw regulatory filings (IND, NDA) and collaborated with regulatory affairs teams to ensure compliance with FDA and EMA guidelines. 

· Provided scientific expertise to senior management and stakeholders, leading the strategic direction of drug development projects. 

· Actively participated in the development of new drug delivery systems, including sustained-release and targeted formulations.
· To mentor and provide technical guidance to team of scientists involved in development of various pharmaceutical products (NDA/ANDA) for USA and Other Advance Market.
· Conducted troubleshooting and root cause analysis for formulation and manufacturing issues. during commercial manufacturing of products. 

· Represent R&D function during External Audit from regulatory agency at manufacturing site and at R&D. To review the observation points during internal audit of R&D function and response to compliance 

· To review current Global Quality standards of organization and creation and updation of R&D SOPS for implementation.

· Nurture talent by arranging opportunities for training on technical and communication skills through internal and external subject matter expert  

· Motivation, Regular discussion and Support the team for participating in various events of organization to build a strong relationship among employees that ultimately help for organizational growth. 

· To finalize work plan, Budget allocation and manpower requirement 

· To participate in the training sessions inside and outside the organization (Academia) for collaboration and people development 

· To participate in the training session organized by Environmental Health and Safety Department to imbibe safety, health and environmental protection culture in R&D business.

· Technical support to HR team during process of Hiring R&D Scientist.  

Company: Sun Pharmaceutical Industries Limited, Gurgaon, India	
Job Title: Senior Research Manager-2 (Formulation Research and Development) 
Duration: April 2018 – March 2021 
Job Profile: 
· To mentor and provide technical guidance to a group of scientists involved in development of various pharmaceutical products (NDA/ANDA) for USA, OAM, Emerging and India market (Immediate Release/ Extended Release solid and liquid dosage form)

· To ensure that product development has been done as per regulatory guidelines using quality by design approach

· To monitor and ensure compliance to good manufacturing practice during manufacturing of Pilot Bioequivalence batches, scale-up and Exhibit batches. 

· To review documents Like Product specification, Quality Risk Assessment report, Product development report, Master Formula

· To prepare and update R&D Guidelines and SOPs for Product development, Technology transfer, stability studies, Excipient material attributes etc.

· To ensure successful Technology transfer of various dosage form from R&D scale to Commercial Scale 

· To prepare scientific response to query received from various regulatory agency

· To ensure timely completion of Project milestones and meet the organizational goal

Company: Sun Pharmaceutical Industries Limited, Gurgaon, India	
Job Title: Research Manager (Formulation Research and Development) 
Duration: April 2015– March 2018 
· Development of various pharmaceutical products (NDA/ANDA) for USA, OAM (Immediate Release/ Extended Release solid and liquid dosage form) as per regulatory guideline using Quality by design approach 

· To develop taste masked liquid oral formulation and support clinical team for sensory evaluation and support marketing team in research paper publication for product advertisement 
· Identification and screening of various molecules to fit existing platform technologies developed by Sun Pharma
· Process optimization of Scale- Independent parameters at R&D scale followed by scale-up and Exhibit batches at manufacturing site using scientific principles of scale-up factor 

· To mentor the scientists involved in the pre-formulation study and prototype formulation development 

· To share the learning from product development with R&D colleagues through knowledge sharing session 

· Preparation of Documents like Product specification, Quality Risk Assessment report, Product development report, Master Formula

· To support regulatory affair department for successful filing of the project 

· To Provide Technical support to IP department during drafting, review, filing and grand of Patents 
Company: Ranbaxy Laboratories Limited, Gurgaon, India	
Job Title: Senior Research Scientist (Novel Drug Delivery System) 
Duration: April 2013– March 2015 
Job Profile: 
· Development of innovative Novel platform pharmaceutical technologies- Developed innovative platform technology for extended release suspensions with In-vitro/In-vivo Proof of concept. Advantages: patient convenience for ease of swallowing, Dose titration/flexibility as per patient therapeutic need along with extended release advantages. 

· To Provide Technical support to IP department during drafting, review, filing and grand of Patents 

· To have correspondence with USFDA to understand regulatory expectation on the Novel platform technology.

· Identification of molecules for extended release suspension technology and provide technical guidance to the team involved in product development for product under pipeline.

Company: Ranbaxy Laboratories Limited, Gurgaon, India	
Job Title: Research Scientist (Product Development and Research) 
Duration: July 2010– March 2013
Job Profile: 

· Life cycle management by reducing the cost- Alternate vendor for API/Excipients/Process improvement

· Development of various Pharmaceutical product (Oral Immediate release solid dosage form) for WHO, South Africa and PEPFAR market

· Literature Review which include summary basis of analysis, Summary product characteristics, patent information etc.

· Strategy development: Based on the literature search, IP Strategy for formulation and process

· Reference Product characterization (reverse engineering) and defining QTPP of test products
· Preformulation studies which include compatibility studies, solubility studies, microscopy to determine particle shape/particle size etc.
· Defining drug product critical quality attributers for test product based on QTPP/Literature search/prior product experience
· Risk assessment of drug substance attributes/Material Attributes/Formulation variables/Process parameters which can impact drug product CQA
· Planning for DOE on products and following multiple scientific approaches in designing experiments
· Critical review of all parameters associated with stability of dosage form
· Process optimization during Scale-up batches for smooth technology transfer and trouble shooting

· Document Preparation like MFC, specification, technology transfer dossier for the Life cycle and new development 

Distinctive accomplishments in Ranbaxy/Sun Pharma 
· Ranbaxy's way award for Life Cycle management by replacing high cost raw material with low cost and approved by regulatory authority. This contributes in to significant amount of profit in the financial year. (Team)
· Ranbaxy's spot award for excellent performance in innovating bioequivalent dosage form for fixed dose combination antiviral immediate release Tablet dosage form (NDA) (Individual)
· Ranbaxy's spot award for excellent performance by fast track development of anticancer immediate release Tablet dosage form (ANDA) (Individual)
· Ranbaxy's scientist of the month award for innovating new platform technology for extended release suspension for better patient compliance and dose flexibility (individual)
· Ranbaxy's spot award for identifying new products for development (individual)
· Ranbaxy’s NOC for pursuing Ph.D. from Department of Pharmaceutical sciences, MDU Rohtak, Haryana, India 
· Sun Pharma R&D Star award for planning and execution of project under development and to meet the predefined targets for FY-2020-21 (individual)
· Sun Pharma R&D Star award for planning and execution of project under development and to meet the predefined targets for FY-2021-22 (Individual)

· First Prize winner for clean office/Green office contest at R&D for FY-2021-22 (Entire Team)

· First Prize winner for clean office/Green office contest at R&D for FY-2022-23 (Entire Team)

Company: Promed Research Centre, Gurgaon, India		 
Duration: May 2009 – June 2010
Title: Research scientist (Formulation-R&D) 

Job profile:

· Development of immediate release oral solid dosage form and sterile liquid dosage form for Regulated Market like US, Europe and Less Regulated Market like Brazil, Russia

· Trouble shooting during commercial validation batches. 


Company: Panacea Biotec, Lalru, India		           	

Duration: October 2007 – May 2009

Title: Research Executive (Formulation-R&D) 

Job Profile: 

· Development of various immediate and modified release oral solid dosage form, topical semisolid dosage form and parenteral formulations for Regulated market


Company: Belco Pharma, Bahadurgarh, India		 

Duration: Feb 2001 – June 2004

Title: Asstt. Manufacturing chemist (Production Deptt.) 

Job Profile: 

· Manufacturing of solid dosage form, semisolids and sterile product 

· Follows batch manufacturing records (BMR). Completes documentation, including logbooks and batch production and control records

· Resource planning and management needed for production of finished goods output. 

· Works closely with the laboratory manager and other pharmaceutical technicians. Collaborates with the quality assurance (QA) and quality control (QC) teams.

· Complies with all Current Good Manufacturing Practice (CGMP) regulations and other industry policies and procedures

SKILLS
· Experience in managing multidisciplinary projects and proven track record of successful product development
· Effective leadership and Managerial skills. Lead the team of R&D scientists by Effective mentoring, guidance, motivation, support, coordination and training 
· Expertise in the Process optimization of various dosage forms from  Lab Scale to commercial scale
· Experience in Preparation, review, approval and implementation of SOP's and internal guidelines related to Product development activities
· Experience in Investigating and resolving customer complaints
· Experience of Working with regulatory bodies and working on continuous improvement projects.
· Review and manage technical data and documentation
· Good knowledge of GMP, GLP, ICH, USFDA, EU guidelines, Environment health and safety guidelines and Compliance Management
· Expertise in budget management and resource 
· Adequate knowledge of Quality Assurance and Project Management concepts to deliver Quality product with in specified time frame
· Strong and effective written and spoken communication skill to present results to technical and non-technical strategic partners in concise and compelling manners.
· Strong Analytical skills, good learning capabilities and reading ability. 
· Sound technical and professional skill to solve difficult problem with effective innovative solution 
· Ability to calm in stressful situation and Adapt to changing environment
· Capable of independent research, data analytics, critical thinking and next step experimental design 

ACADEMIC CREDENTIALS 
Ph.D (Pharmaceutical sciences), 2018 from Department of Pharmaceutical Sciences, Mahrishi Dayanand University, Rohtak, Haryana,  INDIA
M.Pharm. (Industrial Pharmacy), 2007 from Department of Pharmaceutical Sciences, Mahrishi Dayanand University, Rohtak, Haryana, INDIA
B.Pharm., 2000 from Shri Baba Mastnath Institute of Pharmaceutical sciences and Research, Asthal Bohr, Mahrishi Dayanand University, Rohtak, Haryana, INDIA

PUBLICATIONS
Ashish Kumar,  Vinit Mittal,  Deepak Kaushik,  “Rapidly Disintegrating Tablets Containing Taste Masked Clarithromycin” Journal of Pharmaceutical Research, 10(1)(2011)
Deepak kaushik, Narender singh, Ashish Arora, “Enhancement of Dissolution Profile of Gliclazide by solid dispersion Adsorbates” Latin American journal of pharmacy, 30(10) (2011)
Ashish kumar, Narender singh, Deepak kaushik “ Taste Masking of clarithromycin using complexation with ion exchange resin”, international journal of pharmtech and research, 6(1)(2014).
Ashish kumar, Arun Nanada “Design and Optimization of Ezetimibe Self Microemulsifying Drug Delivery System for Enhanced Therapeutic Potential”, Drug Delivery Letters, 8(3)(2018).

Ashish kumar, Arun Nanada “Design and Optimization of Simvastatin Self Microemulsifying Drug Delivery System for Enhanced Therapeutic Potential”, Asian Journal of Pharmaceutics, 12(1)(2018)
PATENTS:

· US9962336
· US9962345
· US10238803
· US11504345
· US10258583
· US11523996
· CA2947528
· EP34441064
· EP3137060
· EP3137057
· 410177
· 398221
· 442471

PERSONAL DETAILS 
Father’s Name: Sh. Puran Chand Arora
Date of Birth:   15th July 1979
Marital Status/Sex:  Married/Male
Religion/ Nationality:  Hindu / Indian
Languages known:      English, Hindi

Hobbies: Mindfulness and Meditation, Cooking and Cycling
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