NATIONAL DEVELOPMENT (CLINCIAL) SERVICES AGENCY
(Supported by Department of Biotechnology (DBT), Ministry of Science & Technology, Govt. of India)

National Development (Clinical) Services Agency (NDSA) formed by the Department of Biotechnology (DBT), Ministry of Science & Technology, Govt. of India as an extramural unit of its newly established autonomous institute “Translational Health Science & Technology Institute”, to assist and guide entrepreneurs in the biotechnology and pharmaceutical sectors in India with preclinical and clinical development of products in compliance with international standards.  NDSA is seeking suitable candidates for the following positions:

(1) CHIEF OPERATING OFFICER: The position will act as the principal executive officer of NDSA and will provide effective portfolio and business management to all projects executed by the agency. S/he will have a good understanding of the drug discovery and development process and rich experience in clinical research, business conduct, management, intellectual property rights and regulations governing drug product development. S/he will be entrepreneurial, a recognized leader for encouraging innovation and creativity to envision and steer a world class institution.  The COO will have a key role in overseeing and managing the continued growth of NDSA’s clinical trial programs which focus on innovation, documenting results, building synergies across programs, and strengthening quality systems.  Reporting to NDSA’s Executive Management Committee, this position will be based in New Delhi with a salary of at least Rs.136,000 per month.

Skills:
· Technical and managerial expertise in preclinical  and clinical research projects with drugs and/or vaccines.
· Demonstrated talent management skills including recruiting and hiring successful staff and consultants; coaching, mentoring and developing staff; and fostering identification with organizational culture and values.
· Demonstrated success in multi-cultural leadership and management.
· Ability to network and interact effectively with donor and collaborating agencies, including public and private companies, government and non-governmental organizations and drug regulatory bodies.
· Demonstrated acumen in financial accountability, administration, and operations.
· Fluent in English with excellent written, oral, and interpersonal communication skills; fluency in Hindi or other Indian languages desirable.
Qualifications:

· Advanced degree in medicine, life sciences, public health, development,  social sciences or a related field.  
· A minimum of ten years of experience managing projects and/or offices and staff, including at least five years of supervisory experience; or an equivalent combination of education and experience. 
· Experience in developing strategies, managing programs and budgets; monitoring and evaluating programs; managing relationships with international organizations, NGOs, community-based organizations, donors, government, and the private sector. 
· Experience working within an international non-government organization preferred. US Government, DFID, BMGF and other major foundations experience a plus.
(2) DIRECTOR TRAINING:  The position will lead the establishment of an academy in clinical research for training of research professionals engaged in preclinical and clinical development of products. The position is based in New Delhi with a salary of at least Rs.108,000 per month.   

Responsibilities: 

· Coordinate with national and international institutions to set up the academy and induct faculty of high caliber
· Facilitate training needs assessment amongst organizations/ agencies in India conducting clinical trials for drug / vaccine development

· Lead development of training modules on Good Clinical Practices (GCP), Good Laboratory Practices (GLP), clinical operations, clinical trial design and regulatory affairs, project management, data management & biostatistics, pharmacovigilance & medical monitoring, epidemiology, etc.

· Lead dissemination of scientific and medical education for effective clinical product development across geographical sites in coordination with national and international experts on clinical research trials.
Skills: The Director Training must demonstrate strong scientific evaluation ability.  S/he must possess excellent communication skills in written and spoken English and interpersonal skills to interact effectively with senior leaders within the organization and outside. 
Experience: MD/PhD with a working knowledge of drug development, as well as thorough experience in the design, implementation, monitoring and management of clinical trials. Research experience in life sciences, clinical sciences, or pharmacology; supervision of postdoctoral fellows; experience in initiating scientific/medical education or training programs will be useful.   In depth knowledge of Good Clinical Practices (GCP) and quality standards) will be preferred. 
(3) DIRECTOR SERVICES: The position will provide leadership in assuring high quality services to partners, clients and other stakeholders who associate with NDSA through its various service facilities like the Training Academy, Data Management and Biostatistics center, Drug Storage and Archiving facility. The Director Services will provide superior administrative, financial and operational management leadership to NDSA’s services and will have the administrative and financial authority for the day to day functioning of NDSA’s centres. The position is based in New Delhi with a salary of at least Rs.108,000 per month.   
Responsibilities:

· Partnership management with a view to providing high quality services from NDSA’s various facilities 

· Financial and administrative oversight to NDSA’s activities assuring highest quality of services to staff and partners

· Donor reporting and ensuring compliance 
· Oversee and monitor all logistical arrangements within the office regarding travel, accommodation etc.

Skills

· Meticulous organizational skills, ability to prioritize projects, follow through on detail with high-level accuracy
· Demonstrated ability for managing people and tasks in a supportive and constructive manner

· Ability to problem solve, flexible and adaptable 

· Excellent interpersonal skills

· Self-starter with ability to act independently and part of team
Experience 
· Master’s degree in in management or operations 
· Minimum of 7-8 years experience  
· Experience in an international organization 

· Experience in the drug development and discovery a plus
(4) DIRECTOR PROJECT MANAGEMENT: The position will drive project management by assuring that all projects are designed, planned and executed in a timely fashion maintaining highest quality standards. The position is based in New Delhi with a salary of at least Rs.108,000 per month.   
Responsibilities:
· Lead project design in collaboration with NDSA senior staff and partners.
· Lead the detailed implementation planning for in-country activities, including assessment of vaccine manufacturers and facilitation of technical assistance to vaccine manufacturers.

· With support from Senior Team Leader, coordinate with Ministry of Health and other related ministries, vaccine manufacturers and other national/regional and provincial partners to plan and implement project activities.

· Coordinate, supervise, and monitor all project activities including day-to-day project implementation.

· Negotiate and monitor agreements with local counterparts.

· Provide guidance, direction, and mentorship to local project staff.

· Participate in preparing project reports and other project documentation.

· Participate in the financial management of project activities.

· Participate in monitoring and evaluation activities.

· Facilitate all necessary in-country project approvals.

· Develop and manage annual work plans and project budgets.
Skills    
· Demonstrated report writing and presentation skills
· Demonstrated leadership qualities at mid-management level

· Proven interpersonal skills and ability to work effectively in a team

· Excellent written and spoken Vietnamese and English

· Willingness and ability to travel within Vietnam up to 30 percent annually
Qualifications:

Advanced degree in biological sciences or other relevant discipline and a minimum of 5 years progressive work responsibility with extensive project management experience; work experience in vaccine development as well as experience working effectively with government counterparts; experience working with the private sector and/or managing donor funded projects a plus.
(5) MEDICAL DIRECTOR: The position will provide guidance and leadership in designing, implementing and monitoring clinical trial programs executed by NDSA or its partner organizations. The Medical Director must have a comprehensive understanding of ICH/GCP requirements, principles, concepts, industry practices, and standards and is responsible for the medical oversight of clinical trials. The position is based in New Delhi with a salary of at least Rs.108,000 per month.   
RESPONSIBILITIES:  

· Participate in the development of global clinical/product development plans.

· Planning, executing and reporting clinical trials

· Solicit expert advice, develop collaborative relationship with key experts and investigators and interface with preclinical scientists
· Serve as clinical lead for discussions with regulatory agencies.

· Perform Medical Monitor duties for clinical trials, including protocol development; review of case report forms, statistical plans, clinical study data, and site regulatory documents; and preparation of clinical study reports, integrated clinical summary reports, clinical sections of other regulatory submissions, as well as publications and presentations.

· Provide medical safety surveillance.  Responsibilities include development of safety plans, review of study safety data to interpret trends, review of safety submissions to regulatory agencies, updates to investigators brochure or package insert, coding of adverse events, and training of clinical staff.

· Participate in national and international collaborative groups on clinical research, drug/biologics development and safety monitoring.

QUALIFICATIONS

· M.D. (Pharmacology or Medicine)  with a minimum of 7-8years R&D experience in pharmaceutical/biotechnology industry.
· Demonstrated sound knowledge of clinical pharmaceutical standards, ICH-GCP, ICH-Safety and Schedule-Y.
EXPERIENCE & SKILLS

· Experience in New drug/ vaccine development from Phase I onwards

· Experience in preparing study related documents: Protocol, IB and CSR

· Experience in SAE management as per regulatory requirement
· Experience in pharmacovigilance.

· Proven ability to foster a collaborative team environment.

· Supervisory skills including clinical mentoring and coaching skills.

· Excellent written and oral communications skills in English.

(6) BIOSTATISTICIAN: The position will work with clinical development team on the design and conduct of clinical studies; the evaluation, interpretation, and reporting of study results; and regulatory submissions. Based in New Delhi, the position will get a salary of at least Rs. 108,000 per month.
Responsibilities:
· Manages research project responsibilities independently. Handles multiple competing projects and deadlines, and coordinates all the statistical needs of each research project. Performs intermediate and advanced statistical analysis and programming for research projects.

· Uses statistical and medical understanding to propose and perform additional analyses appropriately and independently.

· Documents analyses, creates summaries, and presents results in written and verbal form to requestors. Writes statistical text for study reports and clinical publications. Prepares methods sections and analysis plans for incorporation in abstracts, manuscripts, and grants.

· Designs analysis data set specifications and provides input on those prepared by other statisticians or statistical programmers.

· Writes own SAS code, finds errors, corrects, and validates output and results. Performs complex programming efficiently.

· Programs analysis datasets using SAS and/or reviews those programmed by others to ensure quality products; combines multiple disparate raw databases and derives analysis variables accurately. Considers alternative programming approaches to improve quality and/or efficiency.

· Demonstrates thorough understanding of research project data collection processes and data sets and shares knowledge with collaborators, fellow statisticians, and programmers. Helps less experienced programmers and/or statisticians with programming skills

· Creates timelines for statistical project management with minimal or no assistance.

· Collaborates closely with investigators, sponsors, and other project leadership to ensure that research project results and conclusions are presented accurately and without bias. 
· Leads the statistical team responsible for designing and validating analysis data sets, programs, and statistical output products (tables, listings, figures).

Qualifications & Experience:

· Ph.D. in Statistics or related field or equivalent experience minimum 5 years or MS. and minimum 7 years relevant experience.

· At least 5 years’ experience using SAS software, especially base, statistics, and graphics.

· At least 5 years’ experience developing statistical analysis plans and statistical methods sections for protocols.

· Demonstrated use of sample size estimation and power calculation tools/software.

· Very good oral and written communication skills.

· Demonstrated ability to work independently and to work in a multidisciplinary team.

(7) GRANT AND CONTRACT MANAGER: 
The position will be responsible for managing the design and development of appropriate grant management systems for NDSA. S/he is responsible for advising and supporting the project concerning matter related to sub grant management, including managing and implementing financial, budgeting, and accounting matters to partners and ensure all expenditures are compliant with project and donor requirements. Based in New Delhi, the position will get a salary of Rs. 63,000/- per month.
Responsibilities: 
· Assist in advising project members on donor requirements and provide training to project and partner staff on sub grant management and record keeping, new systems, and policies.

· Ensure compliance with donor and organizational requirements.

· Oversee the day-to-day  financial activities, subcontracting, consultant, and sub-agreement procedures and project management,

· Coordinate and provide guidance to partner organizations to ensure consistent, effective, and efficient project finance.

· Oversee the installation of the project accounting and financial management system to ensure that the financial planning, monitoring and reporting needs of donors, the Project Director, partners, and subgrantees can be met on a comprehensive and timely manner.

· Provide appropriate information, advice and technical assistance to partners and sub grantees on project related financial and compliance issues including:  (a) Clear guidance on financial reporting requirements and feedback on review of monthly budget vs. actual reports.(b) Financial and compliance pre-qualification of reviews of potential sub-grantees and maintain grant tracking system (c) Coordinating receipt of appropriate audit reports, review and follow up of audit findings;(d)Guidance on all aspects of agreement compliance issues including procurement, property administration, and grant amendment processes.

· Design and manage a system to monitor grants management needs, and train relevant staff to use the system.

· Provide capacity building as needed to in-country partners in budget development, financial reporting and grants monitoring.

· Review the partners’ financial report and follow-up with any queries on unusual, unexplained or unallowable items and give feedback to Grant/Operations Manager for action.

Skills

· Expertise in the financial and regulatory aspects of USAID.

· Working knowledge of grants administration.

· Excellent oral, written, and presentation skills in English.

Experience

Bachelors degree in business administration, finance, or accounting plus a minimum of five years experience working in health and development programs with substantial expertise in contracts and grant management to civil society organizations, CBOs, and FBOs in developing countries; or an equivalent combination of education and experience.
(8) ADMINISTRATIVE & FINANCE MANAGER: 

The position will support the financial management, administration and implementation of NDSA’s activities involving multiple public-private partnerships. S/he will be responsible for assuring highest standards in financial management in the operations of NDSA and facilitate development of administrative procedures and their implementation. The position will be based in New Delhi with a salary of Rs.63,000 per month.
Responsibilities:

· Financial management and office administration for effective and efficient operations of the agency. 

· Developing the annual work plan and budgeting process with partners and staff in compliance with finance management manual. 

· Designing and managing a system to monitor financial and grants management needs, and train and oversee relevant staff to use the system. 

Skills: 
· S/he must be a person of exemplary and unquestionable integrity with proven work ethics that meet strict deadlines. 
· Strong working knowledge of computerized accounting systems and MS Office applications and a sound knowledge of donor-funded financial management and controls. 
· Should be well-organized with strong interpersonal and communication skills and ability to work on own initiative. 
· Must have the ability to work as part of a team, build strong working relationships, formulate solutions and offer opinions in an open manner. 
· Must have an analytical approach to work, strong attention to detail, ability to make quick but balanced decisions and an investigative nature.

Experience: S/he must possess a master's degree in business management, finance, or any relevant discipline with at least 5 years of work experience in a similar position preferably in a non-profit organization. 

EXECUTIVE SECRETARY: 

The position will provide administrative and secretarial support to NDSA senior management. 

S/he will be responsible for providing assistance in correspondence, attend to phone calls, coordinating and arranging meetings, travel planning and hotel arrangements, preparing minutes of meetings and interface with partners.  The position is based in New Delhi and will earn a salary of Rs. 15,000 to 20,000/ per month.
Qualifications: Graduate with 2-3 years of experience working with senior executives. Good communication skills, including strong written and spoken English, excellent computer skills using Microsoft Office (particularly Word, PowerPoint, and Excel) and familiarity with the Internet and ability to prioritize work. 
All positions are currently based in the New Delhi office of NDSA. NDSA offers an enabling environment with tremendous opportunities for growth. Interested candidates may please send in their applications with a cover note, three references and current CV to jobs.ndsa@gmail.com as soon as possible. The selection committee of NDSA meets once in every two months to review applications received, short list potential candidates and interview / recruit. Only short listed candidates will be contacted. 
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