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SECTOR: LIFE SCIENCES 

SUB-SECTOR: PHARMACEUTICAL AND BIOPHARMACEUTICAL 

OCCUPATION: QUALITY 

REFERENCE ID: LFS/Q0303  

ALIGNED TO: NCO-2004/ NIL 

¶ QA Chemist- Process Validations are responsible for creating documents backed 
by substantial evidence that the processes of the company would consistently 
produce the desired quality of output. They also help in making related changes 
to the process if the same have become obsolete. 

¶ Brief Job Description: QA Chemist- Process Validation assists in establishing 
documented evidence which provide a high degree of assurance that a specific 
process (such as the manufacture of pharmaceutical dosage forms) will 
consistently produce a product meeting its predetermined specifications and 
quality characteristics. 

¶ Personal Attributes: The individual should have good knowledge of standard 
documentation procedures, rules, regulations and statutory requirements in 
preparation of scientific documents. The individual must demonstrate attention 
to detail and proactive behaviour.  
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Qualifications Pack Code 
LFS/Q0303 

Job Role QA Chemist- Process Validation ς Life Sciences 

Credits(NSQF) TBD Version number 1.0 

Sector Life Sciences Drafted on  15/12/14 

Sub-sector 

 
Pharmaceutical and 
Biopharmaceutical 
 

Last reviewed on 26/03/15 

Occupation Quality Next review date 01/06/17 

NSQC Clearance on 20/07/2015 

Job Role QA Chemist- Process Validation ς Life Sciences 

Role Description 

The QA Chemist- Process Validation assists in establishing 
documented evidence which provides a high degree of 
assurance that a specific process (such as the manufacture of 
pharmaceutical dosage forms) will consistently produce a 
product meeting its predetermined specifications and quality 
characteristics. 

NSQF level 
 
Minimum Educational Qualifications 
 
 
Maximum Educational Qualifications 
 

5 

B. Pharma / B.Tech Chemical / B. Sc with Chemistry major 
subject (Preferable) 

M. Pharma/ M.Tech Chemical/ Quality related certification/ 
M.Sc with Chemistry as major 

Training 
(Suggested but not mandatory) 

On the job training for writing reports 

Minimum Job Entry Age 20 Years 

Experience 
 

0-2 years 

Applicable National Occupational 
Standards (NOS)   

Compulsory: 
1. LFS/N0305: Perform various process validation 

activities 

2. LFS/N0104: Coordinate with Supervisor and team 

members 
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3. LFS/N0306: Support design and maintenance of  

validation master plan 

 

4. LFSN0102: Carry out reporting and documentation 

5. LFS/N0101: Maintain a healthy, safe and secure 

working environment in the life sciences facility 

6. LFS/N0307: Ensure safety checks and regulatory 

compliance 

7. LFS/N0308: Work with cross functional teams to carry 

out validation activities 

Optional: 

N.A. 

Performance Criteria 
As described in the relevant OS units 
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Keywords /Terms Description 

Core Skills/Generic 
Skills  
 

Core Skills or Generic Skills are a group of skills that are key to learning 
and working in today's world. These skills are typically needed in any 
work environment. In the context of the NOS, these include 
communication related skills that are applicable to most job roles. 

Description Description gives a short summary of the unit content. This would be 
helpful to anyone searching on a database to verify that this is the 
appropriate NOS they are looking for. 

Function 
 

Function is an activity necessary for achieving the key purpose of the 
sector, occupation, or area of work, which can be carried out by a person 
or a group of persons. Functions are identified through functional 
analysis and form the basis of NOS. 

Job role 
 

Job role defines a unique set of functions that together form a unique 
employment opportunity in an organisation. 

Knowledge and 
Understanding 

Knowledge and Understanding are statements, which together specify 
the technical, generic, professional and organisational specific knowledge 
that an individual needs in order to perform to the required standard. 

National Occupational 
Standards (NOS) 

NOS are Occupational Standards, which apply, uniquely in the Indian 
context. 

Occupation 
 

Occupation is a set of job roles, which perform similar/related set of 
functions in an industry. 

Organisational Context 
 

Organisational Context includes the way the organisation is structured 
and how it operates, including the extent of operative knowledge 
managers have of their relevant areas of responsibility. 

Performance Criteria 
 

Performance Criteria are statements that together specify the standard 
of performance required when carrying out a task. 

Qualifications Pack(QP) 
 

Qualifications Pack comprises the set of NOS, together with the 
educational, training and other criteria required to perform a job role.  A 
Qualifications Pack is assigned a unique qualification pack code.  

Qualifications Pack 
Code 

Qualifications Pack Code is a unique reference code that identifies a 
qualifications pack. 

Scope 
 

Scope is the set of statements specifying the range of variables that an 
individual may have to deal with in carrying out the function which have 
a critical impact on the quality of performance required. 

Sector Sector is a conglomeration of different business operations having similar 
businesses and interests. It may also be defined as a distinct subset of the 
economy whose components share similar characteristics and interests. 
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Sub-Sector Sub-sector is derived from a further breakdown based on the 
characteristics and interests of its components. 

Sub-functions 
 

Sub-functions are sub-activities essential to fulfil the achieving the 
objectives of the function.  

Technical Knowledge 
 

Technical Knowledge is the specific knowledge needed to accomplish 
specific designated responsibilities. 

Unit Code 
 

Unit Code is a unique identifier for an NOS unit, which can be denoted 
with ŀƴ ΨNΩΦ   

Unit Title 
 

Unit Title gives a clear overall statement about what the incumbent 
should be able to do. 

Vertical 
 

Vertical may exist within a sub-sector representing different domain 
areas or the client industries served by the industry. 

Keywords /Terms Description 

NOS National Occupational Standard(s) 

NSQF National Skill Qualifications Framework 

NCO-2004 National Classification of Occupations-2004 

OS Occupational Standard(s) 

QP Qualifications Pack 

GMP Good Manufacturing Practices 

GLP Good Laboratory Practices 

CAPA Corrective & Preventive Action System 

SOP Standard Operating Procedures 

QA Quality Assurance 

QC  Quality Control 

ISO International Organization for Standardization 

TS Technical Specification(s) 

OHSAS Occupational Health & Safety Management System 

NPI National Provider Identifier 

IPQA In Process Quality Assurance 

DCGI Drug Controller General of India 

CDSCO Central Drugs Standard Control Organization 

GC Gas Chromatography 

HPLC High Performance Liquid Chromatography 

FT-IR Fourier Transform Infrared 

ICP Inductively Coupled Plasma 

VMP Validation Master Plan 

VP Validation Protocol 

OHS Operational Health & Safety 
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ERP Enterprise Resource Planning 

SCM Supply Chain Management 
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hǾŜǊǾƛŜǿ  
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National Occupational 

Standards 
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Unit Code LFS/N0305 

Unit Title 
(Task) 

Perform various activities involved in process validation 

Description This NOS is about a QA Chemist- Process Validation performing the required activities 
to effectively carry out process validation . 

Scope 
 

The unit/ task covers the following: 

¶ Carrying out various activities of process validation.  

¶ Preparing process validation documents 

¶ Providing support in quality assurance activities applicable to process 
validation 

¶ Maintaining processes and systems in compliance with current Good 
Manufacturing Practices (GMPs) and Good Laboratory Practices (GLPs) 

Performance Criteria (PC) w.r.t. the Scope   

Element 
 

Performance Criteria 

Carrying out various 
activities of process 
validation.  

To be competent, the user/individual on the job  must be able to:  

PC1. coordination and performance of QC method qualifications, validations and 
transfers. 

PC2. responsible for the preparation and execution of process validation protocols 
for new products and for changes to existing products. 

PC3. support in making related changes to the process if the same have become 
obsolete. 

PC4. organisation and execution of process development trials. 
PC5. develop testing strategies and rationale for equipment and systems. 
PC6. manage the change requests and Corrective And Preventive Action Systems 

(CAPAS) that relate to process validation. 
PC7. develop and execute risk assessments. 

Preparing process 
validation documents 

 

PC8.   maintain complete and accurate documentary evidence concerning  

Qualification and Validation exercises that the processes of the 

company (specific manufacturing process of the product) would 

consistently produce the desired quality of output 

PC9.   prepare validation reports. 

PC10.   cƻƴǘǊƛōǳǘŜ ǘƻǿŀǊŘǎ ŎƻƳǇŀƴȅ ǇǊƻŎŜŘǳǊŜǎ ό{htΩǎύ ǊŜƎŀǊŘƛƴƎ ǾŀƭƛŘŀǘƛƻƴǎΦ 

PC11. create documents to ensure compliance with applicable quality objectives and 

regulatory requirements 

PC12.  maintain organization and archive of completed validation and qualification 

document packages 

Providing support in 
quality assurance 
activities applicable 
to process validation 

 

PC13. participate in establishing standard quality and validation practice. 
PC14. ensure compliance with applicable quality objectives and regulatory 

requirements 
PC15. liaise with QA, Production, technical services and NPI when necessary on 

process validation issues. 
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PC16. plan and coordinate all process validation testing with QC and review validation 
analytical data. 

PC17. conduct reviews of previous qualifications and establish re-qualification 
programme where appropriate. 

PC18. troubleshoot / investigate validation-related deviations. 

Maintaining 
processes and 
systems in 
compliance with 
current Good 
Manufacturing 
Practices (GMPs) and 
Good Laboratory 
Practices (GLPs) 

PC19. monitor regulatory and inspection trends and report to the higher authorities 
PC20. responsible for ensuring conformance with current process validation 

regulations. 
PC21. responsible person to liaise with auditors on process validation. 
PC22. maintain routine programs and processes to ensure high quality products and 

compliance with current Good Manufacturing Practices (GMPs) and Good 
Laboratory Practices (GLPs) 

Knowledge and Understanding (K)  

A. Organisational  
Context 
(Knowledge of the 
Company/  
Organisation and  
its processes) 

The user/individual on the job  needs to know and understand:  

 
KA1. organizational coding system of finished material, compounds and company 

manual. 
KA2. different quality management systems (ISO-9000, ISO-14001, OHSAS-18000), 

good laboratory and manufacturing practices. 
KA3. strong understanding of quality systems and procedures. 
KA4. risk and impact of not following defined procedures/work instructions . 
KA5. escalation matrix for reporting identified issues, hazards and breakage. 
KA6. types of documentation in organization, importance of maintaining the same 

and different methods of recording information . 
KA7. reporting incidents where standard operating procedures are not followed . 
KA8. the importance of complete and accurate documentation. 
KA9. proper procedure for selecting the material/product and performing quality 

checks without affecting the material  . 
KA10. availability and use of monitoring and measuring devices. 
KA11. measures, steps and possible solutions that have been taken/identified to 

address the previous problems . 
KA12. the correct method for carrying out corrective actions outlined for each 

problem.  
KA13. exposure of In Process QA(IPQA) for Intermediate & Finished drug substance 

(API). 

KA14. exposure to various audit requirements Drug Controller General 

of India (DCGI)/Central Drugs Standard Control Organisation (CDSCO) is 

preferable. 

KA15. knowledge of different types of validations 

 

B. Technical    
     Knowledge 
 

The user/individual on the job  needs to know and understand:  
 
KB1. knowledge of advanced mathematical and statistical concepts to test the 

reliability and validity of data  
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KB2. knowledge on different standard reference material. 
KB3. application of statistical, risk assessment, experimental design and process 

improvement tools. 
KB4. knowledge of creating and executing validation protocols. 
KB5. thorough understanding of validation concepts, current and emerging trends . 

KB6. knowledge of pharmaceutical GMPs and regulatory requirements. 

KB7. practical knowledge of IQ/OQ/PQ and Calibration of Analytical Instruments. 
KB8. quality requirements of materials and effect of variation on process 

performance. 
KB9. inspection or test points (control points) in the process and the related 

procedures and recording requirements. 
KB10. statistical analysis of test data . 
KB11. interpret records, charts, specifications, equipment manuals, history/technical 

support reports and other documents . 
KB12. use of computer/application software . 
KB13. carry out research to gain knowledge of manufacturing equipment like multi 

column distillation plant, octagonal blender, granulator, planetary mixer, 
colloid mill, friabilator, disintegration tester, pulverizer, homogenizer,  etc. 

KB14. knowledge pertaining to functioning of quality control equipment like stability 
chambers and bod incubators. 

KB15. practical experience with equipment, computer system, cleaning and process 
validation. 

KB16. direct experience in validation activities to include protocol generation, 
execution and deviation resolution. 

KB17. broad knowledge of the use and maintenance of Gas Chromatography (GC), 
High Performance Liquid Chromatography (HPLC), Fourier Transfer-Infrared 
(FT-IR), Inductively Coupled Plasma (ICP), Auto-Titration, UV-Visible mass 
spectrophotometer detection. 

KB18. knowledge of Wet Chemical Processing Systems and Equipment including 
Cleaning Processing Systems and Equipment. 

KB19. basic understanding of microbiology is advantageous but not a pre-requisite. 
KB20. broad level knowledge of production and quality control process 
KB21. basic application of biochemistry and biotechnology 
KB22. common statistical tools for data analysis 
KB23. commissioning and de-commissioning protocols 

Skills (S)  

A. Core Skills/ 
Generic Skills  

 

Writing skills 

The user/ individual on the job  needs to know and understand how to: 
 
SA1. record and communicate details of work done to appropriate people  using 

written/typed report or computer based record/electronic mail     
SA2. write detailed reports for investigation. 
SA3. maintain proper and concise records as per given format. 

SA4. good report/ documentation / observation writing skills 
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Reading skills  

The user/individual on the job  needs to know and understand  how to: 
  
SA5. read and understand manuals, SOPs, health and safety instructions, memos, 

reports, job cards etc. 
SA6. read images, graphs, diagrams. 
SA7. understand the various coding systems as per company norms. 

Oral Communication (Listening and Speaking skills)  

The user/individual on the job  needs to know and understand how to:  
 
SA8.  communication with upstream and downstream teams. 

SA9.  communicate with job owners like sample originating section, supplier etc. 

SA10.  work in a team and other behavioural skills required to support the small group     
activities (E.g. Quality Circle, Cross Functional Team, Suggestion Scheme) 

SA11. communicate with people in a form and manner and using language that is 
open and respectful. 

SA12. maintain confidentiality of information and data. 

B. Professional Skills 

 

Plan and Organise 

The user/individual on the job  needs to know and understand how to:   
 
SB1. planning skills with the ability to multi-task and adapt 
SB2. ability to prioritize needs and effectively schedule work to effectively support 

multiple projects at one time 
SB3. ǘŀƪŜ ǊŜǎǇƻƴǎƛōƛƭƛǘȅ ŦƻǊ ŎƻƳǇƭŜǘƛƴƎ ƻƴŜΩǎ ƻǿƴ ǿƻǊƪ ŀǎǎƛƎƴƳŜƴǘΦ 
SB4. tŀƪŜ ƛƴƛǘƛŀǘƛǾŜ ǘƻ ŜƴƘŀƴŎŜκƭŜŀǊƴ ǎƪƛƭƭǎ ƛƴ ƻƴŜΩǎ ŀǊŜŀ ƻŦ ǿƻǊƪ 
SB5. must possess good presentation skills. 

Decision Making 

The user/individual on the job  needs to know and understand how to: 
 
SB6. ability to work with minimal supervision 
SB7. ability to identify, define and resolve problems using a structured methodology 

 

Analytical Thinking 

The user/individual on the job  needs to know and understand how to:  
 
SB8. arithmetic aptitude 
SB9. perform computer operations 
SB10. application of statistics 
SB11. demonstrate experience and proficiency with cGXP, ICH and PIC/S 
SB12. attention to detail 

Critical Thinking 

The user/individual on the job  needs to know and understand how to: 
 
SB13. suggest improvements(if any) in process based on experience 

Problem Solving 
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Not Applicable 

Customer Centricity 

Not Applicable 

 
NOS Version Control  

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

NOS Code  LFS/N0305 

Credits(NSQF)  TBD Version number  1.0 

Industry  Life Sciences Drafted on  15/12/14 

Industry Sub-sector  
Pharmaceutical and 
Biopharmaceutical 

Last reviewed on  26/03/15 

Occupation Quality Next review date  01/06/17 
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Unit Code LFS/N0308 

Unit Title 
(Task) 

Work with cross functional teams to carry out validation activities 

Description This NOS unit is about a QA Chemist- Process Validation working with cross functional 
teams for undertaking validation activities 

Scope 
 

The unit/ task covers the following: 

¶ Working with quality assurance teams. 

¶ Working with the manufacturing department to solve issues on 
validation. 

¶ Participating in meetings with Engineering, R&D and management. 

Performance Criteria (PC) wrt the Scope   

Element 
 

Performance Criteria 

Working with quality 
assurance teams 

To be competent, you must be able to:  
 
PC1. work closely with QA site support team and QA validation team to ensure 

alignment between quality systems. 
PC2. identify the existing level of  knowledge among the employees/workers 

regarding validation issues. 
PC3. identify the training requirements for the employees/workmen regarding 

validation issues. 

Working with the 
manufacturing 
department  

PC4. work closely with manufacturing groups to ensure effective communication on 
issues related to validation. 

PC5. communicate validation issues and requirements to plant personnel on frequent 

basis through participation in engineering, r&d and management staff meetings, 

as well as applicable project teams. 

Participating in 
meetings  

PC6. maintain close communication with stakeholders and team members to keep 

apprised of computerized system needs, impacts on computer validation ,project 

validation status ,and other relevant issues. 

Knowledge and Understanding (K)  

A. Organisational  
Context 
(Knowledge of the 
Company/  
Organisation and  
its processes) 

The user/individual on the job  needs to know and understand how to: 
 
KA1. strong understanding of quality systems and procedures. 
KA2. risk and impact of not following defined procedures/work instructions . 
KA3. types of documentation in organization, importance of maintaining the same 

and different methods of recording information . 
KA4. impact of various practices on cost, quality, productivity, delivery and safety . 
KA5. procedures for reporting any unresolved issues and hazards. 
KA6. reporting incidents where standard operating procedures are not followed . 
KA7. the knowledge about the appropriate authority for reporting any imbalances. 
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B Technical    
     Knowledge 
 
 
 

The user/individual on the job  needs to know and understand how to: 
 
KB1. knowledge on different standard reference material . 
KB2. tactical decision making on safety, process, scheduling and personnel-related 

issues. 

KB3. use of computer/application software . 
KB4. direct experience in validation activities to include protocol generation, 

execution and deviation resolution. 
 

Skills (S)  

A. Core Skills/ 
Generic Skills  

 
 

Writing Skills 

The user/individual on the job  needs to know and understand how to: 
 
SA1. record and communicate details of work done to appropriate people  using 

writt en/typed report or computer based record/electronic mail    write 
detailed reports for investigation. 

SA2. maintain proper and concise records as per given format. 

SA3. good report writing skills . 

Reading skills  

The user/individual on the job  needs to know and understand how to: 
 
SA4. read and understand manuals, SOPs, health and safety instructions, memos, 

reports, job cards etc. 
SA5. read images, graphs, diagrams. 
SA6. understand the various coding systems as per company norms. 

Oral Communication (Listening and Speaking skills)  

The user/individual on the job  needs to know and understand how to: 
 
SA7. communication with upstream and downstream teams. 
SA8. communication with regulatory agencies and respond to complaints from 

customers.  
SA9. good interpersonal skills with ability to achieve consensus and cooperation 

with varying departments and personalities  
SA10. communicate confidential and sensitive information discretely to authorized 

person as per SOP 
SA11. cross-functional relationship building with Quality, Manufacturing, 

Manufacturing Technical Support, Facilities and Engineering and Validation 
teams 

SA12.  maintain confidentiality of information and data. 
SA13. build rapport with colleagues and clients  
SA14. demonstrate ability to establish rapport and effective working relationships 

with business partners, department leadership and peers. 

Problem Solving 
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B. Professional Skills 

 

The user/individual on the job  needs to know and understand how to:   
 
SB1. resolve any difficulties in relationships with colleagues , or get help from an 

appropriate person, in a way that preserves goodwill and trust 

SB2. act objectively , rather than impulsively or emotionally when faced with 

difficult/stressful or emotional situation 

SB3. must possess good presentation skills  

SB4. ability to communicate, solve conflicts, negotiate on behalf of the team and 

company. 

Analytical  Thinking 

The user/individual on the job  needs to know and understand how to: 
 
SB5. use of computer/application software to carry validations and analysis 

Plan and Organise 

The user/individual on the job  needs to know and understand how to:  
 
SB6. work effectively within demanding timelines. 
SB7. organizing and planning much time for specific activities 
SB8. tŀƪŜ ǊŜǎǇƻƴǎƛōƛƭƛǘȅ ŦƻǊ ŎƻƳǇƭŜǘƛƴƎ ƻƴŜΩǎ ƻǿƴ ǿƻǊƪ ŀǎǎƛƎƴƳŜƴǘΦ 
SB9. self-confidence and ability to work with minimal supervision 
SB10. clear and timely communication for trust building. 

Decision Making 

The user/individual on the job  needs to know and understand how to: 
 
 SB11.    collaborate with others while decision making. 

Critical Thinking 

Not Applicable 

Customer Centricity 

Not Applicable 
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Unit Code LFS/N0104 

Unit Title 
(Task) 

Coordinate with Supervisor and team members 

Description This NOS unit is about a QA Chemist- Process Validation communicating with 
colleagues and seniors in order to achieve smooth and hazard-free work flow during 
production 

Scope 
 

This unit/task covers the following:  
Coordinate with supervisor  

¶ receive work instructions from reporting supervisor  

¶ communicate to reporting supervisor about process-flow improvements, 
production defects received from previous process, repairs and maintenance 
of equipment as required 

¶ provide support to supervisor for carrying out investigations related to 
complaints, batch failures, OOS/ OOT, incidents etc. 

¶ communicate any potential hazards or expected process disruptions 

¶ provide requisite information, documents, clarifications to supervisor during 
actual audits 

¶ handover completed work to supervisor  
 
Coordinate with team members 

¶ work as a team with colleagues and share work as per their or own work load 
and skills  

¶ interview team members and colleagues to collect data to be recorded in log 
books and batch documents 

¶ support/assign personnel/team members to support internal and external 
audit activities as per instructions of superiors/supervisor 

¶ work with colleagues of other departments  

¶ communicate and discuss work flow related difficulties in order to find 
solutions with mutual agreement  

¶ provide documented shift handovers to the next person in the shift 

Performance Criteria (PC) wrt the Scope   

Element 
 

Performance Criteria 

Coordinate with 
supervisor  
 

To be competent, the user/individual on the job must be able to: 
 
PC1. understand the work output requirements  
PC2. comply with company policy and rule  
PC3. proactively inform supervisor on issues requiring intervention 
PC4. deliver quality work on time and report  any anticipated reasons for delays 
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Coordinate with team 
members  
 

To be competent, the user/individual on the job must be able to: 
 
PC5. put team over individual goals 
PC6. be able to resolve conflicts  
PC7. learn how to multi-task relevant activities 
PC8. Impart training to team members/cross-function team members 

Knowledge and Understanding (K)  

B. Organisational  
Context 
(Knowledge of the 
Company/  
Organisation and  
its processes) 

The user/individual on the job  needs to know and understand:  
 
KA1.    knowledge of process management.  
KA2.  the correct method for carrying out corrective actions outlined for each 

problem.  
KA3.  escalation matrix for reporting identified issues  
KA4.  implications of not adhering to quality control procedures(pertaining to call 

audits by quality analysts for the executives).  
KA5.  ŎƻƳǇŀƴȅΩǎ ǘƛŜ-ups with technical bodies  

 

B Technical    
     Knowledge 
 
 
 

The user/individual on the job needs to know and understand:  
 
KB1.  domain knowledge pertaining to life sciences industry.  
KB2.  benefits of the product with respect to similar products from other 

companies  
KB3.  application of basic sciences (chemistry), mathematics  
KB4.  commercial awareness of pharmaceutical products and overall healthcare 

sector  
 

Skills (S)  

A. Core Skills/ 
Generic Skills  

 

Writing Skills 

The user/ individual on the job  needs to know and understand how to: 
 
SA1. report/observation writing skills 

Reading Skills  

The user/individual on the job  needs to know and understand  how to: 
 
SA2. read notes/comments from the supervisor 
SA3. read job sheets and interpret technical details mentioned in the jobsheet 

Oral Communication (Listening and Speaking skills)  

The user/individual on the job  needs to know and understand how to:  
 
SA3.    interact with team members to work efficiently 

B. Professional Skills Decision Making   
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 The user/individual on the job  needs to know and understand how to:   
 
SB1. spot and communicate potential areas of disruptions to work process and 

report the same  
SB2. when to report to supervisor and when to deal with a colleague individually, 

depending on the type of concern  
 

Problem Solving 

The user/individual on the job  needs to know and understand how to:  
 
SB3. improve work processes by interacting with others and adopting best practices  

 

Critical Thinking 

The user/individual on the job  needs to know and understand how to:  
 
SB4. spot process disruptions and delays and report and communicate with solutions 

Analytical Thinking 

Not Applicable 

Plan and Organise 

Not Applicable 

Customer Centricity 

Not Applicable 
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Unit Code LFS/N0306 

Unit Title 
(Task) 

Support design and maintenance of validation master plan 

Description This NOS unit is about providing support in designing and maintenance of validation 
master plan and related activities by the QA Chemist- Process Validation. 

Scope 
 

¶ This unit/task covers the following: 

¶ To provide support to various types of process validations throughout the 

lifecycle. 

¶ To provide support in the design and maintenance of the Validation Master Plan 

(VMP) 

¶ To provide support in the preparation of Validation Protocol. (VP) 

Performance Criteria (PC) w.r.t. the Scope   

Element 
 

Performance Criteria 

To provide support to 
various types of 
process validations 
throughout the 
lifecycle. 

To be competent, the user/individual on the job must be able to: 
 

PC1. to provide support in the three stage process validation activities i.e. validation 

during process design, process qualification and continued process verification. 

PC2. to help implement prospective validation prior to the distribution of new 

product. 

PC3. to help perform retrospective validation when the product is already 

distributed. 

PC4. to help perform concurrent validation when information is generated during 

implementation. 

PC5. to help carry out revalidation whenever there are changes in packaging, 

formulation, equipment or processes which could have impact on product 

effectiveness or product characteristics. 

To provide support 
in the design and 
maintenance of the 
Validation Master 
Plan (VMP) 

 

PC6. ƘŜƭǇ ŎǊŜŀǘŜ ŀ ƎŜƴŜǊŀƭ ŘŜǎŎǊƛǇǘƛƻƴ ƻŦ ŦƛǊƳΩǎ ǾŀƭƛŘŀǘƛƻƴ ǇƻƭƛŎȅ 

PC7. support in description of personal responsibilities for all the validation 

activities. 

PC8. create process description. 

PC9. help identify specific processes for consideration due to special contribution to 

yield quality 

PC10. create a list of products, processes and systems to be validated and form a 

validation matrix 

PC11. provide support in establishing an acceptance criteria for the validation matrix 

PC12. should be aware of the formats used for the documentation and help in 

creating their description and reference wherever necessary. 
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PC13. to help in creating protocols for handling critical changes to the processes and 

systems. 

To provide support 
in the preparation 
of Validation 
Protocol. (VP) 

PC14. provide support in collection and description of the general information 

related to the validation protocols 

PC15. help determine the objectives in order of priority. 

PC16. help in gathering background/pre-validation activities summary of 

development and tech transfer (from r&d or another site) activities to justify 

in-process testing and controls; any previous validations. 

PC17. creating a list of equipment/processes and their qualification status 

PC18. create a facilities qualification 

PC19. create a process flow chart 

PC20. create a manufacturing procedure narrative 

PC21. help generate a list of critical processing parameters and critical excipients. 

PC22. determine protocols for sampling, tests and various specifications. 

PC23. determine the Acceptance criteria for the validation process. 

Knowledge and Understanding (K)  

A. Organisational  
Context 
(Knowledge of the 
Company/  
Organisation and  
its processes) 

The user/individual on the job  needs to know and understand:  
 
KA1. different quality management systems (ISO-9000, ISO-14001, OHSAS-18000), 

good laboratory and manufacturing practices. 
KA2. impact of various practices on cost, quality, productivity, delivery and safety . 
KA3. procedures for reporting any unresolved issues and hazards. 
KA4. implications of inaccurate measuring and testing instruments and equipment . 
KA5. implications (impact on internal/external customers) of defective products, 

materials or components. 
KA6. the reason and impact of the occurrence of problems . 
 

B. Technical    
     Knowledge 
 

The user/individual on the job needs to know and understand:  
 
KB1. Operating requirements, parameters and corrective action required where 

operation is outside specified operating parameters. 
KB2. Common causes of variation and corrective action required. 
KB3. Requirements of different shutdowns as appropriate to the process and 

workplace production requirements, including emergency and routine 
shutdowns and procedures to follow in the event of a power outage. 

KB4. Procedures and responsibility for reporting production and performance 
information. 

Skills (S)   

A. Core Skills/ 
Generic Skills 

Writing skills 

The user/ individual on the job  needs to know and understand how to: 
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SA1. record and communicate details of work done to appropriate people  using     
written/typed report or computer based record/electronic mail     

SA2.  write detailed reports for investigation 
SA3. ability to create plans for scheduling activities 

Reading skills  

The user/individual on the job  needs to know and understand  how to: 
 
SA4. read and understand manuals, SOPs, health and safety instructions, memos, 

reports, job cards etc. 
SA5. read images, graphs, diagrams. 
SA6. understand the various coding systems as per company norms 

Oral Communication (Listening and Speaking skills)  

The user/individual on the job  needs to know and understand how to:  
 
SA7. communication with upstream and downstream teams. 
SA8. work in a team and other behavioural skills required to support the small group 

activities (E.g. Quality Circle, Cross Functional Team, Suggestion Scheme). 
SA9. communicate with people in a form and manner and using language that is 

open and respectful. 
SA10. build rapport with colleagues and clients . 

B. Professional Skills 

 

Decision Making 
 

The user/individual on the job  needs to know and understand how to:   
 
SB1. collaborate with others while decision making. 

SB2. strong emotional intelligence and communication skills that facilitate 
decision making and execution. 

Analytical Thinking 

The user/individual on the job  needs to know and understand how to: 
 
SB3. application of statistics 
SB4. use of computer/ application software  
SB5. attention to detail 

Plan and Organise 

The user/individual on the job  needs to know and understand how to:  
 
SB6. work effectively within demanding timelines. 
SB7. organizing and planning much time for specific activities 
SB8. ǘŀƪŜ ǊŜǎǇƻƴǎƛōƛƭƛǘȅ ŦƻǊ ŎƻƳǇƭŜǘƛƴƎ ƻƴŜΩǎ ƻǿƴ ǿƻǊƪ ŀǎǎƛƎƴƳŜƴǘΦ 
SB9. take initiative to enhance/learn skills in oneΩǎ ŀǊŜŀ ƻŦ ǿƻǊƪ Φ 
SB10.  capacity to learn from experience in a range of settings and scenarios and the 

ŎŀǇŀŎƛǘȅ ǘƻ ǊŜŦƭŜŎǘ ƻƴ ŀƴŘ ŀƴŀƭȅǎŜ ƻƴŜΩǎ ƭŜŀǊƴƛƴƎΦ 
SB11. open to new ways of doing things. 

Problem Solving 
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The user/individual on the job  needs to know and understand how to: 
 
SB12. must possess good presentation skills. 
SB13. ability to communicate, solve conflicts, negotiate on behalf of the team and 

company. 

SB14. act objectively , rather than impulsively or emotionally when faced with 
difficult/stressful or emotional situations 

SB15. presentation skills  

Critical Thinking 

Not Applicable 

Customer Centricity 

Not Applicable 
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Unit Code LFS/N0102 

Unit Title 
(Task) 

Carry out reporting and documentation. 

Description This NOS is about a QA Chemist Process Validation for reporting ,recording and 
documentation of data/problem/incidents etc. and to maintain information security  

Scope 
 

  The unit/task covers the following: 

¶ Reporting. 

¶ Recording and documentation 

¶ Information security 

Performance Criteria (PC) w.r.t. the Scope   

Element 
 

Performance Criteria 

Reporting 
 

To be competent, the user/individual on the job must be able to: 
PC1. report data/problems/incidents as applicable in a timely manner 

PC2. report to the appropriate authority as laid down by the company 

PC3. follow reporting procedures as prescribed by the company 

Recording and 
documentation 

PC4. ƛŘŜƴǘƛŦȅ ŘƻŎǳƳŜƴǘŀǘƛƻƴ ǘƻ ōŜ ŎƻƳǇƭŜǘŜŘ ǊŜƭŀǘƛƴƎ ǘƻ ƻƴŜΩǎ ǊƻƭŜ 

PC5. record details accurately in an appropriate format 

PC6. complete all documentation within stipulated time according to company 

procedure 

PC7. ensure that the final document meets regulatory and compliance requirements 

PC8. make sure documents are available to all appropriate authorities to inspect 

Information Security PC9. respond to requests for information in an appropriate manner whilst following 

organizational procedures 

PC10. inform the appropriate authority of requests for information received 

Knowledge and Understanding (K)  

B. Organisational  
Context 
(Knowledge of the 
Company/  
Organisation and  
its processes) 

The user/individual on the job  needs to know and understand:  
 
KA1. types of documentation in organization, importance of maintaining the same 

and different methods of recording information 

KA2. reporting incidents where standard operating procedures are not followed 

KA3. the importance of complete and accurate documentation 

KA4.  knowledge of production workflow sequences and materials demand 

KA5. escalation matrix for reporting identified issues, hazards and breakage 

B. Technical    
     Knowledge 
 

The user/individual on the job needs to know and understand:  
 
KB1. obtain and interpret records, charts, specifications, equipment manuals, 

history/technical support reports and other documents 

Skills (S)   
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A. Core Skills/ 
Generic Skills 

Writing skills 

The user/ individual on the job  needs to know and understand how to: 
 
SA1. record and communicate details of work done to appropriate people using 

written/typed report 
SA2. maintain proper records as per given format 

Reading skills  

The user/individual on the job  needs to know and understand  how to: 
 
SA3. read and understand manuals, SOPs, health and safety instructions, memos, 

reports, job cards etc. 
SA4. ability to read and interpret images, graphs, diagrams for typical product 

specifications, job sheets, procedures, basic machine control panels, material 
labels and safety information as provided 

SA5. understand the various coding systems as per company norms 
 

Oral Communication (Listening and Speaking skills)  

The user/individual on the job  needs to know and understand how to:  
 
SA6. disclose information only to those who have the right and need to know it. 
SA7. communicate confidential and sensitive information discretely to authorized 

person as per SOP  
SA8. communicate with people in a form and manner and using language that is 

open and respectful 
 

B. Professional Skills 

 

Analytical Thinking 

The user/individual on the job  needs to know and understand how to: 
 
SB1. attention to detail 
SB2. use of automated report writing and documentation technologies 
 

Critical Thinking 

The user/individual on the job  needs to know and understand how to:  
 
SB3. suggest improvements(if any) in process based on experience 
 

Plan and Organise 

The user/individual on the job  needs to know and understand how to:  
 
SB4.   capacity and skill to learn from experience in a range of settings and scenarios   

ŀƴŘ ǘƘŜ ŎŀǇŀŎƛǘȅ ǘƻ ǊŜŦƭŜŎǘ ƻƴ ŀƴŘ ŀƴŀƭȅȊŜ ƻƴŜΩǎ ƭŜŀǊƴƛƴƎΦ 
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Problem Solving 

The user/individual on the job  needs to know and understand how to:  
 
SB5.   act objectively , rather than impulsively or emotionally when faced with 

difficult/stressful or emotional situations 
 

Decision making 

Not Applicable 

Customer Centricity 

Not Applicable 
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National Occupational 

Standards 
 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

hǾŜǊǾƛŜǿ  
 

¢Ƙƛǎ hŎŎǳǇŀǘƛƻƴŀƭ {ǘŀƴŘŀǊŘ ŘŜǎŎǊƛōŜǎ ǘƘŜ ƪƴƻǿƭŜŘƎŜΣ ǳƴŘŜǊǎǘŀƴŘƛƴƎ ŀƴŘ ǎƪƛƭƭǎ 
ǊŜǉǳƛǊŜŘ ŦƻǊ ŀ v! /ƘŜƳƛǎǘ tǊƻŎŜǎǎ ±ŀƭƛŘŀǘƛƻƴ ǘƻ ŀǎǎƛǎǘ ƛƴ ƳŀƛƴǘŀƛƴƛƴƎ ŀ ƘŜŀƭǘƘȅΣ 
ǎŀŦŜ ŀƴŘ ǎŜŎǳǊŜ ǿƻǊƪƛƴƎ ŜƴǾƛǊƻƴƳŜƴǘ ƛƴ ǘƘŜ ƭƛŦŜ ǎŎƛŜƴŎŜǎ ŦŀŎƛƭƛǘȅΦ 
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Unit Code LFS/N0101 

Unit Title 
(Task) Maintain a healthy, safe and secure working environment in the life sciences facility 

Description This NOS unit is about a QA Chemist process validation  monitoring the working 
environment and making sure that it meets the requirements for health, safety and 
security in the pharmaceutical/contract research/biopharmaceutical facility/ 
manufacturing/ testing/ analysis/research laboratory. 

Scope 
 

The unit/task covers the following: 
Ensuring healthy, safe and secure working environment: 

¶ Self monitor and adhere to safety principles and standards and report any 
identified breaches in health, safety, and security policies and procedures to 
the designated person 

¶ Identify and recommend opportunities for improving health, safety, and 
security to the designated person 

Managing emergency procedures: 

¶ Illness 

¶ Accidents 

¶ Fires 

¶ Other reasons to evacuate the premises 

¶ Breaches of security 

Performance Criteria (PC) w.r.t. the Scope   

Element 
 

Performance Criteria 

Ensuring healthy, safe 
and secure working 
environment 
 

To be competent, the user/individual on the job  must be able to carry out: 
 
PC1. ƻōǎŜǊǾŜ ŀƴŘ ŎƻƳǇƭȅ ǿƛǘƘ ȅƻǳǊ ŎƻƳǇŀƴȅΩǎ ŎǳǊǊŜƴǘ ƘŜŀƭǘƘΣ ǎŀŦŜǘȅ ŀƴŘ ǎŜŎǳǊƛǘȅ 

policies and procedures 

PC2. while carrying out work, use appropriate safety gears like head gear, masks, 

gloves and other accessories as mentioned in the guidelines 

PC3. report any identified breaches in health, safety, and security policies and 

procedures to the designated person  

PC4. responsible for maintaining discipline at the shop-floor area 

PC5. identify and correct any hazards that you can deal with safely, competently and 

within the limits of your authority  

PC6. adhere and comply to storage and handling guidelines for hazardous material 

 

 

PC7. identify and recommend opportunities for improving health, safety, and 

security to the designated person 

PC8. complete any health, safety and security records legibly and accurately  
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Managing emergency 
procedures 

PC9.  report any hazards that you are not competent to deal with to the relevant 
person in line with organizational procedures and warn other people who may 
be affected 

PC10. fƻƭƭƻǿ ȅƻǳǊ ŎƻƳǇŀƴȅΩǎ ŜƳŜǊƎŜƴŎȅ ǇǊƻŎŜŘǳǊŜǎ ǇǊƻƳǇǘƭȅΣ ŎŀƭƳƭȅΣ ŀƴŘ ŜŦŦƛŎƛŜƴǘƭȅ 
 

Knowledge and Understanding (K)  

A. Organisational  
Context 
(Knowledge of the 
Company/  
Organisation and  
its processes) 

The user/individual on the job  needs to know and understand how to: 
 
KA1. ƭŜƎƛǎƭŀǘƛǾŜ ǊŜǉǳƛǊŜƳŜƴǘǎ ŀƴŘ ŎƻƳǇŀƴȅΩǎ ǇǊƻŎŜŘǳǊŜǎ ŦƻǊ ƘŜŀƭǘƘΣ ǎŀŦŜǘȅ ŀƴŘ 

security and your role and responsibilities in relation to this 

KA2. what is meant by a hazard, including the different types of  health and safety 

hazards that can be found in the workplace 

KA3. how and when to report hazards 

KA4. limits of your responsibility for dealing with hazards 

KA5. ȅƻǳǊ ƻǊƎŀƴƛȊŀǘƛƻƴΩǎ ŜƳŜǊƎŜƴŎȅ ǇǊƻŎŜŘǳǊŜǎ  ŦƻǊ ŘƛŦŦŜǊŜƴǘ ŜƳŜǊƎŜƴŎȅ ǎƛǘǳŀǘƛƻƴǎ 

and the importance of following these 

KA6. the importance of maintaining high standards of health, safety and security 

KA7. implications that any non-compliance with health, safety and security may 
have on individuals and the organization 

KA8. health hazards and its implications if any in the production process 

B. Technical    
     Knowledge 
 

The user/individual on the job  needs to know and understand how to: 
 
KB1. different types of breaches in health, safety and security and how and when to 

report these  

KB2. evacuation procedures for workers and visitors 

KB3. how to summon medical assistance and the emergency services, where 

necessary 

KB4. how to use the health, safety and accident reporting procedures and the 

importance of these 

KB5. different types of occupational health hazards 

KB6. knowledge of chemical substances, their characteristics and required 

precaution and safety measures  

 

Skills (S)  

A. Core Skills/ 
Generic Skills  

 

Writing Skills 

The user/individual on the job  needs to know and understand how to:  
 
SA1. complete accurate, well written work with attention to detail 

Reading skills  
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The user/individual on the job  needs to know and understand how to:  
 
SA2. read instructions, guidelines, procedures, rules and service level agreements 

Oral Communication (Listening and Speaking skills)  

The user/individual on the job  needs to know and understand how to:  
 
SA3. listen effectively and orally communicate information accurately  

 

B. Professional Skills 

 

Decision Making   

The user/individual on the job  needs to know and understand how to:   
 
SB1. make decisions on suitable courses of action  

Plan and Organise 

The user/individual on the job  needs to know and understand how to:  
 
SB2. plan and organize work to meet health, safety and security requirements  

Problem Solving 

The user/ individual on the job  needs to know and understand how to: 
 
SB3. apply problem solving approaches in different situations 

Analytical thinking 
The user/ individual on the job  needs to know and understand how to: 
 
SB4. analyse data and activities 

Critical Thinking 

The user/individual on the job  needs to know and understand how to:  
 
SB5. apply balanced judgments to different situations 

Customer Centricity 

Not Applicable 
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hǾŜǊǾƛŜǿ  
 

¢Ƙƛǎ hŎŎǳǇŀǘƛƻƴŀƭ {ǘŀƴŘŀǊŘ ŘŜǎŎǊƛōŜǎ ǘƘŜ ƪƴƻǿƭŜŘƎŜΣ ǳƴŘŜǊǎǘŀƴŘƛƴƎ ŀƴŘ ǎƪƛƭƭǎ 
ǊŜǉǳƛǊŜŘ ŦƻǊ ŀ v! /ƘŜƳƛǎǘπ tǊƻŎŜǎǎ ±ŀƭƛŘŀǘƛƻƴ ŦƻǊ ŜƴǎǳǊƛƴƎ ǊŜƎǳƭŀǘƻǊȅ ŎƻƳǇƭƛŀƴŎŜ 
ŀƴŘ ŜȄŎƘŀƴƎŜ ƻŦ ƛƴŦƻǊƳŀǘƛƻƴΦ 
 

National Occupational 

Standards 
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Unit Code LFS/N0307 

Unit Title 
(Task) 

Ensure safety checks and regulatory compliance 
 

Description This NOS unit is about a QA Chemist- Process Validation ensuring safety checks and 
regulatory compliances. 

Scope 
 

The unit /task covers the following : 

¶ Reviewing and approving facility equipment and software changes 

¶ Identifying any issues hampering the quality of the products and the process 

¶ Improving validation activities and policies, and participating in regulatory 

inspection 

Performance Criteria (PC) wrt the Scope   

Element 
 

Performance Criteria 

Reviewing and 
approving facility 
equipment and 
software changes 
 

To be competent, the user/individual on the job must be able to: 
 

PC1. ensure that all safety measures are in place. 

PC2. review and approve facility equipment and software changes. 

PC3. setup appropriate equipment or apparatus for testing correctly. 

 

Identifying any 
issues hampering 
the quality of the 
products and the 
process 
 

PC4. take corrective action in response to typical faults and inconsistencies. 

PC5. troubleshoot / investigate validation-related deviations. 

PC6. identify defective equipment/apparatus, materials and processes and corrective 

steps to be taken. 

PC7. ensure that the equipment and personal protective gear that were used are 

returned to the right places and are clean, safe and securely stored. 

 

Improving validation 
activities and policies, 
and participating in 
regulatory inspection 

PC8. maintain awareness of current regulatory trends and practices. 
PC9. incorporate continuous improvements into validation activities and policies, 

and participate in regulatory inspection. 
PC10. calibrate the testing equipment periodically as per sop. 
PC11. evaluating the need for action to ensure that problems do not reoccur. 
PC12. ensure that the equipment are as per standards. 

Knowledge and Understanding (K)  

A. Organisational  
Context 
(Knowledge of the 
Company/  
Organisation and  
its processes) 

The user/individual on the job  needs to know and understand:  
 
KA1. the levels of hygiene required by workplace and importance of maintaining the 

same 

KA2. different quality management systems (ISO-9000, ISO-14001,OHSAS-18000),good 

laboratory and manufacturing practices. 

KA3. strong understanding of Quality systems and procedures. 
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KA4. escalation matrix for reporting identified issues, hazards and breakage 

KA5. risk and impact of not following defined procedures/work instruction 

KA6. the importance of quality control procedures 

B Technical    
     Knowledge 
 
 
 

The user/individual on the job needs to know and understand:  
KB1. strong working knowledge of ERP platforms 

KB2. sound knowledge of vendor management process 

KB3. domain knowledge pertaining to global quality and compliance principles. 

KB4. expertise instability guidance documents, GMP documentation and 

pharmaceutical quality systems 

KB5. operational health and safety (OHS)hazards and controls, including limitations of 

protective clothing and equipment relevant to the work process 

KB6. use of Computer/application software. 

 

Skills (S)  

A. Core Skills/ 
Generic Skills  

 
 

Writing skills 

The user/ individual on the job  needs to know and understand how to: 
 
SA1. record and communicate details of work done to appropriate people using 

written/typed report or computer based record/electronic mail 
SA2. maintain proper and concise records as per given format 
SA3. good documentation / report/ observation writing skills 

Reading  and understanding skills  

The user/individual on the job  needs to know and understand  how to: 
SA4. read and understand manuals, SOPs, health and safety instructions, memos, 

reports, job cards etc. 

SA5. understand the various coding systems as per company norms 

Oral Communication (Listening and Speaking skills)  

The user/individual on the job  needs to know and understand how to:  
 
SA6. disclose information only to those who have the right and need to know it 
SA7. communicate confidential and sensitive information discretely to authorized 

person as per SOP 

SA8. communicate with people in a form and manner and using language that 
is open and respectful 

SA9. build rapport with colleagues and clients 

B. Professional Skills 

 

Plan and Organise 

The user/individual on the job  needs to know and understand how to:   
 
SB1. Ƴǳǎǘ ǘŀƪŜ ƛƴƛǘƛŀǘƛǾŜ ǘƻ ŜƴƘŀƴŎŜκƭŜŀǊƴ ǎƪƛƭƭǎ ƛƴ ƻƴŜΩǎ ŀǊŜŀ ƻŦ ǿƻǊƪ 

SB2. capacity to learn from experience in a range of settings and scenarios and the 

capacity to reflect on and analyze oƴŜΩǎ ƭŜŀǊƴƛƴƎ 
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SB3. work effectively within demanding timelines 

SB4. organizing and planning much time for specific activities 

Analytical Thinking 

The user/individual on the job  needs to know and understand how to:  
 
SB5. use of computer/ application software 

Problem solving 

The user/individual on the job  needs to know and understand how to:  
 

SB6. act objectively , rather than impulsively or emotionally when faced with 
difficult/stressful or emotional situations 

SB7. think through the problem, evaluate and execute the possible solution(s) 

Plan and organize 

SB8. develop specific goals and plans to priorities 
SB9. follow up with other members to evaluate progress, give constructive 

feedback and praise to other for work well done 
SB10. spot and communicate potential areas of disruptions to work process and 

report the same 

Critical Thinking 

Not Applicable 

Customer Centricity 

Not Applicable 
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Annexure 
 

Nomenclature for QP and NOS 
 
Qualifications Pack 

9 characters 

LFS/ Q 0101 

  
                                                LFS QP Number (2 numbers) 

 
Q denoting Qualification Pack Occupation (2 numbers) 

 
 
Occupational Standard 
 

!ƴ ŜȄŀƳǇƭŜ ƻŦ bh{ ǿƛǘƘ ΨbΩ 
 

9 characters 

LFS/ N 0101 

  
                                                        LFS OS Number (2 numbers) 

  
 Occupation (2 numbers) 

 
  

N denoting National Occupational Standard 
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The following acronyms/codes have been used in the nomenclature above: 

 
Sub-Sector Range of Occupation Numbers 

Pharmaceutical and Biopharmaceutical 
and Contract Research 

01-10 

Pharmaceutical  11-20 

Biopharmaceutical 21-30 

Contract Research 31-40 

 
 

Sequence Description Example 

Three letters  Industry name LFS 

Slash  /  /  

Next letter  Whether QP or NOS Q/N 

Next two numbers  Occupation code 01 

Next two numbers  OS number 01 
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CRITERIA FOR ASSESSMENT OF TRAINEES 
Job Role         QA Chemist- Process Validation ς Life Sciences  
Qualification Pack  LFS/Q0303 
Sector Skill Council  Life Sciences Sector Skill Development Council 

Guidelines for Assessment: 
1. Criteria for assessment for each Qualification Pack will be created by the Sector Skill Council. 
Each Performance Criteria (PC) will be assigned marks proportional to its importance in NOS. SSC 
will also lay down proportion of marks for Theory and Skills Practical for each PC. 
2. The assessment for the theory part will be based on knowledge bank of questions created by the 
SSC. 
3. Individual assessment agencies will create unique question papers for theory part for each 
candidate at each examination/training center (as per assessment criteria below) 
4. Individual assessment agencies will create unique evaluations for skill practical for every student 
at each examination/training center based on this criteria 
5. To pass the Qualification Pack , every trainee should score a minimum of 70% in every NOS 
6. In case of successfully passing only certain number of NOS's, the trainee is eligible to take 
subsequent assessment on the balance NOS's to pass the Qualification Pack. 

 

 

 Marks Allocation 

Assessment 
Outcome 

Assessment Criteria of 
Outcomes 

Total 
Marks 
(700) 

Out Of Theory Practical 

LSF/N0305 
(Perform 
various 
process 

validation 
activities) 

PC1.responsible for the 
preparation and execution of 
process validation protocols for 
new products and for changes 
to existing products. 

100 

5 2 3 

PC2.organisation and execution 
of process development trials. 

3 1 2 

PC3. support in making related 
changes to the process if the 
same have become obsolete 

3 1 2 

PC4.develop testing strategies 
and rationale for equipment and 
systems 

5 2 3 

PC5.manage the change 
requests and Corrective And 
Preventive Action Systems 
(CAPAS) that relate to process 
validation. 

5 2 3 

PC6.develop and execute risk 
assessments. 

4 2 2 

PC7.coordination and 
performance of QC method 
qualifications, validations and 
transfers. 

5 2 3 

PC8. maintain complete and 
accurate documentary evidence 

5 2 3 




