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QA ChemistProcess Validationare responsible for creating documents bacl
by substantial evidence that the processes of the company would consis
produce the desired quality of output. They also help in making related che
to the process ithe same have &come obsolete
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Contact Us: Brief Job DescriptionQA Chemist Process Validatiorassists inestablishing
Life Sciences Sector documented evidence which provide high degree of assurance that a spe«
Skill Development process (such as the manufacture of pharmaceutical dosage forms
Council consistently poduce a product meeting its predetermined specifications

13, Palan Marg, 3rd quality characteristics.
Floor, Vasant Vihar,
New Delhi, 110057
Phone No.: +91 11
41042407/408
Email:info@Isssdc.i

Personal Attributes:The individual should have good knowledge of stanc
documentation procedures, rules, regulations and statutory requirement
preparation of scietific documents. The individual must demonstrate attent
to detail and proactive behaviour.
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QuialficationsPack Cale

LFS/Q0303

Job Role QA ChemistProcess Validatiorg Life Sciences

Last revieaved on 26/03/15

Credits(NSQF) TBD

Life Sciences

Pharmaceuticabnd

Subsector Biopharmaceutical

Occupation Quality

NSQC Clearance on 20/07/2015

Job Role QA ChemistProcess Validatiom Life Sciences

The QA ChemisProcess Validatioassists irestablishing
documented evidence which pramles a high degree of

assurance that a specific process (such as the manufacture
pharmaceutical dosage forms) will consistently produce a
product meeting its predetermined specifications and qualit)
characteristics.

NSQF level S

Role Description

B. Pharma / B.Tech Chemical / B. Sc with Chemistry major

Minimum Educational Quadtfications subject (Preferable)

Maximum Educational Qualifications | M- Pharma/ M.Tech Chemical/ Quality related certification/
M.Sc with Chemistry as major

Training

(Suggested but not manday) On the job training fowriting reports

Minimum Job Entry Age 20 Years
Experience 0-2 years
Compulsory:
1. LFS/NO305:dtform various process validation
Applicable NationalOccupational activities
Standards NOS) 2. LFS/N0104:d@drdinate withQupervisorand team
members

2| Page



] w o/c N-S-D-C
‘o 0‘ & o ?:1}%083! : t
o Qualifications Pack FGQJA Chemist PO MO "Wwf:r::cf.‘u lo..ﬂc
ki - Proces¥/alidation oA R

Life Sciences
3. LFS/N0306:upport design and maintenance of

validation master plan

4. LFSNO0102:&ery out reporting and documentation

5. LFES/N0101: Kintain a healthy, safe and secure
working environmentn the life sciences facility

6. LFS/NO307:risure safety checks and regulatory
compliance

7. LES/N0O308Nork with cross functional teams to carry
out validationactivities

Optional:
N.A.

As described in the relevant OS units
Performance Criteria

3| Page
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Description

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

Description

Description gives a short summary of the unit contefhis 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 per
or a group of persons. Functions are identified through functional
analysis and form the basis NOS.

Job role

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

Knowledge and
Understanding

Knowledge and Understanding astatements, whichiogether specify
the technical, generic, professional and orgatibnal specific knowledge
that an individual needs in order to perform tioe required standard.

National Occupational
Standards (NOS)

NOS are Occupation&tandards, which applyniquely in the Indian
context.

Occupation

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

Organsational Context

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

Performance Criteria

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

Qualifications Pack(QP

Qualifications Pack comprises the seN@IS, together with the
educational, training and other criteria required to perform a joke. A
Qualifications Pack is assigned a unigue gualification 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 rangeadhbles that an
individual may have to deal with in carrying out the function which ha
a critical impact on the quality of performance required.

Sector Sector is a conglomeration of different business operations having sif

businesses and interestlt may also be defined as a distinct subset of

economy whose components share similar characteristics and interej
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SubSector Subsector is derived from a further breakdown based on the
characteristics and interests of its components.

Subfuncions Subfunctions are sufactivities essential téulfil the achieving the
objectives of the function.

Technical Knowledge | Technical Knowledge is tispecific knowledge needed to accomplish
specific designated responsibilities.

Unit Code Unit Codeis a unique identifier for aMOS unit, viich can be denoted
with | yNQ @

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

Vertical Vertical may exist within a stdector representing different donia
areasor the client industries served by the industry.

Keywords /Terms Description

NOS National Occupational Standard(s)

NSQF National Skill Qualifications Framework

NCG2004 National Classification of Occupatie@04

(OX) Occupational Standard(s)

QP Quialifications 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 Standazdiion

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

FFIR Fourier Transform Infrared

ICP Inductively Coupled Plasma

VMP Validation Master Plan

VP Validation Protocol

OHS Operational Health & Safety

5|Page
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ERP Enterprise Resource Planning
SCM Supply Chain Management
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LFS/NO305 :

erférm various activities involved in process validation.

LFS/NG305

grr;;;;')ltle Perform various activities involved in process validation

Description ThisNOS is about A ChemistProcess Validatioperformingthe required activitieg

to effectivelycarry outprocess validation

Scope The unit/ task covers the following:

9 Carrying out various activities of process validation.

9 Preparing process validation documents

1 Providing support in quality assurance activities applicable to process
validation

I Maintainingprocesses and systes in compliance with current Good

Manufacturing Practices (GMPs) and Good Laboratory Practices (GLPSs)

GA2YVI

~

ARG D dzLIk

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

Element Performance Criteria -

l.j

Carrying out various | To be competent, ta user/individual on the job must be able to:

activities of process

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

PC2. responsible for the preparation and execution of process validation protg
for new products and for changes to existipmgpducts.

PC3. support in making related changds the process if the same have becor
obsolete.

PC4. organisation and execution of process development trials.

PC5. developtesting strategies and rationale for equipment and systems.

PC6. manage the change requests and Cotingz And Preventive Action Syster
(CAPAS) that relate to process validation.

PC7. develop and execute risk assessments.

Preparing process PC8. maintain complete and accurate documentary evidence concerning

validation documents Qualifcation and Validation exeisesthat the processes of the
company(specific manufacturing process of the produatuld
consistentlyproduce the desired quality of output

PC9. prepare validation reports.

PC10.c2Y(iNROdzGS (26F NRA O2YLI y& LINEOSR(

PCllcreate domments to ensure compliance with applicable quality objectives af
regulatory requirements

PC12 maintain organization and archive of completed validation and qualification
document packages

b I

Providing support in | PC13. participate in establishing standard quality and validation practice.

quality assurance PC14. ensure compliance with applicable quality objectives and regula
activities applicable requirements

to process validation | PC15. liaise with QA, Production, technical services and NPI when necesss
process validatio issues.

8| Page
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LFS/NO305 : erférm various activities involved in process validation.

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

PC17. conduct reviews of previous qualifications and establishqualification
programme where appropriate.

PC18. troubleshoot / investigate validatiorelated deviations

Maintaining PC19. monitor regulatory and inspection trends and report to the higher authoriti
processes and PC20. responsible for ensuring confmance with current process validatig
systems in regulations.

compliance with PC21. responsible person to liaise with auditors on process validation.

current Good PC22. maintain routine programs and processes to ensure high quality productg
Manufacturing compliance with current Good Manufacturing Practices (GMPs) @nod
Practices (GMPs) and Laboratory Practices (GLPS)

Good Laboratory
Practices (GLPs)

Knowledge and Understanding (K)

A. Organisational The user/individual on the job needs to know and understand:
Context
(Knowledge of the| KA1. organizational coding system of fihisd material, compounds and company
Company manual.
Organisation and | KA2. different quality management systems (19000, 1ISE14001, OHSAS3000),
its processes) good laboratory and manufacturing practices.

KA3. strong understanding of quality systems and procedures.

KA4. risk and impact of not following de# procedures/work instructions .

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

KAG6. types of documentation in organization, importance of maintaining the sai
and different methods of recording information .

KA7. reporting incidents wherestandard 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 monitorirend measuring devices.

KA11l. measures, steps and possible solutions that have been taken/identified tqg
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 Interiaed& Finished drug substance
(API).

KA14. exposure to various audit requiremenBrugController General
of India(DCGI)/Central Drugs Standard Control Organisation (CIxXSCO)
preferable.

KA15. knowledge of different types of validations

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

Knowledge

KB1. knowledge of advanced mathematicaid statistical concepts to test the
reliability and validity of data

9| Page
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LFS/NO305 : erférm various activities involved in process validation.

KB2. knowledge on different standard reference material.

KB3. application of statisticakisk assessment, experimental design and process
improvement tools.

KB4. knowledge of creating and executing validation protocols.

KB5. thoroughunderstanding of validation concepts, current and emerging tren

KB6. knowledge of pharmaceutical GMPs and regulatory regjuents.

KB7. practical knowledge of IQ/OQ/PQ and Calibration of Analytical Instrument

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 andecording requirements.

KB10. statistical analysis of test data .

KB11. interpret records, charts, specifications, equipment manuals, history/techi
support reports and other documents . @

KB12. use of computer/application software .

KB13. carry out research to gain knowledgermanufacturing 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 equipmékeé stability
chambers and bod incubators.

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

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

KB17. broad knowledge of the use and maintenance of Gas Chromatography (G(
High Performance Liquid Chromatography (HPLC), Fourier Trémsézed
(FFIR), Inductively Coupled Plasma (ICP), Aitiation, UWisible mass
spectrophotometer detection.

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

KB19. basic understanding of microbiology is advantageous but not aqayaisite.

KB20. broad level knowledge of production and quality control process

KB21. basicapplication of biobhemistry and biotechnology

KB22. common statistical tools for datanalysis

KB23. commissioningand ce-commissioning protocols

Skills (S)
A. Core Skills/ Writing skills
Generic Skills

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

SAlrecord amd 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.goodreport/ documentation/ observation writing skills

10| Page
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Reading skills

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

SAS5. read and understand manuals, SOPs, health and safety instructions, memd
reports, job cards etc.

SAG6. read images, graphs, diagrams.

SA7. underdand the various coding systems as per company horms.

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 owers like sample originating section, supplier etc.

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

SAllcommunicate with people in a form and manremd using language that is
open and respectful.

SAl2maintain confidentiality of information and data.

B. Professional Skillg

Plan and Organise

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

SB1. planning skills with the ability to multask and adapt

SB2. ability to prioritize needs and effectively schedule work to effectively stuppo
multiple projects at one time

SB3.GF1S NBALRYAAOATAGE T2NJ O2YLX SlGAy

SB4.tt 1S AYAUGALFIGAGS G2 SyKIFIyOSkftSIFNYy a

SB5. must pasess 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 methodolg

Analytical Thinking

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

SB8. arithmetic gtitude

SB9. perform computer operations

SB10application of statistics

SB11demonstrate experience and proficiency with cGXP, ICH and PIC/S
SB12attention to detail

Critical Thirking

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

SB13suggest improvements(if any) in process based on experience

Problem Solving

11| Page
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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

Pharmaceuticabnd
Biopharmaceutical

Last reviewed on 26/03/15

Industry Subsector

Occupation Quality Next review date 01/06/17
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LFS/NO308 : Work with crbigsctional teams to carry out validation activities

LFS/NO308

(L_Jl_r;;-kr)ltle Work with cross function&teams to carry out validation activities

Description ThisNOS unit is about A ChemistProcess Validatioworking with cross functional

teamsfor undertaking validation activities

Scope The unit task covers the following:

1 Working with quality assurance teams.

1 Workingwith the manufacturing department to sohigesueson
validation.

1 Participatingn meetings with Engineering, R&Ddmanagement.

h OOdzL.

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 withQAsite support team an@Avalidationteamto ensure
alignment between quality systems.

PC2. identify the existing level of knowledge amoiing temployees/workers
regarding validation issues.

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

Workingwith the PC4. work closely with manufacturing groups emsureeffective communicatiommn
manufacturing issues related to validation.
department PC5. communicate validation issues and requirements to plant persooné&lequent

basis through participatiom engineering, r&cndmanagement staff meetings
aswell asapplicable project teams.

Participatingn PC6. maintain close communication with stakeholders and team memtekeep
meetings apprisedof computerized system needs, impacts computer validation ,project
validation status ,and other relevant issues.

Knowledge and Understanding (K)
A. Organisational The user/individual on the job needs to know and understand how to:

Context

(Knowledge of the| KA1. strong understanding of quality systems and procedures.

Company/ KA2. risk and impact of not following defined procedures/work instructions
Organisation and | KA3. types of documentation in organization, importance of maintaining the san
its processes) and different methods of recording information .

KA4. impact of various practices on cost, quality, productivity, delivery and safet
KAS5. procedures for reporting any unresolved issiaes! hazards.

KAG. reporting incidents where standard operating procedures are not followed
KA7. the knowledge about the appropriate authority for reporting any imbalance

14| Page
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LFS/N0308 : Work with cragsctional teams to carry out validation activities
B Technical The user/individual on the job needs to know and underdthow to:
Knowledge

A. Core Skills/
Generic Skills

KB1. knowledge on different standard reference material .
KB2. tactical decision making on safety, process, scheduling and persmiatdd
issues.

KB3. use of computer/application software .
KB4. direct experience in validation activities to include protocol gyation,
executionand deviation resolution.

Writing Skills

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

SAl. record and communicate details of work done to appropriate people usin
written/typed report or computer based record/electronic mailrite
detailed reports for investigation.

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

SA3. goodreport writing skills

Reading skills

The user/individual on the job needs to /knowdaimderstand how to:

SA4. read and understand manuals, SOPs, health and safety instructions, memg
reports, job cards etc.

SAb5. read images, graphs, diagrams.

SA6. understand the various coding systems as per company norms.

Oral Communication (Listening and Speaksiglls)

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 tachieve consensus and cooperation
with varying departments and personalities

SA10.communicate confidential and sensitive information discretely to authorize
person as per SOP

SA11l. crossfunctional relationship building with Quality, Manufacturing,
Manufacturing Telanical 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 partnes, department leadership and peers.

Problem Solving

15| Page
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LFS/NO308 : Work with crbigsctional teams to carry out validation activities

B. Professional Skill§ 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 ¢
appropriate person, in a wahat 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 eftdam and
company.

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

SB5. use of computer/application software carry validations and analysis
Plan and Organise

The user/individual on the job needs to knowdaimderstand how to:

SB6. work effectively within demanding timelines.

SB7. organizing and planning much time for specific activities
SB8. tt1S NBalLRyairoAfAde FT2N O2YLX SGAY
SB9. selfconfidence 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

16| Page
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LFS/N0308 : Work with cragsctional teams to carry out validation activities

NOS Version Control

NOS Code LFS/NO308

Credits(NSQF) TBD Version number 1.0
Industry Life Sciences Drafted on 15/12/14

Pharmaceuticahnd
Biopharmaceutical

Industry Subsector

Last reviewed on 25/02/15

Occupation Quality Next review date 01/06/17
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LFS/N0104 : ordiwte with Supervisor and team members

LFS/NO104

tJ
ﬁ Goordinate with Supervisorand team members
o (Task)
®) Description This NOS unit is about a QA Chenfltsbcess Validatioocommunicating with
O colleagues and seniors in order to achieve smooth and hareedwork flow during
production
| Scope This unit/task covers the following:
Coordinate with supervisor
w 91 receive work instructions from reporting supervisor
o 9 communicate to reporting supervisor about procdksv improvements,
S, production defects receiveddm previous process, repairs and maintenang
of equipment as required
1 provide support to supervisor for carrying out investigations related to
= complaints, batch failures, OOS/ OOT, incidents etc.
N3 1 communicate any potential hazards or expected process [figns
—- 9 provide requisite information, documents, clarifications to supervisor durir]
fo) actual audits

1 handover completed work to supervisor

Coordinate with team members

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

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

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

1 work with colleaguesfoother departments

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

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

Performance Criteria (PC) wrt the Scope

Element Performane Criteria
Coordinate with To be competent, the user/individual on the job must be able to:
supervisor

PC1. understand the work output requirements

PC2. comply with company policy and rule

PC3. proactively inform supervisor on issues requiring intervention

PC4. deliverquality work on time and report any anticipated reasons for delays
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LFS/N0104 : ordwte with Supervisor and team members
Coordinate with team| To be competent, the user/individual on the job must be able to:
members

PC5. put team over individual goals

PC6. be able to resolve conflicts

PC7. learn how to multitask relevant activities

PC8. Impart training to team members/crodsinction team members

Knowledge and Understanding (K)
B. Organisational The user/individual on the job needs to know and understand

Context
(Knowledge of the| KAL. knowledge of process management.
Company/ KA2 the correct method for carrying out corrective actions outlined for each
Organisation and problem.
its processes) KA3 escalation matrix for reporting identified issues
KA4 implications of not adhering to quality control proceds(pertaining to call
audits by quality analysts for the executives).
KAS O2 Y LJ y-8p®with ichrical bodies
B Technical Theuser/individual on the job needs to know and understand
Knowledge
KB1 domain knowledge pertaining tiife 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 healthcal
secbr
A. Core Skills/ Writing ills
Generic Skills The user/ individual on the job needs to know and understand how to:

SAl.report/observation writing skills

Reading Kills

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

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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LFS/N0104 : ordwte with Supervisor and team members
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 andgtthg best practices

Critical hinking

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

SB4. spot process disruptions and delays and report and communicate with solu
Analytical Thinking

Not Applicable

Plan and Organise

Not Applicable

Customer Centricity

Not Applicable
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LFS/NO306 :

Support deaigd maintenance of validation master plan

LFS/NG306

t{rr;;'kl')ltle Support design and maintenance of validation master plan

Description ThisNOSunit is aboutproviding support in designing and maintec® of validation
master plan and related activitids/ the QA ChemistProcess Validation
Scope This unit/task covers the following:

h OOdzL.

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

9 To provide support in the desigma@ 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

bl GAZ2YI

To provide support to

various types of

process validations

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

lifecycle. during process design, process qualification and continued process verific

PC2. to help implement prospective validatigrior 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
effectivenesor product characteristics.

To be competentthe user/individual on the jolmustbe able to

To provide support| PC6. KSt LJ ONBFGS I 3ISYSNIf RS&AONRLINA2Y,
in the design and | PC7. support in description of personal responsibilities for all the validation
maintenance of the activities.

Validation Mager

PC8. create process description.

PC9. help identify specific processes for consideration due to gpecintribution to
yield quality

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

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

PC12.should be aware of the formats used for the dogentation and help in
creating their description and reference wherever necessary.

Plan (VMP)

24| Page



W #/4 N-S5-D-C
& Natlonal
Skill Development

s ovee Corporation
National Occupational Standards e Transforming the skl lndscape
A ENTREPAENELIRSHIP

LFS/N0306 : Support deaigd maintenance of validation master plan
PC213to help in creating protocols for handling critical changes to the processes &
systems.

To provide support | PC14.provide supportin collection and description of the general information

in the preparation related to the validation protocols

of Validation PC15.help determine the objectives in order of priority.

Aigitegil (12 PC16.help in gathering background/prealidation activities summary of
development and tech transfer (from r&d onather site) activities to justify
in-process testing and controls; any previous validations.

PC17.creating dist of equipment/processes and their qualification status

PC18.create a facilities qualification

PC19.create a process flow chart

PC20.create amanufacturing procedie narrative

PC21.help generate dist of critical processing parameters and critical excipients.

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

PC23.determinethe Acceptance criteria for the validation process.

Knowledge and Understanding (K)

A. Organisational The user/individual on the job needs to know and understand:
Context
(Knowledge of the| KAL1. different quality management systems (8000, 1SE14001, OHSAS3000),
Company good laboratory and manufactumgnpractices.
Organisation and | KA2. impact of various practices on cost, quality, productivity, delivery and safe
its processes) KA3. procedures for reporting any unresolved issues and hazards.

KA4. implications of inaccurate measuring and testing instruments and equipm

KAS5. implications (impact oimternal/external customers) of defective products,
materials or components.

KAG6. thereason and impact of the occurrence of problems .

B. Technical The userindividual on the job needs tknow and understand

Knowledge

KB1. Operating requirements, pameters 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 requirenms, 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/ Writing skills

Generic Skills

The usetindividual on the job needs to know and understand how to:
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Support deaigd maintenance of validation master plan

SAl.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:

SA4read and understand manuals, SOPs, health and safety instructions, memos
reports, job cards etc.

SA5read images, graphs, diagns.

SA6.understand the various coding systems as per company horms

Oral Communication (Listening and Speaking skills)

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

SA7. communication with upstream and dowtream teams.

SA8. work in a teamand other behavioural skills required to support the small gro
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.

SA10build rapport with cdleagues and clients .

B. Professional Skillg

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 facilitat
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 thipb needs to know and understand how to:

SB6. work effectively within demanding timelines.

SB7. organizing and planning much time for specific activities

SBS. (il 1S NBaLRyaAoAfAGe F2NJ O2YLX SiGAY

SB9. take initiative to enhance/learn skillsinoei | NS 2 F 42 NJ

SB10. capacity to learn from experience in a range of settings and scenarios an
OF LI OAGe G2 NBTFESOG 2y FyR Fylfej

SB11.open to new ways of doing things.

Problem Solving
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LFS/N0306 : Support deaigd maintenance of validation master plan
The user/individual on the job needs to know and erghnd how to:

SB12. must possess good presentation skills.
SB13. ability to communicate, solve conflicts, negotiate on behalf of the team anq

company.

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

SB15. presentation skills

Critical Thinking

Not Applicable

Customer Centricity

Not Applicable
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LFS/N0306 : Support deaigd maintenance of validation master plan
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Carry out reporting and documentation.

LFS/N0102

Carry out reporting and documentation.

This NOS is abat a QA Chemist Process Validatiéor reporting ,recording and
documentationof data/problem/incidents etc. and to maintainformation security

Scope

The unittask covers the following:
1 Reporting
1 Recording and documentation

9 Information security

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

Element

Reporting

Performance Criteria

To be competent, the user/individual on the job must be able to:
PCL1. report data/problems/incidents as applicable in a timely manner

PC2. report to the appropriate authority as i down by the company
PC3. follow reporting procedures as prescribed by the company

Recording and
documentation

PCA4. G2 0SS 02YL
PCS5.

PC6.

ARSYUATE R20dzYSydlaAzy
record details accurately in an appropriate forma
complete all documentation withistipulated time according to company
procedure

ensure that the final document meets regulatory and compliance requirem
makesure documents are available to all appropriate authorities to inspect

PCY.
PCS8.

Information Security

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

Knowledge and Understanding (K)

PC9. respond to requests for informatioim an appropriate manner whilst following
organizational procedures

PC10. inform the appropriate authority of requests for information received

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

KAL. types of documentation in organization, importance of maintaining the samg
and different methods of recording information

KAZ2. reporting incidents where standard operating procedures are ndded

KAS3. the importance of complete and accurate documentation

KA4. knowledge of production workflow sequences and materials demand

KAb. escalatiomrmatrix for reporting identified issues, hazards and breakage

B. Technical
Knowledge

The user/individual on thb needs to know and understand:

KB1. obtain and interpret records, charts, specifications, equipment manuals,
history/technical support reports and other documents
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LFS/NO102 : Carry out reporting and documentation.
A. Core Skills/ Writing skills
Generic Skills The user/ individual on the jolmeeds to know and understand how to:

SA1l. 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 understéiogy to:

SA3. read and understand manuals, SOPs, health and safety instructions, mem
reports, job cards etc.

SA4. ability to read and interpret images, graphs, diagrams for typical product
specifications, job sheets, procedures, basic machine control pandistiata
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:

SAG6. disclose informatioronly to those who have the right and need to know it.

SA7. communicate confidential and sensitive information discretely to authorizé
person as per SOP

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

B. ProfessionalSkills | 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 amitlerstand 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. apacityand skillto learn from experience in a range of settings anehseios
FYR GKS OFLI OAGe (2 NBFTESOG 2y Lty
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LFS/NO102 : Carry out reporting and documentation.

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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LFS/NO102 : Carry out reporting and documentation.
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Unit Code

Unit Title
(Task)

Description

h OOdzL

LFS/NO101

Maintain a healthy, safe and secure working environment in the life sciences faci
This NOS unit is about ®A Chemist process validatiomonitoring the working
environment and making sure that it meets the requirements fealth, safety and
security in the pharmaceutical/contract research/biopharmaceutical faci
manufacturing/testing/ analysis/research laboratory.

Scope

bl GAZ2YE €

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

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

1 Identify and recommend opportunities for improving health, safety, and
security to the dsignated person

Managing emergency procedures:
9 lliness
1 Accidents
Fires
Other reasons to evacuate the premises
Breaches of security

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

Element

Ensuring healthy, saf¢
and secure working
envionment

Performance Criteria

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

PCL.20aSNWS FyR O2YL} & ¢gAGK &2dzNJ O2YLJ
policies and procedures

PC2. while carrying out work, use appropriate safety gears like head geaksna
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 sHigor area

PCS5. identify and corect any hazards that you can deal with safely, competently 4
within the limits of your authority

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

PC7. identify and recommend opportunities for improving health, safety, and
securty to the designated person
PC8. complete any health, safety and security records legibly and accurately
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Managing emergency
procedures

Knowledge and Unde

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

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

PC10.2f f 26 @&2dzNJ O2YLI yeQa SYSNHSyOé LN

rstanding (K)
The usé&individual on the job needs to know and understand how to:

KAL £t S3A &t 0ABS NBIdANBYSyida yR 02YL
security and your role and responsibilities in relation to this

KA2. what is meant by a hazard, including the different typéshealth 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. @ 2dzNJ 2 NHI yAT I GA2yQa SYSNHSyOé LINP
and the importance of follving these

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

KA7. implications that any noftompliance with health, safety and security may
have on individuals and the organization
KA8. health hazards and its implications if any in the proiibn process

B. Technical
Knowledge

A. Core Skills/

Sose

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 whe
report these

KB2. evacuation procedures for workers and visstor

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, thearacteristics and required
precaution and safety measures

Writing Skills

Generic Skills

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

SAlcomplete accurate, well written work with attention to deltai

Reading skills
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LFS/NO101 : Maintain a healthy, safe and secure working environment in the life sciences facility
The user/individual on the job needs to know and understand how to:

SA2.read instructions, guidelines, procedures, rules and service level agreement

Oral Communication (Listening and Speaking skills)

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

SA3.listen effectively and orally communicate information accurately

B. Professional Skill§ Decision Making

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

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

SB2. planand organize work to meet health, safety and security requirements
Problem Solving

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

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

SB4. analysedata and activities

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

SB5. applybalanced judgments to different situations
Customer Centricity
Not Applicable
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LFS/NO101 : Maintain a healthy, safe and secure working environment in the life sciences facility
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LFS/N0O307 :

Ensure safety checks and regulatory compliance
Unit Code LFS/NO307

Unit T|tIe Ensure safety becks and regulatory compliance
(Task)

Description ThisNOS unit is about a QA ChemiBtocess Validatioansuring safety checks and
regulatory ompliances.

Scope The unit /task covers the following :

1 Reviewingandapproving facility equipmerdandsoftware changes

1 Identifyinganyissues hampering the qualiof the productsand theprocess

1 Improving validation activities and policies, and papatingin regulatory
inspection

h OOdzL.

Performance Criteria (PC) wrt the Scope

Element Performance Criteria

Reviewingand
approvingfacility
equipmentand PC1. ensurethat all s&fety measuresare inplace.

software changes PC2. reviewand approvefacility equipmentand software changes.

PC3. setupappropriateequipmentor apparatus fotestingcorrectly.

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

bl A2yl ¢

Identifying any PC4. take correctiveactionin responseo typicalfaultsandinconsistencies.
issueshampering PCS5. troubleshoot/investigate validatiosrelated deviations.

the quality of the PCB. identify defectiveequipment/apparatusmaterialsand processesndcorrective
PO MEEER 1 steps tobetaken.

process

PC7. ensurethat the equipmentand personaprotective gearthat were usedare
returnedto the right placesandare clean,safeand securelgtored.

Improving validation | PC8. maintain awarenesef current regulatory trendsind practices.

activitiesand policies, | PC9. incorporae continuous improvements into validation activities and policies,
and participatingin and participatein regulatory inspection.

regulatoryinspection | PC10calibrate the testing equipment periodicaligper sop.

PC11evaluatingthe needfor action toensurethat problems do not reoccur.
PC12ensurethat the equipmentare asper standards.

Knowledge and Understanding (K)

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

Context
(Knowledge of the| KAL. the levels of hygiene required by workptaand importance of maintaining the
Company/ same

Organisation and |k a2 _different quality management systems (K8G00,ISG14001,0HSAS3000),good
15 BreEEsEes laboratoryand manufacturing practices.
KAS3. strong understandin@f Quality systemand procedures.
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LFS/NO307 : Ensure safety checks and regulatory compliance
KA4. escalation matrix for reporting identifieidsues, hazards and breakage
KADS. risk and impact of not following defed procedures/work instruction
KAG. the importance of quality control procedures
B Technical Theuser/individual on the job needs to know and understand
Knowledge KB1. strong working kmwledge of ERP platforms

A. Core Skills/
Generic Skills

KB2. sound knowledge of vendor management process

KB3. domain knowledge pertainintp global qualityand compliance principles.

KB4. expertiseinstability guidance document§MPdocumentationand
pharmaceutical quality systems

KB5. operational healthand safety (OHS)hazardad controls, including limitationef
protective clothingandequipment relevant tahe work process

KB6. use ofComputer/application software.

Writing skills

The user/ individual on thpb needs to know and understamdw to:

SAL. recordand 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 / rport/ observation writing skills

Readingand understandingskills

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

reports, job cards etc.
SAb5.understand the arious 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:

SAG6.disclose information only to those who have the right and need to know it

SA7.communicateconfidential and sensitive information discretely to authorized
person as per SOP

SA8.communicate with people in a form and manner and using language t
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:

SBlL.Ydzad GF 1S AYAGAFGABS G2 SyKFyOS«kt
SB2. capacity to learn from experience in a range of settings and scenarios and
capacity to reflect on and analyz¢ & Q& f S Ny Ay 3
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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 gibte 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 disruptidnsvork process and
report the same
Critical Thinking

Not Applicable

Customer Centricity

Not Appicable
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NOS Version Control

NOS Code LFS/NO307

Credits(NSQF) TBD Version number 1.0
Industry Life Sciences Drafted on 15/12/14

Pharmaceuticahnd
Biopharmaceutical

Industry Subsector

Last reviewed on 26/03/15

Occupation Quality Next review date 01/06/17

43| Page



™ A4 N S-D-C
. : Natlonal
e Skill Development
e, reaE ovee Corporation
By enameiflitaine Transforming the sioll lsndscape
e MINISTHY OF SNKLL DEVELOSMENT ransfo ing the sk
" National Occupational Standards A ENTREPAENELIASHIP

Qualifications Pack for QA ChemRtocess Validatioq Life Sciences
Annexure

Nomenclature for QP and NOS

Qualifications Pack
9 characters

LF$Q 0101

LFS I | QP Number (2 numbers)

Q denoting Qualification Pack Occupation (2 numbers)

Occupational Standard
ly SEIFIYLS 2F bh{ 6AGK WbQ

9 characters
LF$NO0101

LFS I | OS Number (2 numbers)

N denoting National Occupational Standard Occupation (2 numbers)
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The following acronyms/codesalie been used in the nomenclature above:

SubSector Range of Occupation Numbers

Pharmaceutical and Biopharmaceutical 01-10

and Contract Research

Pharmaceutical 11-20
Biopharmaceutical 21-30
Contract Research 31-40
Sequence Description Example
Three letters Industry name LFS
Slash / /
Next letter WhetherQP orNOS Q/N
Next two numbers Occupation code No 01
Next two numbers OS number 01
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CRITERIA FOR ASSESSMENT OF TRAINEES

Job Role QA ChemistProcesd/alidationg Life Siences
Quaification Pack LFS/Q0303
Sector Skill Councilife Sciences Sector Skill Development Council
Guidelines for Assessment:
1. Criteria for assessment for each Qualification Pack will be created by the Sector Skill Cour
Each Performance Criteria (PClJ v assigned marks proportional to its importance in NOS. S¢
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
SSC.
3. Irdividual assessment agencies will creatéque question papers for theory part for each
candidate at each examination/training cent@s per assessment criteria below)
4. Individual assessment agencies will craat@ue evaluations for skill practicalrfevery student
at each examination/training centdrased on this criteria
5. To pass the Qualification Pack , every trainee should score a minimum of 70% in every NC
6. In case of successfully passamly certain number of NOS's, the trainee is el@iol take
subsequent assessment on the balance NOS's to pass the Qualification Pack.

Marks Allocation

Assessment Assessment Criteria of Total Out Of Theory Practical
Outcome Outcomes Marks
(700)

LSF/NB0O5 | PC1.esponsible for the
(Perform preparation and execution of
various process validation protocols for 5 2 3
process new products and for changes
validation to existing products.
activities) PC2.oganisation and execution
of process development trials.
PC3. spportin making related
changedo the process if the 3 1 2
same have become obsolete
PC4develop testing strategies
and rationale for equipment an 5 2 3
systems 100
PCb5manage the change
requests and Corrective And

Preventive Action Systems 5 2 3
(CAPAS) that relate to process

validation.

PCédevelop and execute risk 4 5 5
assessments.

PC7coordination and
performance of QC method

qualifications, validations and 5 2 3
transfers.
PC8maintain complete and 5 5 3

accurate documentary evidenc
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