o, N:5+DsC
J& A V. National
SE Skill Development
Corporation
GOVERNMENT OF INDIA , y
MINISTRY OF SKILL DEVELOPMENT Transforming the skill landscape
& ENTREPRENEURSHIP

. Introductionand ContactsX ® X ¥ X.X.1
.vdzZl t ATAOF GA2yaX..1.POY

. Df2aal Ne 2F YS& ¢SN
.bh{ !YAGAXXXXXXXRPE ®A
. Annexure: Nomenclature fapP & OSP41
.1aasSaaySyd / NRGSNRI

\U))
N B < bt M > ax

Z > CinCn

XJ¢
20« O«

N

ZSS P

— MNQO C>T

Z2Z2ZM

Qualificat-Boos PPackss Enginece

ntroduct.

W= U Uy g«>*> X«
= NN —— 0 =

™~ o

pd
f

(&

O, S5 ™

SEETORLIFE SCIENCES

>\'*Z&j>

oz
CLEI'I(T

JVB-SECTORHARMACEUTICAL ABIDPHARMACEUTICAL

—>axr- o
AN Z2

OCCUPATIONMANUFACTURING

QT Z

Rz

REFERENCE LBS/Q0219

= H O«
—NNQ
A >o>Q

O<CD>'S O<2 > > H -
C

ALIGNED TQICG2004/NIL

O >Cuar— C

L 4R
S g > Uy N < U»

= 1™ N A L

BIO PROCESS ENGINEERBsponsible for providing technical support in t
operational implementation and performance aspects of biochemical
substance manufacturing plants. The role holder suppdéesign, developmen
and evaluation of biological and health systems and products, such as ai
organs, prostheses, instrumentation, medical information systems, and h
Contact Us: management and care delivery systems.
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Brief Job DescriptionThe Engineer igsesponsible for providing technical ai
scientific support for ongoing manufacturing operatioof biopharmaceutica
products. The role holder also helps in design and developmerdrtdfcial
— —f organs, prostheseand innovative technologies.

Email:

Personal Attibutes: The candidate must possess excellent written and
communication skills, demonstrate advanced computer skills, and e:
attention to detail and a mechanical aptitude.
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QualificationsPack Code

LFS/Q0219

Job Role Bio Process Engineer

01/08/16

CreditsNSQF) TBD

Industry Life Sciences

Subsector Pharmaceutical and SRV Rola

Biopharmaceutical

Occupation Manufacturing

NSQC Clearance on 20/07/2015

Job Role Bio Process Engineer

Responsibldor providing technical and scientific support for
ongoing manufacturing operations of biopharmaceutical
Role Description products. The role holder also helps in design and
development of artificial organs, prostheses and innovative
technologies.

NS level 4

Graduation irbiotechnology/biochemical/ chemicakeferable

Minimum Educational Qualifications . : . . : :
or biological science applied science or a closely related fie

Masters inbiotechnology/biochemical/ chemicakeferableor

Maximum Educational Qualifications | | . : ) : : .
biological science or applied science or a closely related fig

Training

(Suggested but not mandatory) On the job
Minimum Job Entry Age 20 Years
Experience 0¢2years
Compulsory:
1. LFS/NO2%:. Provide operational support for daily
Applicable National Occupational manufacturing activities
Standards (NOS) 2. LFS/N028: Suport R&D capabilities

3. LFS/N022: Assist in development and execution technic
transfer plans, process transfand validation protocols

2| Page
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4. LFES/NOZ0: Carry out reporting and documentation for
bioprocessing activities

5. LFS/N0103:rsure cleanliness in the work area

6. LFS/N0251Coordinate with manager and team members
to carry out bioprocessing activities

7. LES/NO101: Maintain a healthy, safe and secure workin
environment in he life sciences facility

Optional:
N.A.

L As described in the relevant NOS units
Performance Criteria

3| Page
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Keywords /Terms

Skills

Core Skills/Generic Core Skills or Generic Skills are a group of skills that are kegriing

Qualifications Pack F&io Process Engineer

GOVERNMENT OF INDIA
MINISTRY OF SKILL DEVELOPMENT
& ENTREPRENEURSHIP

Description

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.

g

Transforming the skill landscape

Description

Description gives a short summarytbé 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 warwhich can be carried out by a persg
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 @anisation.

Knowledge and
Understanding

Knowledge and Understanding are statements which together specify
technical, generic, professional and organisational specific knowledgs
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 structure
and how it operates, including the extent of operative knowledge
managers have of their relevant areas of responsibility.

Performance Criteria

Performance Criteria are statements thagether 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 rofe.
Qualificdions 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 {
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 interests. It may also leirkd as a distinct subset of th

economy whose components share similar characteristics and interej

4| Page
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SubSector Subsector is derived from a further breakdown based on the
characteristics and interests of its components.
Subfunctions 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 Code is a ugue identifier for arNOS unit, viich can be denoted
with | yYNQ @
Unit Title Unit Title gives a clear overall statement about what the incumbent

should be able to do.

Keywords /Terms Description

NOS National Occupational Standard(s)

NSQF NationalSkillQualifications Framework
NCQG2004 NationalClassification of Occupatio2904

oS Occupational Standard(s)

QP Qualifications Pack

GMP Good Manufacturing Practices

SOP Standard Operation Procedure

ISO International Organization fd8tandardization
OHSAS Occupational Health and Safety Assessment Series
CIP / SIP Cleaningin-Place (CIP) / Sterilization-Place (SIP)

5| Page
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LFS/N027 : Provide operational support for daily manufacturing activities
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LFS/N027 : Provide operational support for daily manufacturing activities

(L_Jrrgts'kl')nle Provide operational support for daily manufacturing activities

Description This NOS is abba Bio Process Engineevaluating raw materials and keeping up
date with emerging technologies in bioprocessing and manufacturing to d¢
products of highest quality.

Scope The unit covers the following:

h OOdzL.

Evaluation of raw materials

1
Cd
B 9 Operational support for dailgnanufacturing processes
~ 1 Assembling and preparing equipment for production
N 9 Clean and sterilize tanks and filtration systems
< I Remain current with emerging technologies in bioprocessing and manufacturi
N deliver products with highest quality '
o) Performance Criteria (PC) w.r.t. the Scope
Element Performance Criteria
Evaluation of raw To be competent, the user/individual on the job must be able to:
materials

PC1. provide technical support for the evaluation of raw material to ensure
manufacturing processes are robust, safe and adequate

PC2. assist improvements in raw material testing regimes to ensatthe critical
functional attributes are evaluated

Operationalsupport PC3. provide support to manufacturing to meet production demands

for daily PC4. operate smalscale cell culture areas and systems by operating cleaning,

manufacturing up, and maintaining batch reefed fermenters; inoculating and maintaining

Processes spinner seed cultures using aseptic techniques, maintaioéligbanksand
performing general seed lab operation

PC5. operate large scale column chromatography systems

PC6. comply with safety requirements, GMP, SOP and manufactugpindgelines

PC7. assist irthe use ofautomation to perform production operations

PC8. participate in contiuous operational improvement afie manufacturing
process

PC9. apply theconcepts in commerciacale drug substance manufacturing

PC10. anticipate potential problems and takes preventative action

PC11. provide dayto-day bioprocess engineering support to upstream /
downdream manufacturing operations

PC12. support and participate in commissioning and staptactivities of biotech
unit operations and equipment.

PC13. initiate and implement facility and equipmenpgrades to improve pht
productivity and throughput

7| Page



: NOS e
. AR National
B ékill De\t/_elopment
“eg § orporation
23 National Occupational Standards GOVERNMENT OF INDIA

MINISTRY OF SKILL DEVELOPMENT Transforming the skill landscape
& ENTREPRENEURSHIP

LFS/N027 : Provide operational support for daily manufacturing activities

PC14. facilitate the introduction of new products with associated new unit
operations and equipment and ensure the {imocessing at the site stays
current with emerging processing and equipment innovations

Assembling and PC15. assemble and prepare equipment for production
preparing equipment | PC16. prepare solutions for the production process

/'solutions for PC17. troubleshoot equipment and process problems
production

Clean and sterilize PC18. operatesystems that clean and sterilize tanks and filtration systems
tanks and filtration PC19. operate fermenters, centrifuges, other harvest systems and protein
systems purifications units

Remaining up to date] PC20. interact with internal and external business partners to emupdated on

with latest emerging technologies to best position th&bperations team with a

technologies competitive advantage in delivering produs of the highest quality at the
lowest cost

PC21. develop recommendations for improvements to existing commeiszgale
manufacturing proesses to ensure reliability, robustness, and regulatory
compliance

Knowledge and Understanding (K)

A. Organisational The user/individual on the job needs to know and understand:
Context
(Knowledge of the| KAL. theory, concets, and regulations behind bjsharm technology and processe
Company KA2. different quality management systems (1S000,ISG14001, OHSAE3000)
Qrganisation and andgood laboratory and manufacturing practices
its processes) KA3. details ofbio-analytical and biopharmaceutical operatiomsd quality systems

KA4. organizationatoding system of finished matergicompounds and company
manual

KAS5. implications of not adhering to quality control procedures

KA6. quality and damage checks to be performead importance of the same

KA7. quality control procedurefollowed by the company and importance of the
same

KA8. importance of identifying noitonforming products

KA9. risk and impact of not following defined procedures/work instructions

KA10.impact of poor practices on health, safety and environment

KA11.impact of various practiceon cost, quality, productivity, delivery and safety

KA12. proper procedure for selecting the material/product and performing quality
checks without affecting the material

KA13.characteristics of the materials

KA14.implications (impact on internal/external customerd)defective products,
materials or components

8| Page



‘e ' /4 N:'S-D-C
. L) National
. o (S:kill De\t/_elopment
R orporation
23 National Occupational Standards GOVERNMENT OF INDIA e

MINISTRY OF SKILL DEVELOPMENT Transforming the skill landscape
& ENTREPRENEURSHIP

LFS/N027 : Provide operational support for daily manufacturing activities
KA15. correct methods for carrying out corrective actions outlined for each proble

B. Technical The user/individual on the job needs to know and understand:
Knowledge
KB1. importance of sterile conditions

KB2. process ofermentation and product separation technologies

KB3. industrial enzymatic reactions

KB4. downstream biopharmaceutical unit operations involved with bioreactor
design and controlSIP/ClIPfiltration etc.

KB5. method of desgning or commissioning of a mammalieeltbased
biopharmaceutical manufacturing plant

KB6. how to operatepurification or related bioprocess manufacturing in an
established biotech production operation

Skills (S)
A. Core Skills/ Writing skills

Generic Skills Theuser/ individual on the job needs to know and understand how to:

SAl. record and communicate details of work done to appropriate people using
written/typed report or computer based record/electronic mail

SA2. maintain proper records as per given format

SA3. write reports

Readingand Understandingskills

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

SA4. read and understand manualSOR, health and safety instructions, memaos,
reports, job cards, etc.

SA5. read images, graphs, diagrams

SA6. use and interprethe 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. communicate with upstream and downstream teams

SA8. communicatewith job owners like sample originating section, supplier etc.

SA9. disclose information only to those who have the right and need to know it

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

SA11.maintain confidentialityof information

Plan and Organize

9| Page
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LFS/N027 : Provide operational support for daily manufacturing activities
B. Professional The user/individual on the job needs to know and understand how to:
Skills

SBL. L Iy YR LINA2NRARGAT S 62Ny = AyOf dzRA
own work assignment

SB2. multi-task and adapt toeffectively support multiple activities at one time

SB3. i 1S NBalLRyaAoAtAGe F2NJ O2YLX SGAy]

Problem solving

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

SB4. seek clarification on problems from others

SB5. identify, define and resolve problems using a structured methodology

SB6. apply basic sciences (chemistry), mathematics, statistics to-vedaked
requirements

SB7. act objectively, rather than impulsively or emotlonally when faced with
difficult/stressful or emotional sitations

SB8. explore new ways of doing things

Analytical Thinking

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

SB9. suggest improvements (if any) in process based on experience
SB10. pay attention to detail

Decision Making
NA

Critical Thinking

NA

Customer Centricity
NA

10| Page
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LFS/N027 : Provide operational support for daily manufacturing activities

bh{ SNBEAZ2Y /2y i{NR¢

NOS Code LFS/N0247

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

Pharmaceutical and
Biopharmaceutical

Industry Subsector

Last reviewed on 01/08/16

Occupation Manufacturing Next review date 01/08/19
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LFS/N0248 : Support R&D capabilities
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Unit Code

Description

~

LFS/N0248 : Support R&D capabilities

UnnTMe
(Task) Support R&Dcapabilities

A N:S+:D-C
National
Skill Development
Corporation

GOVERNMENT OF INDIA
National Oocupaitional Standards MINISTRY OF SKILL DEVELOPMENT Transforming the skill landscape
& ENTREPRENEURSHIP

LFS/N028

This NOS is qboutEﬁo Proces&ngineer assistinip the development and design (¢
2NBFYAT FGA2yQa y20St (SOKy2f23ASaod

Scope

h OOdzL.

Element

Support research and
development
capabilities

bl GAZ2YI

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

The unit covers the following:

9 Support research and development capabilities

f1raaraidlyoS Ay GKS RS@GSt2LISyid I yR

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

Performance Criteria

PC1. establish process developmentscaleld 2 S E (i Sy ReséaiciSand
development capabilities

PC2. optimize growth and productivity parameters of suspension cell lines and a
as needed, in the handm experiments to define these variables

PC3. conduct researh along with life scientists, chemists, and medical st$$) on
the engineering aspects of the biologisgstems of humans and animals

PC4. diagnose and interpret bioelectric data, ugisignal processing techniques

PC5. design and develop medical diagnostic and clinical instrumentation, equipm
and procedures, usg the principles of engineering and Hiehavioural
sciences

PC6. develop models or computer simulations of human-b&haviouralsystems to
obtain data for measuring or controlling life processes

Assistance in the
development and
RSaA3ay 27F 2
novel technologies

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

Knowledge and Understanding (K)

PC7. assist in design, development, and evaluation of biological and health systg
and products, such as artificial organs, prostheses, instrumentation, medicg
information systems, and health management and care delivery systems

PC8.participateA y (G KS ONBF A2y > RS@St2LISyi
technologies by interfacing with vector design, downstream and analytical
teams

PC9. research new materials to be used for products, saslmplanted artificial
organs

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

KA1. different quality management systems (9000, IS€14001, OHSAS3000)
andgood laboratory and manufacturing practices

KA2. method ofreporting incidents where standard operating procedures are n(
followed

13| Page
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LFS/N0248 : Support R&D capabilities

KA3. impact of various practices on cost, quality, productivity, delivery and safe

KA4. details of bieanalytical and biopharmaceutical operations and quality systs

KAS5. use of monitoring and measuring devices

KAG6. the reason and impact of the occurrence of problems

KA7. measures, steps and possible solutions that have been taken/identified tg
address the previous prédms

B. Technical
Knowledge

A. Core Skills/
Generic Skills

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

KB1. bioprocess technology transfer and/or scalp technology manufacturing
and upstream mammalian cell culture

KB2. downstreambiopharmaceutical unit operations involved with bioreactor
design and control, SIP/CIP, filtration etc.

KB3. methods and technigues involved in evaluating information

KB4. method of usingnistruments and equipment used in the laboratory

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 using
written/typed report or computer based record/electronic mail

SA2. maintain proper records as per given format

SA3. write reports

Reading and Understanding skills

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

SA4. readand understand manuals, sops, health and safety instructions, memo
reports, job cards, etc.

SA5. read images, graphs, diagrams

SA6. use and interpret thevarious 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. communicate with upstream and downstream teams

SA8. communicate with job owners like sample originating section, supplier etc.

SA9. work in a team and othdpoehaviourakkills required to support the small
group activities (e.g. quality circle, cross functional team, suggestion sche

SA10.disclose information only to those who have the right and need to know it

SA11.communicate confidential and sensitive information discretelatithorized
person as pethe SOP

SA12. maintain confidentiality of information

Plan and Organize

l4| Page
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LFS/N0248 : Support R&D capabilities

B. Professional
Skills

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

SB1. multi-task and adapt to effectively support multi@etivities at one time
SB2.GF 1S NBaALRYyaAoOAtAGeE FT2NJ O2YLIX SGAYy

Problem solving

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

SB3. seek clarification on problems from others
SBA4. identify, define and resolve problemsing a structured methodology
SB5. explore new ways of doing things

Critical Thinking

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

SB6. apply, analyse and evalusinformation to define action steps

Critical Thinking

NA

DecisionMaking

NA

Customer Centricity

NA

15| Page
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LFS/N0248 : SupAport R&D capabilities )
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NOS Code LFS/NO28

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

Pharmaceutical and
Biopharmaceutical

Industry Subsector

Last reviewed on 01/08/16

Occupation Manufacturing Next review date 01/08/19
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LFS/N0249 : gsist in development and execution of technical transfer plans, process transfer and
validation protocols
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LFS/N0249 : gsist in development and execution of technical transfer plans, process transfer and

validation protocols

Unit Title
(Task)

Description

Assist indevelopment and executon of technical transfer plans, process transfer
and validation protocols

This NOS is aboutBio ProcesEngineer contributingechnical support to develop an
execute technical transfer plans

Scope

The unit covers the following:

1 Contributionof technical support to develop and execute technical transfer plaj

1 Technical guidance to R&D elatle development and media optimization
functions

1 Desigingand execution of protocols

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

Element

Technical Support

PerformanceCriteria

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

PC1. contribute technical support to develop and execute technical transfer pla
(including transfer of existing products or newoducts under development),
whichincludes preparation of process transfer protocols, process validatig
protocols, and supporting regulatory documents.

Technical guidance tg
R&D celine
development and
media optimization
functions

PC2. provide technical guidance to R&D elglle development and media
optimization functions to ensure manufacturing suitability and regulatory
compliance of proposed strategies while maximizing process yields and/g
reducing cost of goods

PC3. serve as technical support on capital projects related to maciufiing
processes and equipment, aad a bioprocessing functional area subject
matter expert on the internal mammalian cell culture manufacturing

Desigmngand
execution of
protocols

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

Knowledge and Understanding (K)

PC4. assistin design and execution of test protocols to optimize opérations
PC5. assist in processing data to manufacturing performance management
meetings to establish and monitor process metrics, extract key learnings

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

KAl. methods of maintaining recordand implications of nomaintenance of the
same

KA2. bio-analytical and biopharmaceutical operations and quality systems

KAS3. importance of complete andccurate documentation

KA4. different quality management systems (9000, 1IS€4001, OHSA$3000
andgood laboratory and manufacturing practices

18| Page
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LFS/N0249 : gsist in development and execution of technical transfer plans, process transfer and

validation protocols

KA5. implications (impact on internal/external customers) of defective products
materials or components

B. Technical
Knowledge

A. Core Skills/
Generic Skills

KB1. method ofdesignngor commissioning of a mammalian ebdsed
biopharmaceutical manufacturing plant

KB2. bioprocess technology transfer and/or scalp technology manufacturing
and upstream mammalian cell culture (required)

Writing skills

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

SA1l. record and communicate details of work done to appropriate people using
written/typed report or computer basedecord/electronic mail

SA2. maintain proper records as per given format

SA3. write reports

Reading and Understanding skills

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

SA4. readand understand manuals, sops, health and safety instructions, memo
reports, job cards, etc.

SA5. read images, graphs, diagrams

SA6. use and interprethe 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. communicate with upstream and downstream teams

SA8. communicate with job owners like sample originating section, supplier etc.

SA9. work in a team and othdpbehaviourakkills required to support the small
group activities (e.g. quality circle, cross functional team, suggestion sche

SA10.disclose information only to those who have the right and need to know it

SA11.communicate confidential and sensitive information discretelatthorized
person as pethe SOP

B. Professional
Skills

Plan and Organize

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

SB1. multi-task ard adapt toeffectively support multiple activities at one time

SB2. take responsibility for completng y SQa 26y 62N)] | aaa
SB3. plan and prioritize work basis criticality and urgency

Problem solving

19| Page
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LFS/N0249 : gsist in development and execution of technical transfer plans, process transfer and
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The user/individual on the job needs to know and understand how to:

SB4. identify, define and resolve problems using a structured methodology
SB5. explore newways of doing things

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

SB6. apply, analyse and evaluatgformation to define action steps

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

SB7. suggest improvements based on observation, analysis and experience
SB8. use available data and computer software to identify trends

Decision Making
NA

Customer Centricity

NA

20| Page



R /% NeSeD»C
National
: Skill Development
g TR Corporation

GOVERNMENT OF INDIA ) ¢
National Occupational Standards MINISTRY OF SKILL DEVELOPMENT Transforming the skill landscape
& ENTREPRENEURSHIP

LFS/N0249 : gsist in development and execution of technical transfer plans, process transfer and
validation protocols

NOS Version Control

NOS Code LFS/N0243

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

Pharmaceutical and
Biopharmaceutical

Last reviewed on 01/08/16

Industry Subsector

Occupation Manufacturing Next review date 01/08/19

21| Page



g ST

GOVERNMENT OF INDIA

National Occupational Standards i O St DETLL ORSiEti
& ENTREPRENEURSHIP

/¢ N'S-D-C
National
Skill Development
Corporation

Transforming the skill landscape

LFS/N0250 : Carry out reporting and documentation for bioprocessing activities

Nati onal Oc
St andcgar d

Overvi ew

CKR®OdzLI GA2y It {GFyRINR RSAONROG6Sa (K
NBEIjdzA NER TFT2NYyHAYABNNANZ D&H ANBLIZ NG AY 3T |
OA2LINRPOSaaAya OGADGAGASEAD

22| Page



9% N'S-D-C
National
Skill Development
Corporation
GOVERNMENT OF INDIA

National Occupational Standards MINISTRY OF SKILL DEVELOPMENT Transforming the skill landscape
& ENTREPRENEURSHIP
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(L_Jrrgts'kl')nle Carry out reporting and documentation fobioprocessingactivities

Description This NOS is aboutBio Proces&ngineer reportingjuality issues and test results ar
documenting bioprocessing records
Scope The unit covers the following:

h OOdzL.

9 Reporing problems / incidents / quality issues and test results
1 Recording andocumentation of bioprocessing records

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

Element Performance Criteria

Reporting problems /

incidents / quality

issues and test resulti PC1. supportthe teamin technical transfer of data, processes and technical
specifications to CMOs for the implementation of lasgale manufacturing
operations for clinical and commercial development of targeted products

PC2. follow reporting procedures as prescribed thyg company

PC3. identify and report defectsinomalies to the appropriate authority

Recording and PC4. prepare comprehensive summaries of bioprocessing information and othg

documentation of documents necessary for regulatory submission

bioprocessing recordy pcs. maintain, update and archive study related files and documents

PC6. ARSYUATE& R20dzyYSyidladAzy G2 0SS 02Yl

PC7. record details accurately ithhe appropriate format

PC8. ensure that the final document meets regulatory and compliance
requirements

PC9. perform review of records and other documentation for compliance to
established procedures and good documentation practices

PC10. respond to requests for information in an appropriate manner whilst
following organizational procedures

PC11. inform the appropriate authoty of requests for information received

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

bl GAZ2YI

Knowledge and Understanding (K)

A. Organisational The user/individual on the job needs to know and understand:
Context
(Knowledge of the| KAL. escalation matrix foreporting identified issues
Company/ KA2. method of maintaining recordand implications of nomaintenance of the
Organisation and same
its processes) KA3. importance of complete and accurate documentation

KA4. risk and impact of not following defined procedures/work instruction

B. Technical The user/individual on the job needs to know and understand:
Knowledge
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KB1. method ofpreparing project summaries/reports

KB2. methodof entering, transcribing, recording, storing, or maintaining
information in written or electronic/magnetic form

KB3. useof computer software for maintaining data

A. Core Skills/ Writing skills
Generic Skills

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

SAl. record and communicate details of work done to appropripg®ple using
written/typed report or computer based record/electronic mail
SA2. maintain proper records as per given format

Reading and Understanding skills

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

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

SA4. read images, graphs, diagrams

SA5. use and interprethe 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. communicate with upstream and downstream teams

SA7. work in a team and othepehaviourakkills required to support the small
group activities (e.g. quality circle, cross functional team, suggestion sche

SA8. disclose information only to those who have the right and need to know it

SA9. communicate confidential and sensitive information discretelyatthorized
person as pethe SOP

B. Professional Skills| Plan and Organize

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

SB1. 41 1S NBaLRyaAoAftAGE F2NJ O2YLX SUAy]
SB2. plan and prioritize work based amiticality and urgency

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

SB3. use available data and computer software to create required documentatid
SB4. pay attention to detail

Decision Making

NA

Critical Thinking

NA
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Problem Solving

NA

Customer Centricity

NA

NOS Version Control
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LFS/NO0103 :risure cleanliness in the work area
Overview

ThisOccupational Standard describes the knowledge, understanding and skills
required for a Bio Procedsngineer toensure cleanliness in the work area by
carrying out housekeeping for respective area.

LFS/N0103

" J - -

;
o (Task)

@) Description ThisNOSunit is aboutthe Bio Process Enginetr carry out housekeeping activities f
O respective area

= Scope This unit/task covers the following:

1 Pre housekeeping activities
1 Operations

= 9 Post housekeeping activities
; Performance Criteria (PC) w.r.t. the Scope
N Element Performance Criteria
= Pre housekeeping | To be competent, the user/individual on the job must be able to:
= B activities
- PC1. inspect the area while taking into account variGusfaces
0 PC2. identify the material requirements for cleaning the areas inspected, by
considering risk, time, efficiency and type of stain
PC3. ensure that the cleaning equipment is in proper working condition
PC4. select the suitable alternatives for cleaning the ariasase the appropriate
equipment and materials are not available and inform the appropriate persor
PC5. plan the sequence for cleaning the area to avoigo#ing clean areas and
surfaces
PC6. inform the affected people about the cleaning activity
PC7. display the apprpriate sighage for the work being conducted
PC8. ensure that there is adequate ventilation for the work being carried out
PC9. wear the personal protective equipment required for the cleaning method an
materials being used
Operations PC10.use the correct cleaning metld for the work area, type of soiling and surface
PC11.deal with accidental damage, if any, caused while carrying out the work
PC12.report to the appropriate person any difficulties in carrying out work
PC13.identify and report to the appropriate person any additionaasiing required
GKIFGO A& 2dziaiARS 2ySQa NBaLRyaAoAfA
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Post housekeeping
activities

A. Organisational

Knowledge and Understanding (K)

PC14.ensure that there is no oily substance on the floor to avoid slippage

PC15.ensure that no scrap material is lying around

PC16.maintain and store housekeeping equipment aupplies

PC17.follow workplace procedures to deal with any accidental damage caused dut
the cleaning process

PC18.ensure that, on completion of the work, the area is left clean and dry and me
requirements

PC19.return the equipment, materials and personal protecteguipment that were
used to the right places making sure they are clean, safe and securely store

PC20.dispose the waste garnered from the activity in an appropriate manner

PC21.dispose ofusedand uiza SR & 2f dziA2ya | OO2NRAY 3
and clexn the equipment thoroughly

PC22.maintain schedules and records for housekeeping duty

PC23.replenish any necessary supplies or consumables

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

A. Core Skills/
Generic Skills

Context
(Knowledge of | KAL. levels of hygiene required by storage area and importance of maintaining the
the Company same
Organisation KA2. methodology for storage area inspection with methods and materials require
Src?celfses) for cleaning variety of surfacesid equipment
KA3. the method to check the treated surface and equipment on completion of
cleaning
KA4. procedures for reporting any unidentified soiling
KAS. escalation procedures for soils or stains that could not be removed
B. Technical The user/individual on the job needs to know and understand:
Knowledge

sase R S

KBL1. role of different materials, chemicals and equipment

Writing ills

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

SA1l. record and communicate details of work done to appropriate people using
written/typed report or computer based record/electronic mail

Reading and Understandingkiis

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

SA2. mderstandthe various coding systems as per company norms
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Oral Communication (Listening and Speaking skills)

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

SA3. communicate with upstream and downstream teams
SA4. disclosenformation only to those who have the right and need to know it.

B. Professional
Skills

Critical Thinking

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

SB1. suggest improvements(if any) in process based on experience

DecisionMaking

SB2. make decisions to maintain cleanliness in the area of work

Analytical Thinking

Problem Solving

Plan and Organize

Customer Centricity
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LFS/N0251 : Coordinate with manager and team members to carry out bioprocessing activities

(L_Jrr;ts'kl')nle Coordinate with managerand team members to carry oubioprocessing activities

Description This NOS is aboutdo ProceskEngineer coordinatingith manager and team membel|
to carry out bioprocessing activities
Scope The unit covers the following:

h OOdzL.

9 Coordination with manager
9 Coordination with team members

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

Element Performance Criteria

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

bl GAZ2YI

manager
PC1. receive work instructions from reporting manager
PC2. communicate to reporting supervis@bout processlow improvements and
quality defects received fromnanufacturing activities
PC3. investigate, bringtothemy  3SNRa | dGSydiAz2y | yR
problems arising within theepartment resulting from faulty equipment,
dated SOP dnuman error
PC4. communicate any potential hazards or expected process disruptions
PC5. provide requisite information, documents, clarifications to manager during
actual audits
Coordination with PC6. collaborate with themanufacturing departmenin updatingmanufacturing
team members procedures and policies
PC7. work as a team with colleagseand share work as per theiwn workload and
skills

PC8. supportteam members to support internal and external audit activities as
instructions of superiors/supervisor

PC9. provide documented shift handovers to the next person in the shift

PC10. communicate and discuss work flow related difficulties in order to find
solutions with mutual agreement

Knowledge and Understanding (K)

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

Context
(Knowledge of the| KAL. escalation matrix for reporting identified issues
Company/ KA2. importance of complete and accurate documentation

Organisation and | KA3. risk and impact of not following defined procedures/wanktructions

its processes) KA4. the reason and impact of the occurrence of problems

KA5. measures, steps and possible solutions that have been taken/identified tg
address the previous problems
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B. Technical
Knowledge

A. Core Skills/
Generic Skills

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

KBl1. 6 KS 2NBIFYATFGA2YyIf aea

KB2. 6 KS o02dzyRIFNASa 2F 2ySQa
members

KB3. method ofidentifying information by categaing, estimating, recognizing
differences or similarities, and detecting changes in circumstances or evel

KB4. method ofentering, transcribing, recording, storing, or maintaining
information in written or electronic/magnetic form

o o
w
Tz

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 using
written/typed report or computer based record/electronic mail

SA2. maintainproper records as per given format

SA3. write reports

Reading skills

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

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

SA5. read imagesgraphs, diagrams

SA6. use and interpret thevarious 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. communicate with upstream and downstream teams

SA8. communicate with job owners like sample originating section, supplier etc.

SA9. disclose information only to those who have the right and need to know it

SA10.communicate confidential and sensitive information dischet® authorized
person as per the@P

B. Professional
Skills

Decision making

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

SB1. analyse and identify when to report an issue/concern to supervisor and wh
to deal with a colleague individually, depending on the type of concern

SB2. act objectively rather than impulsively or emotionally when faced with
difficult/stressful or emotional siiations

SB3. resolve any difficultiesiirelationships with colleaguesr get help from an
appropriate person, in a way that preserves goodwill and trust

Analytical thinking

The user/individual on the job needs to know and understand how to:
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SB4. analyse and identify improvement work processes by interacting with other,
and adopting best practices

SB5. pay attention to detalil

SB6. use computer applicationsédtware for analysis

Plan and Organize

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

SB7. multi-task and adapt
SB8. identify, define and resolve problems using a structured methodology
SB9. prioritize needs and effectively schedule work

Critical thinking

NA

Problem solving

NA

Customer Centricity

NA
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LFSNO10L

(L_Jrr;ts'kl')ltle Maintain a healthy, safe andecure working envionment inthe life sciences facility

Description This NOS unit is aboutBio Process Enginerronitoring the working environment
and making sure that it meets the requirements for health, safety and security in
pharmaceutical/contract research/biopharmaceutical faciltyanufacturing/testing/
analysisiresearch laboratory.

Scope This unit/ task covers the following:
Ensuring healthy, safe and secure working environment:
1 selfmonitor and adhere to safety principles and standards
1 ensure behavioural safety by workmen to cGMP and applicable safety
standards on the shop floor/ laboratory
1 report any identified breaches in health, safety, and security policies and
procedures to the designated person
Managing eénergency procedures
9 illness
1 accidents
M fires
9 other reasons to evacuate the premises
9 breaches of security

Performance Criteria (PC) withe Scope

Element Performance Criteria

Ensuring healthy, To becompetent,the user/individual on the job must be able to

safe and secure PC1. observe ancomply withthe O2 YLIF y @ Qa OdzNNBy i KSI
working environment policies and procedures

PC2. while carrying out work, use appropriate safety gears like head gear, maskg
gloves and other accessories as mentioned in the guidelines

PC3. report any identified breaches in health, safety, and security policies and
procedures to thedesignated person

PC4. responsible for maintaining discipline at the sHigor/ production area

PCS5. identify and correct any hazards thidie individualcan deal with safely,
competently and within the limits dheir authority

PC6. adhere and comply to storage ahdndling 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 activities like safety drills and preq
records legibly and accately

Managing energency | PC9. report any hazards thhe individualis not competent to deal with to the
procedures relevant person in line with organizational procedures and warn other peoj

who may be affected
PC10. folloheO2 YLI Yy Qad SYSNHSy O& LINE OSRdzNJ
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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:

KAL.
KAZ2.

KAS.
KA4.
KAS.

KAG.
KA7.

KA8.

legislative requirements an® 2 Y LJI pfogeOuies for health, safety and
security andh Y R A @rblRatml resPaisibilities in relation to this

what is meant by a hazard, including the different types of health and safe
hazards that can be found in tlveorkplace

how and when to report hazards

limits ofindividualresponsibility for dealing with hazards

the2 NHIF yATFiA2yQad SYSNHSyOé LINROSR
and the importance of following these

the importance of maintaining high stdards of health, safety and security

implications that any nortompliance with health, safety and security may
have on individuals and the organization
health hazards and its implications if any in the production process

B Technical
Knowledge

A. Core Skills/
Generic Skills

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

KB1.

KB2.
KB3.

KBA4.

KBS5.
KB6.

Writing skills

different types of breaches in health, safety and security and how and whe
report these

evacuation procedures for workers and visitors

how to summon medical assistance and the emergercyices, where
necessary

how to use the health, safety and accident reporting procedures and the
importance of these

different types of occupational health hazards

knowledge of chemical substances, their characteristics and required
precaution and safety measures

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

SAl.complete accuratewell written work with attention to detalil

Reading skills

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

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

Oral Communication (Listening and Speaking skills)

The user/ individual on the job needs to know and understama to:
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SA3.listen effectively and orally communicate information accurately
B. Professional Skill§ Decision making

The user/ individual othe job needs to know and understahdw to:

SB1. make decisions on suitable courses of action

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

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

SB3. apply problem solving approaches in different situations
Analytical thinking
The userfindividual on the job needs to know and understdrmiv to:

SB4. analyse data and activities
Criticalthinking
The user/ individual on the job needs to know and understama to:

SB5. apply balanced judgments to different situations
Customer Centricity

NA
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