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Value Added Integration Services Automation

Regulatory & Validation Services

BiOZEEN Process Technology AG

Heissackerweg 29

4513 Langendorf

BiOZEEN - Bangalore Biotech Labs Pvt. Ltd. 

#49/2, Gubbi Cross, Kothanur Post

Hennur – Bagalur Road, 

Bengaluru 560077
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Biopharmaceutical Landscape for (Developmental) Countries

▪ Empowered 800+ professionals to serve the industry better

▪ Engineered designs which improved yield up to 6 times

▪ Delivered solutions which are 65% energy efficient

▪ Rendering services to 21 countries

▪ Served 53 customer across borders

▪ Approved vendor and partner to global companies 

▪ CE certified process systems, TUV certified equipments

▪ ASME U-stamped Facilities

▪ PIGMP certified GMP compliant Biopilot Laboratory for 

Microbiological & Physiological Testing

▪ ISO 9001:2015 certified

Head Quarters: Bangalore

Employees: 300 +

Number of Business Lines: 6

Number of Product Lines: 8
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PEP BUSINESS MODEL

Design Build 
Solutions

• Bioreactor systems

• Fermentor systems

• Process Vessels

• Inline Buffer Dilution 
Systems

• Continuous Lysis 
Systems

• CIP and SIP systems

• Filtration systems

• Bio-Kill systems

• Sanitary Vessels

• Crystallizers

• Interconnection 
piping

Automation
Solutions

• Plant Automation

• PLC Programming

• DCS Systems

• Automation 
Upgradation

Technology 
Services

• Process 
Optimization & 
Scaleup

• Contamination 
troubleshooting

Research & 
Development

• Efficiency 
Improvement 
studies

• Glycosylation

• Perfusion with 
micro-carriers

• Algae culture

• High cell density of 
VERO / CHO cell 
lines

Manpower Training

• Fermentation 
Technology

• Mammalian Cell 
Culture Technology

• Downstream 
Processing

• Sterilization & 
Filtration Technology

• Bioprocess 
Engineering

• Regulatory Aspects & 
Documentation

BiOZEEN 
Regulatory Services

• Filter Train 
Optimization Study 

• Compatibility Study

• Product based 
Integrity Study

• Bacterial Retention 
Study

• Protein & Preservative 
Binding Study

PROCESS, EQUIPMENT, PEOPLE
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Portfolio of BiOZEEN
A representative process flow diagram

Virtual Tour

BiOZEEN Corporate Video-1 (with voice over).wmv
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Portfolio of BiOZEEN

ASME BPE 2022 for Vessel and Piping 

Manufacturing.

ASME Section VIII, Div. 1 for Pressure 

Vessel Manufacturing.

US FDA 21 CFR Part 11 for Electronic 

Records and Electronic Signatures

GAMP for Validation of Automated System

GAMP 5 for A Risk-Based Approach to 

Compliant GxP Computerized Systems

IEC 60529 Standards for protection of panel 

enclosure.

EN/IEC-60204 and UL 608 for electrical work

ICH Q9 for Quality Risk Management

WHO Guidelines for Good Manufacturing 

Practice

Media, Buffer & Process Tanks,

Super Skids

Fermentors & Bioreactors

Clean – In – Place Systems (CIP)

Steam– In – Place Systems (SIP)

Crystallizers & Bio Kill Systems

MF, UF and Viral Clearance Skids

Your Single Source Solution

Integrates comprehensive domain knowledge & extensive expertise to engineer solutions with unmatched capabilities
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QUALITY CONTROL SYSTEM
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QUALITY CONTROL SYSTEM
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QUALITY CONTROL SYSTEM
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QUALITY CONTROL SYSTEM
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1) Customer 
Focus

2) Leadership

3) Engagement 
of People

4) Process 
Approach

5) Continuous 
Improvement

6) Evidence 
Risk-Based 
Approach

7) Relationship 
Management

P
rin

ci
ples of Quality Management System

QUALITY CONTROL SYSTEM



Risk It to Get the Biscuit:

Quality Risk Management - BiOZEEN
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Quality Risk Management - BiOZEEN

What is Quality Risk Management?

Quality Risk Management is a systematic process for assessing, controlling, and reviewing risks

that could potentially impact an organization's products, services, or operations. It involves

identifying potential risks, analyzing their likelihood and impact, and implementing strategies to

mitigate or eliminate them.

In today's rapidly changing business environment, organizations face a multitude of risks, including

financial, operational, reputational, and regulatory risks. Quality Risk Management provides a

structured approach for managing these risks, ensuring that they are identified and addressed

before they have a negative impact on the organization.
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Quality Risk Management - BiOZEEN

The Process of Quality Risk Management

The process of Quality Risk Management

involves four main steps: identification,

assessment, control, and review.

1) Identification is the first step, where

potential risks are identified and

documented. This can be done through

brainstorming sessions, reviewing

historical data, or using other methods

to identify potential risks.

2) Assessment is the second step, where

the identified risks are evaluated based

on their likelihood and impact. This step

helps prioritize risks for further action.
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Quality Risk Management - BiOZEEN

3) Control is the third step, where strategies are developed to

mitigate or eliminate the identified risks. This can include

implementing controls, changing processes, or other actions to

reduce the likelihood or impact of the risk.

4) Review is the final step, where the effectiveness of the risk

management process is evaluated and any necessary changes

are made to improve future risk management efforts.
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RISK ASSESSMENT - BiOZEEN

Risk Assessment Techniques

Risk Assessment is a critical component of Quality Risk

Management. There are several techniques that can be used to

identify and assess risks, including Failure Mode and Effects

Analysis (FMEA), Hazard Analysis and Critical Control Points

(HACCP), and Process Hazard Analysis (PHA).

FMEA is commonly used in the automotive and aerospace

industries to identify potential failure modes and their effects on a

system or process.

HACCP is frequently used in the food industry to identify and

control hazards that could cause foodborne illness. ‘

PHA is often used in the chemical and pharmaceutical industries

to identify potential hazards associated with the use of chemicals

and other hazardous materials.
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RISK ASSESSMENT - BiOZEEN

The Risk Assessment follows 3 steps:

➢The Hazard Identification: Identify the hazards and determine its impact.

➢The Risk Analysis: Estimate the risk level by linking (qualitatively or quantitatively) likelihood of

occurrence and severity of harms. (probability of detection can be factored)

➢The Risk Evaluation: Compares the identified and analyzed risk against a predefined risk

criteria. Considers the strength of evidence for the 3 fundamental questions.

Q1: What might go wrong?

Q2: What is the likelihood (probability) it will go wrong?

Q3: What are the consequences (severity)?
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RISK ASSESSMENT - BiOZEEN

THE RISK ANALYSIS (ICH Q9, clause 4.3)

➢ There could be many different meanings of risk, depending on the type of risk management 
program.

➢ In general, "probability" and "severity" will be quantified.

➢ In a given program, the definitions will fine-tune the concepts so that a risk management 
program can be created and applied.

➢ Accept the different "realities" among the stakeholders.

➢ Harmonized guidance needs to focus the concepts into useful terms for the purpose (e.g.  
protection of employee/operator [Q9])
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RISK ASSESSMENT - BiOZEEN

THE RISK EVALUATION (ICH Q9, clause 4.3)

a) Assess Likelihood (probability / frequency) or Probability of Failure (L)

b) Assess the Severity of Impact (S)

c) Probability of Detection (D)

d) Risk Priority Number (RPN): Quantitative Estimation

e) Overall Priority (OP): Qualitative Estimation (High, Medium, Low)
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RISK ASSESSMENT - BiOZEEN
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RISK ASSESSMENT - BiOZEEN
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RISK ASSESSMENT - BiOZEEN
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RISK ASSESSMENT - BiOZEEN



QUALITY RISK MANAGEMENT – CASE STUDIES
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QRM – CASE STUDIES

Quality Risk Management Process for a Bioreactor:

1) Risks related to the utility supply and interconnection with other process systems.

2) Risks related to sterility / contamination.

3) Risks related to process to be handled.

4) Risks related to damage or malfunctioning of equipment.

5) Risks related to abnormal use by authorized operator.

6) Risks related to unauthorized / unidentified user.

7) Operator HAZOP.
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QRM – CASE STUDIES
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QRM – CASE STUDIES
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QRM – CASE STUDIES
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QRM – CASE STUDIES
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QRM – CASE STUDIES
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QRM – CASE STUDIES
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QRM – CASE STUDIES
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QRM – CASE STUDIES
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ALTERNATE TOOLS FOR RISK ASSESSMENT 

METHODOLOGIES 
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ASME / ISO Authorization & Confirmation
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Honorary to What We Do

BiOZEEN Latest.mp4


Visit us at Booth No. 3 during the 24th

DCVMN Annual General Meeting 2023,

Cape Town, South Africa

Book an Appointment

https://www.biozeen.com/enquiry/
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Thank You ! 

For any queries contact us at 

www.biozeen.com

devak.mk@biozeen.com

http://www.biozeen.com/
mailto:Devak.mk@biozeen.com
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