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About Epista Life Science

Epista Life Science 

is a consultancy dedicated to 

continuously improving 

regulatory compliance .

We turn 

compliance obstacles

into business opportunities 

for our clients and for the industry. 
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Å Life Science is conservative compared to other industries. Regulatory 

requirements are a burden. 

Å Must become Proactive : transparent, predictable, efficient

Time to Change?

Price 
Pressure

Benefit from 
Digitalization 
Opportunities

Regulatory 
Pressures and 
Competence
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What do we mean by Digitalization Opportunities?

Digitalizing

Moving from paper 
records to electronic 
records

Moving from manual 
archives to electronic 
archives

Therapeutic

Use AI as a means to 
treat people, where AI 
is the treatment itself

Medical devices in 
which AI is used as an 
integral part of the 
device

Diagnostic

Use AI for diagnostic 
purposes, as in skin 
diseases

Use AI to support 
picture recognition as 
part of diagnostics

Platform

Enable collaboration 
between stakeholders 
(for clinical portals or 
serialization)

Extend quality 
networks using cloud 
and content mgt

VALUE
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Consider :

What

About

Compliance?
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Leadership through Quality

Quality and Compliance Vision
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Real Life ðEpista 2018 Survey
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Are we over-spending on time and resources, 

hampering efficiency and our bottom line?

Are we underspending, running the risk of our 

compliance getting out -of-control?

Life Science Executives are Askingê
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COMPLIANCE
EXECUTION

QUALITY
OBJECTIVE

Insufficient

Optimal

Excessive

ExcessiveOptimalInsufficient

Risk and Money
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Epista Life Science Survey 2017 & 2018
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73%
SOPs are defined for all key operations

and are regularly reviewed and adopted by 

the organization. However, not all companies 

improve their SOPs systematically.

SOPs

74%
QMS Governance is well defined and policies 

with regulatory and business requirements 

are controlled by a central QA function.

QMS Governance

73%
Documentation is perceived as adding high 

value, and scope is continuously readjusted.
Review and approval processes are in place.

Documentation

84%
Formal quality control processes and quality 

targets are established and measured. 

Quality control surveillance and metrics are 

established and used actively, and quality 

control surveillance is integrated into 

processes and systems.

Quality Control

Organization

Strengths

Benchmarking Compliance Study
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48%
Processes are identified. Formalized process 

descriptions (PDs) and best practices exist for 

many processes. However, processes are not

uniform and aligned across the organization. 

PDs and best practices are not regularly 

reviewed or systematically improved for all 

key processes.

Processes

51%

Companies focus both on business and 

regulatory requirements, however they are 

seen as opposing forces. Business demands 

tend to get higher priority.

Mis-prioritized 

requirements

55%
Process targets, KPIs and process 

measurements are established for MANY

processes. However, they are not established 

for ALL key processes. Nor are they managed 

with an objective to improve processes and 

add value to the business.

Measurements

Many respondents 

rate their company 

immature in:

Organization

Weaknesses

Benchmarking Compliance Study
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79%
We have adequate knowledge and 

awareness of regulatory requirements for 

quality

Regulatory Requirements

68%
The companyõs quality policy is 

communicated throughout the organization

Quality Policy

67%
The companyõs quality policy is internalized/ 

accepted (buy-in) throughout the 

organization

Quality Policy internalized

Strengths

58%
Quality is NOT measured at all levels within 

the organization

Measure Quality

57%
All employees areNOT aware of how their 

work affects quality

Aware of quality work

59%
All employees are NOT aware of the quality 

goals pertaining to their work

Aware of quality goals

Weaknesses
Culture

Strengths &

Weaknesses

Benchmarking Compliance Study
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COMPLIANCE
EXECUTION

QUALITY
OBJECTIVE

Insufficient

Optimal

Excessive

ExcessiveOptimalInsufficient

Regulatory & Business Requirements - misaligned

2%άRegulatory requirements are 

built into to the business’ strategic 
differentiation strategy.”

75% άRegulatory requirements 

take precendence over business 
requirements and overrule business 
requirements, also at a strategic 
business level.” 

23%άFocus is on the business 

requirements.”
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COMPLIANCE
EXECUTION

QUALITY
OBJECTIVE

Insufficient

Optimal

Excessive

ExcessiveOptimalInsufficient

Quality Leeway

5% άQuality-fluctuation is pre-

defined and I know exactly how 
much  quality is allowed to 
fluctuate.”

46% άOnly minor or no quality-

fluctuation is allowed.” 

49%άEither high quality-

fluctuation is allowed or I do not 
know how much quality is allowed 
to fluctuate.”
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COMPLIANCE
EXECUTION

QUALITY
OBJECTIVE

Insufficient

Optimal

Excessive

ExcessiveOptimalInsufficient

Processes - Definitions

21% άWork according to 

regularly reviewed and updated 
process descriptions.”

31% άWork according to 

outdated processes or increased 
complexity for each process 
update.” 

48%άOnly have process 

descriptions for some processes or 
work according to non-uniform 
processes.”
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COMPLIANCE
EXECUTION

QUALITY
OBJECTIVE

Insufficient

Optimal

Excessive

ExcessiveOptimalInsufficient

Processes - Execution

10% άWork according to high 

level SOPs and best practice.”

67% άWork strictly according to 

the detailed SOPs, perhaps with 
addition of own best practice.” 

23%άWork according to self-

defined best practice as SOPs do 
not, or only sproadically, exist for 
processes.”
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(IT) Compliance is often seen as a black box

Å Legacy Burden

Å Lack of Transparency

Å Lack of Predictability

Å Lack of Efficiency ðExpensive!

Å Use of ôOld Practicesõ

Å Business requirements & regulatory requirements seen as conflicting

Be Proactive
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COMPLIANCE
EXECUTION

QUALITY
OBJECTIVE

Insufficient

Optimal

Excessive

ExcessiveOptimalInsufficient

Processes Will Be Distributed



epista.com© 2018 Epista Life Science. All rights reserved.

The CIRC Process
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Medical Device company makes compliance transparent

Mid -size Medical Device Company facing challenges:

Financial 

Performance
General 

employee 

satisfaction

Unclear resource use

Simplify Document Structure

Optimize ISO:13485:2016 
Relevant Processes

Optimize Other Key Q -
Processes

Provide IT Support 
Implement FormPipe

Å Reduction in process time for documents by 1000 hours per year (effect of 
system support)

Å 20% reduction in lead-time per case

ÅMajor reduction in lead -time for training due to parallel training work 
flows

Å Total reduction in process time for specific Quality Processes by 990 hours 
per year (effect of system support)

Å 20% reduction in lead-time per case

Å Reduce number of active documents to 1500

Å Reduce number of deviations 10%, corresponding to 30 deviations per 
year

Å Reduce QA involvement in Line function SOPs

Create Objectives: Set Targets: Time Savings:

Save 1300 hours per year  

Save 1000 hours per year  

Save 1600 hours per year  
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Medical Device company makes compliance transparent

Leading Medical Device Company facing challenges:

Saving money Improving employee 

satisfaction

Clear resource use

Simplify Document Structure

Optimize ISO13485:2016 
Relevant Processes

Optimize Other Key Q -
Processes

Provide IT Support 
[Implement FormPipe]

Å Reduction in process time for documents by 1000 hours per year (effect of 
system support)

Å 20% reduction in lead-time per case

ÅMajor reduction in lead -time for training due to parallel training work 
flows

Å Total reduction in process time for specific Quality Processes by 990 hours 
per year (effect of system support)

Å 20% reduction in lead-time per case

Å Reduce number of active documents to 1500

Å Reduce number of deviations 10%, corresponding to 30 deviations per 
year

Å Reduce QA involvement in Line function SOPs

Create Objectives: Set Targets: Time Savings:

Save 1300 hours per year  

Save 1000 hours per year  

Save 1600 hours per year  

Result: Transparent compliance efforts that 
save money, reduce employee stress, 
and clearly allocate resources
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Thank You!

Klavs Esbjerg 

CEO, Epista Life Science

+45 4825 4500

ke@epista.com


