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Introduction

The R&D industry faces several challenges in adopting new technological advances. Often, customers are forced to switch
technologies due to advances, and at other times, it is to evolve and make the best use of them. Lab Informatics vendors offer a
variety of solutions, but not all will necessarily fit the scientists' needs.

Key Challenges faced by Scientific R&D

Struggle to use data-driven insights because the availability of specialized data
scientists/analysts, and tools with appropriate business domain expertise are limited.

Labs generate an enormous amount of data so the demand to manage and store lab data is
continually rising, which demands a platform and data storage and integration strategy.

Delivering 'Lab of the future’ focuses on the changes to immersive work behaviours, automation
and harmonization of datais collectionis not yet common place.

Complex and new scientific domains and workflows (like NGS, novel modalities, etc) are constantly

cropping up, despite most organizations’ over-dependence on shadow IT and "patchwork"
approach to scientific workbenches leading to limited enterprise empowerment in these areas.

Upgrading and maintaining legacy systems is a constant demand and can be tricky if platforms do
not evolve with the science and workflows.

To add to the above key challenges faced by R&D, many of the core informatics platforms are approaching or are well over a
decade in age. Often these legacy systems are monolithic that are heavily customized, making them extremely difficult to
maintain and upgrade.

We often see one of two “vendor selection” routes taken by our customers.

1. The lab personnel drive vendor selection themselves, given their familiarity with the lab and processes, leaving
informatics to pick up the pieces or

2. Informatics systems being selected by IT without businessinvolvement.

The figure below depicts a general lab informatics summary of small to large biopharmaceutical companies.
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Typical Informatics Landscape
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Figure 1. A Typical Lab Informatics Summary of Biopharmaceutical Companies

How to go about a Vendor Evaluation

Objective
The goal of the Vendor Evaluation project typically is to understand what is available in the market and to identify the best-
suited system that addresses customer challenges.

Principles
The vendor evaluation process would focus on following principles

AS-IS Analysis - To understand whatis happeningin the lab.

Future State Definition — To understand what the lab wants for the next decade or so,

Gap Analysis - Understand the gaps,

Market Research — To understand where the R&D industry is heading towards and identify who the players are in the

evaluation process,
Initial evaluation - narrowing down to top/potential vendors for the customer need,
Detailed Evaluation - Identify the vendors for contract negotiation.

o Final Selection for Implementation.

Traditional Vendor Evaluation Process
We typically see vendor selection processes eitherrun by IT or by the business but typically not as ajoint, collaborative, effort.

An RFI/RFP-based evaluation approachis often used to drive vendor selection process.

e The business approaches these projects with a tactical viewpoint by selecting vendors based on scientific features
and “bells & whistles” and not from a view of enterprise use and consumption of the data.

® On the other hand, the IT approach the selection from a technical perspective with functional capabilities being a
checklist of requirements with little prioritisation on the workflow & lab user perspective & end-user experience.

e Inboth cases, the process leads to limited collaborative buy-in from IT, Business, and the Vendor to pave way for risk
minimized, value generating, successful implementation.

Need foran updated evaluation process

R&D is moving from the data age to the digital age. However, many labs are still in the paper or electronic age and find it difficult
to understand what digital is, how to embrace and transform to it and what the value it will bring. Often there is a mix of the
meaning of “digitizing” — automating legacy form-based approaches — versus “digitalizing,” which enables new data-driven
workflows and business processes. A digital transformation program involves significant effort and capital to assess and
implement a digital approach to platforms.

A successful implementation relies on an in-depth and diligent vendor assessment phase that follows on from a well defined
digital transformation strategy and architecture. Hence, it is important to focus on the selection process and assess all aspects
of the solutions on the market. Though the informatics solution will be live for many years, the selection process shoud on take
around 3-6 months - and remember you are selecting a “strategic partner”. With this in mind, it is essential to use an evaluation
framework thatis established, proven, details and efficient.
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Key Drivers and factors for right product selection
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Figure 2. Key Business Drivers for Solution Evaluation and Selection

Key Factors to consider for a product selection
The key influencing factors to consider for the right product selection includes but are not limited to the following:

1.

2.

The product shall meet the Data Integrity requirements

The product shall have rich Out of the Box (OOTB/OOB) functionalities and have a strong road map for future
releases

The product shall be future-proof to scale with science

The product shall be technologically advanced - Thin client, modern architecture, easily accessible by different
devices, user-friendly and easily upgradeable

The product shall be flexible enough to support review and approval workflows of static and dynamic data

The product shall have good accessibility of data to provide seamless searching and analytics & visualization
experience

The product shall satisfy the concerns of Internal and External Auditors

The product shall meet the domain and regulatory standards

The product shall allow for customizations and easy integrations

Recommended Vendor Evaluation Approach

Vendor Evaluation Framework
The evaluation framework should focus on five key pillars — Functional, Technical, Regulatory, Supplier, and Data. The

evaluation framework is the backbone of the selection process and is often tailored to meet customer needs.
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Zifo's Vendor Evaluation framework

)

PREPARATION

@/

® Business Drivers: Business Value, Success Criteria, Complexity, Maturity, Readiness
e Strategic Direction: Product Pipeline, Delivery Model, Disruptive Trends

e Opportunities: Process, People, Platform

® Prioritization: Future State Capabilities

)

Assess Vendor Understand Understand Product
knowledge of the Technology Stack, Understand Roadmap, Best
Domain, Business Infrastructure Electronic Signature / Practices Adoption,

Processes, Emerging Requirements, 21 CFR Part 11 Market Presence,
Needs & Industry Performance compliance Current Implementation,
Best Practices Benchmarks Customer Feedback

Understand
product delivery against
FAIR principles;
Product Ul and
Semantic Enablement

Understand Delivery Understand product
Methodology, support and configuration
Deployment Options, with respect to ontologies
Support Model, and its definitions;
Partner Network, product ability to
Training Tools maintain ontologies

Evaluate Vendor Evaluate Evaluate Record
PROCESS ability to deliver User Interface, Retention, Electronic
elegant solutions to Integration APls, Records and Data
complex business Data Model, Archival / Migration
problems Dashboards policies

Understand Product Evaluate Hierarchy,
functions: What's in the Security, Audit, Evaluate Audit Document Licensing
Box, What can be Archiving Data Trail and Data Privacy & Professional
configured & What Integrity, FAIR, in the system Services Cost
requires customization Capabilities

Understand product

modern API integration

architecture; Searching
Capabilities; Master
Data Management

A robust solution A modern A modern solution

capable of platform aligned with
delivering a streamlined customer’
user experience informatics strategy

q n A Strong Partner well o
A solution compliant positioned to deliver capable of providing

to GLP & GMP standardized data
Customer success

requirements over a long term for harmonized data
management

Figure 3. Zifo's Recommened Solution Evaluation Framework for right product selection

Use-Case + RFP-based evaluation methodology
Though there are various evaluation methodologies available to evaluate and select the vendors, a Use-Case + RFP-based
evaluation methodology is recommended over other evaluation methodologies.

The figure below describes use-case definition and use-case based demo process steps.

What is Use-Case based Demo?

A use-case based demo is one in which the product vendors setup their demo system
provided by Consultants. This way, SMEs would be able to relate
to the system more closely in alignment with what they doin the lab.

that are representative of a larger set of
requirements.

Use-case demos aimed to evaluate the capabilities and coverage across various functional areas both
from business and digitalperspective. To understand if the product has a

SME Review

e The Consultants drafted a
set of use-cases that
represents real-life use of
system based on VoC

Draft Use-cases

e The SMEs reviewed the
use case list and were
then sent to the vendors

e Product vendors were
prepared to demonstrate
the use-cases

Vendor Prep

Demo

Customer SMEs Scored based on

Figure 4. Use-case based Demo Evaluation overview
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Key Benefits of this methodology:

o Usersexperience the product to assess Functional capabilities based on real-life scientific and lab Use-cases.
e Collaborative buy-in from Vendors and scientists paving the way for better adoption during implementation.

While this approach seems very beneficial, it can take significant time from business and IT stakeholders to run it. Therefore,
careful attention is needed for efficient planning.

Ourrecommendations to plan an effective and efficient Use case + RFP methodology are:

1. Parallelise activities when ever possible - Voice of customer and Market research for example can be run alongside
each other,which cansave alot of time.

2. Narrowdown the number of vendors for the deep dive use case targeted demos, will be hugely helpful and save the
evaluation teams time.

3. Careful selection of use-cases - Having a crisp but detailed use-cases will help reduce the number of “DEMO”
sessions and preparation needed by the vendors.

Imagine having 10 vendors at the use-case demo stage, with each vendor demonstrating 10 use cases! That would be 100
sessions, making it alogistical and time consuming nightmare!

Proven Use Case + RFP driven Evaluation methodology
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Figure 5. Key milestones and activities in a use-case based evaluation process
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Vendor Evaluation Journey Map
The journey map belows describes stakeholders journey in a Phase O evaluation process.
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Figure 6. Representative End to End Journey in Phase O/Solution Evaluation Process
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Customer Success Story
Below is a success story from one of our customers for the vendor evaluation program.

Customer Background & Scope

One of company initiated the ELN Transformation program which
focused on

, While reducing the lab notebook
footprint.

Product Vendors Involved Project Scope
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Figure 7. A summary of a recent project executed by Zifo

Problem Statement/Challenges:

o Lack of harmonization in business processes due to a variety of informatics systems and non-standardized data
capture across and within groups

o UsedELN asadatarepositoryin Paper-on-Glass mode
Had multiple eNotebook systems/instances deployed across various Business functions, some sites used paper
notebooks
Diverse Priorities for different Therapeutic Areas
Most of the business functions were on outdated/siloed/aging platforms

To address these problems, the customer chose to select,implement, and integrate a global ELN solution that would provide

Improved scientific productivity

Harmonized lab workflow process with unified product experience
Supportthelab of the future vision

Accessible and re-usable data with improved data analytics

Cost Efficiency and lesserinformatics systems

Zifo was tasked with executing the assessment phase of the ELN project (Phase O), which aimed at Evaluating ELN vendors to
come up with a go-forward ELN Strategy which included Project Management, Digital Sciene Consulting, and Scientific
Informatics Business Analysis.
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The key drivers for this evaluation were:

Alignment with
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Figure 8. Business Drivers for ELN Evaluation

Zifo approached the evaluation program with the Use-Case + RFP based methodology to finalize a vendor to modernize and
digitize the customer ELN landscape. The vendor evaluation framework focussed on the 4 major pillars.

Functional

(Is the ELN fit for purpose?)

(Does the Product is good partner for
jant?
GxP Compliant?) Customer?)

Regulatory Supplier
. (Will the Vendor be a

Technical

(Does the Product have a
solid architecture?)

Figure 9. What were the questions we wanted the Evaluation to answer?
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Key milestonesinthe ELN Transformation Journey
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Figure 10. How Zifo effectively conducted a Use Case + RFP based appraoch

Zifo's Delivery Highlights

Completed the Phase O analysis phase within 6 months

100% remote execution (due to COVID-19)

Finalization of Vendor Evaluation Framework before VOC interviews

Voice Of Customer (VOC) was conducted for 35+ groups in 3weeks (with 100+ participants);

Employed techniques like Pre-Mortem assessment, Force Field Risk Analysis and Future Envisioning to engage the

customer SMEs to think toward successful ELN strategy and Lab of the Future goals

o Use-case driven vendor Demos - Early draft of Use cases and vendor engagement; Finalization of demo schedule &
SMEs guidance on the evaluation process prior to demos;

o Conducted 150+ demo sessions (~200 hours) with 1300+ SMEs (across sessions) in 4 weeks with 6 vendors.

ANOVA Test on SMEs scores - to confirm statistical significance

Documented 930+ solution requirements for business improvements to add significant value during the

implementation

Zifo was involved in the scoping and framing exercise for the implementation planning activities after the evaluation phase
andis currently engaged with a series of implementation phases to aid in the success of the transformation project.
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Key Benefits:

We put Scientsts in the front

Help to select a notebook experience for scientist to conduct
experiments faster

Harmonizing informatics footprint

We develop a strategy to consolidate multiple solutions to balance informatics
harmonizaton as well as scientific productivity

Paved way for digitalizaton

Through the evaluations trategy, we help customers to modernize their
informatics landscape to enable large scale data analytics

Major Driver for bold decisions

Help Customers core team present recommendations to steering committe
and/or sponsors for endorsement and make quick & bold decisions

\VAVAVAV/

If you would like to know more about our vendor evaluation services or the broader digital science transformation support

Figure 11. What were the business impacts?

we offer—please email us at info@zifornd.com
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