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Study Background

In Vitro Diagnostic (IVD) tests are critical to clinical trial operations, serving to help select patients in clinical trials, provide
accurate efficacy results, monitor patient response, and more. In May of 2022, the In Vitro Diagnostics Regulation (IVDR) in
the European Union and the European Economic Area (EU/EEA) went into effect, seeking to ensure higher patient safety for
medical devices, requiring device manufacturers to conduct more stringent safety and performance studies for said devices.
As a result, current and pending drug clinical trials utilizing 1VD tests now must also adhere to the IVDR. Compliance among
clinical drug trials with the IVDR means IVDs used in clinical trials providing a diagnostic test result that will influence patient
medical management must go through a Performance Study, which requires submission of a Performance Study Application
(PSA). However, this process is currently complex and uncoordinated, resulting in delays in clinical trials and patients waiting
longer to participate in clinical trials, or even not participating at all.

This landmark report includes 90 biopharmaceutical participants from the United States and Europe and explores the impact
of these delays on clinical trial CRO partnerships, with detailed findings on potential strategies and/or shifts to be
implemented by biopharmaceutical companies to mitigate the current and expected delays caused by the IVDR.

In the report, Life Science Strategy Group also provides commentary and interpretation of the data, which reflects more than
30 years of experience consulting to many of the leading global biopharmaceutical companies, clinical development CROs
and CRO industry analysts. As such, for the purposes of this report, we are looking through the lens of our clients —
specifically, what are the preferences among biopharmaceutical respondents for CRO partnerships and clinical trial site
locations and how might these preferences change for clinical trials ongoing in the EU/EEA that are/will be impacted by the
IVDR.
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Report Methodology

The primary research for this report was fielded via an internet survey in November and
Methodolo gy Decem.ber 2023 and draws from ninet}{ (N=90) l?iqpharmaceutical industry professiona/s from

the United States and Europe responsible for clinical development and services outsourcing

across a vatriety of clinical activity in early and late phase development. Respondent position
titles include Manager/Senior Manager through President/Vice President with functional roles in
clinical pharmacology, development, operations, project management, and
sourcing/procurement, among others. All study participants were prescreened by LSSG to
ensure a high level of involvement, knowledge, and decision-making influence or authority for
clinical services outsourcing to CROs. This included confirming consistency of answers for

related questions, validation of companies, and knowledge-based quality control questions.

Study respondents were asked to provide information about current and future shifts in CRO
outsourcing, given the recent In Vitro Diagnostics Regulation (IVDR) affecting clinical trials in
the European Union. This included estimates of delays and preferences among clinical trial site
countries, CRO partners, and any other changes in clinical development outsourcing trends
associated with the IVDR. To draw deeper conclusions, the data from this study was
segmented by company size and geography of respondents. LSSG also included its
experience and knowledge about the global biopharmaceutical and CRO industries,
preferences and outsourcing practices.

All data analysis and reporting was performed by LSSG consultants. For analysis, n<15 is
considered directional.
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Terminology and Segmentation

Terminology

Segmentation

For the purposes of this report, the below acronyms are defined as the following:

IVD — defined as In Vitro Diagnostics: tests done on samples such as blood or tissue taken from a human body to
detect disease or other conditions

IVDR — defined as In Vitro Diagnostics Regulation: a regulation passed in the EU that requires IVDs used in clinical
trials that provide a diagnostic test result influencing patient medical management must submit a Performance
Study Application.

PSA — defined as Performance Study Application: a submission for a Performance Study as required by the IVDR.

EEA — defined as those countries within the European Economic Area, including the EU and Iceland,
Liechtenstein, and Norway.

Respondents were classified into the following segments:

Proprietary & Confidential | Source: Life Science Strategy Group, LLC Unauthorized photocopying or distribution is prohibited

Small/Emerging (SE) Biopharma — Respondents working at biopharmaceutical companies with an annual R&D
budget between $0 and $300 Million

Mid-size (Mid) Biopharma — Respondents working at biopharmaceutical companies with an annual R&D budget
between $300 Million and $1.5 Billion

Large Biopharma — Respondents working at biopharmaceutical with an annual R&D budget over $1.5 Billion
North America (NA) — Respondents located in the United States and Canada

Europe (EU) — Respondents located in Europe
IFE SCIENCE
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Across all phases of development, roughly XXX of respondents’ clinical trials currently involve IVDs.

Respondents expect this to increase by approximately XX% in the next 2-3 years.

Percentage of Clinical Trials Involving IVDs

«  Currently, a larger share of XXX respondents’ Phase | clinical trials involve in vitro diagnostics (IVDs) than do XXX biopharma respondents.

Current Clinical Trials Clinical Trials in the Next 2-3 Years

% of Trials
v
% of Trials

. . . N=90 . . . N=90

Phase | Phase I Phase |l Phase | Phase | Phase |l
SE (n=25) SE (n=25)
Mid (n=30) Mid (n=30)
Large (n=35) Sample Pages Large (n=35) | Sample Pages
NA (n=51) NA (n=51)
EU (n=39) EU (n=39)
\
Q1. What percent of your/your company’s current and planned clinical trials over the next 2-3 years involve/will involve an associated IVD? ©2024 Life Science Strategy Group, LLC ?::) LIFE SCIENCE
: Q
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For future clinical trials, respondents expect to XXXXXXXX by shifting sites to X and Y the number in

EU/EEA countries.

Likelihood to Take Select Actions Given Delays — Future Clinical Trials

*  More X respondents will xxx in EU/EEA countries (XX% vs. XX%, respectively) and more Y than Z biopharma respondents will shift to clinical trial sites in the UK

and non-EU/EEA countries (XX% vs. XX%, respectively).

*  Compared to small/emerging and mid-size biopharma respondents, more yyy will shift sites to LATAM (XX% and XX% vs. XX% respectively) and APAC (XX%
and XX% vs. XX%, respectively) countries.

*  More XXXX than XXXX respondents will shift sites to xxxx. Top-2 Scores*

Aggregate  SE | Mid | Large NA | EU
(N=90) | (n=25) | (n=30) | (n=35) | (n=51) | (n=39)

. —_——

N

Reduce the number of clinical trial sites in _
\ EU/EEA countries
D |

e e e o e e e Em mm e e e e e e mm e e e e e e e e

Reduce the number of patients in EU/EEA

countrysites T TEEELGm———— S le P
Shift to clinical trial sites in APAC countries™ D | ample Fages

Do nothing and wait for the PSA process 1

1 (Very Unlikely) =2 3 m4 m5(Very Likely) % of Respondents

Q6. [Show if Q2(future)a-c>0] Given the current delays and expectations of future delays, how likely are you to take each of the following actions for \
L o : : A . . A
your clinical trials involving an IVD in EU/EEA countries? [Future Clinical Trials Over the Next 3 Years] “Top-2 Score = Sum of options 4 & 5. ©2024 Life Science Strategy Group, LLC 9 Q LIFE SCIENCE
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X are perceived to be market leaders in understanding and Z.

EU/EEA Requlatory Landscape Market Leaders

Perceived Market Leaders - Agqgregate Market Leaders - Segmentation
L] : : [ ]
. SE
(n=25)
L]
S |
[ ]
. Sample Pages Mid
. (n=30)
O T
[ ]
y Large Sample Pages
* (n=35)
* Precision for Medicinetn=6¢y |
* Propharma (n=4) NA .
« CTI (n=2) (n=51)
« WuXiAppTec(n=2y
[ ]
EU
(n=39)
; Includes n>1 |
* No significant segmentation differences.
Q15. Which clinical development CROs, consultancies and other vendors do you perceive to be the market leader(s) in understanding and advising its N=90
customers about the evolving regulatory landscape and requirements in EU/EEA countries specifically related to the clinical trials involving in vitro \
diagnostics (IVDR), the EU Clinical Trial Regulation (CTR), and EU Clinical Trial Information System (CTIS)? ©2024 Life Science Strategy Group, LLC :;) LIFE SCIENCE
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V. Respondent Demographics
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Respondent Demographics

« All respondents work in Biopharmaceutical companies.

Company Size

More than $1.5 Bilion ||| NGETNNIEIGIGEGEN 39%
Between $300 Million and $1.5 Billion || NEGEGGGE 33%

Involvement by Phase

= North America

Between $50 Million and $300 Milion [N 17% Europe
$0 to $50 Million [ 11%
0% 25% 50%
% of Respondents
Position Level Role in Decision Making
P 100%
_ & T75% 519 i decis ) 0
52 50y o inal decision maker || 40%
X8 o 9% 17 i
o 0 Part of a team that makes the decision || 56°
£ gy,  mmm N ] 56%
C-Suite Vice Senior Senior Advisor to the team that makes the decision || 4%
President  Director/  Manager/
Director  Manager 0% 25% 50% 75% 100%

S1. Where are you located?
S2. Which best describes the type of company that you currently work for?
S3. Please estimate your company's total R&D budget (not for your specific role, but the company in total) for the fiscal year?

% of Respondents

S4. Which best describes your position level or equivalent? N=90
S10. Which of the following best describes your role in the evaluation and selection process for clinical development services offered by Contract \

Research Organizations (CROs) for your/your company's clinical trials involving an associated IVD? ©2024 Life Science Strategy Group, LLC 12 ':E) LIFE SCIENCE
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Respondent Demographics

» Respondents’ clinical trials are either currently being conducted in the EU, or they are considering EU countries for their clinical programs over the next 3 years.

IVD Involvement in Current or Considered EU Trials Developmental Stage of Functional Responsibilities
Yes [ 54% Discovery/Predlinical
Very likely _ 26% Early Clinical Development (Phase 1)

Sample Pages

Likely [ 18% Late Clinical Development (Phase Il and I11)
Possibly | 2% Commercial (Phase V)

0% 25% 50% 75% 100% 0% 25% 50% 75% 100%

% of Respondents % of Respondents

S5. Which describe the developmental stage(s) of your functional responsibilities at your company?
S7. Are any of the clinical trials that you are responsible/part of your functional responsibilities currently being conducted in European Union (EU)
countries, or are EU countries being considered for your clinical programs over the next 3 years? N=90
S9. Do any of the clinical trials that you are currently conducting or considering conducting over the next 3 years in EU countries include an associated \
E:‘) LIFE SCIENCE
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in vitro diagnostic (IVD) that will help direct treatment decisions? ©2024 Life Science Strategy Group, LLC
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Respondent Demographics

Functional Area(s) Therapeutic Area(s)
Clin Dev/Ops/Project Management [[IINNEGEGEGEEEEEEEEEEEEEEE 20% Oncology/Immuno Oncology |GGG 100%
Clinical Pharmacology [N 50% Immunology NG 72%
Bioanalysis/Bioanalytical Sciences [ IINEGNGNGEGEGGEG 50% Rare Disease [N 50%
Regulatory [NNNEGEGEGEEE 41% Cardiovascular [IINENEGGEGEGE 48%
Medical Affairs/Medical |GGG 34% CNS/Neuroscience | 39%
Sourcing/Procurement |G 32% Neurology G 338%
RWD/RWE I 31% Endocrinology I 33%
Scientist |GG 22% Metabolic | 26%
C-Suite Management [ 19% GI/GU 1 19%
Biostatistics [N 17% General Medicine [l 16%
IT/Technology I 14% Pediatrics [l 14%
0% 25% 50% 75% 100% 0% 25% 50% 75% 100%
Other includes drug product % of Respondents Other includes vaccines (n=2), infectious % of Respondents
development (n=1) diseases (n=2), and hematology (n=1)
S6. Which best describes your primary functional role(s) at your company? \ N=90
S8. /r.: which thera;.)eutic.: areas are the.trials .that you are currently conducting or considering conducting in EU countries over the next 3 years include? ©2024 Life Science Strategy Group, LLC 14 Q LSIfRETE cg IGERNOUCPE
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Respondent Demographics

Aided Vendor Awareness

£
é 100%
S 80%
@ 60%
n ()
o Sample Pages
5 0% P ? AL T
o
1 N
0%
IQVIA PPD/ Thermo Parexel Charles River ICON/ Fortrea/  Syneos Health  Medpace Worldwide  Precision for
Fisher Labs PRA Labcorp/ Clinical Trials Medicine
@ Scientific Covance
S 100%
£ 80%
8_ (o]
@ 60%
e XL Sample Pages
o
S ]
0%
uBC PSI Allucent/ Emmes Celerion Premier CTI Clinical Ergomed/ Clinipace/ TFS
Pharm-Olam Research MedSource Caidya HealthScience
m Currently using  mNot currently using, but used within the past 18 months Not currently using, but used over 18 months ago Not Aware/Don't Know
N=90
S11. What best describes your experience/familiarity with each of the following CROs/vendors for their clinical development services? ©2024  Life Science Strateav Group. LLC \:_;‘) LIFE SCIENCE
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