Collaboration with Academia
hard truths 2.0

Jean Edwards



7N\

PCMG

Pharmaceutical\/

Contract Management Group

e Introduction

 PCMG Survey Results (including conference input)
 Demographics & experience

Contracts

Process

Compliance

Performance & SRM

Process Improvement

* ARO survey - inputs

* Conclusions



7N\

PCMG

I n t rO d u Ct i O n Pharmaceutical\-/

Contract Management Group

Conference Input

* Histor
Y : Need for guidance?
* Perception more ARO contracts 60% VES
* Need for guidedance? 17% NO

: 23% DON’T KNOW
* Did a survey and presented data at conference ’

Collected additional data at the conference
Set up PCMG ARO team to work on guidelines

This presentation —a summary of conference presentation plus some new
data from the AROs themselves
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* Academia has been involved in the drug development process from
the early days

* Originally as investigators, key opinion leaders, authors, site networks

e Over the last few decades: growth of academic centres as broader
research organisations offering CRO-like services

4 Academic Research Organisation )

An academic or non/profit institution
that performs one or more functions in
_ the conduct of clinical trials Y
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e 26 respondents from a mix of organisations (54% pharma, 42% CRO)
* Average experience of working in clinical development = 14.3 years
* Average experience of working with AROs = 5.1 years

e Good mix of functions

* Business development
* QOperations

* Qutsourcing

* Procurement

e Commercial

* Medical
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* Over 80% seeing similar or broader services being outsourced to
AROs

e Over 15% of AROs are managing vendors for sponsors

60%

50% -

40% -

* Type of trials

30% -

20% -

10% -

_B

Registration Post-registration  Investigator initiated

0% -
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* 45% of respondents seeing more ARO contracts. Only 8% seeing less
* Nearly 80% are one-off service provision contracts

* Mix of contract models — often tripartite (with CRO)

* Only 30% of respondents have specific ARO templates

* |t often takes longer to complete ARO contracts than CROs and labs

Conference Input
41% seeing more contracts
75% see more delays with ARO contracts
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e Challenging areas
* Ownership of data
* Publication
* Discovery rights
* Payment and termination
* Responsibilities of CRO vs ARO
* Many!

* Some — no significant problems (compromises can be found)
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Process — involved in selection

e 52% — cross-functional team
* Procurement included - 14%
e Qutsourcing included - 14%

e 48% — other:

Therapeutic area
Medical Science

Study management

CRO

Clinical project managers
Head of development
Executive team
Feasibility Manager

Different from other vendor selection!
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* 29% Senior Management

* 19% team

* 19% Operations

* 9.5% Procurement or outsourcing involved

e Other

Medical

 Clinical project Leaders
 CRO

* Feasibility Manager

* Therapeutic area

Again — different from other vendor selection
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Process — selection same as PCMG
Other VendorS? Coﬂ;:gztcﬁdualr?:gementeroup
* Yes: 52.2
* No:47.8

* Reasons why process is different
* More scientific decision
* Based on their network and scientific capabilities
 Skills & expertise of individual
* They have data source
 Difficult to have competition — less options
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ARO is charging a fair price for services? &iemmce

Common sense _
Negotiations _
Fair market Value (FMV) _



7N\

PCMG

Compliance N g

Contract Management Group

* Does your company have checks in place to ensure there is minimal
risk that payment could be misinterpreted as an incentive for the ARO
to support the company?

56% Yes

* |s the audit plan for an ARO similar to other partners?
78% Yes

37% complete an audit
37% carry out full due diligence
26% limited/none
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Do you have similar payment terms with PCMG
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AROs as with other partners:
* 33.3% have different payment terms
* More milestone payments
e Salary payments
* Mixture of milestones and salary
Invoice Details
[ t | [ cancel |
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SRM

PERFORMANCE

& EXCELLENT
0 GOOD
O AVERAGE
0 POOR




Do you generally see more or less QMG

performance issues with AROs than other Egmu;;\/:;ememGmp
partners?

60%

Conference Input
50%

56% more
5% less
39% same

40%

30% -

20% -

10% -

0% -

More Less The same

Process for resolving issues the same as other partners in over 80% of respondents — although
comments: can be more delicate to resolve with KOLs
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management
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What solutions/processes have you p‘ MG
implemented to improve working with AROS e~
1

Contracts

 Clearer contracts defining responsibilities
* specific templates
e defined matrix for tripartite agreements

* fall back language when AROs do not accept Sponsor terms and
conditions in a contract.

This Photo by Unknown Author is licensed under CC BY-SA-NC


http://www.duperrin.com/english/2017/12/20/hr-productivity-employyee-experience/
https://creativecommons.org/licenses/by-nc-sa/3.0/
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Process

e More discussions up front during the RFP process:
* Internally on expectations

 Clinical CRO - on how they will manage the ARO, sponsor expectations,
CRO experiences working with ARO.

* Tight collaboration before study start. ARO involvement in setting
up timelines & studies milestones

* Always a tailored process working with the site staff directly.
* Processes to ensure all aspects of compliance are met
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* Governance
e Qversight committee
* Quality questionnaires

* Recruiting consultants to provide essential inputs and/or training to
the ARO.

* Early notice and involvement with Medical Science to reduce 'urgent
contract need’ situation
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* Every country's ARO has different expectations and 'statutory’
requirements.

Responsibilities
 Clarification of roles and responsibilities are key, we see more change
orders/cost increases with ARQO’s

* There needs to be much clearer responsibility split, it should be considered to

invite the ARO into more operational meetings to discuss challenges and
actions.
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Quality
* To have a robust risk mitigation plan in place which includes the

ARO study personnel and processes. To be very clear what quality
standards you expect them to apply.

* AROs generally need capacity building to support with systems
validation, appropriate QMS and their personnel may not have the
right type of clinical research experience. In addition they do not
have a service mindset and so it takes so much more time and
patience to go from A to B with them compared to CROs.
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Contracts

 clearer contracts and better review of ARO processes in advance
* Being patient and open to AROs terms and conditions is key.

* Ensure the contracts are detailed and that all understandings agreed during
negotiations are documented and not left to the memory of the negotiators

Final Thoughts:

e To anticipate the worst and not make any assumptions.
* Play to their strengths
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* AROs do not fit well with our standard outsourcing/procurement processes

e But use of AROs is growing for many organisations
* 80% seeing similar or broader services outsourced
* 50% are registration studies

* AROs are not always easy organisations to work with

* Contracting can be complicated and lengthy
* Selection and decision making process is different (and probably should be!)

e Compliance concerns for many organisations
e Often see more performance issues



29 survey

* Missing input from a key player for the guidelines!
e Team worked on a revised survey & sent out
* Limited response but still useful inputs
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* Respondents:
* Independent ARO, Research Institute CRO, University Hospital, site network
* 30 contracts/year on average

e Services:

* Frequently: Patient recruitment, Site management, study management, data
management, statistical analysis

* Occasionally: medical writing

* Also: Scientific Leadership, Endpoint adjudication, RWE trials, Ethics and
regulatory submissions. Protocol development, safety monitoring

* Contracts:
e 80% with just Pharma

* 80% seeing more contracts
* 60% broader services being contracted
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* Delays:
* Engagement (including Biotech funding),
e Budgets & approvals
* Contracts
e Bureaucracy/red tape

* Finances
* Fair Market Value
e Rigorous cost focus

* Relationships
* Aligning expectations
e Access to decision makers
* Understanding the CRO/ARO model (is it always needed?)

* Contracts
* GDPR
e Contract terms more suited to large organisations
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* Flexible clients?

* large pharma limited, biotech more flexible

* Clients generally willing, CROs less willing/unable
* Very flexible

* Internal Challenges
 speed of decision making within academia

* Being adaptable to different sponsor requirements, expectations and
processes

* SOP
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* Early discussions on finance
* Have transparent budgets

* Matrix organisation model, improving lines of
communication across different stakeholder levels

* Direct contracting with Sponsor

* Direct interaction with Sponsor study/medical team on all
medical related questions

* Small change? —talk on the phone
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* Collected some useful data
* Aim to create guidance documents by the June Conference
* Welcome your input today!

Thanks to the ARO Team
David Clarke, Ben Payne, Trevor Piatkiewicz, Alison Slade, Aize Smink
Dorothee Walter; Roger Joby
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