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1. Introduction
The use of academic research organisations (AROs) in clinical research is increasing and, in
some cases, causing challenges for outsourcing professionals who have more experience of
dealing with CROs. This guidance document aims to provide some practical information to
help the collaboration with these important clinical research partners run more smoothly.
The guidance will include things to consider before you start, the selection process,
contracting and relationship management. It will not cover standard investigator
agreements, information on rates and prices, recommendations for specific AROs or
outsourcing strategy development.

1.1. What is an ARO?
An ARO is defined as an academic, academically affiliated, or non/profit institution that
performs one or more functions in the conduct of clinical trials.
Academia has been involved in the modern drug development process from its earliest days
providing investigators, key opinion leaders and authors. However, the formal concept of
an ARO dates back to the 1980s where the growth of large global clinical trials identified a
role for clinical scientists from academic institutions to collaborate on global clinical studies.
One of the first groups was located at the
University of Oxford in the UK and they
designed and managed the then-largest trial in
history (6,027 patients with suspected
myocardial infarction) in the early 80s.
The academic-industry partnership, if organised
appropriately, has been proven to be a
successful model, allowing exploration of novel
therapies, elucidation of important mechanisms
and greater understanding of critical illness.
The size of organisation can vary considerably from smaller niche organisations in specialist
therapeutic indications to large organisations that offer a full range of services equivalent to
large CROs.
Regarding location, there is a strong focus in North America and Europe, but with the AsiaPacific region becoming increasingly important.
The term ARO is generally used to describe organisations that are linked or affiliated to
Universities but in fact various types of organisations fall within the ARO category. They
include, but are not limited to:
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Medical Institutions and Trusts
Academic Hospitals
University Medical Schools
Scientific Research Groups and other independent organisations
Scientific collaboration groups, academic cooperative groups and networks
Investigator Site Networks
Academically based or affiliated Phase I/II units

It’s important to be aware that the experience of working with one group may be vastly
different to another.
The range of services offered and performed by AROs can be very broad and some of the
most common are listed below.










Provide academic leadership, including involvement in advisory and safety
committees
Support collaboration with other academic partners, regulatory authorities and
industry sponsors
Representation and management of established network of research sites (at the
larger organisations this can represent several thousand investigator sites across 50+
countries).
Conduct of early phase studies in their own Phase I/II facilities
Study management and monitoring
Providing Independent analysis of data and interpretation of results.
Sharing knowledge through scientific publications and presentations.
They may also be actively involved in managing major national patient registries
designed to collect data and determine best practices, which can then be
incorporated into clinical practice guidelines

The growth in the range of services offered, plus the combination of AROs and CROs
working on the same study, has caused considerable complexity and challenges for
outsourcing professionals.

1.2. Why do pharma/biotech companies work with AROs?
There are a variety of reasons why pharma and biotech
companies choose to partner with AROs, but it usually revolves
around access to a key element of the clinical trial or
programme. This may be scientific expertise (especially related
to a new therapeutic area), access to patient populations, data,
technology or specific capabilities. They may also wish to
leverage the reputation of key opinion leaders or utilise their
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independence for certain key roles within the drug’s development. Increasingly AROs are
being seen as a strategic partner by Pharma, especially in cardiology,
immunology/inflammation and oncology therapy areas where there is an increased focus on
accessing targeted patient populations, building efficiencies in the trial design and reducing
recruitment costs.

1.3. How are AROs different from CROs?
One of the key aspects of successfully partnering with AROs is to understand how they are
different from CROs and how you can adapt your approach and processes whilst remaining
compliant.
Most CROs are tightly managed commercial organisations;
process driven, primarily concerned with efficient delivery of
clinical trial data and focused on client satisfaction. There
can be centralised innovation but with a business focus.
One of the key differences is that AROs are science-driven,
often more network-focused and less focused on profit.
This means they value developing and sharing knowledge
and staff will often be recruited based on
academic/scientific expertise. The motivators for
collaborating with a pharma company may include
questions such as: Do my patients benefit? Does my
reputation benefit? Can I publish? Is my organisation
benefitting? However, covering cost and earning a return on their investment may still be a
relevant factor.
This focus on scientific innovation rather than on solely commercial aims means that it is
less common to see formal business development roles and costing models are more likely
to be based on FTE rather than unit costs (bringing payment schedule challenges). They
operate in an academic environment where industry sponsored clinical trials may only be
one part of their day to day operations. This means legal departments may be less
experienced with clinical trial contracts and there may be GDPR challenges. In some cases,
careful assessment of capabilities is required and support may be needed to ensure
successful execution of contracted trial responsibilities.
Depending on the reason for collaborating with an ARO there may not be a choice of ARO
partners. This will bring some challenges to standard outsourcing/procurement selection
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processes (see Section 3). It will also potentially give the ARO more leverage in negotiations
and require more flexibility from the Pharma/Biotech partner.
Finally, some AROs may be important current or future customers of Pharma. This brings
with it potential compliance concerns and reporting requirements. Some large companies
have complex fair market value processes to protect both the ARO and company from
potential accusations of inappropriate financial transactions (see Section 2.2).
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2. Before you start – important things to consider
2.1 Type of relationship
It is important to clarify the type of relationship your company is planning with the ARO. In
most cases, although there may be some elements of partnership, the contractual principles
will be one of client and service provider (see Section 4). It is also worth confirming who
will be the sponsor from a regulatory point of view. Again, in most cases your company will
be the sponsor but there may be times when joint sponsorship (following the IMI
guidelines) is appropriate, or when the ARO will take on the sponsor responsibilities. It may
also be possible to have co-funded research projects rather than commissioned projects
(see Section 2.2.5). All these decisions will impact the level of risk-sharing taken on by the
ARO and will impact costings, contractual language and relationship management.

2.2 Financial compensation and compliance
2.2.1 Compliance – why you need to worry about this
Unlike CROs, there are additional considerations when making payments to AROs. Some
AROs will be classed as healthcare organisations (HCOs) under the EFPIA definitions and/or
Teaching Hospitals under the Sunshine Act. Payments and other transfers of value will need
to be reported and may face additional scrutiny from regulators. There may be compliance
concerns (both internally and externally) where large payments are being made to an
important customer and so it will be
important to establish that a fair price for
legitimate services has been paid. Our key
recommendation is to ensure that you
understand your company’s policy and
processes regarding payments to AROs at the
outset of any interaction. Many companies
have an established a Fair Market Value
(FMV) process which is primarily focused on
investigator grant payments and payments
for consultancy and Advisory Board participation to individual healthcare providers (HCPs).
It is important to work out how and if these apply to large collaborations with AROs and
may require some consultation with your legal and compliance groups if formal guidance is
not already in place. More details and links for up to date guidance (including definitions)
on the EFPIA code and The Sunshine Act are included in Section 6.
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Recommendation: Understand your company’s policy and processes regarding
payments to AROs at the outset of any interaction.

2.2.2 Fair Market Value
Ensuring that budgets/costings are appropriate for ARO collaborations bring some
challenges compared to a CRO selection process. It is far less common to have a choice of
potential partners and so the standard competitive bidding process of sending out an RFP to
multiple vendors and the associated cost analysis may not be possible. So how do you
ensure that a fair price is being suggested for the specified tasks?
Many larger companies will have specific internal resources and even departments that can
assist in FMV assessments including hourly rates for HCPs and
cost ranges (often banded into low, medium and high) for
simple procedures. However, within smaller companies there
may not be internal resources to perform FMV analyses for you.
In this case there may be some external resources you can use
(Section 6). If you are also partnering with a CRO on the
project, it may be possible for them to assist with FMV
assessments of the ARO proposal (if confidentiality agreements
permit).
It is good practice to have a justification document/waiver
process that can be followed when costs go outside appropriate
reference ranges.
In addition, if the ARO is providing more complex services such as data management or
bespoke services for example, suitable FMV benchmarks will probably not be available or
appropriate. In such cases the key is to look for alternative benchmark information and
fully document your comparisons. Suitable approaches are:



Historical cost comparisons – have you worked with this ARO before? Are costs in
line with previous contracts? If not, why not?
If tasks are similar to those commonly carried out by your CRO partners e.g. project
management, how do the rates compare to recent CRO contracts? This type of
benchmarking was the most common approach used by PCMG members, who
completed a recent survey. Be sure to include ARO overhead costs in the
comparison.

In reality a combination of approaches is often required for large collaborations.
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2.2.3 Understanding how AROs approach costing
When reviewing a proposal from an ARO, it can be helpful to have some knowledge of how
AROs commonly work. For many academic
institutions research is not viewed as a commodity
and their primary focus will relate to covering costs
for headcount with standard institutional overheads
added on top. Even if your preferred contract model
is unit cost based, it makes sense to understand the
FTE model being proposed before looking at
different financial and contractual models. Here are
some thoughts on FTE models:








They allow transparency for financial reporting and compliance (see above). HCP
time can be assessed according to FMV benchmarks.
Ask for details on the percentage of time being spent on your project – do they have
other academic duties? Are they working on other research projects? Ensure the
proposal reflects the hours on your project.
Beware of resourcing timelines (particularly when HR support is required for
recruitment of important roles), this could lead to a slow or under-resourced start
up. In some cases, it may not be possible to hire people unless there is a signed
sponsor contract in place.
Consider possible project termination scenarios. Are scientists being recruited solely
for your project? What notice periods are proposed?
Project budgets may be linked to the timeline, so if a project overruns it may be
assumed that any remaining budget is excess to requirement and be absorbed into
general university funds. To prevent this becoming a problem you may need to
provide a letter confirming the overrun.

Once you have completed this assessment, investigate how such FTE costs can be converted
into your preferred contractual approach (e.g. fixed unit costs). Ask for costings to be
supplied in a different format, but be aware that this may not be possible or sensible in all
cases.
If your project requires capital investment be aware that delays in decisions and signing of
contracts may impact yearly budgets and project timelines.

2.2.4 Payment Schedule
In many CRO contracts, payments will be made for completed units or when key milestones
are met. This offers some protection for the sponsor company when progress is slower than
planned and arguably provides an incentive for on-time performance. However, if an ARO
contract is structured around regular payment of FTE costs, there is the risk that payments
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will not be linked to project performance in any way and a high possibility of change orders
and additional costs if timelines slip for any reason. Ideally, at least part of the contract
should be performance based (you will need to use judgement on the exact percentage).
The use of financial penalty clauses (often related to delays in delivery of key milestones)
are used in CRO contracts by some companies. Although these are famously difficult to
enforce given the complicated nature of clinical research, it may be worth considering if
they are appropriate for some ARO projects, but these will be tricky to agree and enforce.
Many pharma companies are seeking to improve their days payable metrics by enforcing
long payment terms (e.g. 60 days/90 days, where local law allows) on suppliers. Such terms
are often not acceptable to AROs and depending on the importance of the ARO to the
project you may need to be flexible (and get a formal exception from your finance
department).

Recommendation: Be more flexible on your payment schedule but try to ensure
at least part of your payment is performance-based (e.g. key milestones)

2.2.5 How different collaborations can impact costs
It is important to understand what type of collaboration your company is planning with any
given ARO. Most academic organisations
will distinguish between commissioned and
co-financed research and this distinction
impacts costs and contractual terms.
Commissioned research is carried out on
commercial terms and financed in full by
the company ordering the research. It will
attract a high overhead rate (as much as
180% of costs).
Co-financed research is research that serves to expand the knowledge base of the university
as well as the company and generally involves a contribution of resources from the
university (and possibly external funds). The university will expect to be treated as an equal
partner and retain ownership of the results, possibly a share of any resulting IP and full
publication rights.
One key difference between the different research models is the level of overhead costs
applied to contracts. For example, this can vary from 40% for co-financed research to 180%
for commissioned work.
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2.3 Scope of services (including ARO capabilities)
As with any commercial relationship, it is important to be sure of the scope of services you
are contracting for. In many cases an ARO will be making a unique contribution to a clinical
programme; access to a particular patient population or
data, scientific expertise or technology. However, over the
last few decades there has been growth of some academic
centres into broader research organisations offering CROlike services. When working with these organisations, care
may be needed during the selection process.
At the start of the process it is a good idea to ask a number
of questions:





Is it clear which services will be required from the ARO?
Is a CRO involved with the study as well? If yes, is there clarity on who is
providing which services and if they will need to work together?
Will the ARO be managing other service providers for you? Do they have
experience of this?
Has the ARO been approved for all services? Do they have experience of all
services planned? Do you need to audit them for new services? (see Section
3)

There may be times when you need to work with an ARO but are not confident they can
deliver all the services required. Some pharma companies will invest both time and
resources to help the ARO build specific capabilities or deliver to the appropriate standard.
For example, this can include support for systems validation and appropriate QMS.
For most clinical researchers in an academic environment, clinical trials (especially industry
sponsored clinical trials) are not their core business. It is therefore important that as part of
the due diligence process the clinical research experience of all key personnel is assessed.
Again, some companies will invest in consultancy support to provide training including
project management.
It is also important to understand the relationship between your company and the ARO. Are
they considered a strategic partner or do you have a choice of AROs that could provide the
expertise/services required? If they are considered a strategic partner by your company the
way you approach the selection process and contracting may well be different.
Finally, consider potential conflicts of interest between other companies, key opinion
leaders, competing trials etc. It is important to discover these early in the process!
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2.4 Communication
2.4.1 Introduction
As with any outsourcing relationship, communication is critical to ensure things run
smoothly. There are some cultural differences between AROs and CROs that need to be
taken into account to enable effective
communication. It is important to recognise the
differences between scientific (academic)
culture compared to business/commercial
culture more commonly seen in Pharma and
CROs. A client-focus does not always come
naturally to AROs. It will be important to take
time to understand the ARO structure, how they
are set-up and who the key stakeholders are.
In certain cases, AROs are headed up by worldrenowned experts considered thought leaders in their field and internal communication
styles may need to be adjusted to get the attention and cooperation needed. As mentioned
elsewhere in this document, setting up the relationship as a partnership may help
significantly with this.
Recommendation: take time to understand the ARO structure, how they are setup and who are the key stakeholders.

2.4.2 Working with an ARO and a CRO
If a CRO is also involved in the study this may further complicate communication. The
CRO/ARO/Pharma dynamics need to be managed carefully to ensure there is a clear split of
responsibilities and agreed communication channels (see Figure 1). It may be beneficial to
document these in the contractual documents and hopefully avoid overlap and confusion. If
the ARO is to be sub-contracted by the CRO there may still be a requirement for some direct
communication between the sponsor and ARO (e.g. for medical related questions) and
these should be agreed by all parties at the beginning of the study, particularly if they are
providing scientific leadership.
In large complex studies consider having a formal communication plan (but be careful not to
overburden the ARO with unnecessary charters). Joint calls, where all parties hear the same
message may be appropriate for many collaborations.
The communication needs within the ARO and for the ARO study team and the KoL will be
quite different. It is also important to understand how other third parties will be managed.
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2.4.3 Internal Communication
Consider whether internal teams are familiar with working with AROs and if they require
any help or training. If the ARO is critical for the study or relatively new to clinical trial
collaboration, you may need to make sure people are aware of some of the challenges e.g.
flexibility from standard CRO contract
language, need for support and training etc.
On a practical note, if you have a
department who regularly collaborates with
AROs, it is worthwhile keeping in contact
with them throughout the year to avoid last
minute contract requests at a late stage in
the process. There is a danger that because
no competitive bidding process is possible
that outsourcing/procurement will be engaged at a late stage.
2.4.4 ARO communication
Encourage ARO communication back to the sponsor by confirming the reporting
requirements. In the recent PCMG survey contributors recommended tight collaboration
before study start and getting ARO involvement in setting up timelines & study milestones.
It was also recommended to directly communicate with the ARO whenever possible.

Recommendation/top tip: for a small query or change just pick up the
phone and talk directly to the ARO

Figure 1 below gives one example of how the clinical trial tasks and responsibilities can be split
between the different parties.
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3. Selection process & due diligence
3.1. Introduction
The recent PCMG survey on working with AROs showed that there are a number of
differences in the way that AROs are selected compared to CROs and other third parties.
Only 52% were selected by a cross-functional team, and outsourcing/procurement functions
were involved in only 28% of cases. When a cross-functional team was not involved, AROs
were selected by the therapeutic area, study teams, executive team or CRO. A similar
difference was seen regarding who makes the final decision. Only 19% were made by a
cross-functional team (with outsourcing/procurement involved in 9.5% of cases).
52% of respondents said that they did not follow the same process for AROs and CROs. The
reasons given were as follows:


More scientific decision



Based on their network and scientific capabilities



Skills & expertise of individuals



They have data source(s)



Difficult to have competition – less options

3.2. What is the best approach to selecting an ARO?
As can be seen above, there are often good reasons why only a particular ARO will be able
to meet the study requirements. This means that
the standard competitive bidding process of RFP, bid
defence meeting and negotiation will not be
appropriate or possible. However, it is important
that an amended selection process is followed to
ensure compliance needs are met, fair and
appropriate pricing is agreed, the contracting
process starts early and the project is set up for
success.

Recommendation: Do not try to follow your standard third party selection
process.

It is important to get the right team involved at the start of the selection process. In
addition to scientific/medical functions; operations, quality and outsourcing/procurement
16

should be involved. Depending on the scope of services, other functions may also need to
be included in the team (e.g. data management, statistics, medical writing).

Recommendation: Make sure all relevant functions are included in the
selection team at the start of the project.

3.3. Process
Recognising that the standard third-party process may not work for AROs, it is still
important to make sure that a process is in place to ensure that appropriate steps are
followed and decisions are properly documented. See Figure 2 below for a suggested
process flow

* Data Management, statistical analysis, PK samples

Recommendation: If you do not have a specific ARO process it will be important to
document the reasons for all deviations from your standard third party process
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3.4. Due Diligence
Due diligence is important for all third parties involved in clinical trials but is particularly
important for AROs that may have less clinical trial experience and where there is less
choice of who to partner with. Many of the basic CRO due diligence processes will work but
you may need to careful about assumptions. For example, some common requirements will
be well established in CROs but a new ARO may not have all equipment or processes in
place. For this reason, it will always be important to visit a new ARO to allow physical
inspection of capabilities and face to face discussions (where allowed).

Recommendation: Where possible, visit a new ARO to allow physical inspection
of capabilities and face to face discussions

As with any due diligence assessment it is important to cover all services and again this may
be particularly critical for some AROs where the internal business decision is to award
multiple services. Will the ARO be asked to manage other third-party vendors? Do they
have experience and processes to do this?
Depending on the ARO’s level of experience it may be important to assess the capabilities of
the team e.g. project management skills. You may need to be flexible. If the ARO have less
processes, qualified staff and/or accreditations you will need to agree actions/remedies to
ensure appropriate standards are met. Have a robust risk mitigation plan in place which
includes the ARO study personnel and processes. In some cases, bringing in internal staff or
consultants to support them will be required to help build their capabilities. Many
companies start with a quality questionnaire and then follow up with an audit. The biggest
issues are having the right staff, systems and SOPs. There will always be gaps, the key is to
look at which gaps you can realistically fill prior to study start.
Financial assessment of stability (e.g. by credit score) may not always be possible if the ARO
is a government owned entity.
Be aware that HCP processes and compliance may be relevant - see Section 2.2.

Recommendation: Agree actions/remedies to ensure appropriate quality
standards are met, bringing in internal staff or consultants to support if
required
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4. Contracting
4.1 Introduction
It is clear from the recent PCMG surveys, that the contracting process is a source of much
frustration for both AROs and sponsor companies. Many outsourcing professionals are
seeing more ARO contracts, so it is vital to try and optimise this process for the benefit of all
parties.
Before starting, it is important to understand who will be involved in the process. There is
nothing more annoying than thinking you have an
agreed contract to discover that there is an
additional major review required by an institution’s
legal department! In some cases, contracting is
performed by external staff, not necessarily under
direct control of the ARO so make sure you know
who the key players are and what their experience
of clinical research is. If you are working with
multiple departments (e.g. facility and a clinic) it is
also worth checking if they are different legal
entities.
It is never too early to start discussing the contract framework, especially if this is a high
priority project. Understanding who will be the key decision makers (even undertaking a
quick stakeholder analysis) will ensure the correct people are informed and involved during
the contract process. Understand what flexibility you might have internally from both your
business partners and legal support is also important. Understanding the non-negotiables
e.g. ownership of data, and ensuring these are discussed early may save you considerable
time and may avoid you losing goodwill with the ARO.
It is important to recognise that AROs are a different type of contracting partner and your
standard CRO contracting process will be a challenge to follow. In many cases this will not
be a competitive environment with a choice of suppliers. The ARO may well consider this to
be a collaboration or partnership in an important scientific area and so receiving a
client/supplier contract template is not going to be appropriate or well received. Even if
many of the clauses may be the same, setting up the relationships and naming conventions
within the document may make a significant difference.

Recommendation – do not try to follow your standard CRO contract
process.
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4.2 Contract models
It is very common to negotiate a master services agreement with CROs and other specialist
suppliers. This enables contracts for new projects to be put in place quickly using work
orders or statements of work. This approach is less common with AROs possibly because
projects are often one-off collaborations or projects with the same ARO may vary
considerably with different contractual language requirements. In a recent PCMG survey
nearly 80% were one-off service provision contracts.
Talk to your internal business partners to understand the future collaboration potential so
that the most appropriate contract model can be utilised. It may be that a strategic
partnership document may help frame the relationship and expectations from both sides.
In some projects both a CRO and ARO may be involved. This will allow for a variety of
different approaches to be taken; two separate contracts, a tripartite agreement or one
party sub-contracting the another. If there is a lot of collaboration required between the
CRO and ARO, it may be worth having everything in a single legal document to avoid
confusion with, for example, a defined matrix of responsibilities.
Some companies like to have a separate standard investigator agreement in place to cover
those aspects of the services with a second services contract. However, it should be
possible to include everything in one contract. In some cases it may be appropriate to have
small consultancy agreement in place first.

4.3 Templates
For projects with tight timelines, especially if it is likely to be a one-off collaboration, review
the AROs contract template at an early stage to see if it is possible to use this as the starting
template. Adding your non-negotiable wording to the ARO template will save you
considerable time, if you can get internal approval for this approach.

Recommendation 1: Consider whether you can use the ARO’s contract
template

If you do need to start from your own documents, consider developing specific ARO language either
in the form of templates or a clause library. Starting with specific ARO language will save time and
help make the process run more smoothly. It is also recommended to have agreed fall-back
language available where possible for when an ARO pushes back against your preferred position.
The key to success here is to compare with what has been acceptable in previous ARO contracts
rather than what you would normally see in a CRO contract!
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Recommendation 2: Develop specific ARO language either in the form of
templates or a clause library.

Whichever approach you take, it is recommended to make sure the contract is detailed and
includes all the understandings reached during the negotiations on legal, financial and
operational items.

4.4 Common contracting hurdles
The following clauses were listed in a recent PCMG survey as the ones that cause most
issues in ARO contracts:
4.4.1 Ownership of data
This can be a very complex area and a key talking point. For example, the ARO may already
hold some data that your new study will enrich. They may want to retain your data within
the database for future analysis and may want to sell access to the whole database in the
future.
There are no simple answers here unfortunately. The key thing is to consider the risks, talk
to your internal colleagues to understand what flexibility (if any) you have and then
communicate early with the ARO. It is important for expectations to be clearly set on both
sides.
Obviously, the type of collaboration and criticality of the ARO for your project will impact
what you can negotiate and agree.
It is possible to allow AROs to keep data for commercial purposes if senior leadership within
your company are supportive.

4.4.2 IP Ownership (Discovery Rights)
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As a matter of law, the creator of intellectual property (IP) or a creator’s employer owns the
IP it creates unless it transfers ownership to a third party
in writing. While it is customary for sponsors to own the
IP arising out of the clinical trial, many institution
agreements fail to include an IP assignment provision or
include only a limited assignment. Be aware that some
universities have policies that require them to retain
ownership of IP they create. As a result, some
institutions will only grant rights within a defined field,
rather than to all results of the project. It can be quite
cumbersome to negotiate field definition and will always
require assistance from your internal colleagues.
Check if any students are directly involved with your project and if they are employed by the
ARO. If they are not employed by the ARO they may not be covered by the institution’s
contractual obligations.
In some countries, institutions do not have the right to all types of IP of their employees so if
you are working in a new jurisdiction it may be worth getting legal advice on this.
Since the end of the 1990s, most European countries have moved away from inventor
ownership of patent rights for those employed by public research institutions. Sweden,
however, still embraces the inventor ownership system – through the so-called “professor’s
privilege”
There may be times when the ARO will request a grant back of a license. Institutions will
often ask for a royalty free license to use result for non-commercial internal research,
education and health care purposes. This will be acceptable to many companies but will
depend on the specifics of the collaboration.
Finally, be aware of the development or novel use of any software within your project and
make sure this is covered in the contract.

4.4.3 Publication
Publication clauses are well known to be problematic in ARO contracts. Publications are the
life blood of many academic groups and the phrase “publish or perish” comes to mind! One
of the reasons companies partner with an ARO is to achieve a publication from a wellrespected institution at the end of the study. So, the issue is around timing of the
publication rather than preventing publication. Many companies manage this via a review
and approval process (including the right to remove confidential information), which may or
may not include timelines e.g. three months to provide written approval. Some companies
will also ask the ARO accept a formal right to postpone publication for IP for commercial
reasons. Remember to consider other aspects of the collaboration that the ARO may want
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to publish. For example, are your project team happy with a technology transfer
methodology being published?
It's also important to be very clear on your definition of a publication. This should include
items such as abstracts, online webinars, posters as well as more traditional oral
presentations and scientific papers.

Recommendation: Have a clear definition of “publication” in your contract,
covering abstracts, online webinars, posters as well as the more traditional
oral presentations and scientific papers.
Most institutions have their own policies on publication timelines and will not deviate from
these. Discuss with your own stakeholders on how to handle this, especially if patents are
likely.
4.4.4 Payment and termination
It is particularly important to ensure that all agreements on payments are fully documented
in the contract (see Section 2.2)
In addition to your standard termination language, consider how resourcing for the project
will be impacted by early termination. Have staff been specifically hired for this project? If
so, it may be worth checking the termination rights the ARO have for that contract. If a PhD
student is dependent on the project it might be worth considering how likely early
termination might be and discuss with internal stakeholders.
Some companies also try to add specific timelines and milestones, when the sponsor will be
able to “walk away” from the project and tie the payment instalments to achievement of
these milestones. If the milestones won’t be met it can give an option to terminate the
contract.

4.4.5 Risk and liability
Most academic institutions seem to be very risk averse and may be reluctant to give
warranties and may even have policies against providing indemnities but the fallback can be
to agree to limit of Indemnification against own misconduct of Institution, or reducing to
wilful gross negligence). In some cases they may not be allowed to insure against risk. This
can result in liability negotiations being often long and complicated. The best advice may be
to consider likelihood of filing a law suit against an academic institution.
There may also not be flexibility on the jurisdiction for contracts.
4.4.6 Sub-contracting
Always check whether the ARO plans to sub-contract any of the study tasks to other
departments at the ARO or to other AROs or suppliers. It is advisable to clarify which entity
will be acting as a party to the contract and if it is the same entity that will function as an
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employer of majority of staff, involved in the contract execution. If there are different
entities involved in the contract execution, which are part of the same group of companies,
it is usually covered by sub-contracting provisions, but you also may address this situation
with a clause, referring to involvement of affiliates of the contracting party. You will want to
ensure key requirements (especially relating to privacy) are included within those contracts.
You may need to carry out due diligence on certain sub-contractors. For example, for data
privacy assessment the clarification of the entities, which will be involved in data processing
and data transfer would be needed.
4.4.7 Privacy and GDPR
Although the GDPR requirements for AROs are identical to those of other suppliers it is
important to assess your ARO’s understanding and experience at an early stage (especially if
the ARO is located outside the EU).
AROs are more likely to have an interest in using patient data to answer a new research
question than other suppliers, so it’s important they understand the rules and
responsibilities of further research. If you think this might be an issue, it will be important
to remind your ARO that they cannot use data for other purpose or projects. If they have a
new research question, they must obtain a new consent and the data controller
responsibilities will transfer to them.
Be careful about collaborations and any sub-contracting that the ARO might be using to
ensure compliance to all privacy regulations. In particular it is important to know where
data centres are located.
Always ensure the right to process personal data for transparency purposes is in place (HCP
Privacy Notice).
There is some anecdotal information that some small biotech companies may rely on CRO
expertise to ensure clinical programmes are fully GDPR compliant. In a situation like this it’s
important to be aware that the ARO may not have the requisite expertise.
Finally, if you or your ARO are based in the UK you should continue to monitor the impact of
Brexit on data privacy regulations.
Recommendation: Discuss GDPR and other data privacy requirements early
to ensure understanding of the requirements and avoid later surprises.
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5. Relationship management & oversight/governance
5.1 Introduction
Feedback from the recent PCMG survey suggested that more performance issues are seen
with AROs than with other partners, although the process for resolving issues was usually
the same. It is therefore important to ensure that effective oversight and governance is in
place.

5.2 Setting expectations
Be clear on expectations right from the start and include details in the contract including
quality standards wherever appropriate. Check understanding of deliverables, time frames,
GCP requirements and reporting.

5.3 Governance
When setting up governance ensure that this covers all levels and you have commitment for
active involvement from your internal senior management. Given that many AROs will
consider working with a sponsor as more of a collaboration and partnership than a
traditional supplier relationship, participation
by senior scientific and medical staff will be
very beneficial. Also, if there are tricky issues
relating to performance to be raised, this level
of support will be very useful. If it is a large or
important collaboration, having clear
escalation pathways and triggers will be
helpful for everyone.
However, given that many ARO relationships
may be one-off collaborations, it will not always be appropriate to have a large formal
structure.
If your ARO is acting as a KOL as well as a service provider, it may be better to separate the
review of this role from the general operational review.
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One simple action that can benefit the relationship is to take the time to share new
scientific/medical information with the ARO during governance meetings, obviously where
confidentiality and commercial considerations allow. Sometimes key ARO personnel will be
involved in study steering committees.
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5.4 Performance Management
Monitor performance carefully at the start of the project to pick up early signals of issues,
especially from quality of data. Schedule frequent meetings during this time and ensure key
performance data is collected on time and visible to all. In some cases, data may be more
milestone driven as you may not have enough data to generate formal KPIs.

Recommendation: Monitor performance carefully from the start of the project

As with all suppliers, it is important to have an oversight plan in place. Make sure
information from any pre-selection questionnaires and/or audits feed into the oversight
plan and mitigations are included.
Have a robust risk mitigation plan that covers all aspects of performance, including study
personnel and ARO processes.
In some ARO relationships, outsourcing/procurement may be less involved once the study
has started than with a CRO relationship. Relationship/alliance managers from other
functions may take a leading role.
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6. Useful Resources
6.1 Abbreviations
ARO

Academic research organisation

CRO

Clinical/contract research organisation

EFPIA

European Federation of Pharmaceutical Industries and Association

FMV

Fair market value

FTE

full time equivalent

GCP

Good Clinical Practice

IMI

Innovative Medicines Initiative

IP

Intellectual property

GDPR

General data protection regulation

HCO

Health care organisation

HCP

Health care professional

KOL

Key opinion leader

KPI

Key performance indicator

PCMG

Pharmaceutical Contract Managers Group

QMS

Quality management system

RFP

Request for proposal

RFI

Request for information

SOP

Standard operating procedure

6.2 Glossary
Sunshine Act (Open Payments)
In 2010, the United States government passed the Affordable Care Act (ACA), which contained provisions
(Physician Payments Sunshine Act ) requiring pharmaceutical and medical device manufacturers to track and
report payments or other transfers of value made to U.S. licensed physicians and U.S. teaching hospitals. These
provisions are commonly referred to as the "U.S. Sunshine Act and Open Payments." The law was passed to
provide greater transparency into the financial interactions between the health care industry (e.g., pharmaceutical
companies, medical device manufacturers, and group purchasing organizations) and health care providers (e.g.,
health care professionals and teaching hospitals).
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Almost any payment or other transfer of value made by applicable pharmaceutical manufacturers to U.S. licensed
physicians or U.S. teaching hospitals is reportable. Examples of payment types and other transfers of value
include, but are not limited to:







Education (journal reprints, textbooks, etc.)
Consulting fees for services provided
Lodging and travel expenses incurred while performing contracted services
Royalties and licensing fees
Business meals in conjunction with an educational or business discussion

EFPIA Code: since 30 June 2016, companies have to disclose transfers of value made to HCPs, such as
consultancy and advisory boards, speaker fees, and sponsorship to attend meetings. This
transformational step in the relationship between industry and health professionals is a result of the
EFPIA Disclosure Requirements.
FMV – Benchmark data

There are companies that sell comprehensive benchmark pricing for clinical services.
Healthcare institutions continually negotiate FMV rates for medical services with
commercial medical insurance corporations (e.g. Medicare in the US) . Look for these
local negotiated rates
In addition, commercial databases such as Grants Manager from Medidata are available to help FMV
decisions. Alan Jones salary survey data for the UK (Alan Jones and Associates Ltd (alanjones.co.uk)

6.3 Useful Links
IMI: https://www.imi.europa.eu/
The Innovative Medicines Initiative (IMI) is a collaboration of industry and academic research,
supported by EU commission on development of new medicines.
EFPIA Disclosure of payments to HCPs (efpia.eu)

Sunshine Act: for further information on the Federal law, please visit the Open Payments
website: https://www.cms.gov/openpayments.
Links to other PCMG ARO resources:
Recommendations
Top Tips
FAQs
Checklists
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