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Dear Health Research Authority,
Thank you for your request for further information, which we are happy to provide below.

We are grateful to the autism community for raising these important issues and are pleased for the
opportunity to provide further clarification, even in advance of the Spectrum 10K consultation, which
will allow more in depth discussion.

Yours sincerely,

Prof. Simon Baron-Cohen FBA FMedSci
Professor of Developmental Psychopathology
Director, Autism Research Centre.
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Section 1: REC (Table 1)
Provide further information as requested by the Research Ethics Committee (REC).
The further information which the REC has requested from the study team and sponsor is as follows:
1. In light of the concerns received, the Committee considered the inclusion of adults lacking
capacity in the study and raised the following queries relating to the provisions in place for
relatives to be responsible for assessing capacity when this was required:
a) Please seek feedback from relatives that have used the tool for assessing capacity or
arrange for the tool and associated material to be reviewed by an appropriate patient and
public involvement group, in order to confirm it is understandable and clear.
We will be happy to seek this additional feedback. As part of the amendment for pausing
Spectrum 10K, we are not able to contact participants who have used the tool. However, we
will seek feedback on the tool in one of the following ways:
by seeking a further amendment so that we can contact existing participants
as part of the consultation process
The method used will depend on the co-design of the consultation and we will be able to
update you on this decision once it has been made. This should be by the end of phase 2.
The final version of the capacity assessment tool and associated documentation will be
submitted for ethical approval, and we will send a copy of this to the HRA at that time.

b) Please consider what additional support could be provided to relatives to ensure they are
clear on what is meant by capacity and how it is assessed (e.g. including a short
instructional video on the registration page for the assessment tool).
Absolutely. We will include this in the review mentioned in the previous section.
We would like to reassure the HRA and the REC that in designing Spectrum 10K, we carefully
explored how we could safely include this group. As you know, to support relatives in assessing
capacity, we implemented a capacity assessment tool used based on the British Medical
Association Assessing Mental Capacity tool (https://www.bma.org.uk/advice-andsupport/ethics/adults-who-lack-capacity/mental-capacity-act-toolkit). A peer review of the
adapted tool was undertaken in relation to the Mental Capacity Act1. This was carried out by
an Approved Clinician under the Mental Health Act and led to additional safeguards including
1

Source: London Queens Square REC Provisional Opinion: Request for Further Information 6th July 2020.
Document: External Review Queens Square REC dated 15th July 2020
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an easy read summary, a means of recording the relationship of each assessor to the potential
participant, and an encouragement to contact the team if help was required. Additionally, a
review by the A-REC led to inclusion of an independent contact for caregivers/relatives of
participants without capacity residing in Scotland.
Nonetheless, we accept the additional suggestions and will review them as above.
c) Please confirm whether the capacity assessment tool could be formatted so that,
depending on what responses are selected by the relative, it will automatically state at
the end of the tool whether the individual can be considered as having capacity to consent
based on the responses selected (with the reasons why highlighted if the person is
deemed to lack capacity).
We can confirm that the Capacity Assessment Tool does already state whether the potential
participant can be considered to have capacity to make the decision to consent to take part in
the study themselves. Taking on board the recommendations above, we will change the tool
to ensure that it explicitly outlines the reasons, as well as that final decision.
For clarity, we will now provide more information about how the tool works at present. After
every question, if the tool deems that the participant has capacity to consent to the study on
their own, or that their participation is inappropriate (for example, because the participant is
under 16, and should therefore be registered by a parent or legal guardian, or they may regain
capacity to make this decision), a message is displayed to that effect. In that situation, no
further questions can be answered, and registration in the study is no longer possible.
If the relative reaches the end of the assessment and the participant is deemed to have
capacity, the following outcome appears:
"The individual under your care qualifies to consent into Spectrum 10K on their own behalf and
must register him/herself into the study. If the individual needs assistance making this decision,
individual to a local NHS site where they can receive further assistance from a trained clinician.

If the individual is deemed to lack capacity, the following outcome appears:

Spectrum 10K at this moment. In line with the Mental Capacity Act 2005 and the Adults with
Incapacity (Scotland) Act 2000, individuals without capacity to consent for themselves must be
registered by a consultee. If you continue with this registration you agree to take on the role
of consultee and confirm that you do not have a connection to the Spectrum 10K study and will
not benefit financially.

of the individual's best
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A text-based version of the full capacity assessment tool has already been provided to the
HRA and the REC. To further clarify how the tool works, we will provide a screenshot-based
version in a separate attachment.
2. In light of the concerns received, the Committee queried whether it was necessary to include
adults lacking capacity in this research and whether the study could be carried out whilst being
limited to those that have capacity to consent to the research.
The Committee agreed the following questions needed to be addressed:
a) Please clarify what proportion of the participants currently recruited to the research
lacked capacity and required the advice of a consultee.
Before Spectrum 10K was paused, 99 people registered as carers of an autistic adult with
intellectual disability who lacked capacity to consent for themselves. This proportion is 2.2%
of all participants who registered and consented to take part in the study (4388).
b) Please provide an estimation of what proportion of the 10,000 individuals that would be
recruited to this research would lack capacity to provide informed consent.
Based on the current proportion of adults who registered with Spectrum 10K, we estimate
that around 200 (2.2%) participants would fall into this category. We would, however, aim to
recruit a higher number than this to ensure sufficient statistical power to detect a significant
result when investigating this cohort.
c) Please clarify whether you still anticipate that it is necessary to involve adults lacking
capacity in the research in order to address the aims of the research.
The inclusion of autistic adults without capacity to consent to participate in this research is
important, as it ensures a study population which is fully representative of the autism
community, including their diverse support needs. We are aware that the support needs of
autistic people with intellectual disability differ from those who do not have intellectual
disability. We are further aware that researchers are being criticised by the autism community
for not including hard to reach groups, such as those who are non-verbal, or those with very
profound disability. Adults without capacity to consent to complex research studies are underrepresented in research, which means that research results fail to reflect the needs of this
group, resulting in reduced understanding of their needs, and fewer treatment and support
options being developed.
In the case of Spectrum 10K, one of the primary aims is to understand the biology and genetics
of autism; the inclusion of this group will help improve our understanding of the relationship
between autism and other developmental disabilities, as well as co-occurring health
conditions that may occur disproportionately in that group.
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3. The Committee agreed that there was currently no way of confirming that the participants
had been accurately assessed for capacity or whether the personal consultee was sufficiently
familiar with the participant.
Therefore, it would be preferable if assessments of capacity by professionally trained
individuals could be conducted.
a) The Committee requested clarification regarding whether the researchers still
anticipated that they would need to recruit 10,000 participants to answer the
research question, and whether this was achievable.
A recruitment target of 10,000 autistic individuals was selected for a number of reasons.
Globally, in the autism field, there are very few datasets that include questionnaires and
performance measures covering a wide range of topics such as lifestyle, education, behaviour,
social support, family history, physical and mental health conditions (which is referred to as
phenotypic data) with links to genetic data and electronic health records. Importantly, with
consent, the Spectrum 10K team would be able to contact participants in the future, if
additional research opportunities arise.
In particular, there is no large-scale dataset of this type based on UK participants.
By combining the genetic data with the phenotypic data (including social and environmental
data), the Spectrum 10K dataset will help us to better understand the underlying genetics of
autism and a wide range of co-occurring health conditions.
We designed Spectrum 10K to address the gap mentioned above. We decided on the scale
(sample size) based on both statistical power and practical feasibility. For example, regarding
statistical power, when the 10,000 samples are combined with existing summary data from
outside of the UK (anonymised and presented only at a group level), this genetic study will
have 80% power with a minimum per-variant odds ratio = 1.04, which would allow us to
identify the number of variants stated in the grant application.
This was balanced with what we considered feasible, based on the number of participants in
autism cohorts in other countries, and other non-autism cohorts in the UK.
For these reasons, it is still anticipated that 10,000 participants will be required to answer the
research questions. This is also an achievable target, based on participation numbers during
the study launch.
b) Please consider whether it would be feasible for capacity assessments to be
undertaken by professionally trained individuals. Would decreasing the target size to
allow for this whilst still being able to address the research question be a potential
solution?
We will review whether it is possible for the capacity assessments to be undertaken by
professionals, as described in our response to the next question.
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For the reasons stated in the previous question, reducing the recruitment target is not a
feasible solution.
c) Would it be possible for those identified as potentially lacking capacity by the relatives
to be seen in person and assessed by professionally trained staff?
Prior to the study launch, some sites had already agreed to provide assistance with the process,
but this has been limited by resources at each site.
Exploring this option will take time, as it will involve contacting many sites and exploring their
staff capacity, as well as considering whether there are enough sites to provide reasonable
travel options for participants. We are aware that requiring a visit to an NHS setting rather than
online participation, particularly where this is some distance away, may decrease the number
of participants in this group and therefore the representativeness of the sample achieved.
Due to Covid, we are aware that many health professionals have begun providing services
online. We will explore whether this is an additional option.
4. The Committee requested that the researchers provide clarification regarding whether there
were any additional measures in place to confirm that individuals that completed the
registration form themselves possessed capacity (as individuals may have fluctuating capacity
that could mean they complete the form but should still have a consultee
identified/approached)
These are important considerations.
Fluctuating capacity was addressed as part of our original ethics application. In line with the
Mental Capacity Act, it should be assumed that a person has the capacity to make a decision
themselves about whether or not to consent to participate, unless it is proven otherwise. We
therefore do not confirm capacity to consent for those who register.
Capacity assessment confirms the capacity of the person to understand and make the decision
to consent and take part in the research study at the time of the decision (understand, retain,
weigh information, and communicate response).
In the Capacity Assessment Tool, consultees are asked
time as the person regains c
continue with registration.
Participant information sheets and consent forms have been created for circumstances when
an individual registered by a relative or consultee regains capacity to consent to participate. In
that circumstance we request the re-consent of the individual who has regained capacity.
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In the event that the team is notified that an existing participant has subsequently lost their
capacity to consent to participate, we will work to identify a consultee to discuss any further
participation.

5. Please respond to the following queries in relation to the involvement of relatives and
carers:
a) A fundamental requirement of recruiting adults lacking capacity to research is that
researchers attempt to identify a personal consultee (e.g. a friend/relative/spouse)
before seeking input from a nominated consultee (e.g. a professional carer in this
case). What measures are (or could be) taken in this research to ensure that attempts
are made to identify appropriate personal consultees (who are familiar with the
potential participant and have their best interests as the main priority) before
approaching a nominated consultee?
All consultees are asked to state their relationship to the adult they are registering.
When we paused Spectrum 10K, no nominated consultees had signed up all consultees were
either parents or guardians.
Measures were agreed with participating NHS sites, such that the care team must identify a
consultee in line with the Mental Capacity Act.
We will ensure there is a safeguard such that any nominated consultee is required to contact
the research team to discuss the availability of a personal consultee prior to registration being
finalised.
b)
professionally employed to provide care for the potential participant (i.e. no personal
relationship with them) or if this term also encompasses relatives/friends that are
receiving a carers allowance. If relatives receiving carers allowance would be
n form
for these individuals that is worded appropriately for them.

the individual and not relatives/friends who are in receipt of the carers allowance.
Changes will be made to study documentation to ensure this is clear and will be submitted to
REC as part of wider changes to documents following the study consultation.
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c) The Committee requests details regarding how many participants have been recruited
so far based on advice from paid carers and how many based on advice from personal
consultees (if applicable).
So far, all 99 participants without capacity to consent to participate in the study were recruited
based on advice from personal consultees.
d) The Committee requested clarification regarding whether professionally paid carers
would have sufficient history and knowledge of the participant in order to complete
the questionnaires provided to them,
We anticipate that paid carers who sign up for Spectrum 10K will know the participant well
enough to complete the baseline questionnaire. If there are questions they cannot answer,
they can respond to that effect, and the researchers will attempt to find missing information
via access electronic health records (with consent).
e) The information sheet for paid carers should be updated to detail what information
they would have to know in order to take part in the research.
We can see that this would be a good idea and will work on the changes. We also expect
information sheets to change as a result of the consultation. Any changes will be submitted as
an amendment to REC and will therefore not be finalised until after the consultation.
6.

In light of the concerns received, the Committee requested that the following changes were
made to the participant and consultee informed consent documents:
a) Detail the potential for participants becoming distressed during the research.
The potential for distress when completing questionnaires is currently detailed in the
participant information sheets:
health and include potentially distressing topics such as abuse and suicide which you may find
upsetting. If you decide to complete these questionnaires, you will have the option to stop at
any time, refuse to answer individual questions, or skip entire questionnaires altogether. You
may also wish to consider who is present when you are completing these to ensure that you
are comfort
We will review our documentation to identify whether this requires additional detail.
b) Please add contact details for support organisations that the reader can contact
should they become distressed at any point during or after the research (even if they
choose not to participate in the research).
We have a list of support organisations that readers can contact on the Spectrum 10K website.
We will add this to our documentation.
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c) Please add text detailing what measures the researchers will take in the event that
g
or health is at risk (i.e. breaking confidentiality in order to report this to the relevant
authorities for the protection of the individual).
At present, participants are informed that we may contact their GP if any risk to their clinical
care is identified. We will review this and add more detail. As with all proposed changes to our
documentation, we expect this to be addressed as part of the consultation.
d) Review the participant facing documents to ensure they clearly explain what is
involved in the planned commercial use of the data (i.e. who the data will be provided
to, whether it will be at all identifiable, the security measures in place to protect the
confidentiality of the data, what the data will be used for, any potential financial gain
for the sponsor from this use of the data).
We recognise that we could provide more details in this area and will review all our participant
facing documentation with this in mind and make changes where appropriate. It will also be
discussed during the consultation.
e) Review the documents to ensure the information is clear to the target population.
Please seek input from public and patient involvement groups in reviewing the clarity
of the participant and consultee facing documentation.
Prior to ethical approval, study documentation was submitted to the
Advisory Board
(our PPI panel) for review and comment. Recommended changes were implemented prior to
ethics submission. However, we recognise that this needs additional work and will undertake
this as part of our upcoming consultation.
7.

The Committee noted that the application made reference to the data from the research being
anonymised, however participants also had the option to withdraw from the research with
out. The members of the Committee identified
that if samples can be withdrawn then they would not be considered fully anonymised. Please
review the informed consent documents and ensure the anonymity of the samples is
accurately described for the reader, with the documents describing who will have access to
identifiable data (i.e. fully identifiable and pseudo-anonymised) and up to what point the

We will work on improving this aspect of our documentation with the details requested. We
expect all such changes to be reviewed as part of the consultation process.
8.

The Committee acknowledged that the participant/consultee facing documents were not
sufficiently clear for the reader to fully understand precisely what the data might be used for
in terms of any optional future uses of samples/data. Please review these documents and
ensure that the research specifies precisely what the samples and data collected for this
research will be used to investigate (with the Committee recommending that participant and
patient involvement groups review the wording to ensure clarify/appropriateness) and that
9

all optional uses of samples/data (e.g. use of samples in future research) be clearly marked as
optional in the information sheets and consent forms.
With hindsight, we recognise that our information was not sufficiently clear in this area. We
apologise for this lack of clarity and are committed to addressing it with the autism community
during our consultation.
Any applications by those wishing to access Spectrum 10K data will be vetted by a Data Access
Committee, who will decide which researchers are granted access to the data. Even then,
before such access could take place, we will ask that the requesting institution obtain ethical
approval, at which point the University of Cambridge will put in place a formal and legally
binding data transfer agreement.
Therefore, while it is not possible to know in advance which future collaborators may
approach us, or for what purposes, it is possible to clearly define parameters of involvement.
As part of the consultation with members of the autism community, the membership and
structure of the Data Access Committee, its methodology, decision-making processes and
parameters under which data sharing will occur, will be decided. We will then be very clear
about the procedure on our website and study documentation.
9.

The Committee identified that there appeared to be no means for the researchers to confirm
that participants had been diagnosed with autism. The Committee requested clarification
regarding whether there were any measures that could be put in place to ensure that only
individuals with autism were able to take part in the research.
For clarity, the study is also open to non-autistic family members of autistic participants.
Anybody registering to participate as an autistic person is asked to provide a page of a clinical
report confirming their diagnosis. They can send an electronic copy at the time of registration,
or a paper copy via a freepost envelope. If they indicate that they are not able to provide this
information, this will be recorded. It is possible that a formal diagnosis will be recorded in
electronic health records.
All autistic participants are asked to confirm that they do have a formal diagnosis, provide a
date of diagnosis and the designation of the professional who diagnosed them. We will
provide a screenshot below.
While we will not be able to independently verify the diagnoses of this group, the database
clearly identifies them as participants who have not provided written evidence of their autism
diagnosis, so that this information can be included in data analysis.
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10.

After considering the number of complaints which had been submitted, and the nature of
these complaints, the Committee request that the researchers respond to the points raised
by the REC and HRA, but also engage with the wider autistic/medical community (e.g. patient
and public involvement groups) to receive input on how the design/conduct of the research
should be amended to address the concerns raised.
We agree that this is necessary, which has led us to pause the study while we co-design a
consultation with the autism community. This is currently planned to take place in three
phases. The phases are described briefly below.
Phase 1: Planning the co-design process. (In progress)
Spectrum 10K are working with an independent facilitator to consult with stakeholders within
the autism community to plan and discuss how the co-design phase of the consultation should
occur.
Phase 2: Co-Design of the Consultation
This will comprise of a series of meetings to decide a general plan for the consultation and to
incorporate ideas from Phase 1.
Phase 3: Consultation
We will notify the REC and HRA about the progress of the consultation at each stage.

Section 2: HRA (Table 2)
We would like to request further details about several of the points raised in our letter (Table 2).
a. How you are investigating and actioning the following points:

We take concerns regarding ambassador online conduct very seriously.
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We reviewed comments on Twitter since the Spectrum 10K launch, discussed the situation
as a team.
We can see that some people interpreted certain posts as racist or transphobic. However, in
discussion with the relevant ambassador, we were reassured that this was not the intention.
None of the social media posts reviewed were found to contain unambiguously racist or
transphobic language.
Ambassadors themselves were reporting receiving online abuse. As well as the importance
of ambassadors representing Spectrum 10K respectfully online, the team recognised its
responsibility to safeguard the wellbeing of ambassadors. We carefully considered all of
these factors.
In response, we met with the relevant ambassador on more than one occasion to discuss the
concerns. We reminded the ambassador that in this role it is important to maintain high
professional standards and being respectful. We asked them to remove their ambassador
status from their social media profiles, in order to distinguish between their private views
and those associated with the project.

team about Ambassadors being insulting and dismissive of concerns which have been
highlighted to them.
We took steps to deal with the concerns raised, as described above, but have not had the
resources to reply to all emails in our inbox as we are a very small team. We continue to
work through outstanding emails.
We have learned from this experience and recognise that our response to the concerns could
have been better, and for this we apologise.

b.

Please can you advise us whether there are any members of the study team who
have:
ed aims of the

study.
No members of the research team have published opinions or are conducting research that
contradicts the aims:
that contribute to the wellbeing of autistic individua
We are aware that some members of the public believe our researchers are seeking a
prenatal test for autism as a way to prevent autistic babies from being born in the future.
We have categorically stated that this is not the case. Aspects of some published articles
appear to have been misinterpreted or taken out of context.
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One example relates to an article published by Prof. Simon Baron-Cohen in 2009, which
includes th

interpreted by some as meaning that Prof. Baron-Cohen was, at that time, in support of a

Prof. Baron-Cohen clarifies that he has never been in support of a cure for autism or in favour
of a prenatal screening test for autism. Indeed, his article in 20002 was one of the first to
question why autism was seen as a disorder, disease or even a disability, and argued strongly
for recognizing autism as a difference. He was the first person to introduce the term Autism
Spectrum Conditions (ASC) instead of Autism Spectrum Disorder (ASD), to shift perception
away from disease or disorder and towards difference and disability. In the 2009 article
mentioned above he aimed to encourage scientists to question the then widespread
assumption that autism needed a cure. He was at the forefront of encouraging scientists and
clinicians to question this.
Prof. Baronloss of talents, he was making the point that autism entails both strengths as well as
challenges. In another 2009 article, in Community Care magazine3, he points out his own
position that all
response to a Guardian article misrepresenting ARC research as developing a prenatal test
for autism (the ARC has never conducted research with the aim of developing a prenatal test
for autism) Prof. Baron-Cohen wrote a series of commentaries to correct the record4. More
sition to eugenics and to viewing
autism as a disease or disorder in need of a cure5. His keynote speech at the UN in New York
on Autism Awareness Day 2017 was one of the first to address the topic of autism and human
rights6, and his record over many decades shows his commitment to respecting autistic
people.
It is also important to note that the Spectrum 10K Principal Investigators make a distinction
between autism and severe neurodevelopmental disorders, the latter being disorders in
which the individual may have developmental delays, intellectual disability, epilepsy, and/or
motor coordination difficulties, as well as potentially impaired development of other organs,

2

Baron-Cohen, S, (2000) Is Asperger Syndrome/high-functioning autism necessarily a disability? Development and
Psychopathology, 12, 489-500
3 Baron-Cohen, S, (2009) Autism is not cancer. Community Care Magazine, 13th January
4 Baron-Cohen, S, (2009) Our research was not about prenatal screening for autism. Response to The Guardian article
-Cohen, S, (2009)
Studying autism genetics responsibly. BioNews 5th October http:/www.bionews.rog.uk/page_49423.asp; Baron-Cohen,
S, (2009) The distorting lens. New Scientist, 28th March
5 Baron-Cohen, S, (2018) Genetic studies intend to help people with autism, not wipe them out. New Scientist, (10th
September; Baron-Cohen, S, (2019) The concept of neurodiversity is dividing the Autism community. Scientific American,
https://blogs.scientificamerican.com/observations/the-concept-of-neurodiversity-is-dividing-the-autism-community/
6 https://www.youtube.com/watch?v=Pl8446OulLA
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e.g. congenital heart defects. Examples are DDX3X syndrome, Wiedemann-Steiner
Syndrome (KMT2A), and Kabuki syndrome (KMT2D). Cures, treatments and improved clinical
management for some conditions in this category may be needed for some symptoms in
some individuals. The PIs are aware that some parents who already have one child with such
conditions may request prenatal testing because they wish to avoid having a second child
with the same condition. The PIs see this as outside of their roles as scientists and are aware
that this use of prenatal testing is provided as part of clinical care within the NHS
(https://www.genomicseducation.hee.nhs.uk/blog/what-is-nipd/,
https://bwc.nhs.uk/prenatal-reproductive-genomic-testing/).
It would be wrong for the PIs to comment on parental choice to terminate a pregnancy, but
they encourage more ongoing discussion and debate in the public on these bioethical issues.
To reiterate, it is important to distinguish seeking a cure or treatment for such co-occurring
conditions, which may be wanted as part of medical care, and which the PIs do support, vs.
seeking a cure or treatment for autism itself, which the PIs do not support. Finally, and to
be clear, none of the PIs support prevention of autism.
There is also a lack of clarity in terminology, perhaps more in the US than in the UK. At times,
those with severe developmental disorders and autism
,
rather than as having severe developmental disorders and autism. This can lead to
misunderstandings, and research seeking a cure or treatment for severe
neurodevelopmental conditions can be misconstrued as seeking to cure autism. We hope
we have been clear that none of the PIs are seeking a cure or prevention of autism.

Speaks.
Applied Behaviour Analysis
Context
Applied behavioural analysis is a widely used early intervention for autism, which some
autistic adults now maintain has long term harmful effects.
Our answer
Neither the Autism Research Centre, nor Prof. Baron-Cohen, have any links to Applied
Behavioural Analysis. Prof. Baronhe would see ABA as one example) as far back as 2014 (Baron-Cohen, S, (2014) Radical
behaviorism. https://www.edge.org/response-detail/25473)

Cure Autism Now
Context
Based on this 2003 summary, Cure Autism Now, founded in 1995, was an organisation
related disorders. In addition to its focus on biomedical research, CAN is committed to
14

broa
with Autism Speaks.
It is clear that the aims stated by Cure Autism Now nearly 20 years ago are not in line with the
aims of Spectrum 10K. In addition, while the organisation was committed to broadening
date.
Our Answer
The Autism Research Centre received a grant for approximately £50,000 from Cure Autism
Now in 2002. An example of research funded by this grant is this functional MRI study looking
at cognition in autistic people. A further grant funded by Cure Autism Now

Dr Dan Geschwind has advised us that in the late 1990s he was working as a junior assistant
professor on the molecular basis of development of language in the human brain when he
met the founders of Cure Autism Now (CAN), who were parents of a child with severe autism.
It became clear that there were complex genetic factors underlying the severe
neurodevelopmental disorders and Dr Geschwind wanted to help. Dr Geschwind was asked
to be the first chair of the Cure Autism Now Scientific Advisory Board. He also developed and
chaired the Autism Genetic Research Exchange, a database featuring data from more than
1,700 families with over 3,300 autistic individuals. This close relationship between researchers
such as Dr Geschwind and parents/families with autism at CAN was unusual at the time and
y patient oriented
research and work in autism.

severe disabilities and those with substantial co-occurring conditions alongside autism. At that
time, more than 20 years ago, our scientific understanding of autism was limited, and there
was little recognition of its heterogeneity and virtually nothing known about its biology.
Asperger Syndrome was adde
Statistical Manual of Mental Disorders (DSM-IV) in 1994, so at this time Cure Autism Now was
relatively
condition, start dialogue and discuss what it would actually mean to make progress and
develop treatments in this condition. The work of Cure Autism Now to help those with the
most severe disabilities emerged at a time when very little was known about the condition,
very few worked on it and there was certainly not a recognition of those autistic people who
value autism as part of their identity, which is a newer phenomenon. It also appears that
DSM-III and IV tended to be diagnosed in those who had much more severe disabilities.
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Autism Speaks
Context
Autism Speaks is the primary autism advocacy organisation in the US. Examples of controversy
surrounding Autism Speaks can be found in this article in the Washington Post, including a link

the spectrum and throughout the life span, for the needs of individuals with autism and their
families. We do this through advocacy and support; increasing understanding and acceptance
of people with autism; and advancing research into causes and better interventions for autism
Autism Speaks has recently stated that it opposes
However, many autistic
people and their advocates continue to mistrust the organisation.
Our Answer
The Autism Research Centre and Prof. Simon Baron-Cohen, along with approximately 50
organisations across Europe including other UK universities, are involved in a study called
AIMS-2-TRIALS, which receives some support from Autism Speaks.
In addition, researchers at the ARC have used pseudonymised genetic and questionnaire data
collected as a part of the Autism Genetic Resource Exchange (AGRE), a database funded by
Autism Speaks. As a part of Spectrum 10K, researchers plan to analyse summary genetic data
from multiple datasets, which (subject to approvals) will also include data from AGRE.
A predoctoral fellowsh

Dr Dan Geschwind was on the Scientific Advisory Board when Autism Speaks took over Cure
Autism Now. He has not been involved with Autism Speaks for over a decade.

c. Please can you comment on the following concerns that have been raised with us:

We recognise that we have not been clear enough about communicating the aims of Spectrum
10K to the autism community. This has led to confusion and misunderstanding, for which we
apologise.
We will need to be much clearer about the study aims as we prepare to discuss them during
our consultation, and we will publish an updated version of our website and study
documentation, which we intend to be much clearer, after the consultation is complete.

We understand why this issue has been raised.
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Any applications by potential collaborators to access Spectrum 10K data will be vetted by a
Data Access Committee, who will decide which researchers are granted access to the data.
Therefore, while it is not possible to know in advance which future collaborators may
approach us, it is possible to clearly define parameters of involvement.
As part of the consultation with members of the autism community, the membership and
structure of the Data Access Committee, its methodology, decision-making processes and
parameters under which data sharing will occur, will be agreed. We will then be very clear
about the procedure on our website and study documentation.

First, a clarification: Spectrum 10K is classed as a basic science research study, rather than a
, which is a different type of study.
The Spectrum 10K website states that we want to understand how biology and experiences
shape wellbeing for autistic people. Spectrum 10K has been designed to achieve this aim by
combining genetics (DNA, justifying why samples are needed) with other data, such as
questionnaires.
The detailed scientific aims, as detailed in the grant application, are very clearly related to
genetics.
We agree that we can be much clearer when explaining the aims of Spectrum 10K for
members of the public and will address this during and after our consultation.

researchers and in turn the grant award summary does not mention the published aims of the

We acknowledge that we can be clearer about the aims of Spectrum 10K in the study
documentation and will work on this with members of the autism community during our
consultation.
In regard to the other part of this question, we would first clarify that our published aims, for
example on the Spectrum 10K website, are focused on understanding wellbeing. Where
wellbeing is mentioned throughout our website and documentation, it is in relation to
understanding how biology and experiences shape wellbeing. This type of research forms an
important early step in providing evidence that can be used to improve wellbeing in the
future. Directly improving wellbeing is outside of the scope of the current research grant.
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Here, w
found at
https://wellcome.org/grant-funding/people-and-projects/grants-awarded/common-variantgenetics-autism-and-autistic-traits. We acknowledge that this does not include the word
biology of autism, improve on existing methods for diagnosing autism and investigate if there
are genetically-defined subgroups of pe
groups of autistic people who may benefit from different interventions, is consistent with
improving wellbeing.
We would also note that this is a very early summary, written even before the name Spectrum
10K had been decided. Some aspects of the study evolved further after this was written, for
example following consultation with our Advisory Panel (which includes autistic people, carers
and autism professionals), we included a
measures, including those
relating to quality of life, self-medication, and strengths of autistic people. In addition, in
response to the pandemic, when autistic people were found to have poorer outcomes related
to Covid, we added measures to collect more information relating to this topic.
d. Please can you advise whether requests to withdraw from the study have been
acknowledged and actioned.
We considered this to be a key priority. All requests from participants to withdraw from the
study have been actioned and each individual has received a formal confirmation of
withdrawal.
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