
 

 

 

26 November 2021 

 

Dear   

IRAS Project ID: 266324  

Study Title: Spectrum 10K  

We are writing to you following complaints received by the Health Research Authority in 
relation to the Spectrum 10K study to which your team provided an initial response in your 
letter dated 15 October 2021. Thank you for the information which you have provided to us 
so far; however, we would like to request further details about several of the points raised in 
our letter. The information that we require is detailed in the second table that is set out 
below. 

In addition to this we are asking you to provide further information as requested by the 
Research Ethics Committee (REC). In accordance with our Standard Operating Procedures, 
the REC may review its favourable ethics opinion of a study in the light of concerns raised by 
patients, service users, carers, members of the public or patient organisations, researchers 
etc. where these present relevant new information, not originally considered by the REC, 
related to any of the following:  
 
a) Social or scientific value; scientific design and conduct of the study. 
b) Risks to the safety or physical or mental integrity of participants.  
c) The competence or conduct of the sponsor or investigator(s).  
d) The feasibility of the study.  
e) The adequacy of the site or facilities.  
f) Suspension or termination of regulatory approval for the study.  
g) Information provided to participants and documentation associated with the study. 

The Queen Square REC which issued the favourable ethics opinion for the Spectrum 10K 
study has reviewed the complaints and concerns relevant to the ethics review of the study 
which were submitted to the HRA. The REC has also reflected on its favourable ethics 
opinion for the study in light of the concerns raised.  

Consequently, the REC has requested that further information and some changes to the 
supporting documentation are taken forward by the research team as well as providing the 
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REC with the progress and outcomes of the consultation with the autism community which 
you informed the REC that you will be undertaking as part of Substantial Amendment 6.  

Some of the requests for information from the REC below relate to areas of the application 
which could have been considered in further depth as part of the original ethics review in 
June 2020. When RECs provide an ethics opinion on research proposals, this is based on 
the members being assured that a research project conforms to recognised ethical 
standards and that the research team is suitably qualified to undertake the project. The 
committee reviews the information presented but does not always have visibility of the wider 
landscape within which the study will take place. The views of the public and research 
participant community are extremely important as part of fulfilling our role to ensure that the 
rights, safety, dignity and wellbeing of participants are respected and to promote high quality, 
ethical research. This is underlined in our commitment to investigate studies if complaints or 
concerns are raised with us at a later point. The REC has reviewed the significant amount of 
feedback raised about the project in detail. Whilst the original ethics opinion, which was 
issued after a thorough review of the study and extensive dialogue with the research team, 
still stands, the committee considers that that the further information requested below is 
important to facilitate progression of the study. 

 

 

The further information which the REC has requested from the study team and 
sponsor is as follows:  

Number Details of Query 
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. 

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).  

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). 

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. 

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. 

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. 

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. 

b) Please consider whether it would it 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?  

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? 

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). 

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?  

b) Please provide clarification regarding whether ‘paid carers’ refers 
solely to individuals 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 categorised as ‘paid carers’, please provide 
an information sheet and declaration form for these individuals 
that is worded appropriately for them. 

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).  

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,  

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. 

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. 

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). 

c) Please add text detailing what measures the researchers will take 
in the event that during the research they become aware that an 
individual’s safety, rights, wellbeing or health is at risk (i.e. 
breaking confidentiality in order to report this to the relevant 
authorities for the protection of the individual). 

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).  

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.  

 
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 ‘no future use of the samples’ 
being carried 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 
participant/consultee will be able to request their/their relatives’ samples 
be withdrawn. 

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 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. 
 

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. 

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. 

 

The REC would be supportive of representatives of the research team attending a 
subsequent meeting of the Committee to discuss the matters which have been raised once a 
response has been provided to the requests for further information listed above. 

 

The further information which we require in response to our letter dated 12 October 
2021 is as follows:  



Query 
number 

Details of further information required 

1 Please can you advise us as to how you are investigating and actioning 
the following points: 

• Allegations that Ambassadors have used racist and transphobic 
language. 

• That the study team have not responded to concerns that have 
been raised with the study team about Ambassadors being 
insulting and dismissive of concerns which have been highlighted 
to them.  
 

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

• Published opinions or are conducting research that conflicts with 
the stated aims of the study. 

• Links to the development of Applied Behaviour Analysis, Cure 
Autism Now or Autism Speaks. 
 

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

• That the aims of the study are vague. 
• That it is not clear who future collaborators may be. 
• That it is not clear why the collection of DNA is required to 

accomplish the aims of the trial. 
• That the study documentation does not explain the aims of the 

grant awarded to the researchers and in turn the grant award 
summary does not mention the published aims of the study, to 
improve Autistic people’s wellbeing. 
 

9 Please can you advise whether requests to withdraw from the study 
have been acknowledged and actioned. 
 

 

Thank you in advance for your co-operation with this matter and please do not hesitate to 
contact me if I can provide any assistance in the meantime.  

 

Yours sincerely 
 
 

 
Information Governance and Complaints Manager 
Health Research Authority  
 
Copied to:  
 

• , R&D Manager, Cambridge University Hospitals NHS 
Foundation Trust,  

 



• Queen Square Research Ethics Committee, queensquare.rec@hra.nhs.uk  
 

• Scotland A Research Ethics Committee,  




