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Summary

Attention Deficit Hyperactivity Disorder (ADHD) 1s a condition characterised by
severe and pervasive symptoms of inattention, hyperactivity and impulsivity. Current
research has suggested that without effective intervention children with a diagnosis of
ADHD can experience significant functional impairment in a number of areas
including social functioning and academic achievement, and are at increased risk of

the development of future substance abuse, criminality, and psychopathology.

The following paper firstly presents a review of the current literature on the

development, maintenance, and ways of intervening with ADHD in childhood. The

relative benefits of medication management versus psychosocial interventions are
examined, and a number of parent training interventions are reviewed. The main
study then focuses on an evaluation of the efficacy of a self-directed intervention for
ADHD. Change in measures of child behaviour, and parental well-being were
investigated and the findings supported those previously found for the efficacy of
parent training approaches for ADHD, and added to the emerging literature on self-
directed interventions with this population. Identified limitations of this study and

directions for future research are discussed.

Finally, contributions made to theory, research and practice are explored; wherein the

strengths and weaknesses of this study are further discussed, and implications for
clinical practice and future directions are considered. Additionally, personal

reflections and process issues are documented.
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Online Form

Ethics Proposal 1- 1
All studies except clinical trials of investigational medicinal products
REC Ref: 06/Q1505/74
Short Title of Study: Self directed intervention for ADHD
Cl Name: Dr David Daley
Sponsor:

Please complete this checklist and send it with your application

¢ Send ONE copy of each document (except where stated)
¢ ALL accompanying documents must bear version numbers and dates (except where stated)

¢ When collating please do NOT staple documents as they will need to be photocopied.

©ves O
Sves O

Date Version Office use

26/07/2006 | version 1

26/07/2006 |version 3

Oves O
@Yes On

Research protocol or project proposal (6 copies) 26/07/2006 _
Summary C.V. for Chief Investigator (Cl) Mandatory 26/07/2006 _—
Summary C.V. for supervisor (student research) ® Yes (O No |26/07/2006 -—
Eﬁi??_’rm participant information sheet (PIS) - ® vYes O No |26/07/2006

Research participant consent form — consent 1 ®Yes O No

version 3

Letter from sponsor OvYes ®No
Letter from statistician ® No
Letter from funder ®vYes ONo
Referees’ or other scientific critique report OYes ®No
Summary, synopsis or diagram (flowchart) of

protocol in non-technical language OYes @No

08/03/2006 version 1

version 1

26/07/2006

& i

Interview schedules or topic guides for
participants ®Yes ONo

Validated questionnaire
Non-validated questionnaire OvYes ONo

Copies of advertisement material for research
participants, e.g. posters, newspaper adverts,
website. For video or audio cassettes, please
also provide the printed script.

version 1

®vYes ONo
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Ethics Proposal 1- 2

An application form specific to your project will be created from the answers you give to the following questions. Please read
this guidance carefully before selecting your answers.

1. Is your project an audit or service evaluation?

O Yes @ No

2. Select one research category from the list below:

(O Clinical trials of investigational medicinal products (including phase 1 drug development)
{ Clinical investigations or other studies of medical devices
(® Other clinical trial or clinical investigation

(O Research administering questionnaires/interviews for quantitative analysis, or using mixed quantitative/qualitative
methodology

(O Research involving qualitative methods only
(O Research limited to working with human tissue samples and/or data

If your work does not fit any of these categories, select the option below:

() Other research

2a . Please answer the following questions:

a) Does the study involve the use of any ionising radiation? OYes ®@No
b) Will you be taking new human tissue samples? OvYes @ No
c) Will you be using existing human tissue samples? OYes ®@No

3. Is your research confined to one site?

OvYes ®No

9. Does your research involve work with prisoners?

OvYes ®No

S. Does your research involve adults unable to consent for themselves through physical or mental incapacity?

OvYes ®No

S. Is the study, or any part of the study, being undertaken as an educational project?

®Yes ONo

NHS REC Application Form — Version 5.1 2 AB/86302/1
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NHS Research Ethics Committee WS
Application form

ﬁ

Ethics Proposal 1- 3

This form should be completed by the Chief Investigator, after reading the guidance notes. See glossary for clarification
of different terms in the application form.

Short title and version number: (maximum 70 characters — this will be inserted as header on all forms)
Self directed intervention for ADHD

Name of NHS Research Ethics Committee to which application for ethical review is being made:
Liverpool Adult

Project reference number from above REC: 06/Q1505/74
Submission date: 25/07/2006

A1. Title of the research

Full title: Parent Training for Children with hyperactivity. Efficacy of an augmented Self Administered Parent Training
Intervention.

Key words: Self directed, Parent Training, hyperactivity, children

A2. Chief Investigator

Title: Dr

Forename/Initials: David

Surname: Daley

Post: Lecturer and Senior Research Tutor

Qualifications: B.A, M.Phil, PhD, C.Psychol

Organisation: North Wales Clinical Psychology Programme, School of Psychology

Address: University of Wales, Bangor
Gwynedd

Post Code: LL57 2AS

E-mail: d.daley@bangor.ac.uk

Telephone: 01248 388067

Fax: 01248 383718

A copy of a current CV (maximum 2 pages of A4) for the Chief Investigator must be submitted with the applicatvon

A3. Proposed study dates and duration

Start date: 01/10/2006
End date: 30/09/2007
Duration: Years: 1: Months:

NHS REC Application Form - Version 5.1 3 AB/86302/1
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Heference: U6/ o0

A4. Primary purpose of the research: (/ick as appropriate) Ethics Proposal 1- 4

[ ] Commercial product development and/or licensing
Publicly funded trial or scientific investigation

[] Educational qualification
[ ] Establishing a database/data storage facility

D Other

A6. Does this research require site-specific assessment (SSA)? (Advice can be found in the guidance notes on this topic.)

®vYes (ONo

If No, please justify:

If Yes, Part C of the form will need to be completed for each research site and submitted for SSA to the relevant Local
Research Ethics Committee. Do not submit Part Cs for other sites until the application has been booked for review and

validated by the main Research Ethics Committee.

Management approval to proceed with the research will be required from the R&D Department for each NHS care organisation
in which research procedures are undertaken. This applies whether or not the research is exempt from SSA.

NHS REC Application Form — Version 5.1 4 AB/86302/1
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Ethics Proposal 1- §

e e m———— e —

A7. What is the principal research question/objective? (Must be in language comprehensible to a lay person.)

What is the efficacy of an augmented self administered manual based parent training intervention for children with
hyperactivity

AB8. What are the secondary research questions/objectives? (If applicable, must be in lanquage comprehensible to a lay
person.)

Can augmented self directed intervention lead to changes in both parent-child interaction style and parent—chid emotional
relationships

A9. What is the scientific justification for the research? What is the background? Why is this an area of
importance? (Must be in language comprehensible to a lay person.)

Parent training PT based interventions have demonstrated efficacy for reducing hyperactivity and Attention Deficit
Hyperactivity Disorder ADHD symptoms, however PT approaches are usually therapist led individual based treatment
formats. Consequently such approaches are costly, time consuming and given that there has been a dramatic increase in
the number of children diagnosed with ADHD, service provision is unlikely to meet the clinical needs of this population.

Self directed interventions may offer a cost effective approach to parent training in terms of resources, therapist training,
availability and time. They overcome a major limitation of many PT programmes in that they do not require the participants to
attend clinic based sessions and are therefore more accessible and practical for a large number of parents. The aim of this
research will be to establish the efficacy of a self administered, manual based parent training intervention for children with

hyperactivity and ADHD.

A10. Give a full summary of the purpose, design and methodology of the planned research, including a brief
explanation of the theoretical framework that informs it. It should be clear exactly what will happen to the research
participant, how many times and in what order. Describe any involvement of research participants, patient groups or
communities in the design of the research.

This section must be completed in language comprehensible to the lay person. It must also be self-standing as it will be
replicated in any applications for site—specific assessment on Part C. Do not simply reproduce or refer to the protocol. Further

guidance is available in the guidance notes.

For this research study parents and children will be selected using a 2 stage screening process. Stage 1- Child and
Adolescent mental health services who intend to run self directed intervention training for clients on their waiting list will be

asked to send letters inviting parent to join the research study.

Parents will be asked to provide written consent to:
i) Complete a brief screening questionnaire (Strength and Difficulties Questionnaire).

i) Be contacted for further details about the study.

iii) To take part in a short telephone based interview about their child's behaviour.

iv) Complete four short questionnaires about their child's behaviour and their own wellbeing.

v) Allow the researcher to observe 10 minutes of their child's solo play and 15 minutes of parent—child interaction.

Parents of children who score above the level of clinical concern on the SDQ and over 17 points on the PACS interview will
be invited to join the study. All consenting parents will be randomised to either immediate augmented interention, or delayed
augmented intervention. Parents in the immediate intervention group will be invited to one of two augmentation days, then
given the manual to follow, telephone weekly and tested again on all measures at week 7. Parents in the delayed
intervention group, will receive nothing for 6 weeks, be tested again, and then invited to attend an augmentation day and

given the manual to follow.

A11. Will any intervention or procedure, which would normally be considered a part of routine care, be withheld from
the research participants?

NHS REC Application Form — Version 5.1 S AB/86302/1
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TaE, 2970 JUE Heterence: Vo/U

OYes ® No Ethics Proposal 1- 6

A12. Give details of any clinical intervention(s) or procedure(s) to be received by research participants over and above
those which would normally be considered a part of routine clinical care.(7hese include uses of medicinal products or
devices, other medical treatments or assessments, mental health interventions, imaging investigations and taking samples of
human biological material.)

Details of additional intervention or
procedure, who will undertake it, and
what training they have received.

Average time

Additional
Intervention

T rosmeoms | resenn

5 'l During the life of the study, the
sychologica intervention group will receive self directed
therapies intervention.

A13. Give details of any non-clinical research-related intervention(s) or procedure(s).(These include interviews,
non-clinical observations and use of questionnaires.)

taken
(mins/hours/days)

Average number per participant

Average Average time | Details of additional intervention or procedure, who
number per taken will undertake it, and what training they have

participant (mins/hours/days) received.

Toepronemeniew | 2 | o |
Video Recordng IR TN N A —

A14. Will individual or group interviews/questionnaires discuss any topics or issues that might be sensitive,
embarrassing or upsetting, or is it possible that criminal or other disclosures requiring action could take place during
the study (e.g. during interviews/group discussions, or use of screening tests for drugs)?

OvYes @ No

Additional Intervention

The Information Sheet should make it clear under what circumstances action may be taken

A15. What is the expected total duration of participation in the study for each participant?
Pre—and post intervention assessment will involve two hours of assessment. The augmentation day will take 6 hours and the

study will run for 6 weeks. Parents can put as much or as little effort into the self directed intervention, but is is expected that
on average 30 - 60 minutes a day will be spent on interacting and playing with the child as suggested by the manual

A16. What are the potential adverse effects, risks or hazards for research participants either from giving or withholding
medications, devices, ionising radiation, or from other interventions (including non-clinical)?

There are no risks to the participants from the intervention, it has previously been trialed in two pilot studies. The only risk is

that their children's behaviour will deteriorate initially when they begin to change the way they parent their child. This issue
is covered in the self directed manual and will be dealt with at the augmentation day.

A17. What is the potential for pain, discomfort, distress, inconvenience or changes to lifestyle for research
participants?

None

NHS REC Application Form - Version 5.1 6 AB/86302/1
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A18. What is the potential for benefit to research participants? Ethics Proposal 1- 7

It is possible that they may teach themselves new ways to deal with their child's behaviour, and that their child's symptoms of
ADHD may decrease.

A19. What is the potential for adverse effects, risks or hazards, pain, discomfort, distress, or inconvenience to the
researchers themselves? (if any)

No risks over and above the risk or lone workers. The Lone worker policy of both the University and North East Wales Trust
will be stricly adheered to.

A20. How will potential participants in the study be (i) identified, (ii) approached and (iii) recruited?
Give details for cases and controls separately if appropriate:

For this research study parents and children will be selected using a 2 stage screening process. Stage 1- Child and
Adolescent mental health services who intend to run self directed intervention training for clients on their waiting list will be
asked to send letters inviting parent to join the research study. Consenting parents would return consent forms identifying
themsleves and giving contact details to the research team. Parents who rate their child as scoring above the point of clincial

concern on the Strength and Difficulties Questionnaire, and who report a symptom score greater then 17 on the PACS
interview would be invited to participate.

Parents who consent to join the study, but who do not meet study criteria would be advised to remain on the clinic waiting list
for a full assessment.

A21. Where research participants will be recruited via advertisement, give specific details.

Not Applicable

If applicable, enclose a copy of the advertisement/radio mpwmna/vbeo for television (Mthé version number and date).

A22. What are the principal inclusion criteria? (Please justify)

Children who score above the point of clinical concern on the SDQ and PACS interview
Parents fluent in either Welsh or English

A23. What are the principal exclusion criteria? (Please justify)

Children older than 9 years of age
Children whose parents have attended clinic sesions for ADHD with a previous child

A24. Will the participants be from any of the following groups?(7ick as appropriate)

Children under 16

[_] Adults with learning disabilities

[ Adults who are unconscious or very severely ill

|| Adults who have a terminal iliness

[_] Adults in emergency situations

[_] Adults with mental illness (particularly if detained under Mental Health Legislation)

NHS REC Application Form - Version 5.1 7 AB/86302/1
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[_] Adults with dementia Ethics Proposal 1- 8
[ | Prisoners

[ ] Young Offenders
D Adults in Scotland who are unable to consent for themselves

L] Healthy Volunteers

I:] Those who could be considered to have a particularly dependent relationship with the investigator, e.g. those in care
homes, medical students

L] Other vulnerable groups

Justify their inclusion.

A25. Will any research participants be recruited who are involved in existing research or have recently been involved in
any research prior to recruitment?

OYes ONo  ® Not Known

If Yes, give details and justify their inclusion. If Not Known, what steps will you take to find out?

A26. Will informed consent be obtained from the research participants?

@ Yes O No

If Yes, give details of who will take consent and how it will be done. Give details of any particular steps to provide information
(in addition to a written information sheet) e.g. videos, interactive material.

If participants are to be recruited from any of the potentially vulnerable groups listed in A24, give details of extra steps taken
to assure their protection. Describe any arrangements to be made for obtaining consent from a legal representative.

If consent is not to be obtained, please explain why not.
Parents will be asked to give specific written consent for aspect of the study. children will be asked to give verbal consent to

particpate in the parent—child observation

Copies of the written information and all other explanatory material should accompany this application. -
A27. Will a signed record of consent be obtained?

® Yes O No
If Yes, attach a copy of the information sheet to be used, with a version number and date.

A28. How long will the participant have to decide whether to take part in the research?

7 — 14 days

A29. What arrangements have been made for participants who might not adequately understand verbal explanations or
written information given in English, or who have special communication needs? (e.g. translation, use of interpreters etc.)

Members of the research team are bi-lingual, and would be able to conduct telephone interviews, and give instructions and
help with questionnaires in both English and Welsh. Due to copyright restrictions it is not possible to reproduce all
questionnaires in other languages, and the reliability of the assessments in languages othe than Welsh and English is

NHS REC Application Form - Version 5.1 8 AB/86302/1
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unproven. Threfore participants who were not fluent in either Welsh or English woulﬁﬂsﬁ@stppﬁﬁﬁghpeq fromdhe study

A30. What arrangements are in place to ensure participants receive any information that becomes available during the
course of the research that may be relevant to their continued participation?

This is a very short trial, none of the data will be examined until after data collection is complete, so new information about
the study is unlikely to become available

A31. Does this study have or require approval of the Patient Information Advisory Group (PIAG) or other bodies with a
similar remit? (see the guidance notes)

OYes @ No

A32a. Will the research participants’' General Practitioner be informed that they are taking part in the study?

OvYes ®@No

If Yes, enclose a copy of the information sheet/letter for the GP with a version number and date.
A32b. Will permission be sought from the research participants to inform their GP before this is done?

O Yes ® No

If No to either question, explain why not
No G.P information sheet as the Child and Adolesent Mental Health Service will be contacting the G.P

It should be made clear in the patient information sheet if the research participant's GP will be informed.

A33. Will individual research participants receive any payments for taking part in this research?

OvYes ®No

A34. Will individual research participants receive reimbursement of expenses or any other incentives or benefits for
taking part in this research?

O Yes ® No

A35. What arrangements have been made to provide indemnity and/or compensation in the event of a claim by, or on
behalf of, participants for pegligenf harm?

Negligent harm cover has been selected for this study, the policy cover note is appended

Please forward copies of the relevant documents.

A36. What arrangements have been made to provide indemnity and/or compensation in the event of a claim by, or on
behalf of, participants for pon-negligent harm?

Negligent harm cover has been selected for this study

NHS REC Application Form - Version 5.1 9 AB/86302/1
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Please forward copies of the relevant documents. ics Proposal

A37. How is it intended the results of the study will be reported and disseminated?(Tick as appropriate)

Peer reviewed scientific journals

[_] Internal report

Conference presentation

[] Other publication

[_] Submission to regulatory authorities

|_] Access to raw data and right to publish freely by all investigators in study or by Independent Steering Committee on
behalf of all investigators

Written feedback to research participants
Presentation to participants or relevant community groups
|_] Other/none e.g. Cochrane Review, University Library

A38. How will the results of research be made available to research participants and communities from which they are
drawn?

A short summary sheet will be sent to all participants at the end of the study. The resutls will also be presented at local
ADHD support group meetings.

A39. Will the research involve any of the following activities at any stage (including identification of potential research
participants)?(Tick as appropriate)

[ ] Examination of medical records by those outside the NHS, or within the NHS by those who would not normally have
access

[_] Electronic transfer by magnetic or optical media, e-mail or computer networks
[_] Sharing of data with other organisations

[ ] Export of data outside the European Union

[ ] Use of personal addresses, postcodes, faxes, e-mails or telephone numbers
[ ] Publication of direct quotations from respondents

[_] Publication of data that might allow identification of individuals

Use of audio/visual recording devices

L] Storage of personal data on any of the following:

[_] Manual files including X-rays

L] NHS computers

|1 Home or other personal computers
University computers

[ ] Private company computers
Laptop computers

Further details:

A40. What measures have been put in place to ensure confidentiality of personal data? Give details of whether any
encryption or other anonymisation procedures have been used and at what stage:

All data will be anonymised. EAch participant will be allocated a unique participant number and that number will be used on
all the data. A seperate list that of names and participants will be generated and stored seperately from the main data set.

NHS REC Application Form — Version 5.1 10 AB/86302/1
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All paper data, and tapes will be stored in locked filing cabinets. All electronic copiep g he ﬁt@mﬂ;gp sfpresjon password
controlled computers.

A41. Where will the analysis of the data from the study take place and by whom will it be undertaken?

Analysis of the data will take place in Dr Daley's office at the University in Bangor, and will be undertaken by the reserach
team with supervision by Dr Daley

A42. Who will have control of and act as the custodian for the data generated by the study?

Dr Daley will act as custodian

A43. Who will have access to the data generated by the study?

Only the Research Team

A44. For how long will data from the study be stored?

5 Years Months

Give details of where they will be stored, who will have access and the custodial arrangements for the data:
At the end of the study the paper data will be destroyed, tapes will be stores in a secure locked filing cabinet in Dr Daley's
office. An electronic copy of the data will be kept on Dr Daley's space on the university server which is password controlled.

A45-1. How has the scientific quality of the research been assessed?(Tick as appropriate)

L] Independent external review

[ ] Review within a company

[_] Review within a multi-centre research group

Internal review (e.g. involving colleagues, academic supervisor)
[] None external to the investigator

L] Other, e.g. methodological guidelines (give details below)

Justify and describe the review process and outcome. If the review has been undertaken but not seen by the researcher,

give details of the body which has undertaken the review:
A Colleague Dr Elizabeth Burnside had reviewed the application for me. usually the approval of the School of Psycholgoy
ethics committee is taken as independent external review, however in this case due to time constraints | have had to submit

to the school of psychology and COREC in parallel.

f you are in possession of any referees’ comments or other scientific critique reports relevant to tho propmd research, these
‘must be enclosed with the application. . | |

A45-2. Has the protocol submitted with this application been the subject of review by a statistician independent of the
research team?(Select one of the following)

O Yes - copy of review enclosed
O Yes — details of review available from the following individual or organisation (give contact details below)

® No - justify below

NHS REC Application Form - Version 5.1 11 AB/86302/1
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Ethics Proposal 1 - 12

No but while | am not a qualified statistician, | do teach statistics and feel confident with the powet calculation and analysis
which is requried

A48. What is the primary outcome measure for the study?

Parental account of childhood symptoms interview scores are the primary outcome measure

A49. What are the secondary outcome measures?(if any)

Parent—child interaction style
Parent-child emotional relationship
parental well-being

A50. How many participants will be recruited?
If there is more than one group, state how many participants will be recruited in each group. For international studies, say how

many participants will be recruited in the UK and in total.

60

A51. How was the number of participants decided upon?

Using Cohen's a power primer to estimate sample size, and the large effect sizes generated for this intervention when
delivered by therpists (Sonuga-Barke, Daley, Thompson, Laver-Bradbury & Weeks 2001),an alpha of 0.05 and Two group
analysis of Variance as the method of analysis 60 participants should yield more than adequate power great than 0.8 to test

for differences

If a formal sample size calculation was used, indicate how this was done, giving sufficient information to justify and
reproduce the calculation.

A52. Will participants be allocated to groups at random?

® Yes O No

If yes, give details of the intended method of randomisation:
Participants will be allocated to condition by Dr Daley using a random number generator, even numbers will be intervention

and odd numbers control.

A53. Describe the methods of analysis (statistical or other appropriate methods, e.g. for qualitative research) by which
the data will be evaluated to meet the study objectives.

One way analysis of variance will be used to examine differences between conditions at baseline, if no differences exist then
repeated measures analysis of variance will be used to examine change in scores from T1 to T2. If baseline differences
exist then one way analysis of co-variance will be used to examine differences at T2 controlling for any difference at T1

A54. Where will the research take place? (Tick as appropriate)

UK
[ ] Other states in European Union
[_] Other countries in European Economic Area

NHS REC Application Form - Version 5.1 12 AB/86302/1
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[_] Other Ethics Proposal 1- 13

If Other, give details:

A55. Has this or a similar application been previously rejected by a Research Ethics Committee in the UK, the European
Union or the European Economic Area?

@vYes (ONo

If Yes give details of each rejected application including:

Name of Research Ethics Committee or regulatory authority: North East Wales
Decision and date taken: sustantial amendment 13/06/2006
Research ethics committee reference number: 04/WN/N003/26

A56. In how many and what type of host organisations (NHS or other) in the UK is it intended the proposed study will
take place?

Indicate the type of organisation by ticking the box and give approximate numbers if known:

Number of
organisations

[] Acute teaching NHS Trusts

[] Acute NHS Trusts

NHS Primary Care Trusts or Local Health Boards in Wales 3
|| NHS Trusts providing mental healthcare
] NHS Health Boards in Scotland

] HPSS Trusts in Northern Ireland

L] GP Practices

] NHS Care Trusts

[_] Social care organisations

L] Prisons

L] Independent hospitals

[_] Educational establishments

L] Independent research units

[_] Other (give details)

Other:

A57. What arrangements are in place for monitoring and auditing the conduct of the research?
Dr Daley will personally supervise the reserach team. Monthly research team meetings will be held, but additional meetings
will be arranged should the need arise. Dr Daley will also shadow members of the reserach team at various times during
data collection to ensure the quality of data collection and conduct of the research.

Will a data monitoring committee be convened?

® Yes O No

NHS REC Application Form - Version 5.1 13 AB/86302/1
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If Yes, details of membership of the data monitoring committee (DMC), its standard ope MWW”"FW‘WGS of
reports of interim analyses to the DMC must be forwarded to the NHS Research Ethics Committee which gives a favourable

opinion of the study.

What are the criteria for electively stopping the trial or other research prematurely?

We intend to make weekly telephone calls to participants in the intervention group, this is so that we can remind them to
move onto the next weekly section of the manual. We also ask one generic safety question during this call " How have things
been for you and your child this week". Should evidence emerge from these weekly calls that suggested the interention was
causing any undue harm or distress then we would electively halt the trial. The intervention has been piloted without any
problems, and it is a self directed version of a widely used, and effective intervention so no problems with safety or

tolerability are expected.

A58. Has external funding for the research been secured?

(®) Yes {) No

If Yes, give details of funding organisation(s) and amount secured and duration:

Organisation: Economic and Social Research Council CASE Phd studentship
Address: Polaris House
North Star Ave
Swindon
Post Code: SN21UJ
UK contact: Zoe Grimwood
Telephone: Fax:
E-mail: Zoe.Grimwood@esrc.ac.uk
Amount (£): 53000 Duration: 36 Months

A59. Has the funder of the research agreed to act as sponsor as set out in the Research Governance Framework?

®vYes (ONo

Has the employer of the Chief Investigator agreed to act as sponsor of the research?

O Yes (®) No

Sponsor(must be completed in all cases)

Name of organisation which will act as sponsor for the research:

Status:

® NHS or HPSS care organisation (O Academic (O Pharmaceutical industry (O Medical device industry O Other

If Other, please specify:

The University of Wales, Bangor will only act as sponsor to the project when the study has been approved by the School of
Psycholgoy ethics committee. Approval should be in place by 01/09/2006

Address:

Post Code:
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Telephone: Fax: Ethics Proposal 1- 15
E-mail:

The responsibilities of the sponsor may be shared between co-sponsors. If this applies, name the lead sponsor for the REC
application in this box and enclose a letter giving further details of co-sponsors and their responsibilities.

Sponsor's UK contact point for correspondence with the main REC

Title: Forename/Initials: Surname:
Address:

Post Code:

Telephone: Fax:

E—-mail:

A60. Has any responsibility for the research been delegated to a subcontractor?

OYes @No

A61. Will individual researchers receive any personal payment over and above normal salary for undertaking this
research?

OYes (@®No

A62. Will individual researchers receive any other benefits or incentives for taking part in this research?

O Yes ® No

A63. Will the host organisation or the researcher's department(s) or institution(s) receive any payment or benefits in
excess of the costs of undertaking the research?

O Yes ® No

A64. Does the Chief Investigator or any other investigator/collaborator have any direct personal involvement (e.g.
financial, share-holding, personal relationship etc.) in the organisation sponsoring or funding the research that may

give rise to a possible conflict of interest?

OYes @No
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A65. Other relevant reference numbers if known(give details and version numbers aﬂﬂ@fﬁ‘@{ios&l 1- 16

Applicant's/organisation's own reference number, e.g. R&D (if available):
Sponsor's/protocol number:

Funder's reference number:

International Standard Randomised Controlled Trial Number (ISRCTN):
European Clinical Trials Database (EudraCT) number:

Project website:

A66. Other key investigators/collaborators(all grant co-applicants should be listed)

Title: Miss
Forename/Initials: J Surname: Kelly
Post: Trainee Clinical Psychologist
Qualifications: B.Sc
Organisation: North Wales Clinical Psychology Programme, University of Wales, Bangor
Address: Brigantia Building
Bangor Telephone: 01248 382205
Gwynedd Fax: 01248 383718
Postcode: LL57 2AS
E-mail: caritas11@hotmail.com
Title: Miss
Forename/Initials: M Surname: O'Brien
Post: PhD student
Qualifications: B.Sc, M.Sc
Organisation: School of Psychology
Address: Brigantia building
Bangor Telephone: 01248 382205
Fax: 01248 383718
Postcode: LL57 2AS
E-mail: Michelle.OBrien@nww-tr.wales.nhs.uk
Title: Miss
Forename/Initials: V Surname: Hawker
Post: MSc student
Qualifications: B.Sc
Organisation: School of Psychology
Address: Brigantia building
Bangor Telephone: 01248 382205
Fax: 01248 383718
Postcode: LL57 2AS
E-mail: v.hawker@bangor.ac.uk
Title: Mrs
Forename/Initials: S Surname: Parsonage
Post: ADHD Therapist
Qualifications:
Organisation: North East Wales Child and Adolescent Mental Health Service
Address: Catherine Gladstone House,
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Hawarden Way, Mancott Hhi’b@'h‘(ﬁi@ﬂ] 538883 7
Fax: 01244 538883
Postcode: CH6 1EP
E-mail: SUE PARSONAGE

<SUE.PARSONAGE@new-tr.wales.nhs.uk>

A67. If the research involves a specific intervention, (e.g. a drug, medical device, dietary manipulation, lifestyle change
etc.), what arrangements are being made for continued provision of this for the participant (if appropriate) once the

research has finished?

[_] Not Applicable

The research team are not making any charges for the intervention materials. Dr Daley is running the augmentation day in
collaboration with at least one member of staff from each clinic involved in the study. If the results of the study demonstrate
that the intervention is effective then it would be up to the individual clinics to continue to offer the service. A decision has
already been made by each clinic to offer the interention to those randomised to the delayed intervention (control) group.

A68. What do you consider to be the main ethical issues which may arise with the proposed study and what steps will
be taken to address these?

It is possible that the child's behaviour may deteriorate during the course of the study, as a reaction to changes in the way
that their parents treat them. This may result in distress in the parents. We intend to deal with this possibility in two ways

1) Through weekly telphone calls to the parents in the intervention group

2) By addressing this posibility and discussing methods of coping during the one say augmentation

NHS REC Application Form - Version 5.1 17 AB/86302/1
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Ethics Proposal 1- 18

A70. Give details of the educational course or degree for which this research is being undertaken:

Name and level of course/degree:

Joanne Kelly — D.Clin.Psy

Michelle O'Brien PhD

Victoria Hawker M.Sc in Clinical Foundations

Name of educational establishment:
School of Psycholgoy
University of Wales, Bangor

Name and contact details of educational supervisor:
Dr David Daley

North Wales Clinical Psycholgoy Programme
School of Psychology

University of Wales, Bangor

LL57 2AS

A71. Declaration of supervisor

| have read and approved both the research proposal and this application for the ethical review. | undertake to fulfil the
responsibilities of a supervisor as set out in the Research Governance Framework for Health and Social Care.

— —— — s —— " —— —— —— o am e

SIONAIIG.  crvmissimssmisremevisssmn

Print Name: Dr David Daley

Date: 28/07/2006 (dd/mm/yyyy)

A one-page summary of the supervisor's CV should be submitted with the application
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Ethics Proposal 1- 19

List below all research sites you plan to include in this study. The name of the site is normally the name of the acute NHS Trust,
GP practice or other organisation responsible for the care of research participants. In some cases it may be an individual unit,

private practice or a consortium — see the guidance notes.

Principal Investigators at other sites should apply to the relevant local Research Ethics Committee for site-specific assessment
(SSA) using Part C of the application form. Applications for SSA may be made in paralle! with the main application for ethical
review (once the main REC has validated the application), or following issue of a favourable ethical opinion. Approval for each

site will be issued to you by the main REC following SSA.

1. Name of the research site:

North East Wales Child and Adolescent Mental Health Service, Catherine
Gladstone House, Hawarden Way, Mancott, Flintshire, CH6 1EP

Principal Investigator for the study at this site:

Title: Mrs Forename/Initials: Sue Surname: Parsonage

Post: Senior Therapist
Address: North East Wales Child and Adolescent Mental Health Service, Catherine

Postcode: CH6 1EP

2. Name of the research site:

Denbighshire Child and Adolescent Mental Health Service, Lawnside, Rhy L118 3EP

Principal Investigator for the study at this site:

Title: Dr Forename/Initials: Patrick Surname: Loughran

Post: Clinical Psychologist
Address: Denbighshire Child and Adolescent Mental Health Service, Lawnside, Rhy LI18 3EP

Postcode: LL18 3EP

3. Name of the research site:

Conwy Child and Adolescent Mental Health Service, Argyle Rd, Llandudno LL30 1DF

Principal Investigator for the study at this site:

Title: Dr Forename/Initials: Carolyn Surname: Hinds

Post: Clinical Psychologist
Address: Conwy Child and Adolescent Mental Health Service, Argyle Rd, Llandudno LL30 1DF

Postcode: LL30 1DF

NHS REC Application Form — Version 5.1 19
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Ethics Proposal 1- 20

— The information in this form is accurate to the best of my knowledge and belief and | take full responsibility for it.

— | undertake to abide by the ethical principles underlying the Declaration of Helsinki and good practice guidelines on the
proper conduct of research.

— If the research is approved | undertake to adhere to the study protocol, the terms of the full application of which the main
REC has given a favourable opinion and any conditions set out by the main REC in giving its favourable opinion.

~ | undertake to seek an ethical opinion from the main REC before implementing substantial amendments to the protocol or
to the terms of the full application of which the main REC has given a favourable opinion.

— | undertake to submit annual progress reports setting out the progress of the research.

~ | am aware of my responsibility to be up to date and comply with the requirements of the law and relevant guidelines
relating to security and confidentiality of patient or other personal data, including the need to register when necessary with

the appropriate Data Protection Officer.
— | understand that research records/data may be subject to inspection for audit purposes if required in future.

— | understand that personal data about me as a researcher in this application will be held by the relevant RECs and their
operational managers and that this will be managed according to the principles established in the Data Protection Act.

— | understand that the information contained in this application, any supporting documentation and all correspondence with

NHS Research Ethics Committees or their operational managers relating to the application, will be subject to the provisions
of the Freedom of Information Acts. The information may be disclosed in response to requests made under the Acts except

where statutory exemptions apply.

SINBIING: . civosminssaeres

Date: 28/07/2006 (dd/mm/yyyy)

Print Name:  Dr David Daley
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Ethics Proposal 1 - 21

This form should be completed by the Principal Investigator for each site (see glossary)

Part C should be completed and sent with the relevant enclosures to each NHS Research Ethics Committee, which needs to
consider site-specific issues. See guidance notes at the COREC website for further information about the application procedure.

The data in this box is populated from Part A.

Short title and version number:
Self directed intervention for ADHD

Name of NHS Research Ethics Committee to which application for ethical review is being made:

Liverpool Adult
Project reference number from above REC: 06/Q1505/74

Name of NHS REC responsible for SSA:

North East Wales
SSA reference (for REC office use only):

Questions C1, C4, C5, C6, C7, C8 and C13a correspond to questions A1, A2, A65, A10, A12, A13 and A29 on main application
form respectively and will populate automatically:

C1. Title of the research(Populated from A1)

Full title: Parent Training for Children with hyperactivity. Efficacy of an augmented Self Administered Parent Training
Intervention.

Key words: Self directed, Parent Training, hyperactivity, children

C2. Who is the Principal Investigator for this study at this site?

Title: Mrs Forename/Initials: Sue Surname: Parsonage
Post: Senior Therapist
Qualifications:
Organisation:
Address: North East Wales Child and Adolescent Mental Health Service, Catherine

Post Code: CH6 1EP

E-mail: SUE PARSONAGE <SUE.PARSONAGE@new-tr.wales.nhs.uk>
Telephone: 01244 538883
Fax: 01244 538883

A copy of a current CV (maximum 2 pages of A4) for the Principal Investigator(s) must be subniitted with the appllcaaon

C2-1. Give the names and posts of other investigators or members of the research team responsible to the local

Principal Investigator for this site.
Include all staff with a significant research role. If the site is a network or consortium, list all participating investigators below.
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