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Appendix 2.5 Research Minor Amendment Approval

waskEs NS,

West of Scotland Research Ethics Service Greater Gl asgow
and Clyde

West of Scotland REC 3
Ground Floor — The Tennent Institute
Western Infirmary

38 Church Street

Glasgow G11 6NT
www.nhsggc.org.uk

Professor Thomas McMillan Date 12" December 2012
Professor of Clinical Neuropsychology Your Ref
University of Glasgow Our Ref
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| 12/WS/0264: Please quote this number on all correspondence

Yours sincerely
Mrs Liz Jamieson

Committee Co-ordinator

Copy to: Mr Raymond Hamill, NHS Lanarkshire
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Appendix 2.6 Research Substantial Amendment Approva |

wosges NHS

West of Scotland Research Ethics Service Greater Gla sgow
and Clyde

West of Scotland REC 3
Ground Floor — The Tennent Institute
Western Infirmary

38 Church Street

Glasgow G11 6NT
www.nhsggc.org.uk

Professor Thomas McMillan Date 27" February 2013

Professor of Clinical Neuropsychology Your Ref

University of Glasgow Our Ref

Institute of Health & Wellbeing, Direct line 0141 211 2123

1st Floor, Administration Building Fax 0141 211 1847

Gartnavel Royal Hospital, E-mail Liz.Jamieson@ggc.scot.nhs.uk
1055 Great Western Road

Glasgow

G12 OXH

Dear Professor McMillan

Study title: Do sleep difficulties exacerbate cognitive deficits
following head injury in an inpatient rehabilitation
population?

REC reference: 12/WS/0264

Amendment number: AMO02

Amendment date: 15 February 2013

IRAS project ID: 111371

The above amendment was reviewed by the Sub-Committee in correspondence.

Ethical opinion

Initially the Sub Committee had concerns about the approach being made to recruit the
participants from Graham Anderson House. However after clarification from Allan Thomson

the Sub Committee was satisfied that the recruitment method was appropriate for this
group.

The members of the Committee taking part in the review gave a favourable ethical opinion
of the amendment on the basis described in the notice of amendment form and supporting
documentation.

Approved documents

The documents reviewed and approved at the meeting were:

Document Version Date

Participant Consent Form 1.3 18 January 2013
Participant Information Sheet 1.3 18 January 2013
Protocol 16 18 January 2013
Notice of Substantial Amendment (non-CTIMPs) AMO02 15 February 2013
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Membership of the Committee

The members of the Committee who took part in the review are listed on the attached sheet.
R&D approval

All investigators and research collaborators in the NHS should notify the R&D office for the
relevant NHS care organisation of this amendment and check whether it affects R&D
approval of the research.

Statement of compliance

The Committee is constituted in accordance with the Governance Arrangements for
Research Ethics Committees and complies fully with the Standard Operating Procedures for

Research Ethics Committees in the UK.

We are pleased to welcome researchers and R & D staff at our NRES committee members’
training days — see details at http://www.hra.nhs.uk/hra-training/

12/WS/0264: Please quote this number on all correspondence

Yours sincerely

Liz Jamieson
Committee Co-ordinator
On behalf of Dr Adam Burnel, Chair

Enclosures: List of names and professions of members who took part in the
review
Copy to: Mr Raymond Hamill, NHS Lanarkshire
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Appendix 2.7 Participant Information Sheet N H S i:‘;ﬁ [],J%IIVCI'SHY
7 O ASEOW
Mental Health and Well being h~ Gtzmd g

Gartnavel Royal Hospital LanarkShlre
1055 Great Western Road

Glasgow
Participant Information Sheet

Do sleep difficulties exacerbate cognitive deficits following Head Injury in an inpatient rehabilitation
population?

We would like to invite you to take part in a research study. Before you decide, you need to
understand why the research is being done and what it would involve for you. Please take time to
read the following information carefully. Talk to others about the study if you wish.

Who is conducting the research?

This study is being carried out by Allan Thomson and Eleni Morfiri, Trainee Clinical Psychologists and
is being supervised by Professor Thomas McMillan and Dr Maria Gardani from the University of
Glasgow.

What is the purpose of this study?

This study aims to explore how sleep affects attention, memory and executive functions in people
who have had a head injury. Attention is the ability to focus on a task. Memory is the ability to
retain and recall information over time. Executive functions are the cognitive processes that regulate
an individual's ability to organize thoughts and activities, prioritise tasks, manage time efficiently,
and make decisions.

The study will be submitted as part of Allan Thomson's research portfolio for examination by the
University of Glasgow in partial fulfiiment for the degree of Doctorate in Clinical Psychology.

Why have | been invited?

You have been invited to take part in this study as you are aged 18-64 years old, have had an
acquired brain injury and are currently an in-patient in a rehabilitation centre. You have been in
rehabilitation for at least 3 weeks.
You cannot take part in this study if any of the following criteria applies to you;

¢ You have a sleep disorder such as sleep apnoea, narcolepsy, restless legs or periodic limb

movement disorder.

* You are currently undergoing severe psychiatric symptoms

* You are currently being treated for an alcohol and/or drugs problem

* You have a learning disability.

* You have vision or hearing impairment

¢ You are not a native English speaker.
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Do | have to take part?

It is up to you to decide. We will describe the study and go through this information sheet, which we
will then be given to you. We will then ask you to sign a consent form to show you have agreed to
take part. You are free to withdraw at any time, without giving a reason. This would not affect the
standard of care you receive.

What will happen to me if | take part?

Taking part involves the researchers accessing your medical records held by the rehabilitation
centres to review information relating to your head injury and sleep. Researchers will then interview
you about your sleep and complete some questionnaires with you relating to your sleep and mood.
You will be asked to keep a sleep diary for 7 days. If you are not able to complete the sleep diary
rehabilitation centre staff will help you do this. While you are keeping your sleep diary you will be
asked to wear a special watch called an “acti-watch” for 7 days. This watch will measure your activity
for the 7 days. You will only take the acti-watch off when you are washing or carrying out an activity
where it may get wet. Rehabilitation centre staff will remind you to take of the watch and to put it
back on.

You may have participated recently in a similar study collecting this data. If so we will ask if we could
use the data and this will mean that we would not need to ask you to complete any of the above
again.

The next part of the study involves you completing a number of short tests. These tests are like
puzzles and help measure our attention, memory and executive functions. Some of the test will be
completed on a computer and other tests will involve the researcher noting your responses. This
part of the study will take approximately 70 minutes. If you feel you are getting tired completing
these tests we could finish doing them on another day.

What happens to the information?

Your identity and personal information will be kept completely confidential and known only to the
research team. The data will be held in accordance with the Data Protection Act, which means that
we keep it safely and cannot reveal it to other people, without your permission.

What are the potential benefits of taking part?

It is hoped by taking part in this study we will learn how sleep affects people’s attention, memory
and executive functioning after head injury. If a relationship is found this study may provide a
foundation for future research developing sleep interventions that may also help improve attention,
memory and executive functioning difficulties.

Who has reviewed this study?

This study has been reviewed by the West of Scotland Ethics Committee, NHS Lanarkshire Research
and Development Department and the rehabilitation centres research and development
departments.

If you have any further questions?

We will give you a copy of this information sheet and the signed consent forms to keep. If you would
like more information about the study and wish to speak to someone not closely linked to the study,
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please contact Dr Sue Turnbull, University of Glasgow, Mental health and Well-being, 1055 Great
Western Road, Glasgow, G12 OXH Tel: 0141 211 0607 Email: susan.turnbull@glasgow.ac.uk

If you have a complaint about any aspect of the study?

If you are unhappy about any aspect of the study you can speak to any of the rehabilitation team

or

research team in the first instance. If this does not alleviate your concerns the normal NHS complaint

procedures are open to you.

Research team contact details:

Chief Investigator/Research Supervisor.
Professor Thomas McMillan

Professor of Clinical Neuropsychology
University of Glasgow

Mental health and Well-being

1055 Great Western Road

Glasgow, G12 OXH

Email: Thomas.McMillan@glasgow.ac.uk
Tel: 0141 211 0607

Research Supervisor

Dr Maria Gardani

Research Associate

University of Glasgow

Mental health and Well-being

1055 Great Western Road

Glasgow, G12 OXH

Email: maria.gardani@glasgow.ac.uk
Tel: 0141 211 0607

Researchers

Allan Thomson/ Eleni Morfiri

Trainee Clinical Psychologists

University of Glasgow

Mental health and Well-being

1055 Great Western Road

Glasgow, G12 OXH

Email: a.thomson.4@research.gla.ac.uk / e.morfiri.1@research.gla.ac.uk
Tel:0141 211 0607

Thank you for taking the time to read this information sheet.
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Appendix 2.8 Participant Consent Form N H S LLE UnllverSlty

Z of Glasgow
Mental Health and Well being 3 f g

Gartnavel Royal Hospital LanarkShlre
1055 Great Western Road
Glasgow
Participant Identification number:
CONSENT FORM

Do sleep difficulties exacerbate cognitive deficits following head injury in an inpatient
rehabilitation population?

Names of researchers: Allan Thomson and Eleni Morfiri.

Please initial box
1. I confirm that | have read and understand the participant information sheet

dated 18/1/2013 (version 1.3) for the above study. | have had the
opportunity to consider the information, ask questions and have had these
answered satisfactorily.

2. lunderstand that my participation is voluntary and that | am free to
withdraw at any time without giving any reason, without my medical care or
legal rights being affected.

3. lunderstand that relevant sections of my medical notes and data collected
may be looked at by the researchers, regulatory authorities, University of
Glasgow and NHS Lanarkshire, where it is relevant to my taking part in this

research. | give permission for these individuals to have access to my records.
4. | understand that any information recorded in the investigation will remain

confidential and no information that identifies me will be made publicly

available.
5. I have participated in the prevalence, types and correlates of sleep problems

in head injury patients during the rehabilitation period study and agree that
information obtained previously can be accessed by researchers in this

study.

6. |agree to my participation being recorded in my rehabilitation notes.

7. lagree to take partin the above study.

Name of Participant Date Signature

Name of Person taking consent Date Signature

When completed: 1 for patient, 1 for researcher site file, 1 (original) to be kept in rehabilitation notes
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Appendix 2.9 Guidelines for Submission to the Journ
Neuropsychological Society

JOURNAL OF THE INTERNATIONAL NEUROPSYCHOLOGICAL SOCIETY

Instructions for Contributors

Aims and S

The Journal of lhe International Neuropsychological

Society welcomes original, creative, high quality

research papers covering all areas of neuropsychol-

ogy. The focus of articles may be primarily experi-
will

ported. Such disclosure will not preclude publica-

al of the International

Reqmnd Dlst‘losllR Copyright Transfer, and

tion, but it is critical b of the p | of neg-
ative or positive bias. Potential conflicts of interest
include funding sources for the reported study (e.g.. a

mental, more applied or clinical. C;
broadly reflect the interest of all areas of

test validation study financially supported by a test
ib publisher, a s(udy pp i com-
| or family fi | interest in a test or

chology. including but not limited to: dcvelopmenl
of cognitive p brain-beh

adult and pediatri beha
ioral syndmmes such as aphasm or 3 apmla and the
mleufwes of nwmpsychulogy with mlated areas such
y. and cogni-
uve neumsc:ence Papers lhal ulllIZE behavmrnl

pmducl or with a company that publishes a test that is
being investigated in the manuscnp or competes wnh
a test that is being i i in the

Other conflicts include employmenL consultancies,
stock ownership or medicolegal work. For the latter,
information about whether the author’s medicolegal
work is largely for one side should be reported. This
list of ial conflicts is not all inclusive, and it is

L chod

appropriate. Book reviews will also be p

the : ibility of each author to ensure that all of

To assure rmxlmum ﬂenbllny and to promote diverse
f the follow-

ing formats are avallable in addition to Regular
Research Articles: Brief Communications are shorter
research articles; Rapid Communications are intended
for “fast breaking™ new work, that does not yet jus-
tify a full length article, and which are put on a fast
review track: Neurobehavioral Grand Rounds are
unigue case studies. which are published in tandem
with an introduction by an expert in the field to put
the case into a more global perspective: Critical
Reviews are lhoughtful oonsndemuons of topics of
to associ-

Y ing
ated areas, such as i 1 brnm ging, neuro-

their “potential conflicts™ are reported in the Acknow-
ledgment section of the paper. Authors should err on
the side of full disclosure, and if authors are uncertain
about what constitutes a relevant conflict, they should
contact the editorial office (jins@unm.edu).

bmissi f your you will be sent
an e-mail requesting a signed Author Disclosure form.
The Author Disclosure form will be included in the
e-mail. Also included in this e-mail will be instructions

on how to fax or e-mail the form to the JINS office.

Upon acceptance of your manuscript, you will be sent
an e-mail requesting a signed Transfer of Copyright
form and instructions on how to fax or e-mail the
form will be included in the e-mail. You will also be
requested to provide original copies of permissions
to re-use material that has been published elsewhere.
You may use the form, or the wording contained in
it, to seek permission from other publishers, or use
the publisher’s online request system if this is pre-
ferred.

Rights and Permissions
For information ding rights and per

concerning JINS, contact Marc Anderson (manderson@
mmbndge org) or Adam Hirschberg (ahirschberg@

In addition to signing this i i with
h dards for animal or human ge.org).
h (including a that the h was  ap
pleted in accordance with the Helsinki Declara- 11 orier 121:325?(& number of manuscripts that
tion http://www.wma.net/e/policy/17-c_e.html) e published in the JINS, please adhere to the fol-

should be included in the methods section of the
manuscript, and funding sources and other potential
conflicts of interest should be included in the

1
aci

epidemiology. and ethical issues: Dialogues provide
a forum for publishing two distinct positions on con-
troversial issues in a point-counterpoint form; Sym-
posia consist of seve

lowing length requirements. Please provide a word
count on the title page for abstract and for manu-
script (not including abstract, tables, figures, or ref-
erences). Manuscripts will be returned if they exceed
length requi

Only the ding author’s sigi
Thls d.ISCIDSulE form pemms to all authas and the
articles that are P g author’s si that the
author has obtained all p infor-

thematically linked; Letters to the Editor respond to
recent articles in the Journal of the International
Neuropsychological Society; and Book Reviews.

Critical Reviews, Dialogues, and Symposia may be
invited by the appropriate Department Editor or pro-
posed by individual authors. Such proposals should
be discussed with the Editor-in-Chief or the Depart-
ment Editor before submission. Book Reviews are
invited by the Book Review Editor.

Originality and Copyright

To be considered for publication in the Journal of the
International Neuropsychological Society, a manu-
script cannot have been published previously. nor can
it be under review for publication elsewhere. Papers
with multiple authors are reviewed with the assump-
tion that all authors have approved the submitted
manuscript and concur with its submission to the Jour-
nal of the International Neuropsychological Society.

A Convricht Trancfor A art saith coartain oo
A Uopyrignt iransier Agreament, with conain

ified rights reserved by the author, must be signed

mation fmm all authors. It is the cormpondmg
author’s ethical responsibility to explicitly check with
each of his/her co-authors to ensure that any real or
apparent conflict of interest is appropriately dis-
closed. The intent of this disclosure is not to prevent
an author with a significant financial or other rela-
tionship from publishing their work in JINS, but rather
to provide readers with information on which they
can make their own judgments.

Manuscript Submission and Review
The Journal of the International Ntumpswholagical
Soaetv uses online submmmn and peer review. Paper
are not pted. Authors who are not
able to submit their manuscripts online are asked to
contact the editorial office at: jins@unm.edu. The
website address for snbmlssmns is: hllp /ime.
1 J and lete instruc-
tions are provided on the website. Prior to online
submission, plase consult  http://www.ncbi.nlm.

and returned to the Editor by the ponding author
of accepted manuscnpls pnor to pnbllcauon Thls is

y for the wide di of find-
ings, and the protection of both author and the soci-
ety under copyright law.

If you plan to include material that has been pub-
lished elsewhere and is under copyright of a third
party, you will need to obtain permission to re-use
this material in your article. A form is provided for
this purpose. Alternatively, many publishers use an
online system for such requests. It is the lespoblhly

nih.g: y.fegi?db h for 6 keywords
or mesh terms thal are different from words in the

Regular Research Articles: Maximum of 5,000
words (not including tables, figures, or references)
and a 200 word abstract.

Brief Communications: Maximum of 2,500 words
(not including abstract, tables, figures, or references)
and a 150 word abstract, with a maximum of two
tables or two figures, or one table and one figure, and
20 references.

Rapid Communications: Maximum of 1.000
words (not including abstract, tables, figures, or ref-
erences) and a 150 word abstract, with a maximum
of two tables or two figures, or one table and one fig-
ure, and 10 references.

Critical Reviews: Maximum of 7,000 words (not
including abstract, tables, figures, or references) and
a 200 word abstract. Critical Reviews must be pre-
approved by the Department Editor. Please e-mail
your abstract to jins@unm.edu in order to receive
prior approval.

Short Reviews: Maximum of 2,500 words, a 100~
word abdmcl and 35 references. Short Reviews are
hots of the current state

title. Accurate mesh terms will i babil
ity that your manuscript will be |denuﬁed in online

of a “research area rather than comprehensive

searches. Please follow the i fully to
avoid delays. The menu will prompt the author to
provide all necessary mfmnon. including the manu-
script category, the author i

phone number, fax number and e-mail address, and
suggested reviewers.

The website will automatically acknowledge receipt
of the ipt and provide a refer-

. We well descriptions of new or recent
concepts and their applicability to neuropsychology.
and proposals of novel ideas or approaches, particu-
larly if they lead to lesmble hypotheses Prose should
be readl ly o both and

and clinicians. Short R are written
by recognized experts in their field. Generally,
thﬂ are submllled by invitation only, but occa-

of the authors to obtain p to re-use
from elsewhere.

Disclosure Form

The Author Disclosure Form must be signed by the
corresponding author for all the manuscript’s authors
at the time the manuscript is submitted. This form
includes an that the ipt is origi
and not under review m another Joumal research
was din with i | guide-
lines, and any p(xenual conflicts of interest have been

ence number. The Editor-in-Chief will nsmgn the
manuscript for review to an Associate or Department
Editor and at least two other reviewers. Every effort
will be made to provide the author with a review

an in may be issued on the basis
of an unsolicited proposal.

Dialogues: Maximum of 2,000 words for each seg-
ment (not including abstract, tables, figures, or ref-
and a 100 word abstract, with a maximum

within 6 to 10 weeks of Rapid
C ications will be od within 6 weeks. If
the Editor requests that revisions be made to a manu-
script before publication, a maximum of 3 months
will be allowed for pref of the except

in unusual cm:umslances.

of two tables or two figures, or one table and one
figure and 20 references. Dialogues must be pre-
approved by the Department Editor. Please e-mail
your abstract to jins@unm.edu in order to receive
prior approval.
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Symposia: Maximum of 5,000 words (not including
abstract, tables, figures, or references) and a 200 word
abstract. Symposia must be pre-approved by the
Department Editor. Please e-mail your abstract to
jins@unm.edu in order to receive prior approval.

Neurobehavioral Grand Rounds: Maximum of
5,000 words with an informative literature review
(not including abstract, tables, figures, or refer-
ences) and a 200 word abstract.

Letters to the Editor: Maximum of 500 words (not
including table, figure, or references) with up to five
references, one table, or one figure.

Book Reviews: Approximately 1,000 words.

Manuscript Preparation and Style

The entire manuscript should be typed double-spaced
throughout using any word processing program.
Unless otherwise specified, the guideline for prepa-
ration of manuscripts is the Publication Manual
of the American Psychological Association (6th
edition). This may be ordered from: APA Order
Dept.. 750 1st St. NE, Washington, DC 20002-4242,
USA.

Pages should be numbered Iy

manuscript is accepted for publication, your figures
must meet the following criteria:

High quality digital images (600 dpi or higher)
should be provided in PDF, EPS, or TIFF formats. If
a digital image is not available, please scan in the
image. Figures should be numbered consecutively as
they appear in the text. Any indication of fi of

inl £,

2003b) . . ." with P in

cal order Ano(her example is: “For example
Cohen et al. (1994,1997), Braver et al. (1997), and
Jonides and Smith (1997) demonstrated . . .”
References cited in the text with two authors should
list both names. References cited in the text with
three, four, or ﬁve authors, list all authors at first

T

special interest should also be included. Figures
should be twice their intended final size and authors
should do their best to construct figures with nota-
tion and data points of sufficient size to permit legi-

ble photo red to one col of a two-col
format.
Color figures can be d. All color g

must be formatted in CMYK and not in RGB,

4-color separati cannot be done in
RGB. However, the extra cost of printing these fig-
ures must be paid by the author: $500 for the first

with citations, include only
the first author’s last name followed by et al
References cited in the text with six or more
authors should list the first author et al. throughout.
In the reference section, list all authors up to seven.
For eight or more, list the first six, then three
ellipses, and end with the last author’s name.
Examples of the APA reference style are as follows:

Online/Electronic Journal Article with DOI:

Dikmen, S., Machamer, J. Fann, J. & Temkin, N.
(20i0). Rates of Sympiom Reporting Foiiowing
T ic Brain Injury. Journal of the International

color page, $250 for each color page th

Tables and figures should be numbered in Arabic
numerals. The approximate position of each table and
figure should be provided in the manuscript: [INSERT
TABLE | HERE]. Tables and figures should be on
separate pages. Tables should have short titles and all

with the Title Page. The Title Page should ‘contain
the full title of the manuscript, the full names and
affiliations of all authors, a contact address with
telephone and fax numbers and e-mail address, and
the word count for ab and for ipt
(excluding title page, abstract, references, tables,
and figures). At the top right provide a short title of
up to 45 characters preceded by the lead author’s last
name. Example: Smith-Memory in Parkinson’s
Disease. This running headline should be repeated at
the top right of every following page.

The Abstract and Mesh terms (Keywords) on page 2
should include a brief statement of the problem, the
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Appendix. 2.10: Individual Subtest Scores and

sleep efficiency scores.

Pears on Correlations for PSQI and

Individual Subtest Mean (SD) Pearson Pearson
Correlation Correlation
(n=20)
PSQI Sleep Efficiency
(n=20) (n=20)
SART number of Errors | 15.65 (6.98) r=0.09, p=0.69 r=-0.7, p=0.001
of Commission
SART number of Errors | 36.9 (27.02) r=0.17, p=0.46 r=0.28, p=0.24
of Omission
SART average 434.34 (125.06) r=0.05 p=0.84 r=0.49, p=0.03
Reaction Time
(milliseconds)
PVT percentage 83.95 (28.32) r=-0.13, p=0.59 r=0.34, p=0.14
accuracy
PVT Average Reaction | 449.20 (110.11) r=-0.03, p=0.89 r=-0.08, p=0.73
Time
LNS total number of 5.65 (2.85) r=-0.18 p=0.44 r=-0.004, p=0.99
correct responses
FAS total number of 21.8 (9.37) r=0.17 p= 0.46 r=0.02, p=0.94
words recalled
FAS total number of 3.25 (3.39) r=-0.09, p=0.70 r=-0.10, p=0.68
perseveration errors
MSET total score 1.35(1.27) r=0.47, p= 0.04 r=-0.27, p=0.24
Hayling total response | 40 (29.24) r=0.15, p= 0.54 r=-0.06, p=0.79
time part A (seconds)
Hayling total response | 80.9 (82.84) r=0.24, p= 0.32 r=0.10, p=0.66
time part B (seconds)
Hayling total number of | 4.9 (3.93) r=0.15, p=0.54 r=-0.21,p=0.36
category A errors
Hayling total number of | 4.4 (2.05) r=0.13, p=0.58 r=0.39, p=0.08
category B errors
Hayling overall scaled | 2.3 (1.42) r=0.25, p=0.29 r=0.12, p=0.62
score
RAVLT immediate 26.65 (10.22) r=0.48, p= 0.03 r=-0.33, p=0.16

recall total score
(number of words
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recalled)

RAVLT delayed recall
total score (number of
words recalled)

3.2 (3.24)

r=0.52, p=0.02

r=-0.33, p=0.16

RAVLT recognition
total score (Number of
words recognised)

10.7 (4.9)

r=0.40, p= 0.08

r=-0.27, p=0.26

RAVLT total number
false positives
recognition trial
(Number of words
incorrectly recognised)

5.9 (6.88)

r=0.02, p=0.95

r=0.23, p=0.33

Significant associations highlighted in bold
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