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Neurologist selected patients in terms of the criteria described above and
provided the information sheet (see APPENDIX 1). A contact number was
taken and patients were given up to 48 hours to decide whether to
participate

y

Theresearcher contacted patients as necessary to establish if they wished to
participate and if so arranged a date/timeto carry out the study.

Atthe arranged appointment the neurologist made a note of the patient's
type of MS, level of disability using the EDSS and other demographics. This
was documented on the demographic sheet (see APPENDIX 4).

If no, they were

thanked for their time

J

The neurologist allocated each patient a study number.

y

The researcher then asked them to fill inthe consent form (see APPENDIX 2).

y

A G.P. letter was sentto inform them of the study (see APPENDIX 3).

y

Theresearcher then proceeded with the study of the use of the
questionnaires in the same order each timeto standardise (FSS, MFIS, PSQI,
HAD). Thiswas done withthe researcher present in the sameroom. The
patient isthanked for their time on completion

y

All documents were kept in a locked filing cabinet and the names list was
kept separate from the questionnaire data

< =7 A = 6H#
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Figure 4. Relationship between HAD and MFIS Cognitive sub-scale scores
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PITTSBURGH SLEEP QUALITY INDEX

INSTRUCTIONS:

The following questions relate to your usual sleep habits during the past month only. Your
answers should indicate the most accurate reply for the majority of days and nights in the past

month. Please answer all quastions,

1, During the past month, what time have you usually gone to bed at mght?

BED TIME

2. During the past manth, how leng {in minutes) has it usually taken you to fall asleep each night?

NUMBER OF MINUTES

3. Dunng the past month, what time have you usually gotten up in the morning?

GETTING UP TIME

4, During the past month, how many hours of actual sleep did you get at night? {This may be

diffarent than the number of hours you spent in bed.)

HOURS OF SLEEP PER NIGHT

Ear each of the remaining questions, check the one best response. Please answer all questions.

& During the past manth, how often have yau had trouble slesping because you . . .

a) Cannct get to sleep within 30 minutes

Nat during the Less than Onee or twice
past month once a week ~ aweek

b Wake up in the middle of the night or early marning

Not during the Less than Once or twice
past month ohce a week awesh

c) Have to get up to use the bathroom

Not during the Less than Ornce or twice
past month once a week a waek

Three or more
times a week

Three or mare
times a week

Thres or more
tmesaweek__

Ruprinted by perinission of the author, Duniel . Buvsse, M1,




d}

o}

h)

Page 2of 4
Cannot breathe comiorably

Mot during the Less than Once or twice Three or more
past month ohce a week a week times a week

Cough or snore loudly

Mot during the Less than Once ortwice  Three or more
past month once a wesek a weak times a week
Feel too cold

Not during the Less than Once ertwice  Three or more
past month ance a week a week times a week
Feel too hot

Not during the Lass than Once ortwice  Three or mara
past month once a week a week fimes a week
Had bad dreams

Mot during the Less than Once ortwice  Three or more
past month once g week a wealk times a wesk
Have pain

Not during the Less than Once ortwice  Three ot more
past month once a week a week times a week______

Other reason(s), ploase describe

How often during the past month have you had trouble sleeping because of this?

Not during the Less than Once ortwice  Three ar more
past month once a week a week times a waek

During the past manth, how would you rate your sleep quality overall?
Vary good
Fairlygood . __

Fairly bad

Yery bad



Page 3of 4

During the past month, how often have you taken medicine to help you sleep (prescribed or
"aver the counter')?

Mot during the Less than Once ortwice  Three or more
past month once a wask a waek times a week

During the past month, how often have you had trouble staying awake while driving, eating
meals, or engaging in social activity?

Not during the Less than Once or twice Three or more
past month once a waesk a week times a week

During the past month, how much of a problem has it bean fer you te kesp up enough
enthusiasm to gat things done?

Mo problem at all
Only a very slight problem
Scmewhat of a problem

A very big problem

10. Do you have a bed parner or room mate?

Mo bed partner or room mate
Partnet/room mate in other room
Partner in same room, But not same bead

Partner in same bed .

If you have a rooim mate or bed partner, ask him/her how often in the past month you
have had . . .

a}

Loud snaring

Mot during the Less than Once ortwice  Three or more
past month once a week a waek times a week

Long pauses betwean breaths while asleep

Mot during the Less than Once ortwice  Thrae or mare
past month once a weeak a weask times a week



c)

d)

Lags twitching or jerking while you sleap

Mot during the Less than Once or twice
past month onceaweek__  aweek

Episodes of disorientation or confusion during sleep

Not during the Less than Once or twice
past month once a week a week

Other restlessness while you sleep; please describe

Faga 4 of 4

Three or more
times a week

Three or more
times a week

Mot during the Less than Once or twice
past month once a week a week

3/

Thres or more
times a week
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Deaconess House

148 Pleasance

Edinburgh “am—
EH8 9RS :
Telephone 0131 536 9000 Lothian

Fax 0131 536
www.nhslothian.scot.nhs.uk

Lothian NHS Board Lothian Research Ethics Committee N H

Ms Paula Cowan Date 15 April 2009
P Our Ref
CIEN Physnotherapy D?Pf Enquiries to Lyndsay Baird
Western general Hospital Extension 89061
Crewe Road South, Edinburgh Direct Line 0131 536 9061
EH4 2XU Email lyndsay.baird@nhslothian.scot.nhs.uk

Dear Ms Cowan

Full title of study: An Investigation into Sleep Disturbance in Multiple
Scilerosis S

REC reference number: 09/S1102/9

Thank you for your letter of 23 March 2009, responding to the Committee’s request for further
information on the above research and submitting revised documentation.

The further information was considered at the meeting of the Committee held on 15 April 2009.
Confirmation of ethical opinion

On behalf of the Committee, | am pleased to confirm a favourable ethical opinion for the above
research on the basis described in the application form, protocol and supporting documentation as
revised, subject to the conditions specified below.

To note: the committee had requested that the title of the research is on the signature

page. Please amend the consent form accordingly and send a copy to our office for the

file.

Conditions of the favourable opinion

The favourable opinion is subject to the following conditions being met prior to the start of the
study.

Management permission or approval must be obtained from each host organisation prior to the
start of the study at the site concerned.

Management permission at NHS sites (‘R&D approval”) should be obtained from the relevant care
organisation(s) in accordance with NHS research governance arrangements. Guidance on
applying for NHS permission is available in the Integrated Research Application System or at
http://www.rdforum.nhs.uk.

Headquarters

Deaconess House 148 Pleasance Edinburgh EH8 9RS
Chair Charles J Winstanley

Chief Executive James Barbour O.B.E.

Lothian NHS Board is the common name of Lothian Health
Board
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