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Patient Information Leaflet

Protocol Title:

Treating refractory epilepsy: Psychiatric and psychosocial morbidity before and after
surgical treatment.

You are being invited to take part in a clinical research study carried out at Beaumont
Hospital. Before you decide whether or not you wish to take part, you should read
the information provided below carefully and if you wish discuss it with your family,
friends or GP. Take time to ask questions — do not feel rushed or under any
obligation to make a hasty judgement. You should clearly understand the risks and
benefits of participating in this study so that you can make a decision that is right for
you — this process is known as Informed Consent.

You may change your mind at any time (before the start of the study or even after
you have commenced the study) for whatever reason without having to justify your
decision and without any negative impact on the care you will receive from the
medical staff.

WHY IS THIS STUDY BEING DONE?

Epilepsy is associated with an increased risk of mental health problems (such as low
mood), in addition to psychological and social problems related to the condition (e.g.
employment and driving restrictions). People with epilepsy that is poorly controlled
by medication have an increased risk of these problems. Unfortunately doctors have
little knowledge of the extent of these problems and the characteristics of those at
increased risk. Many patients with epilepsy that responds poorly to medication are
referred for surgery- to either remove any lesions causing the seizures or insert a
device called a vagal nerve stimulator. These treatments can help to reduce the
number and severity of seizures and need for medication. In addition they can also

improve psychological and social functioning. Unfortunately some patients can
experience problems after treatment related to mental health and social functioning
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. This study aims to find out the frequency and severity of any difficulties before and
after surgery.

WHO IS ORGANISING AND FUNDING THIS STUDY?

This study is being organised by the Department of Psychiatry in Beaumont Hospital.
The study is not being funded by a pharmaceutical company.

HOW WILL IT BE CARRIED OUT?

This study is due to commence in August. Approximately one hundred patients will
be involved in the study. All patients who have been admitted to the epilepsy
monitoring unit or Beaumont Hospital for surgery will be asked to participate in the
study.

This is a follow up study, which means that patients who agree to participate will be
reviewed by a neuropsychiatrist after surgery when they attend the clinic for follow-
up. The rates of mental health and social problems will be compared to results before
treatment.

WHAT WILL HAPPEN TO ME IF I AGREE TO TAKE PART?

This study will involve two assessments, one before and one after surgery. You may
withdraw from this study at any time including prior to the second assessment should
you wish. A neuro-psychiatrist (Dr Helen Barry) assesses all patients admitted to the
Epilepsy Monitoring Unit during their stay. If you are willing to participate in this
study you will also meet with Dr Barry when you attend outpatients 6 months after
surgery or insertion of vagal nerve stimulator. In outpatients you will be interviewed
for approximately sixty minutes and be given some questionnaires to complete.

WHAT ALTERNATIVE TREATMENTS ARE AVAILABLE TO ME?

It is up to you whether to take part or not. Even if you do decide to take part you are
free to withdraw at any time and without giving a reason. This will not affect the
standard of care that you receive.
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BENEFITS:

The aim of this study is to gather more information on mental health of people with
epilepsy, which may be of benefit in future treatment/assessment of patients. You
will receive a comprehensive psychiatric assessment prior to surgery whether you
participate in the study or not.

CONFIDENTIALITY ISSUES:

As part of the study the investigators will review your medical notes. Your general
practitioner will be informed that you are participating in the study although the
contents of assessments will be confidential. Further information may be elicited
from a family member by interview but only with your permission. All information
that is collected about you during the study will be kept strictly confidential and
restricted to the researchers. This information may be used in future studies subject to
ethics committee approval. Statistical results of the study may be presented in
medical journal but no identifiable information about you will be given to any outside

party.

IF YOU REQUIRE FURTHER INFORMATION

If you have any further questions about the study, or if you wish to withdraw from the
study you may do so without justifying your decision and your future treatment will
not be effected.

For additional information now or any future time please contact:

Dr Helen Barry, Neuropsychiatry Fellow, Beaumont Hospital

Phone No. 018093740
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CONSENT FORM FOR STUDY

Treating refractory epilepsy: Psychiatric and psychosocial morbidity before and after
surgical treatment.

Participant Name

Name of Doctor and Telephone Number: Dr Helen Barry
(Co-Investigator); 8093740

Please tick the appropriate answer.

I confirm that I have read and understood the Information Leaflet dated attached,
and that I have had ample opportunity to ask questions all of which have been satisfactorily
answered. [(OYes [INo

I understand that my participation in this study is entirely voluntary and that I may withdraw at any
time, without giving reason, and without this decision affecting my future treatment or medical
care. OYes [INo

I understand that records may be viewed by members of the research team for this study only
OYes [ONo

I understand that my spouse/family members’ identity will remain confidential at all times.
OYes [INo

I have been given a copy of the Information Leaflet and this Consent form for my records.
OYes [No

FUTURE USE OF ANONYMOUS DATA:
I agree that I will not restrict the use to which the results of this study may be put. I give my
approval that coded data concerning my person may be stored or electronically processed for the
purpose of scientific research and may be used in related or other studies in the future. (This would
be subject to approval by an independent body, which safeguards the welfare and rights of people in
biomedical research studies - the Beaumont Hospital Ethics (Medical Research) Committee.)

OYes [INo

Patient
Signature and dated Name in block capitals
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To be completed by the Principal Investigator or his nominee.

I the undersigned, have taken the time to fully explained to the above patient the nature and purpose
of this study in a manner that he/she could understand. I have explained the risks involved, the
experimental nature of the treatment, as well as the possible benefits and have invited him/here to
ask questions on any aspect of the study that concerned them.

Signature: Name in Block Capitals: Qualification: Date:

3 copies to be made: 1 for patient, 1 for PI and 1 for hospital records.
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Hospital Anxiety and Depression Scale (HADS)

Patients are asked to choose one response from the four given for each interview. They should give
an immediate response and be dissuaded from thinking too long about their answers. The questions
relating to anxiety are marked "A", and to depression "D". The score for each answer is given in the
right column. Instruct the patient to answer how it currently describes their feelings.

A I feel tense or wound up":
Most of the time 3
A lot of the time 2
From time to time occasionally 1
Not at all 0
D I still enjoy the things I used to enjoy:
Definitely as much 0
Not quite so much 1
Only a little 2
Hardly at all 3
A I get a sort of frightened feeling as if something awful is about to happen:
Very definitely and quite badly 3
Yes, but not too badly 2
A little, but it doesn't worry me 1
Not at all 0
D I can laugh and see the funny side of things: As much as I always could 0
Not quite so much now 1
Definitely not so much now 2

Not at all 3
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Worrying thoughts go through my mind a great deal of the time 3
A lot of the time 2

From time to time, but not too often 1
Only occasionally 0

I feel cheerful:

Not at all 3

Not often 2

Sometimes 1

Most of the time 0

I can sit at ease and feel relaxed:
Definitely 0

Usually 1

Not Often 2

Not at all 3

I feel as if I am slowed down:

Nearly all the time 3

Very often 2

Sometimes 1

Not at all 0

I get a sort of frightened feeling like 'butterflies' in the stomach:
Not at all 0

Occasionally 1

Quite Often 2

Very Often 3

[ have lost interest in my appearance:
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Definitely 3
I don't take as much care as I should 2
I may not take quite as much care 1
I take just as much care as ever 0
A I feel restless as I have to be on the move:
Very much indeed 3
Quite a lot 2
Not very much 1
Not at all 0
D I look forward with enjoyment to things:
As much as I ever did 0
Rather less than [ used to 1
Definitely less than I used to 2
Hardly at all 3
A I get sudden feelings of panic:
Very often indeed 3
Quite often 2
Not very often 1
Not at all 0
D I can enjoy a good book or radio or TV program:
Often 0
Sometimes 1
Not often 2
Very seldom 3

Scoring (add the As = Anxiety. Add the Ds = Depression). Zigmond and Snaith (1983)
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QUALITY OF LIFE IN EPILEPSY
QOLIE-89 (Version 1.0

Patient Inventory

Todey'sDate___/____f_
Patlent's Name

Patient's ID¥

Gender: O Male [ Female . Bithdate_____/

—

INSTRUCTIONS

This survey asks about your health and dally activities. Answer every question by circling
the appropriate number {1, 2, 3. . .).

If you are unsure about how 10 answer a question, please give the best answer you can and
write a comment or explanation in the margin.

Please feel free 1o ask someone to assist you it you need help reading or marking the form.

1 In general, would you say your health is: (Clrcle one number)
Excellent 1
Very good 2
Good 3
Fair 4
Peoor 5
2. Overall, how would you rate your quality of fife?

(Circle one number on the scale below)

9,90, 8, 9 8

9 7 6 5 4 3 2 1 0
Best Possible Worst Possible
Quality of Life Quality of Life

{as bad as or worse
ihan being dead)
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4-13:

Compared to 1 year ago. how would you rate your health in general now?

(Circle one number)

Much better now than 1 year ago 1
Somewhal betier now than 1 year ago 2
About the same as 1 year ago 3
Somewhat worse now than 1 year ago 4
Much worse now than 1 year ago ] 5

The following questions are about activities you might do during a typical day. Does
your health Iimit you in these activities? If so, how much?

(Circle 1, 2, or 3 on each line)

Yes. Yes, No, not
limited limited limited
a lot a little at all
4. Vigorous activities, such
as running, lifting heavy 1 2 3
objects, participating
in strenuous sports
S Moderate activities, such
as moving a table, pushing i 2 3
vacuum cleaner, bowling,
or playing golf
6. Lifting or carrying grocerles 1 2 3
7. Climbing several flights of stairs 1 2 3
8. Climbing one flight of stairs 1 2 3
9. Bending, kneeling, or stooping 1 2 3
10. Walking more than one mile 1 2 3
M. Walking several blocks 1 2 3
12. Walking one block 1 2 3
13 Bathing or dressing yourself 1 2 3

153

Do No?
Write n
Thts Space



14-18:

The following questions are about your regular daily activities, such as working al a
job, keeping house, taking care of children, attending school, volunleer work, or
taking part in community services.

During the past 4 weeks, have you had any of the following difficulties with your
regular dally activities or work as a result of any physical problems? (Please
answer YES or NO for each question by circling 1 ar 2 on each line)

YES NO

14, Cut down on the amount of time you . 1 2
spent on work or other activities

18. Accomplished less than you would like 1 2

16. Were limited in the kind of work or 1 2
other activities you do

17. Had difficutty performing the work or other 1 2
activities you do (for example, it took exira effort)

18. Did your work or other activities 1 2
fess carefully than usual

18-23; During the pas! 4 weeks, have you had any of the following difficullies with your
regular daily activities or work as a result of any emotional problems (such as
feeling depressed or anxious)? (Please answer YES or NO for each question by
circling 1 or 2 on each line)

YES NO

19 Cut down on the amount of time you 1 5
spent on work or other activities

20. Accomplished less than you would like 1 2

21, Were limited in the kind of work or other 1 P
aclivities you do

22. Had difficuity performing the work or other activities 1 2
you do {for example, it took extra efforf)

23. Did work or other activities 4 2
less carefully than usual
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24

25,

26.

How much bodily pain have you had during the pasl 4 weeks?

(Circle one number)

None 1
Very mild 2
Mild k]
Moderate 4
Severe 5
Very severe 8

During the past 4 weeks, how much did bodlly pain interfere with. your
normat work (including both work outside the home and housework)?

{Circle one number)

Not at all 1
A little bit 2
Moderately 3
Quite a bit 4
Extremely 5

During the past 4 weeks, 1o what extent have your physical health or
emotional problems interfered with your normal social activities with family,
friends, neighbors, or groups?

(Circle one number)

Not at all 1
Shightly 2
Moderately 3
Quite a bit 4
Extremely 5
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27-35; These questions are aboul how you FEEL and how things have been for you guring

the past 4 weeks. For each question, please indicate the one answer that comes
closest 1o the way you have been feeling

How much of the time during the past 4 weeks. . .
{Circle one number on each ling}

All Most Agood Some Alitle None
of the of the bit of ofthe ofthe of the
time time thetime time time time

27.

Did you feel
full of pep? ¥ 2 3 4 5 6

Have you been
a very nervous 1 2 3 4 5 6
person?

29.

Have you fell so

down in the dumps -
that nothing could ? 2 3 4 B 6
cheer you up?

30,

Have you fell
calm and peacetful? ! B 9 % 8 &

31

Did you have
a lot ol energy? 3 2 3 - B 6

Have you lelt
downhearted 1 2 3 4 5 6
and blue?

33.

Did you leel
wr{‘;m? 1 2 3 4 5 6

Have you been -
a happy person? 1 2 3 4 5 6

35.

Did you feel
lired? 1 2 3 4 5 6
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36-43. How much of the time during the past 4 weeks. . .
(Circle ane number on each ling)

All Most  Agood Some Alittle  None
ofthe of the bit of ol the ofthe of the
time time the ime fime time time

36. Has your epilepsy
limited your social
activilies (such as 1 2 3 4 8 6
visiting with {riends
or close relatives)?

37.  Have you had
difficulty concentrating 1 2 3 4 5 6
and thinking?

38, Did you have
trouble keeping
your attention 1 2 3 4 5 6
on an activity
for long?

39. Were you
discouraged by
problems related 1 2 3 4 5 6
10 your health?

40. Have you worried

aboul having 1 2 3 4 5 6
another seizure?

., Did you have
dificulty reasoning
and solving problems
{such as making 1 2 3 4 5 6
plans, making
decisions, learning
new things)?

42. Were you
discouraged by
your epilepsy-related
problerms?

43, Have your physical
health or emotional
probiems interfered with
your social activities
(like visiting with
Iriends, relatives, ete)?
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44-48. Please choose the answer thal best describes how TRUE or FALSE each of the following

stalements is for you (Circle one number on each ling)

Definitely Mostly  Not  Mostly Definitely
true true sure  false false

44,

I seem lo gel sick

(any kind of sickness)

a littie easier than ) 2 3 4 §
other people

45,

| am as healthy .
as anybody | know : 2 8 3 2

46.

| expect my
health 10 get 1 2 3 4 5
worse

47.

My health is
excelient 1 2 e 4 5

48,

When there is an

iliness going around. 1 2 3 4 5
| usually cateh it
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48, How has the QUALITY OF YOUR LIFE been during the past 4 weeks (thal is, how Do Mot

have things been going for you)? Wnte in
Tmis Space
(Circle
one
number)
Very well: 1
cauld hardly be better
Pretty good 2
Good & bad parts 3
about equal
Pretty bad 4
Very bad: 5
could hardly be worse
& Trustees of Dartmouth College
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The following question is about MEMORY. (Circie one number)

Yes. a Yes, Only No,
great deal somewhat a little not at all

50. In the pas! 4 weeks, have
you had any trouble with 1 2 3 4
your memory?

51-54: Circle one number for how often in the past 4 weeks you have had trouble
remembering or how often these memory prabiems have interfered with your
normal work or living.

All Most Agood Some Alittle None
of the of the bit of ofthe ofthe ofthe
time time thelime time time time

51 Names of people 1 2 3 4 5 6

52. Where you put things 1 2 3 4 5 6

53. Things people tell you 1 2 3 4 5 6

54. Things you read
hours or days before 1 £ = 4 & 6

55-59: The following questions are about LANGUAGE problems you may have. Circle one
number for how often you have trouble speaking or how often these problems
have interfered with your normal work or living,

All Most Agood Some Alittte None
ol the of the bit of ofthe ofthe of the
time time thetime time time time

55, Finding the correct 1 2 3 4 5 6
word

56. Understanding what
others are saying in 1 2 3 4 5 6
conversation

57. Understanding
directions 1 5 g 4 2 6

58. Understanding what 9 > 3 4 5 6
you read

59. Writing 1 2 3 4 5 6
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60-64: The following questions are about CONCENTRATION problems you may have. Circle
one number for how often in the past 4 weeks you had trouble concentrating or
how often these problems interfered with your narmal work or living.

All Most Agood Some Alittle None
of the of the bit ot olthe ofthe of the
time time the time time {ime time

60. Concentrating on
canversations ! G 4 5 g

61. Concentrating on a
task or job L = 4 2 g

62. Concentrating on
reading 1 2 4 S 6

63. Concentrating on
doing one thing 1 2 4 5 6
at a time

64. How often do you
feel you react
slowly to things 1 2 4 5 6
that are said
or done?

65-68: The tollowing questions are about problems you may have with certain ACTIVITIES.
Circle one number for how much during the past 4 weeks your epilepsy or
antiepileptic medication has caused trouble with. .

A great Only Not
deal A lot Somewhat a little at all

65, Working 1 2 3 4 5

66. Frier}dships and ' 1 2 a 4 5
relationships (romantic)

67. Leisure time
{such as hobbies, 1 2 3 4 5
going out)

68. Driving 1 2 3 q 5
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69-73: The following questions relate {o the way you FEEL about your seizures,
(Circle one number on each line)

Not Not
Very Somewhat very fearful
fearful fearful fearful at all
69. How fearful are
you of having a :
seizure during the L C & y
next month?
Worry Occasionally Don't worry
a lot worry at all
70. Do you worry
aboul hurting 1 2 3
yourself during
a seizure?
Not Not
Very Semewhal very worried
worried worried worried at all
. How worried are you
about embarrassment or
other social problems 1 2 3 4
resulting from having a
seizure during the
next month?
72, How worried are you
that medications you
are taking will be bad 1 2 3 4
for you if taken for
a long time?
Very Not Very
poarly well Fair Well well
73. How well do you do
with complicated projects 1 2 3 4 5

thal require organization
or planning?
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74-80:

For each of these PROBLEMS, circle one number for how much they bother you
onascaleof 1105, where 1 = Not al all bothersome, and 5 = Extremely bothersome.

Not at all Extremely
bothersome bothersome

74, Seizures 1 2 3 4 5
75. Memory difficulties 1 2 3 4 5
76. Driving limitations 1 2 3 4 5
77. Work limitations 1 2 3 4 5
78. Social limitations 1 2 3 4 S
79. Physical effects of antiepileptic

medication ! g 5 & c
80. Mental effects of antiepileptic

medication 1 2 = B .
81-83: In terms of your satisfaction with your family and social life, circie one number

to indicate the following:

Very
Poor Fair Good good Excellent

81. The amount of

togetherness

you have with 1 2 3 4 5)

your family

and/or friends
82, The support and

understanding vaur

family and/or friends L £ : 4 g

give each other
83. The amount you talk

things over wilh your 1 2 3 4 5
family and/or friends
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84-88: in terms of your satisfaction with your family and social life, circle one number

to indicate the foilowing:

Neither

satisfied
Very Somewhat nor Somewhat Very
satisfied satisfied dissatisfied dissatisfied dissatistled

84, Overall, how satisfied
were you with your
sexual relations 1 2 3 4 5
during the past 4
weeks?
Much  Somewhat Somewhat  Much
more more About less less
limited limited the same limited limited
85, How limited are
your social activities
compared with others
your age because of 1 2 3 4 ]
your epllepsy or
epilepsy-related
problems?
Yes, as
muchas Yes, quile Yes, a No, not
| wanted a bit Yes, some little al all
86.  During the past 4
weeks, was someone
available to help 1 2 3 4 5
you il you needed
and wanted help?
All Most Agood Some Alitlle  None
of the of the bit of of the of the of the
time time thetime  time time time
87. How much of the
time during the past
4 weeks did you feel 1 2 = < 5 J
left out?
Very Fairly  Some- Aimos!
Always  often often times naver  Never
88. During the past

4 weeks, how ofien
did you feel isolated
from others?
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89.

How gaod of bad do you think your health is? On thie thermameter scale bslow, the
best imaginable state of health is 100and the worst imaginable state is 0. Please indicate
how you feel about your health by circling on2 number on the scale. Please consider
your epilepsy as part of your heslth when you answer this question,

— 100 = Bes! Imaginable
Health State
— 90 '

— 80

- 70

— 60

—{ 50

— 40

— 30

— 20

— 10

—4, 0 = Worsl Imaginable
Health State
(as bad as or worse
than being dead)
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Comments (if any)
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