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Guidelines for interviewing a patient in hospital at 6 months

Questionnaire order for people in hospital - advice on specific questions

1. EQ-5D
Question 3, page 1: Usual activities: ask this question, expect patient to answer
“I am unable to perform my usual activities”

2. Physical examination

Arm movements, Spirometer

Ask how tall they are if they are unable to stand — Spirometer measurements are every Scm anyway, so does
not have to be 100% accurate

3. Additional questions
Sleep questions — as normal

4. SGRQ
Part 1
Replace “Since returning home” with “since leaving intensive care”.

Part 2
Section 2, 4, 6 and 7— try to relate activities to what they may be doing in hospital e.g. walking about ward,
walking up stairs in ward.

5. SF-36
Question 3 apply to hospital situation, as for SGRQ
Question 4, 5 and 10 expect patient to say “all of time”. Question 6 “extremely”

6. HAD

As normal

7.  MMSE

As normal

8. Economic questions
2 page questionnaire replacing patient costs questionnaire

9.  Carer questionnaire
Does not apply
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Guidelines for researchers conducting a 6 month follow-up assessment

Outline

Survivors at 6 months post randomisation will be assessed and examined at home by a researcher. In
cases where this is not possible a telephone interview will be attempted. When a patient has agreed to the
6 month follow-up an assessment pack is sent to the researcher in Leicester by the Data Co-ordinating
Centre in London. The patient’s GP should be contacted by the researcher, on receipt of the assessment
pack, to check that the patient is still alive, registered with that GP and that there are no reasons why it
would be inappropriate to contact the patient. The researcher is then responsible for (in liaison with
Hillary Watkinson):

° arranging the appointment with the patient (using the method indicated on the patient summary
sheet)

* sending the confirmation letter (with the EQ-5D and SGHRQ to be completed and collected at the
Visit)

° notifying Steven Robertson at the Data Co-ordinating Centre of the appointment details.

In order to avoid researchers accidentally finding ont patient allocation, all appointment arrangements will be made by

Hillary Watkinson, in liaison with Steven Robertson and the assessment researchers.

The patient will also be sent a scarf to conceal any scars, so the researcher remains blinded to allocation.
The patient will be asked to return the scarf in a freepost envelope after the researcher has left. During
the visit the researcher will assess whether the patient has a carer and, if relevant, details will be collected
on the 6 month follow-up assessment checklist. If a carer has been identified, and is present, a Caregiver
Strain Index questionnaire will be given and the carer will be asked to complete this and return either
before the researcher leaves or at a later date in a freepost envelope. If the carer is not present the
researcher will write to the carer asking him/her to complete and return the questionnaire. When the
interview has been conducted the researcher should photocopy all of the documents, complete the 6
month follow-up assessment checklist, and send the copies in the envelope provided to:

Steven Robertson

CESAR Data Co-ordinating Centre

Medical Statistics Unit

London School of Hygiene & Tropical Medicine
Keppel Street

London WC1E 7HT



The originals of all documents should be kept in the CESAR folder at the Department
of General Practice and Primary Health Care at the University of Leicester.

Interview pack contents:

- Guidelines for conducting a 6 month follow-up

- Guidelines for researchers

- Patient summary sheet

- EQ-5D (send with confirmation letter)

- St George’s Hospital Respiratory Questionnaire (send with confirmation letter)
- The SF-36v2™ Health Survey

- HAD Scale

- Patient Costs Questionnaire

- Additional questions and examination (including spirometry)
- Caregiver Strain Index

- 6 month follow-up assessment checklist

- Copy of signed patient agreement to CESAR accessing patient data from GP records
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CESAR 6-month follow-up: Guidelines for researchers

1.

Introduction to patients

Reinforce purpose of assessment — to assess long term outcomes for two different ways of
treating respiratory failure.

Recognise that patient has been very ill and they should say if they are feeling too tired to
continue or would like to take a break.

Emphasise the need not to know where or how patient was treated so researcher cannot be
biased, hence the need for scarf to be worn for the duration of the assessment.

Tell patient that interview will include a series of questions about specific aspects of their
health and an assessment of their breathing. Some questions may not seem relevant to them
but important all are answered so we can compare patients in the trial.

If the patient is followed up in hospital please refer to Guidelines for interviewing a patient
in hospital at 6 months July 2004 for specific guidelines

Questionnaires sent to patients (if patient is in hospital these may not be posted but
completed at interview instead)

Check EQ-5D and SGRQ received.
Ask if any problems completing and check responses.
Ask patient to fill in any incomplete responses.

SF-36

Explain this is a questionnaire designed to measure general health and whether there are any
problems with activities, and that it was designed for self-completion.

If patient asks for clarification re-read the question and response options but do not reword
question (see detailed guidance in photocopy of chapter 4 from SF-36 manual).

Check for completeness of responses and draw attention of patient to any omissions.

HAD Scale

Explain that treatment in intensive care may affect the way people feel and that this
self-completed questionnaire is designed to detect them.

Respond to queries in same way as for SF-36.

Please calculate the HAD score and enter onto the datasheet



5.

5.1

5.2,5.3

5.4

Additional questions and examination

Sleep questions

Explain sleep problems can occur after intensive care and that these questions are designed to
detect them.
Read questions and record responses.

Examination
Explain that you would now like to make a brief examination. Arm movement can be
affected by intensive care treatments, so you would like to check this (no need for patient to
undress). Secondly, you would like to test breathing, and finally measure height, as this
determines their breathing scores.
Show card to check no contraindications to spirometry.
Repeat test until 3 readings which differ <10% obtained.
Circle best of three for each variable.
Calculate and record predicted values.

MMSE (use pad version)

Explain some patients expetience confusion after intensive care and that this is a standard
questionnaire to detect it. Some of the questions may seem inappropriate but it is important
that all are answered.

Some of the questions are very easy, some are not so easy. Don't worry if you think you have
“got any wrong”’.

It is important to reassure the patient, as anxiety can affect performance.

Aim to be neutral in feedback e.g. “thank you” not “yes that’s right”, or “no, that's wrong”.
If the patient gets distressed at being asked the questions, it is up to the interviewer's
discretion whether you stop ot not.

Guide to completing MMSE

Question 1 Season — use discretion e.g. different cultures have different seasons, may

not know exactly when spring ends and summer begins.

Question 2 “Building/floor” — asking address is OK.

Question 3 “Apple, table penny”, the order in which the patient repeats them is
irrelevant.

Question 4 Ask the patient to spell “world” forwards If they don’t understand the

word describe it. If OK, then ask them to spell it backwards.

Question 8 Read out instruction all in one go, no prompts

Questions 9 and 10  If physically unable to write, read or is illiterate, then score out of 29 or 28.




6.

Patient costs questionnaire

Read out interviewer script on front page.

Ask patient if they would prefer you to read out questions or complete it themselves.
Note whether Events Diary was used on the checklist

If patient fatigued offer later telephone administration and note on checklist.

Identifying carers

Identify if patient has a carer, if yes record details on checklist

If carer is present give them a Caregiver Strain Index questionnaire and ask to complete
during visit.

Give carer a freepost envelope in case they prefer to return at a later date

If carer identified but not present collect details on checklist and write to them asking to
complete the Caregiver Strain Index questionnaire.

The patient should not see or be given a copy of the Caregiver Strain Index.

Finishing the interview

Thank patient for their time and attention.

Remind them that they will receive a copy of the trial results if requested.

Remind the patient to keep the scarf on until after you have left and give the patient the
freepost envelope to return it in.

Note duration of interview on the checklist.

Complete checklist and return a copy to DCC in London with copies of all other
documents.

Potential problems

Patient cannot read but is not mentally impaired. Administer all questionnaires orally.
Patient appears too frail/unco-operative — restrict interview to EQ-5D, physical
examination and SF-36 in that order.
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Patient summary sheet

CESAR study number: Date of birth:| | || | || | | | |dd/mm/yyyy

Surname:

First name:

Date of randomisation: [ | | [ | |[ ] | | e
Date of discharge: LT AL T T T T fawmms
Address:
Postcode:

Telephone number:
NHS numbert:

GP’s name:

GDP’s address:
Postcode:

GP’s telephone number:
GP’s fax number:

Method by which patient has requested contact:

Date 6 month assessment due: | | | | | | | | | | | dd/mm/yyyy
(approximately 6 months post randomisation)

Date researcher should contact patient to make appointment: | | | | | | | | | | | dd/mmlyyyy

(approximately 2 months before assessment is due)

Please contact GP before making direct contact with patient



EQ-5D Health Questionnaire

CESAR study number [ [ [ [ [ [ ]
By placing a tick in one box in each group below, please
state today .

Mobility
| have no problems in walking about

I have some problems in walking about
I am confined to bed

Self-care

| have no problems with self-care
| have some problems washing or dressing myself
| am unable to wash or dress myself

Usual Activities (e.g. work, study, housework,
family or leisure activities)

I have no problems with performing my usual activities
| have some problems with performing my usual activities
| am unable to perform my usual activities

Pain/Discomfort

| have no pain or discomfort
| have moderate pain or discomfort
| have extreme pain or discomfort

Anxiety/Depression

| am not anxious or depressed
I am moderately anxious or depressed
| am extremely anxious or depressed

NN O NN 0

H{En



CESAR study number [ [ [ [ [ [ |

To help people say how good or bad a health
state is, we have drawn a scale (rather like a
thermometer) on which the best state you can
imagine is marked 100 and the worst state you
can imagine is marked O.

We would like you to indicate on this scale how
good or bad your own health is today, in your
opinion. Please do this by marking a point on
the scale which indicates how good or bad your
health state is today.

Your own
health state

today

Best
imaginable
health state

100

oo
(=}

-
@
o

o
L
o

W
(=]

0
Worst
imaginable
health state



CESAR study number [ [ [ [ [ [ ]

Background Information

1. Are you

a current smoker
an ex smoker

N

a never smoker

2. Which of the following best describes your main activity?
in employment or self employment
retired
housework
student

seeking work

Oodod

other (please specify)

Yes No

3. Did your education continue after the minimum school (] []
leaving age?

4. If Yes, do you have a degree or equivalent qualification? 1 [

Please complete this form and return it to the researcher
when you have your assessment visit.




HAD Scale
CESAR study number [ [ [ [ [ |

Tick only one box for each question

| feel tense or ‘wound up”:

Most of the time

A lot of the time

Time to time, occasionally

Not at all

I still enjoy the things |
used fo enjoy:

Definitely as much

Not quite so much

Only a little

Hardly at all

| get a sort of frightened feeling as if
something awful is about to happen:

Very definitely and quite badly

Yes, but not too badly

A little, but it doesn’t worry me

Not at all

I can laugh and see the funny side of things:

As much as | always could

Not quite so much now

Definitely not so much now

Not at all

Worrying thoughts go through my min

A great deal of the time

A lot of the time

From time to time but not too often

Only occasionally

| feel cheerful:

Not at all

Not often

Sometimes

Most of the time

| can sit at ease and feel relaxed:

Definitely

Usually

Not often

Not at all

For office use only:

| feel as if | am slowed
down:

Nearly all the time
Very often

Sometimes

Not at all

| get a sort of frightened feeling
like ‘butterflies’ in the stomach:
Not at all

Occasionally

Quite often

Very often

I have lost interest in my appearance:

Definitely

I don’t take so much care as | should
I may not take quite as much care

I take just as much care as ever

| feel restless as if | have to be on the
move:

Very much indeed

Quite a lot

Not very much

Not at all

I look forward with enjoyment to things:
As much as ever | did

Rather less than | used to

Definitely less than I used to

Hardly at all

| get sudden feelings of panic:
Very often indeed

Quite often

Not very often

Not at all

| can enjoy a good book or radio
or TV programme:

Often

Sometimes

Not often

Very seldom




The St George's Hospital
Respiratory Questionnaire (SGHRQ)

This questionnaire is designed to help us learn much more about how your
breathing is troubling you and how it affects your life. We are using it to find out
which aspects of your illness cause you most problems rather than what doctors
and nurses think your problems are. Please read the instructions carefully but do
not spend too long deciding about your answers. If there is anything you do not
understand please ask the researcher at the time of the interview.

CESARstudynumber| | | | | | |




CESAR study number | | | | | | |

Questions about how much chest trouble you have had since returning home.

PART 1

Please put a cross in one bubble for each question.

1) Since returning home, | have coughed

2) Since returning home, | have brought

3) Since returning home, | have had

4) Since returning home, | have had

up phlegm (sputum)

shortness of breath

attacks of wheezing

most
days
a week

O
O

O

O

several
days
a week

O
O

O

O

afew
days
a month

O
O

O

O

5) Since returning home, how many severe or very unpleasant attacks of chest

trouble have you had?

a) More than 3 attacks
b) 3 attacks
¢) 2 attacks
d) 1 attack

e) No attacks

O
O
O
O
O

(please go to question 7)

How long did the worst attack of chest trouble last?

a) A week or more
b) 3 or more days
c) 1 or 2 days

d) Less than a day

Since returning home, in an average week, how many good days (with little chest

trouble) have you had?

a) None
b)1or?2
c)3or4
d) Nearly every day

O
O
O
O

O
O
O
O

only with
chest
infections

O

O
O
O

not
at
all

O

O
O
O



CESARstudynumber | | | | [ | |

8) If you have a wheeze, is it worse in the morning?

No O Yes O Not applicable Q

PART 2

The questions in this section relate to your current state of health and
should reflect how you are these days.

Section 1
1) How would you describe your chest condition (please put a cross in 1 box)?
a) The mast important problem | have O
b) Causes me quite a lot of problems O
c) Causes me a few problems O
d) Causes no problems O

2) If you were in paid employment around the time you were entered into the CESAR trial, please
put a cross in one of the boxes below to tell us about the effect on your current situation.

a) My chest trouble made me stop paid work altogether
b) My chest trouble interfered with my work or
made me change my work
¢) My chest trouble does not affect my work
d) Not applicable as | was not in paid work at the time

00 OO

Section 2

Questions about what activities usually make you feel breathless. Please put a cross in each box
that applies to yauhese days.

a) Sitting or lying still

b) Getting washed or dressed
¢) Walking around the home
d) Walking outside on the level
e) Walking up a flight of stairs
f) Walking up hills

g) Playing sports or games

0O00000

Section 3

Some more questions about your cough and breathlessness. Please put a cross in each box that
applies to you these days.

a) My cough hurts

b) My cough makes me tired

c) | am breathless when | talk

d) I am breathless when | bend over

e) My cough or my breathing disturbs my sleep
f) I get exhausted easily

000000



CESAR study number | | | | | | |

Section 4

Questions about other effects that your chest trouble may have on you.
Please put a cross in each box that applies to you these days.

a) My cough or breathing is embarrassing in public

b) My chest trouble is a nuisance to my family, friends and neighbours
c) | get afraid or panic when | cannot get my breath

d) I feel that I am not in control of my chest problem

e) | do not expect my chest to get any better

f) | have become frail or an invalid because of my chest problem

g) Exercise is not safe for me

h) Everything seems too much of an effort

00000000

Section 5

Questions about your medication for your chest trouble. Please put a cross in each box that
applies to you.

a) My medication does not help me very much Q
b) I get embarrassed using my medication in public Q
¢) | have unpleasant side effects from my medication O
d) My medication interferes with my life a lot O
e) | am receiving no medication for my chest trouble Q

Section 6

These are questions about how your activities might be affected by your breathing trouble. Please
put a cross in each box which you think applies to you because of your breathing trouble.

a) | take a long time to get washed or dressed

b) | cannot take a bath or shower or | take a long time

c) I'walk slower than other people or | stop for rests

d) Jobs such as housework take a long time or | have to stop for rests

e) If I walk up one flight of stairs | have to go slowly or stop

f) If I hurry or walk fast | have to stop or slow down

g) My breathing makes it difficult to do things such as walking up hills,
carrying things upstairs, light gardening such as weeding, dance, play
bowls or play golf

h) My breathing makes it difficult to do things such as carrying heavy
loads, dig the garden or shovelling snow, jog or walk at 5
miles per hour, play tennis or swim

i) My breathing makes it difficult to do things such as very heavy
manual work, run, cycle, swim fast or play competitive sports

O O 0000000



CESAR study number | | | | | | |

Section 7

We would like to know how your chest trouble usually affects your daily life.
Please put a cross in each box that applies to you because of your chest trouble.

a) | cannot play sports or games

b) I cannot go out for entertainment or recreation
¢) I cannot go out of the house to do the shopping
d) I cannot do housework

e) | cannot move far from my bed or chair

00000

Now please put a cross in the box next to the statement which best describes how your chest trouble
affects you.

a) It does not stop me doing anything | would like to do
b) It stops me doing one or two things | would like to do
¢) It stops me doing most of the things | would like to do
d) It stops me doing everything | would like to do

0000

Please complete this form and return it to the
researcher when you have your assessment visit.




The SF-36v2T™ Health Survey

Instructions for completing the questionnaire

Please answer every question. Some questions may look like others, but each
one is different. Please take time to read and answer each question carefully by
putting a cross in the bubble that best represents your response.

EXAMPLE

This is an example. Do notanswer this question. The questionnaire begins
with the section Your Health in Generalon the next page.

For each question you will be asked to place a cross in a bubble on each line:

1. How strongly do you agree or disagree with each of the following statements?

Strongly ~ Agree  Uncertain Disagree  Strongly

agree Disagree
a) I enjoy listening to music O ® O O O
b) | enjoy reading magazines ® O O O O

CESAR study number || | | [ ] |




CESAR study number | | | | | | |

Your Health in General

1. Ingeneral, would you say your health is:

\éery Good Fair Poor

Excellent 00d

O O O O O

2. Compared to one year ago, how would you rate your health in generalnow?

Somewnhat
Much better now better now About the \?V%Tseew:oavtv Much worse
than one year than one same as one N now than one
ear ago year ago
ago year ago y g year ago

3. The following questions are about activities you might do during a typical day.
Doesyour health now limit you in these activities? If so, how much?

Yes, Yes, No, not
limited limited limited
a lot a little at all
a) Vigorous activities, such asrunning, lifting O O O
heavy objects, participating in strenuous sports
b) Moderate activities, such asmovingatable, pushing ()

a vacuum cleaner, bowling or playing golf
c) Lifting or carrying groceries
d) Climbing several flights of stairs
e) Climbing one flight of stairs
f) Bending, kneeling or stooping
g) Walking more than amile
h) Walking several hundred yards

i) Walking one hundred yards

O O0O00O0O0O0O0
O 0000000 O
O 0000000 O

) Bathing or dressing yourself



CESARstudynumber | | | | [ [ |

4. During the past 4 weeks, how much of the time have you had any of the following
problems with your work or other regular daily activities as a result of your
physical health?

All of Most of Some of A little of the  None of

the time  thetime  the time time the time
a) Cutdown on the amount of time you O O O O O
spent on work or other activities
b) Accomplished less than you would like O O O O O
¢) Limited in the kind of work or O O O O O
other activities
d) Had difficulty performing the work or O O O O O

other activities (e.g. it took extra effort)

5. During the past 4 weeks, how much of the time have you had any of the following
problems with your work or other regular daily activities as a result of any emotional
problems (such as feeling depressed

or anxious)? All of Most of  Some of  Alittle of  None of
the time  the time the time the time the time
a) Cut down ontheamount of time you O O O O O
spent on work or other activities
b) Accomplished less than you would like O O O O O
c) Did work or other activities less O O O O O

carefully than usual

6. During the past 4 weeks, to what extent have your physical health oremotional
problems interfered with your normal social activities with family, friends, neighbours
or groups?

Not at all Slightly Moderately Quite a bit Extremely
O O @) O @)
7. How much bodily pain have you had during the past 4 weeks?
None Very mild Mild Moderate Severe Very severe
O O O O O O

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

Not at all Alittle bit Moderately Quite a bit Extremely

O O O O O



CESARstudynumber L | | | | [ |

9. These questions are about how you feel and how things have been with you

during the past 4 weeks. For each question, please give the one answer that
comes closest to the way you have been feeling. How much of the time during
the past 4 weeks...

All of Most of Some of A little of None of

the time the time the time the time the time
a) did you feel full of life? O O O O O
b) have you been very nervous? O O O O O
I eyt dnntedus O O O O O
d) have you felt calm and peaceful? O O O O O
e) did you have a lot of energy? O O O O O
f) have you felt downheartened and O O O O O

depressed?

g) did you feel worn out? O O O O O
h) have you been happy? O O O O O
i) did you feel tired? O O O O O

10. During the past 4 weeks, how much of the time have your physical or emotional

11.

problems interfered with your social activities (like visiting friends, relatives etc.)?

All of the Most of the Some of A little of None of
time time the time the time the time
O O O O O

How TRUE or FALSE is each of the following statements for you?

Definitely Mostly Don't Mostly Definitely
true true know false false
a) | seem to get sick a little easier O O O O O

than other people

b) | am as healthy as anybody
| know

@) O O O O
c) | expect my health to get worse O O O O O
O O O O O

d) My health is excellent

Thank you for taking time to complete this questionnaire, please now return it to the researcher.



Additional Questions and Examination
CESAR study number [ [ [ [ [ [ |

1.  Sleep Questions (FLP)

These statements describe your sleep and rest activities today.
If AGREE, PROBE - “Is this due to your health?”

If yes, is this
due to your health?
Yes No Yes No
a) | spend much of the day lying down to
sp I I O O
b)  Isit for much of the day |:| |:| |:| I:'
¢)  Isleep or doze most of the time, day
oo I I O O
d)  Ilie down to rest more often during
the day I A R
e) Isit around half asleep I:' I:' I:' I:'
f) I sleep less at night; for example |
wake up easily, | don't fall asleep for a I:' I:' I:I I:I
long time or | keep waking up
gl  |sleep or doze more during the day |:| |:| I:' I:'

2.  Upper Limb Movement

Is there a history of trauma to or pre-existing restriction
of upper limbs?

If No: q) Can patient join hands behind back?
b) Can patient join hands behind head?

O O
IO LI #

< Can patient fully extend both arms?



CESAR study number [ [ [ [ [ T |

3. Lung Capacity
Please allow the patient 3 attempts using the spirometer and record all 3 values for
FEV,, FVC, FER and PEF. Please then circle the best score for each.

Predicted values
v, L] LT

I e A OO
ve LT OO0 OO DL

[ [ ]

1]

litres

e L[] HEN
per | | || HEN
Height of patient Djjcms

1]

litres/min

Was new spirometer used? DYes D No

=

4. Mini-Mental State Examination (MMSE) score
(please refer to the MMSE handout for details)



University Hospitals of Leicester NHS

NHS Trust

ASSENT FORM

Assent by relative to participation in a clinical trial
Title of Project:
CESAR: Conventional ventilation or ECMO for Severe Adult
Respiratory failure: A Collaborative Randomised Controlled Trial

PATIENT NAME: Please initial the boxes

1. Iconfirmthat I have read and understand the information sheet for
the above study and have had the opportunity to ask questions.

2. lunderstand that my relative’'s participation in this trial is voluntary
and that he/she is free to withdraw at any time, without giving any
reason, without his/her medical care or legal rights being affected.

3. lunderstand that sections of my relative’s medical notes may be
looked at by responsible individuals from The CESAR Trial or from
regulatory authorities where it is relevant to my relative’s participation
in research. | give permission for these individuals to have access to
my relative’s records.

4. lunderstand and acknowledge that the investigation is designed to
add to medical knowledge. | acknowledge that the purpose of the
investigation, the risks involved from drugs or other procedures,
and the nature and purpose of such procedures have been explained
to me by discussion with the doctor caring for my relative. | have
had the opportunity to discuss these matters with them.

5. Ihavereceived a written explanation of these matters.

6. |agreefor my relative to take part in the above study and believe that
my relative would not object to taking part in the study.

Name of relative/next of kin who is giving assent Date Signature
Name of assenting doctor Date Signature
Name of assenting nurse Date Signature

Please make 2 copies of this form. Send 1 copy to the CESAR Data Co-ordinating Centre,
file T copy in the CESAR folder and keep the original with the patient’s note.
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ASSENT FORM

Assent by relative to participation in a clinical trial
Title of Project:
CESAR: Conventional ventilation or ECMO for Severe Adult
Respiratory failure: A Collaborative Randomised Controlled Trial

PATIENT NAME: Please initial the boxes

1. Iconfirmthat I have read and understand the information sheet for
the above study and have had the opportunity to ask questions.

2. lunderstand that my relative’s participation in this trial is voluntary
and that he/she is free to withdraw at any time, without giving any
reason, without his/her medical care or legal rights being affected.

3. lunderstand that sections of my relative’'s medical notes may be
looked at by responsible individuals from The CESAR Trial or from
regulatory authorities where it is relevant to my relative’s participation
in research. | give permission for these individuals to have access to
my relative’s records.

4. lunderstand and acknowledge that the investigation is designed to
add to medical knowledge. | acknowledge that the purpose of the
investigation, the risks involved from drugs or other procedures,
and the nature and purpose of such procedures have been explained
to me by discussion with the doctor caring for my relative. | have
had the opportunity to discuss these matters with them.

5. [Ihavereceived a written explanation of these matters.

6. lagree for my relative to take part in the above study and believe that
my relative would not object to taking part in the study.

Name of relative/next of kin who is giving assent Date Signature
Name of assenting doctor Date Signature
Name of assenting nurse Date Signature

Please make 2 copies of this form. Send 1 copy to the CESAR Data Co-ordinating Centre,
file T copy in the CESAR folder and keep the original with the patient’s note.




| FORM A |

This form should be completed by a member of the intensive care team at the participating hospital.

Registration form

STEP T - collect registration data

Data necessary in order to register a patient for trial entry (please print clearly and be ready to give the information

over the telephone).

5. Patient'sfirstname;

1. CES AR hospital code: [T T T ]|lrrease complete patient details or affix addressograph

2. CESAR hospital categorisation:
6. Patient's surname:

3. Hospital name:

7. patient's date of birth: [ [ T J[719[ |

4. Contacttelephone number:

8. Patient's gender: mate_| Femate| ]

dd / mm / yyyy

Please complete questions i-vii and go to Step 2 on the next page.

For each attempted registration, please record Doctor

the recruiting doctor's name, the date and thetime.  Date

seen on chest x-ray?

Time
i.(@)  Duration of IPPV? (hrs) (hrs) (hrs) (hrs) (hrs)
i.(o)  Duration of high pressure (>30cmH,0)
and/or high FiO, (>80% oxygen)? (hrs) (hrs) (hrs) (hrs) (hrs)
Yes No Yes No Yes No Yes No Yes No
ii. Is there intra-cranial bleeding? [T] 1] 1] ] 11
(If yes, patient is not eligible for trial entry, at this time)
iii. Is there any other contra-indication to [T] [T] (T (T] 1]
limited heparinisation?
(If yes, patientis not eligible for trial entry)
iv. Is there any contra-indication to | | | [T [T [T [T]
continuation of active treatment?
(If yes, patient is not eligible for trial entry)
v.@)  Pa0,on 100% Oxygen el L L LD L] L) LT
v.(o)  PEEP e I I e I I e I Ll L
v.©)  Lung compliance ol [ ] [ | ] [ ] ] [ ] ] [ ] ]
v.(d)  Number of quadrants with infiltration [] [] [] [] []

Vi pH (uncompensated hypercapnoea) DD] D| [ ] D| | ] D| [ | D| | ]

vii. Diagnostic category:
Pneumonia
Obstetric acute respiratory distress syndrome (ARDS)
Other ARDS

Trauma including surgery within 24 hours

Other (please specify)

arwD=




FORM A

STEP 5 - Randomisation

Please telephone 0116 287 1471 and ask the switchboard for the CESAR Trial Clinical Advisor.
You will then be transferred to the CAT who will ask for confirmation that assent has been

obtained. They will ask you for the information provided inSTEP 4. The CAT will then
telephone the randomisation service to enter the patient into the trial.

Name of recruiting doctor: Contact telephone number:

Apache Il Score * |:|:|

* Within 24 hours of admission to ICU, or at time of randomisation if this is less than 24 hours.

STEP 6 - Allocation

The CAT will then telephone you to inform you of:
(please write these in the appropriate spaces below)

Studynumber [ T T T T ] Alocation 1. Transfer for consideration of ECMO [ ]
2. Conventional ventilation []

Date of randomisation | | || | |[2]o] | |
dd / mm / yyyy

Time of randomisation [ [ ]: [ ] ].im

If this hospital is a CTC and the patient is assigned to Conventional Ventilation please take a
'Level of Care and Organ Support’ datasheet from the CESAR trial folder and collect the data on
a daily basis. In all other cases the patient is being transferred and the CAT will give an
estimated time of arrival of the transport team.

Please ensure the relative has a copy of the further information about the allocated treatment.

If randomisation has been successfully achieved please complete the details on Page 4. Make 2
copies and return 1 copy of the completed form to the CESAR Data Co-ordinating Centre and file
1 copy in the CESAR folder. Please keep the original with the patient's notes.

If the patient has not been randomised please keep this form in the patient’s notes.

For the purpose of CESAR, the following definitions are being used.

An organ can be considered to have failed if it meets the criteria set out below as defined by
Moreno, R et al, Intensive Care Medicine 1999; 25:686-96:
Criteria met?

Yes  No
Respiratory: Pa0,/FIO, < 200 mmhg with ventilatory support

Coagulation: Platelet count < 50 x 10° / mm?3

Liver: Bilirubin > 102 mmol/I

Cardiovascular: Dopamine > 5 mcg/kg/min

(or adrenaline/noradrenaline any dose)

Central Nervous System: GCS (Glasgow Coma Score)<9

00O oot
00O oot

Renal: Creatinine > 300mmol/I or urine output < 500ml / day



Please complete this page only if a patient has been
randomised to the CESAR Study. FORMA

PATIENT

Surname:

|dentifying details

Forename:

NHS number:

(if available)

Telephone no:

NEXT OF KIN

Surname:

Forename:

Relationship to patient:

Telephone no:

FAMILY DOCTOR

Full name:

Telephone no:

Home address:

Postcode:

Home address:
(if different to
patient's address):

Postcode:

Address:

Postcode:

Please remember to post a copy of theassent formcompleted
by the patient’s relative when returning this form.

Please post a copy of this form to:

CESARTrial Data Co-ordinating Centre, Medical Statistics Unit, London School of Hygiene
and Tropical Medicine, Keppel Street, London WCTE 7HT using the freepost envelope which is

provided in the CESAR trial folder.




STEP 2 - patient eligibility and bed availability FORMA

Please now telephone 0116 287 1471 and ask the switchboard for the
CESARTrial Clinical Advisor. You will then be transferred to the CAT (Clinical Advisory Team).
You will be asked to provide the information from Step 1. They will then call you back to let you
know whether the patient is Date

eligible and beds are available.

Time
Yes No Yes No Yes No Yes No Yes No
Isthe patient eligible? [T 1] 1] 1] 1]
Are beds available? T EI:‘
Enter date and time beds | I | | I | | I |
. Date
are held until; ,
Time

If the answer to both of these questions is Yes, please continue with STEP 3, the assent procedure.

STEP 3 - Obtain assent

Please now talk to the relative(s) to tell them about CESAR and to seek their assent. Please give them a
CESAR information pack* so that they have time to read the written information before being asked to

sign the assent form.
* The CESAR information pack for relatives is kept in the CESAR trial folder.

Has assent been obtained? Yes D No D
If Yes, from whom? (name) Relationship to patient?

If NO: pleasetelephone 0116287 1471 and ask the switchboard for the CESAR Trial Clinical Advisor.
You will then be transferred to the CAT. They will then remove the reserve on the beds. You
are not required to continue with this form. Please keep this form with the patient’s notes.

If YES: please proceed toSTEP 4.

STEP 4 - Collect randomisation data

Randomisation will be based on the current condition of the patient, therefore we will be repeating
some of the questions from STEP 1.

i.(@)  Total duration of IPPV? ____(hry)
i.(lo)  Total duration of high pressure (>30cmH,0) and/or high FiO, (>80% oxygen)? ____(bry)
Yes No
i Is there intra cranial bleeding (] ]
(If yes, patientis not eligible for trial entry, at this time)
Yes No
iii. Is there any other contra-indication to limited heparinisation? (] ]
(If yes, patient is not eligible for trial entry)
Yes No
iv. Is there any contra-indication to continuation of active treatment? |:| D

(If yes, patient is not eligible for trial entry)

v.(@) Pa0,on100% Oxygen [ [ [ Jwmg  vib) PEEP[ [ Jemo

v.)  Lung compliance |:|:| (mi/cmH 0] v.(d) Number of quadrants with infiltration |:|
seen on chest x-ray
Vi. pH (uncompensated hypercapnoea) |:| .

vii. Diagnostic category: 1. Pneumonia
2. Obstetric acute respiratory distress syndrome (ARDS)
3. Other ARDS
4. Trauma including surgery within 24 hours
5. Other (please specify)
viii. ~ Number of organs failed?

An organ can be considered to have failed if it meets the criteria set out on page 3, as defined by Moreno, R et al, Intensive Care Medicine
1999; 25:686-96



FORMB

Registration form - Clinical Advisory Team (CAT)
This form should be completed by a member of the CAT in Leicester prior to completing a trial entry form.

Please complete this form using information provided during the telephone conversation with the doctor
at the participating hospital.

1. CES AR hospital code: D:Ij:lj Please complete patient details:
5. Patient’s first name;

CESAR hospital categorisation:
Patient's surname:

Hospital name;

4. Contact telephone number:

dd / mm / Yyyy

6
7. Patient's date of birth: L1 IL.1 Jolol 1]
8

Patient’s gender: Ma.e|:| Female

Note for CAT advisor
Please inform the recruiting doctor that you will be asking for answers to questions i-vii from their
registration form (FORM A), and you will then call them back as soon as possible to confirm patient eligibility
and bed availability.

STEP 1. Collect registration data

Doctor

For each attempted registration, please
record the recruiting doctor's name, Date
the date and the time.

Time (24hr)
i.(@)  Duration of IPPV? ____(hrs) (hrs) (hrs) (hrs) ____ (hrs)
i.(b) Duration of high pressure (>30cmH,0)
and/or high FiO, (>80% oxygen)? ——__(hrs) (hrs) (hrs) _ (hrs) _(hrs)
.. ) ) ) Yes No Yes No Yes No Yes No Yes No
Il Is there intra cranial-bleeding? | I | | I | | | | | I | | | |
(If yes, patientis not eligible for trial entry, at this time)
iii. Is there any other contra-indication to | | | [T [T (1] [T
limited heparinisation?
(If yes, patient is not eligible for trial entry)
iv. Is there any contra-indication to | | | | I | | | | | I | | I |
continuation of active treatment?
(If yes, patient is not eligible for trial entry)
v.(@)  Pa0; on 100% Oxygen el | ] LT O] LT LT
v.(b)  PEEP G I I e I e B e B e
v.()  Lungcompliance mvemro ] ] [ ] [ 1] [ ] [ ] ]

v.(d) Number of quadrants with infiltration |:| D |:| D D

seen on chest x-ray?

vi. pH (uncompensated hypercapnoea) [ [ T ] [ 11 [JCL] 1L O]

Vii. Diagnostic category:
1. Pneumonia
2. Obstetric acute respiratory distress syndrome (ARDS)
3. Other ARDS
4, Trauma including surgery within 24 hrs
5. Other (please specify)




Please calculate the patient’s Murray Score for FORM B
each attempted registration.

Murray Score o g g g og

Yes No Yes No Yes No Yes No Yes No

Is the patient eligible? |:|:| HE L1 HE HE
STEP 2 -8ed availability

If the call is from a CTC please check the availability of an ECMO bed. If the call is from an RH
you will also need to check the availability of CTC beds in the transfer hospitals. Please consult
the list of CTC hospitals in your CAT folder or the ECMO office and record the name in the box
below.

Yes No Yes No Yes No Yes No Yes No
Are beds available? [ T] L1 L] ] L1 L1
Enter date and time beds Date
are held until:
(please record the minimum date and Time
time of bed availability)
Hospital

If No, you do not need to continue with this form at this point.

In both circumstances, you must now contact the participating hospital to inform the recruiting doctor
about eligibility, bed availability and to instruct the recruiting doctor to obtain assent (where appropriate).

If the patient is eligible and beds are available, please continue with STEP 3, the assent procedure.

If appropriate, please give reason why referred patient was not accepted and randomised :

STEP 3 - Assent procedure

The recruiting doctor at the participating hospital will now ask the patient’s relative(s) for permission
to enter the patient into the trial and will then telephone the CAT to confirm. If there has been no
contact from the participating hospital by the end of the period for which beds are being held please
call the recruiting doctor to find out the current status of the patient.

Has assent been obtained?  ves |:| No |:|

If YES, please proceed to STEP 4.
If NO, please give reason and remove the reserve on beds for ECMO and CTC.

Reason assent not obtained:

Please keep this form in the CESAR box file in the ECMO office. Information collected on this form
will be used to complete the log of eligible patients.



STEP 4 - Collect randomisation data FORM B

The doctor at the participating hospital will telephone the CAT and
provide the randomisation data which is based on the current condition of the patient.
i.(@) Total duration of IPPV? (hrs)

i.(b)  Total duration of high pressure (>30cmH,0) and/or high FiO, (>80% oxygen)? ___(hrs)
Yes No
ii. Is there intra cranial bleeding? ][]
(If yes, patientis not eligible for trial entry, at this time)
Yes No
iii. Is there any other contra-indication to limited heparinisation? ] [
(If yes, patient is not eligible for trial entry)
Yes No
iv. Is there any contra-indication to continuation of active treatment? D |:|
(If yes, patient is not eligible for trial entry)
v.(a) Pa0,on 100% Oxygen |:|:|j (mmHg) v.(b)  PEEP Dj cmH 0
v.©) Lung compliance [ ] ] wmiemiio v.d)  Number of quadrants with infiltration [ ]
seen on chest x-ray
vi. pH (uncompensated hypercapnoea) |:| Dj
vii. Diagnostic category: 1. Pneumonia
2. Obstetric acute respiratory distress syndrome (ARDS)
3. Other ARDS
4. Trauma including surgery within 24 hrs
5. Other (please specify)
viii. Number of organs failed? (please see page 4 for definitions) I:l
Please use question V parts a-d to calculate the patient's Murray Score. 1]

After completing STEP 4 please inform the doctor at the recruiting hospital that you will phone
back in a few minutes. Please ask the recruiting doctor to complete the Apache Il score on
page 3 of their registration form in the meantime.

STEP 5 - Randomisation

Please complete a CESAR Trial ENTRY form (FORMC) and telephone 0800 387 444 to randomise the
patient.

After the randomisation process is complete please do the following:
1. Phone the recruiting hospital to inform them of the patient’s study number, allocation and
estimated time of arrival of the transport team if relevant, and remember to note the Appache I

score

2. If the recruiting hospital is a CTC and the allocation is to Conventional Ventilation please remind
the recruiting doctor to take a Level of Care and Organ Supportdatasheet from their trial folder

3. Givethe entry form (FORM C) to Janice to fax to the DCC on 020 7637 2853 and then file in the
CESAR CAT Entry Form folder

4. Filetheregistration form in the CESAR box file in the ECMO office

5. Alerttransport team if necessary and ensure you give them a transfer recruitment pack
which is kept in the CAT folder



Definitions of failed organs FORM B

For the purpose of CESAR, the following definitions are being used.

An organ can be considered to have failed if it meets the criteria set out below as defined by
Moreno, R et al, Intensive Care Medicine 1999; 25:686-96:

Tick if appropriate

<

es

Respiratory: PaO,/FIO, < 200 mmhg with ventilatory support
Coagulation: Platelet count < 50 x 103/ mm3

Liver: Bilirubin > 102mmol/I

Cardiovascular: Dopamine > 5 mcg/kg/min

(or adrenaline/noradrenaline any dose)

Central Nervous System: GCS (Glasgow Coma Score) <9

OO Oood

Renal: Creatinine > 300mmol/I or urine output < 500ml / day

e~ A IORATR LATATIARAT Dann 4 ~f A



FORMC

ENTRY FORM
Please complete this form after a CAT Registration form (FORM B) has been completed and the
patient has satisfied all the trial entry criteria. \When you have completed this form please telephone
0800 387444 and you will be taken through the randomisation process using a touchtone telephone
system. This form must be completed by a member of the Clinical Advisory Team (CAT) in Leicester.

1. CLESAR trial hospital code: D:l:lj 4. Patient’s first name:
2. Hospital name: 5. Patient’s surname:
(the randomisation service will confirm this automatically) 6. Patient’s date of birth: | | ” I ” 1 | 9| | |
dd / mm / yyyy
3. Your advisory code number: [ T T T ] 7. Has assent been obtained from the patient’s
You will now be asked for the first name initial then second name initial. relative(s)? Yes I:' No |:|
i Total duration of high pressure (>30cmH,0) and/or high FiO, (>80% oxygen)? (hrs)
ii. Is there intra-cranial bleeding Yes |:| No |:|
(If yes, patient is not eligible for trial entry, at this time)
iiii. Is there any other contra-indication to limited heparinisation? Yes |:| No |:|
(If yes, patient is not eligible for trial entry)
iv. Is there any contra-indication to continuation of active treatment? Yes |:| No |:|
(If yes, patient is not eligible for trial entry)
V. Murray score (if 2 3, go to vii, if < 3 go to vi) )]
vi. pH (uncompensated hypercapnoea) HEENR
vii. Diagnostic category (tick one box only):
1. Pneumonia
2. Obstetric acute respiratory distress syndrome (ARDS)
3. Other ARDS
4. Trauma including surgery within 24 hours
5. Other (please specify)
viii.  Number of organs failed? []
Study number: D:Djjj Allocation: 1. Transfer for consideration of ECMO |:|
2. Conventional ventilation []
Date of randomisation: | | || | ||2 |0 | | | Time of randomisation: Dj :Dju hour

dd / mm / yyyy

Additional Information (these questions will not be asked by the automated randomisation service):

1. Name of recruiting doctor: 5. If patient is randomised at an RH and is

2. Contact number (inc. code): allocated Conventional ventilation, please give

3. Patient’s gender: Male |:| Female|:| name of CTC transferred to:

4. Total duration of IPPV? (hrs) 6. SIgNALUIe: .. ..oviiiiiiieiiiie e
Please fax a copy of this form to: CESAR Data Co-ordinating Centre on

020 7637 2853 and file the original in the CESAR CAT Entry Form folder.




FORM A

Registration form

This form should be completed by a member of the intensive care team at the participating hospital.

STEP T -collect registration data

Data necessary in order to register a patient for trial entry (please print clearly and be ready to give the information

over the telephone).

1. CES AR hospital code: 18[3]1]6] || Please complete patient details or affix addressograph
2. CESAR hospital categorisation: RH > Patient sfirstname:

6. Patient’s surname:
3. Hospital name: Glenfield Transport Team

7. Patient's date of birth: [ 1 JL T JAT9l |

4. Contacttelephone number:

8. Patient's gender: mate[_| Femate| ]

dd / mm / Yyyy

Please complete questions i-vii and go to Step 2 on the next page.

For each attempted registration, please record Doctor

the recruiting doctor's name, the date and thetime.  Date

seen on chest x-ray?

Time

i.(@)  Duration of IPPV? (hrs) (hrs) (hrs) (hrs) (hrs)
i.(o)  Duration of high pressure (>30cmH,0)

and/or high FiO, (>80% oxygen)? (hrs) (hrs) (hrs) (hrs) (hrs)
. Yes No Yes No Yes No Yes No Yes No
Il. Is there intra-cranial bleeding?

(If yes, patient is not eligible for trial entry, at this time) I_I_l | I | | I | | I | | I |
iii. Is there any other contra-indication to

limited heparinisation? DZ‘ | I | | I | | I | | I |

(If yes, patient is not eligible for trial entry)
iv. Is there any contra-indication to | | | | | | | | | | | | |

continuation of active treatment’?

(If yes, patient is not eligible for trial entry)

v{a) Pa0,0n 100% Oxygen eol L] LT LD L) LT
v.(b)  PEEP wo (LT OO0 OO OO O
v.)  Lung compliance mvemi o] [ ] ] [ ] ] [ ] ] [ ] ]
v.(d)  Number of quadrants with infiltration [] [] [] [] []

Vi. pH (uncompensated hypercapnoea) DD] D| [ ] D| | ] D| [ ] D| | ]

Vii. Diagnostic category:
Pneumonia
Obstetric acute respiratory distress syndrome (ARDS)
Other ARDS

Trauma including surgery within 24 hours

Other (please specify)

arwd =




STEP 2 - patient eligibility and bed availability FORMA

Please now telephone 0116 287 1471 and ask the switchboard for the

CESARTrial Clinical Advisor. You will then be transferred to the CAT (Clinical Advisory Team).
You will be asked to provide the information from Step 1. They will then call you back to let you
know whether the patient is Date

eligible and beds are available.

Time
Yes No Yes No Yes No Yes No Yes No
Isthe patient eligible? [T [T ] [T ] [T ] [T ]
Are beds available? 11 | | | | | | | | | | | |
Enter date and time beds
: Date
are held until: )
Time

If the answer to both of these questions is Yes, please continue with STEP 3, the assent procedure.

STEP 3 - Obtain assent

Please now talk to the relative(s) to tell them about CESAR and to seek their assent. Please give them a
CESAR information pack® so that they have time to read the written information before being asked to

signthe assent form.
* The CESAR information pack for relatives is kept in the CESAR trial folder.

Has assent been obtained? Yes D No D
If Yes, from whom? (name) Relationship to patient?

If NO: pleasetelephone 0116 287 1471 and ask the switchboard for the CESAR Trial Clinical Advisor.
You will then be transferred to the CAT. They will then remove the reserve on the beds. You
are not required to continue with this form. Please keep this form with the patient’s notes.

If YES: please proceed toSTEP 4.

STEP 4 - Collect randomisation data

Randomisation will be based on the current condition of the patient, therefore we will be repeating
some of the questions from STEP 1.

i.(@)  Total duration of IPPV? ____(hrs)
i.(b)  Total duration of high pressure (>30cmH,0) and/or high FiO, (>80% oxygen)? ____(hry)
Yes No
ii. Is there intra cranial bleeding (] ]
(If yes, patient is not eligible for trial entry, at this time)
Yes No
iii. Is there any other contra-indication to limited heparinisation? L] []
(If yes, patient is not eligible for trial entry)
Yes No
iv. Is there any contra-indication to continuation of active treatment? |:| D

(If yes, patient is not eligible for trial entry)

v.(@) Pa0,on100% Oxygen [ I [ Joma  v.b)  PEEP[ ] Jemio

v.(c)  Lung compliance |:|:| (mi/cmH 0] v.(d) Number of quadrants with infiltration |:|
seen on chest x-ray
Vi. pH (uncompensated hypercapnoea) |:| .

vii. Diagnostic category: 1. Pneumonia
2. Obstetric acute respiratory distress syndrome (ARDS)
3. Other ARDS
4. Trauma including surgery within 24 hours
5. Other (please specify)
viii. ~ Number of organs failed?

An organ can be considered to have failed if it meets the criteria set out on page 3, as defined by Moreno, R et al, Intensive Care Medicine
1999; 25:686-96



FORM A

STEP 5 - Randomisation

Please telephone 0116 287 1471 and ask the switchboard for the CESAR Trial Clinical Advisor.
You will then be transferred to the CAT who will ask for confirmation that assent has been

obtained. They will ask you for the information provided inSTEP 4. The CAT will then
telephone the randomisation service to enter the patient into the trial.

Name of recruiting doctor: Contact telephone number:

Apache Il Score * |:|:|

* Within 24 hours of admission to ICU, or at time of randomisation if this is less than 24 hours.

STEP 6 - Allocation

The CAT will then telephone you to inform you of:
(please write these in the appropriate spaces below)

Studynumber [ T T TTJ ] Alocation 1. Transfer for consideration of ECMO [ ]
2. Conventional ventilation []

Date of randomisation | | || | |[2]ol | |
dd / mm / yyyy

Time of randomisation [ [ |: [ 1 J.iren

If this hospital is a CTC and the patient is assigned to Conventional Ventilation please take a
‘Level of Care and Organ Support” datasheet from the CESAR trial folder and collect the data on
a daily basis. In all other cases the patient is being transferred and the CAT will give an
estimated time of arrival of the transport team.

Please ensure the relative has a copy of the further information about the allocated treatment.

If randomisation has been successfully achieved please complete the details on Page 4. Make 2
copies and return 1 copy of the completed form to the CESAR Data Co-ordinating Centre and file
1 copy in the CESAR folder. Please keep the original with the patient’s notes.

If the patient has not been randomised please keep this form in the patient’s notes.

For the purpose of CESAR, the following definitions are being used.

An organ can be considered to have failed if it meets the criteria set out below as defined by
Moreno, R et al, Intensive Care Medicine 1999; 25:686-96:
Criteria met?

Yes  No
Respiratory: Pa0,/FIO, < 200 mmhg with ventilatory support

Coagulation: Platelet count < 50 x 10% / mm?

Liver: Bilirubin > 102 mmol/I

Cardiovascular: Dopamine > 5 mcg/kg/min

(or adrenaline/noradrenaline any dose)

Central Nervous System: GCS (Glasgow Coma Score)<9

I I R N O R O
I I R N O R O

Renal: Creatinine > 300mmol/I or urine output < 500ml / day



Please complete this page only if a patient has been
randomised to the CESAR Study. FORMA

|dentifying details

PATIENT
Surname: Home address:
Forename:
NHS number:
(if available)

Postcode:
Telephone no:
NEXT OF KIN
Surname: Home address:

(if different to

Forename: patient’s address):
Relationship to patient:
Telephone no: Postcode:
FAMILY DOCTOR
Full name: Address:
Telephone no:

Postcode:

Please remember to post a copy of theassent formcompleted
by the patient’s relative when returning this form.

Please post a copy of this form to:
CESAR Trial Data Co-ordinating Centre, Medical Statistics Unit, London School of Hygiene
and Tropical Medicine, Keppel Street, London WC1E 7HT using the freepost envelope which is
provided in the CESAR trial folder.




Transfer Outcome Datasheet

Patient Initials [ ] | CESARstudynumber [ [ [ | [ | |

Patient name:

Name of this hospital:
Name of unit/ward:

Unit/ward specialty:

Contact name: Contact tel. number:
Date of admission to thisunit: [ [ [ T I T 1 1 | dd/mm/yyyy

Details in the section above to be completed by the CESAR Data Co-ordinating Centre. Please

amend or complete any information that is incorrect or missing.

Please complete the following when the patient is transferred, discharged or has died

During the period of admission to this unit has the patient been

readmitted to any critical care unit and then returned to this unit?

If YES, please give the following details:

Yes

[

Name of unit: Contact doctor:

Tel. number:

Date of admission to critical care: LTI T |dd/mm/yyyy
Date of return to this unit/ward: HE R NEN |dd/mm/yyyy

Date patient left thisunit:[ | |[ | |[ ] [ [ |dd/mm/yyyy

1.

Has the patient been transferred to a department other than critical care
in this hospital?

If NO, please goto Q2. If YES, please give the following details:
Name of unit:

Tel. number: Contact doctor:

Has the patient been transferred to an intensive care or high dependency
unitin this hospital?

If NO, please goto Q3. If YES, please give the following details:
Name of unit:

Tel. number: Contact doctor:

Has the patient been transferred to a critical care unit in another hospital?

If NO, please gotoQ4. If YES, please give the following details:
Name of unit:

Name of hospital:

Tel. number: Contact doctor (if known):

Yes

Yes

Yes

Name of Ambulance Trust:

Name of contact person to collect transport details:

Contact telephone number for the above named person :

No



Yes No
Has the patient been discharged to a department other than critical |:| |:|
care in a different hospital to continue their treatment?
If NO, please goto Q5. If YES, please give details:
Name of hospital: Tel. number:
Contact doctor (if known): Name of ambulance trust:

Name of contact person to collect transport details:

Contact telephone number for the above named person :

Has the patient been discharged from hospital?
If NO, please goto Q6. If YES, was the patient discharged

a) Home
b) To any type ofresidential care

If the patient has been dischared to residential care please give the following:

Name of care organisation:
Address:

Contact person:
Telephone number:

If the patient has been discharged, was hospital transport used?
If YES, please give the following details:

Name of Ambulance Trust:

Name of contact person to collect transport details:

Contact telephone number for the above named person :

Has the patient died?
If NO, please goto Q7. If YES, please give the following details:

Dateofdeath: [ JL T JL 1T 1T 1 1 dd/mm/yyyy

Cause of death: Was a post mortem carried out?

Name of person completing this form:

Tel. number: Fax number:

Email:

If you have any queries regarding this form please contact:
Steven Robertson, C ES AR Data Co-ordinating Centre
Medical Statistics Unit

London School of Hygiene & Tropical Medicine

Keppel Street, London WCTE 7HT

<
[}
%

[T O

Yes

Yes

Yes

Telephone 02079272075 Fax020 76372853 Email steve.robertson@|shtm.ac.uk

CESAR Data Co-ordinating Centre on 020 7637 2853.
Please file the original with the patient's notes.

On completion of this outcome page, please either return a copy in the freepost envelope or fax to




Level of Care and Organ Support Data Collection Sheet Days 1-7

1. Hospital name:

2a. Patient'ssurname:

2b. Patient'sfirst name:

3. Patient'sinitials:

4. CESAR study number:

(1]

5. Dateofbirth: [ L Jlalol I ]
dd / mm / yyyy
6. Date of randomisation: [ T [ T 1[2]o[ [ |
dd / mm / Yyyy

LITTTT] 7. timeofrandomisation: [ | J:[ T ] 2o

N.B. Data collection must begin on the day that the patient is randomised irrespective of the

time of randomisation.

Please record the following data on a daily basis until the patient is discharged from the critical care unit

Day number
Date

1
/o

2
/7

/

2
o)

/

/

4
/

e}

/o

6
/o

7
/o

Level of care: only 1 box should be ticked for

Level 3: Intensive Care!”
Level 2: High Dependency Care?”

each day of stay, and the highest level of care within a day should be recorded:

Organ system support: more than one orga

Basic respiratory support
Advanced respiratory support
Circulatory support

Neurological support

Renal Support

ECMO

Liver support

No organ support

Other (SPecify)......oooiiiii,

N WN =

©

n system support can be recorded:

Location of care: only one box should be ticked for
the box for the location where the patient has spent=

Intensive Care Unit (ICU)

High Dependency Unit (HDU)

Combined ICU/HDU

Combined ICU/HDU/Coronary Care Unit
Cardiothoracic 1CU

Neurological ICU

[heatre recovery area

Other (please state)..

each day of stay. If a patient moves location (e.g.
50% of the day:

from the ICU to the HDU)

please tick

Has plateau airway pressure exceeded 30
cmH,0 for more than 4 hours in last 24 hour
period*? (If plateau not recorded has peak
inspiratory pressure exceeded 30 cmH,0)?

Yes
No
N/A

Yes
No
N/A

Yes
No
N/A

Yes
No
N/A

Yes
No
N/A

Yes
No
N/A

Yes
No
N/A

“The first 24 hour period is defined as the time from trial entry until the following morning. Thereafter each 24 hour period
starts from the beginning of each morning/day shift. If you answer N/A please indicate reason e.g. patient not ventilated.

Primary diagnosis:

During days 1-7 in critical care has the patient required any of the following:

1. Use of high frequency/oscillation/jet ventilation
2. Use of nitric oxide

3. Use of prone position

4. Use of steroids

Yes No

NB: Level of care is not the same as the location of care. For definitions *1-3 and organ support please see Page 14.




If the patient is still receiving critical careafter day 7 please return the pages for Days 1-
7 by fax to the CESAR Data Co-ordinating Centre on 020 7637 2853 and continue re-
cording data on page 3, Critical Care - Days 8-14.

If the patient has been transferred, has died or has been discharged during Days 1-7,
please complete the outcome page (page 13) and return this datasheet in full by fax to the
CESAR Data Co-ordinating Centre on020 7637 2853 with theDays 1-7 page.

Please keep the original form in the patient’s notes and make a copy for your files.

N.B. Ifitis easier for you to post a copy of this datasheet back to the CESAR Data Co-
ordinating Centre please use the freepost envelope which is in the trial folder.
Please remember to make 2 copies of this form, send 1 copy to the CESAR Data
Co-ordinating Centre, keep 1 copy in your trial folder and file the original in the
patient’s notes.

CES AR Data Co-ordinating Centre, Medical Statistics Unit, London School of
Hygiene & Tropical Medicine, Keppel Street, London WCTE 7HT
Telephone: 020 7927 2376/2075
Fax: 0207637 2853




Level of Care and Organ Support Data Collection Sheet Days 8-14

1. Hospital name:

2. CESARStudynumber: [ T [ T [ ] ] 3. Patientsinitials: [ ] ]

Please record the following data on a daily basis until the patient is discharged from the critical care unit

Day number
Date

8
/7

/

9
/

/

10
/

11
/7

12
/7

13
/o

14
/o

Level of care: only 1 box should be ticked for

Level 3: Intensive Care!”
Level 2: High Dependency Care?”

i

=

i

each day of stay, and the highest level of care

=

within a day should be recorded:

=

=

=

Organ system support: more than one orga

Basic respiratory support
Advanced respiratory support
Circulatory support

Neurological support

Renal Support

ECMO

Liver support

No organ support

Other (Specify)...ooooooii

ONOO AN =

©

n system support can be recorded:

Location of care: only one box should be ticked for
the box for the location where the patient has spent=

Intensive Care Unit (ICU)

High Dependency Unit (HDU)

Combined ICU/HDU

Combined ICU/HDU/Coronary Care Unit
Cardiothoracic ICU

Neurological ICU

Theatre recovery area

Other (please state)..............ocoviivi.

each day of stay. If a patient moves location (e.g.
50% of the day:

from the ICU to the HDU)

please tick

Has plateau airway pressure exceeded 30
cmH,0 for more than 4 hours in last 24 hour
period*? (If plateau not recorded has peak
inspiratory pressure exceeded 30 cmH,0)3

Yes
No
N/A

Yes
No
N/A

Yes
No
N/A

Yes
No
N/A

Yes
No
N/A

Yes
No
N/A

*The first 24 hour period is defined as the time from trial entry until the following morning. Thereafter each 24 hour period
starts from the beginning of each morning/day shift. If you answer N/A please indicate reason e.g. patient not ventilated.

During days 8-14 in critical care has the patient required any of the following:

1 Use of high frequency/oscillation/jet ventilation

2. Use of nitric oxide
3. Use of prone position
4, Use of steroids

NB: Level of care js not the same as the location of care.
For definitions *1-3 and organ support please see Page 14.

Yes No




If the patient is still receiving critical careafter day 14 please return the pages for Days 8-
14 by fax to the CESAR Data Co-ordinating Centre on 020 7637 2853 and continue
recording data on page 5, Critical Care — Days 15-21.

If the patient has been transferred, has died or has been discharged during Days 8-14,
please complete the outcome page (page 13) and return this datasheet in full by fax to the
CESAR Data Co-ordinating Centre on020 7637 2853 with the Days 8-14 page.

Please keep the original form in the patient’s notes and make a copy for your files.

N.B. Ifitis easier for you to post a copy of this datasheet back to the CESAR Data Co-
ordinating Centre please use the freepost envelope which is in the trial folder.
Please remember to make 2 copies of this form, send 1 copy to the CESAR Data
Co-ordinating Centre, keep 1 copy in your trial folder and file the original in the
patient’s notes.

CES AR Data Co-ordinating Centre, Medical Statistics Unit, London School of
Hygiene & Tropical Medicine, Keppel Street, London WCTE 7HT
Telephone: 020 7927 2376/2075
Fax: 0207637 2853




Level of Care and Organ Support Data Collection Sheet Days 15-21

1. Hospital name:

2. CESARStudy number:[ [ T T [ ] 3.Patientsinitials: [ [ ]

Please record the following data on a daily basis until the patient is discharged from the critical care unit

Level 3: Intensive Care!”
Level 2: High Dependency Care?”

=

a

=

=

=

=

Day number 15 16 17 18 19 20 21
Date /7 VA VA /o /o /o s/
Level of care: only 1 box should be ticked for each day of stay, and the highest level of care within a day should be recorded:

=

Organ system support: more than one orga

Basic respiratory support
Advanced respiratory support
Circulatory support

Neurological support

Renal Support

ECMO

Liver support

No organ support

Other (SPECify).....ooivi,

O©ON N =

n system support can be recorded:

Location of care: only one box should be ticked for

Intensive Care Unit (ICU)

High Dependency Unit (HDU)

Combined ICU/HDU

Combined ICU/HDU/Coronary Care Unit
Cardiothoracic ICU

Neurological ICU

Theatre recovery area

Other (please state).............c.cocooiviinn,

each day of stay.
the box for the location where the patient has spent> 50% of the da

Y

If a pat

ient moves location (e.g.

from the ICU to the HDU)

please tick

Has plateau airway pressure exceeded 30
cmH,0 for more than 4 hours in |ast 24 hour
period*? (If plateau not recorded has peak
inspiratory pressure exceeded 30 cmH,0)*

Yes
No
N/A

Yes
No
N/A

Yes
No
N/A

Yes
No
N/A

Yes
No
N/A

Yes
No
N/A

*The first 24 hour period is defined as the time from trial entry until the following morning. Thereafter each 24 hour period
starts from the beginning of each morning/day shift. If you answer N/A please indicate reason e.g. patient not ventilated.

During days 15-21 in critical care has the patient required any of the following:

1. Use of high frequency/oscillation/jet ventilation
2. Use of nitric oxide

3. Use of prone position

4, Use of steroids

NB: Level of care is not the same as the locati

on of care.

For definitions *1-3 and organ support please see Page 14.

Yes

No




If the patient is still receiving critical careafter day 21 please return the pages for Days
15-21 by fax to the CESAR Data Co-ordinating Centre on020 7637 2853 and continue
recording data on page 7, Critical Care — Days 22-28.

If the patient has been transferred, has died or has been discharged during Days 15-21,
please complete the outcome page (page 13) and return this datasheet in full by fax to the
CESAR Data Co-ordinating Centre on020 7637 2853 with theDays 15-21 page.

Please keep the original form in the patient’s notes and make a copy for your files.

N.B. Ifitis easier for you to post a copy of this datasheet back to the CESAR Data Co-
ordinating Centre please use the freepost envelope which is in the trial folder.
Please remember to make 2 copies of this form, send 1 copy to the CESAR Data
Co-ordinating Centre, keep 1 copy in your trial folder and file the original in the
patient’s notes.

CES AR Data Co-ordinating Centre, Medical Statistics Unit, London School of
Hygiene & Tropical Medicine, Keppel Street, London WCTE 7HT
Telephone: 020 7927 2376/2075
Fax: 0207637 2853




Level of Care and Organ Support Data Collection Sheet Days 22-28

1. Hospital name:

2. CESARStudynumber: [ T T T [ ] 3.Patientsinitials: [ ] ]

Please record the following data on a daily basis until the patient is discharged from the critical care unit

Level 3: Intensive Care!”
Level 2: High Dependency Care?’

=

8

=

=

=

=

Day number 22 23 24 25 26 27 28
Date s /o /7 /o /o /o /o
Level of care: only 1 box should be ticked for each day of stay, and the highest level of care within a day should be recorded:

=

Organ system support: more than one orga

Basic respiratory support
Advanced respiratory support
Circulatory support

Neurological support

Renal Support

ECMO

Liver support

No organ support

Other (SPeCify)....cooiii,

ONO N =

©

n system support can be

recorded:

Location of care: only one box should be ticked for

Intensive Care Unit (ICU)

High Dependency Unit (HDU)

Combined ICU/HDU

Combined ICU/HDU/Coronary Care Unit
Cardiothoracic ICU

Neurological ICU

Theatre recovery area

Other (please state)..................ooooov.

V!

each day of stay.
the box for the location where the patient has spent> 50% of the da

If a pat

ient moves location (e.g.

from the ICU to the HDU)

please tick

Has plateau airway pressure exceeded 30
cmH,0 for more than 4 hours in Jast 24 hour
period*? (If plateau not recorded has peak
inspiratory pressure exceeded 30 cmH,0)3

Yes
No
N/A

Yes
No
N/A

Yes
No
N/A

Yes
No
N/A

Yes
No
N/A

Yes
No
N/A

*The first 24 hour period is defined as the time from trial entry until the following morning. Thereafter each 24 hour period
starts from the beginning of each morning/day shift. If you answer N/A please indicate reason e.g. patient not ventilated.

During days 22-28 in critical care has the patient required any of the following:

1. Use of high frequency/oscillation/jet ventilation
2. Use of nitric oxide

3. Use of prone position

4, Use of steroids

NB: Level of care is not the same as the locati

on of care.

For definitions *1-3 and organ support please see Page 14.

Yes No




If the patient is still receiving critical careafter day 28 please return the pages for Days
22-28 by fax to the CESAR Data Co-ordinating Centre on020 7637 2853 and continue
recording data on page 9, Critical Care — Days 29-35.

If the patient has been transferred, has died or has been discharged during Days 22-28,
please complete the outcome page (page 13) and return this datasheet in full by fax to the
CESAR Data Co-ordinating Centre on020 7637 2853 with theDays 22-28 page.

Please keep the original form in the patient’s notes and make a copy for your files.

N.B. Ifitis easier for you to post a copy of this datasheet back to the CESAR Data Co-
ordinating Centre please use the freepost envelope which is in the trial folder.
Please remember to make 2 copies of this form, send 1 copy to the CESAR Data
Co-ordinating Centre, keep 1 copy in your trial folder and file the original in the
patient’s notes.

CES AR Data Co-ordinating Centre, Medical Statistics Unit, London School of
Hygiene & Tropical Medicine, Keppel Street, London WCTE 7HT
Telephone: 020 7927 2376/2075
Fax: 020 7637 2853




Level of Care and Organ Support Data Collection Sheet Days 29-35

1. Hospital name:

2. CESARStudy number: [ [ T [ [ T ] 3. Patientsinitials: [ ] ]

Please record the following data on a daily basis until the patient is discharged from the critical care unit

Level 3: Intensive Care!”
Level 2: High Dependency Care?”

=

SRRERNS

Day number 29 30 31 32 33 34 35
Date /7 /o /7 /o VA VA /o
Level of care: only 1 box should be ticked for each day of stay, and the highest level of care within a day should be recorded:

Organ system support: more than one orga

Basic respiratory support
Advanced respiratory support
Circulatory support

Neurological support

Renal Support

ECMO

Liver support

No organ support

9. Other (SPeCify)......cccoiiiiii,

No s =

®

n system support can be recorded:

Location of care: only one box should be ticked for each day of stay. If a patient moves location (e.g. from the ICU to the HDU) please tick
the box for the location where the patient has spent> 50% of the day:
Intensive Care Unit (ICU) [ ] ] ] ] ] ] ]
High Dependency Unit (HDU) N ] ] ] ] ] ]
Combined ICU/HDU | . || | | | |
Combined ICU/HDU/Coronary Care Unit - | | L L L L
Cardiothoracic ICU | | | || || || ||
Neurological ICU | | | || || || ||
Theatre recovery area L | L | | | |
Other (please state)........................... L | || L | || || || ||
Has plateau airway pressure exceeded 30 Yes Yes Yes Yes Yes Yes Yes
ey ars pazaar| Mo |Tvo |[Tno [Two [wo | [vo |Fwo
: N/A N/A N/A[L_IN/A| L IN/A N/A[L_IN/A

inspiratory pressure exceeded 30 cmH,0)?

“The first 24 hour period is defined as the time from trial entry until the following morning. Thereafter each 24 hour period
starts from the beginning of each morning/day shift. If you answer N/A please indicate reason e.g. patient not ventilated.

During days 29-35 in critical care has the patient required any of the following:

1. Use of high frequency/oscillation/jet ventilation
2. Use of nitric oxide

3. Use of prone position

4. Use of steroids

NB: Level of care is not the same as the location of care.
For definitions *1-3 and organ support please see Page 14.

Yes No



If the patient is still receiving critical careafter day 35 please return the pages for Days
29-35 by fax to the CESAR Data Co-ordinating Centre on020 7637 2853 and continue
recording data on page 11, Critical Care — Days 36-42.

If the patient has been transferred, has died or has been discharged during Days 29-35,
please complete the outcome page (page 13) and return this datasheet in full by fax to the
CESAR Data Co-ordinating Centre on020 7637 2853 with theDays 29-35 page.

Please keep the original form in the patient’s notes and make a copy for your files.

N.B. Ifitis easier for you to post a copy of this datasheet back to the CESAR Data Co-
ordinating Centre please use the freepost envelope which is in the trial folder.
Please remember to make 2 copies of this form, send 1 copy to the CESAR Data
Co-ordinating Centre, keep 1 copy in your trial folder and file the original in the
patient’s notes.

CES AR Data Co-ordinating Centre, Medical Statistics Unit, London School of
Hygiene & Tropical Medicine, Keppel Street, London WCTE 7HT
Telephone: 0207927 2376/2075
Fax: 0207637 2853




Level of Care and Organ Support Data Collection Sheet Days 36-42

N.B. Ifthe patientis still receiving critical care after day 42 the CESAR Data Co-ordinating Centre
will send additional data collection sheets as necessary.

1. Hospital name:

2. CESARStudynumber: [ [ T T [ ] 3.Patientsinitials: [ ] ]

Please record the following data on a daily basis until the patient is discharged from the critical care unit

Day number
Date

36
/o

37

/o

38
/7

39
Y

40
/o

/

41

/

42
a4

Level of care: only 1 box should be ticked for

Level 3: Intensive Care!”
Level 2: High Dependency Care?”

=

a

=

each day of stay, and the highest level of care within a day should be recorded:

Organ system support: more than one orga

Basic respiratory support
Advanced respiratory support
Circulatory support

Neurological support

Renal Support

ECMO

Liver support

No organ support

Other (specify)..........cocoii

O~NO A~ =

©

n system support can be recorded:

Location of care: only one box should be ticked for

Intensive Care Unit (ICU)

High Dependency Unit (HDU)

Combined ICU/HDU

Combined ICU/HDU/Coronary Care Unit
Cardiothoracic ICU

Neurological ICU

Theatre recovery area

Other (please state)...........................

each day of stay.
the box for the location where the patient has spent= 50% of the day:

If a pat

please tick

Has plateau airway pressure exceeded 30
cmH,0 for more than 4 hours in Jast 24 hour
period*? (If plateau not recorded has peak
inspiratory pressure exceeded 30 cmH,0)3

Yes
No
N/A

Yes
No
N/A

Yes
No
N/A

Yes
No
N/A

Yes
No
N/A

Yes
No
N/A

“The first 24 hour period is defined as the time from trial entry until the following morning. Thereafter each 24 hour period
starts from the beginning of each morning/day shift. If you answer N/A please indicate reason e.g. patient not ventilated.

During days 36-42 in critical care has the patient required any of the following:
1. Use of high frequency/oscillation/jet ventilation

2. Use of nitric oxide
3. Use of prone position
4, Use of steroids

NB: Level of care is not the same as the locati

For definitions *1-3 and organ support please see Page 14.

on of care.

Yes

No




If the patient is still receiving critical careafter day 42 please return the pages for Days
36-42 by fax to the CESAR Data Co-ordinating Centre on020 7637 2853 and continue
recording data on the new datasheet pages which have been sent to you.

If the patient has been transferred, has died or has been discharged during Days 36-42,
please complete the outcome page (page 13) and return this datasheet in full by fax to the
CESAR Data Co-ordinating Centre on020 7637 2853 with theDays 36-42 page.

Please keep the original form in the patient’s notes and make a copy for your files.

N.B. Ifitis easier for you to post a copy of this datasheet back to the CESAR Data Co-
ordinating Centre please use the freepost envelope which is in the trial folder.
Please remember to make 2 copies of this form, send 1 copy to the CESAR Data
Co-ordinating Centre, keep 1 copy in your trial folder and file the original in the
patient’s notes.

CES AR Data Co-ordinating Centre, Medical Statistics Unit, London School of
Hygiene & Tropical Medicine, Keppel Street, London WCTE 7HT
Telephone: 0207927 2376/2075
Fax: 0207637 2853




1. Hospital name:
2. CESAR Study number: D:Dj:l:‘ OUtcome

3. Patient’s initials: |:|:| Page

Date of admissionto thisunit:{ | || T |[21o] T [e/mm vy
1. Isthe patient alive? Yes |:| No |:| IFYES, gotoQ.2. IfNO, please give the following:
Dateof death:| | Il | |[21o] | lao/mm/yyy Causeof death:

Was a Post Mortem carried out?  yes |:| No |:|
Please now go to the bottom of this page for instructions on returning this form.

2. Date patientleftthisunit: [ [ ][ T 1[2]o] [ |/ mm/yy

3. Hasthe patient been discharged to a department other than intensive care or high dependency in
this hospital?  ves[ | nNo[ ]  IFYES, please give the following, ifNO, goto Q4:

Name of unit: Tel. number:

Contact doctor :

Please now go to Q6

Yes No
4. Has the patient been transferred to a different critical care unit in this or another hospital? [ ][]

If YES, please give the following details, ifNO gotoQ5:

Name of unit: Tel. number:

Hospital: Contact doctor (if known):

Name of Ambulance Trust:

Name of contact person to collect full details of transport arrangements:

Contact telephone number for the above named person :

Please now go to Q6

5. Has the patient been discharged to a department other than intensive care or high dependency in
a different hospital, to continue their treatment? ves| | No[ |
If YES, please give the following details, ifNO goto Q6:

Name of unit: Tel. number:
Hospital: Contact doctor (if known):

Name of Ambulance Trust:

Name of contact person to collect full details of transport arrangements:
Contact telephone number for the above named person :
Please now go to Q6

6. If the patient has been transferred please describe the reason for the transfer (please tick one

box only): Clinical D
[]

Non-clinical (e.g. due to bed pressures in existing critical care unit)

7. Ambulance booking reference number (if known):

On completion of this outcome page, please fax a copy to: CESAR Data Co-ordinating Centre on
020 7637 2853, keep 1 copy in your trial folder and file the original with the patient’s notes.




Definitions

Level of care

1

Level 3 care isfor patients requiring one or more of the following:

Advanced respiratory system monitoring and support alone

Two or more organ systems being monitored and supported, one of which may be advanced
respiratory support

Patients with chronic impairment of one or more organ systems sufficient to restrict daily activity
(co-morbidity) and who require support for an acute reversible failure of another organ.

Level 2 care is for patients requiring one or more of the following:

Single organ system monitoring and support, excluding advanced respiratory support

General observation and monitoring: more detailed observation and the use of monitoring equipment
that cannot safely be provided on a general ward. This may include extended post-operative monitoring
for high-risk patients

Step-down care: patients who no longer need intensive care but who are not well enough to be returned
to a general ward.

Ventilation strategy

3

It is recommended that intensivists adopt the low volume and low pressure ventilation strategy as
defined in the NIH ARDS Network Study. Adherence to this strategy is defined as a plateau pressure <30
cm H,O (or, if plateau pressure is not measured, then use peak inspiratory pressure <30 cm H,0). This
will usually mean a tidal volume of 4-8ml/kg body weight as defined in the low tidal volume ventilation
strategy according to the ARDS Network group.

Organ support

* For the purposes of this data collection sheet Organ Support will be defined using the

Department of Health's Augmented Care Period (ACP) set of definitions as follows:

Basic respiratory system monitoring/support (indicated by one or more of the following)
More than 50% oxygen by fixed performance mask

The potential for deterioration to the point of needing advanced respiratory support

Physiotherapy to clear secretions at least two hourly, whether via tracheostomy, minitracheostomy, or in
the absence of an artificial airway

Patients recently extubated after a prolonged period of intubation and mechanical ventilation

Mask CPAP or non-invasive ventilation

Patients who are intubated to protect the airway but needing no ventilatory support and who are
otherwise stable

Advanced respiratory system monitoring/support (indicated by one or more of the following)
Mechanical ventilatory support (excluding mask (CPAP) by non-invasive methods e.g. mask ventilation)

Circulatory system monitoring/support (indicated by one or more of the following)
Vasoactive drugs used to support arterial pressure or cardiac output

Circulatory instability due to hypovolaemia from any cause

Patients resuscitated following cardiac arrest where intensive care is considered clinically appropriate
Intra aortic balloon pumping

Neurological system monitoring/support (indicated by one or more of the following)

Central nervous system depression, from whatever cause, sufficient to prejudice the airway and protective
reflexes

Invasive neurological monitoring e.g. ICP, jugular bulb sampling

Renal system monitoring/support (indicated by)
Acute renal replacement therapy (haemodialysis, haemofiltration etc.)

ECMO
Extra-corporeal Membrane Oxygenation (Glenfield Hospital Only)

Liver support (indicated by)
Extra-corporeal liver replacement device i.e. MARS (Teraklin, Rostock, Germany), bioartificial liver or
charcoal haemoperfusion



Other personal costs relating to your illness

Please note details of date and personal costs relating to your illness since you
came home, and what they were for (see example in bold below).

Conventional Ventilation or
ECMO for

Severe

Adult

Respiratory Failure

Childcare
Drugsor | Travel/fares . Home help,
; or mileage costs when Private )
equipment . 4 private Other
costs costs for needing consultation AUrse et
health care health care ‘

e.g. £6 for

prescription

of antibiotics

March 1-8

Days off from work

If you have returned to work, please enter the date [ [ ][ [ [ ] [ ] Jommoms

If you have taken time off work due to illness since then, please complete the
table below:

Please enter the start and
stop dates for any period of
absence from work

Reason for absence

Number of days off sick
from work

Please keep this diary at home until you are visited 6 months after joining the study. If you
have any queries please contact:
CESAR Data Co-ordinating Centre, Medical Statistics Unit, London School of Hygiene
& Tropical Medicine, Keppel Street, London WC1E 7HT
Tel: 020 7927 2376/2075

EVENTS DIARY

This Events Diary is for you to keep, in order that you may have a
record of events related to your health from the time of your
discharge from hospital.

In addition, as you may be aware, a study researcher will visit you
at home about 6 months after you joined the study to ask you about
events related to your health.

To keep track of these events you may find this Events Diary will
help you answer the questions. This is partly so that we can esti-
mate how much your illness cost in terms of time off work, personal
expenses and cost of continuing care. Please have this Diary avail-
able when the researcher visits you.

If you require additional space to record details of health service
use, please use the sheet entitled Events Diary - additional informa-
tion which is included with this booklet.

Date of discharge from hospital | | || | || | | | |dd/mm/yyyy

On the day you were discharged from hospital please tell us
how you travelled home:




General Practice

If you see the doctor, nurse, physiotherapist or occupational

therapist from your general practice, please write the date of each visit, whom

you see and where. Use one box for each visit.

Date of visit

Whom did you see (i.e. doctor,
nurse, physiotherapist,
pccupational therapist, counselling
or psychological treatments)

Where did you see them
(practice or home visit, please

specify)

If you have contacted any of the following for advice about your health by
phone please give dates. Please exclude calls for arranging appointments

Telephone Advice

and repeat prescriptions.

Date of
phone
advice

Whom did you call (e.g. NHS Direct, your GP, nurse etc.)

Hospital Admissions

If you are admitted to hospital, please write the name of the hospital and the
dates of each admission and discharge. Use one box for each admission.

Name of hospital

Date of admission

Date of discharge

Hospital Visits (not inpatient)

If you have visited hospital as an outpatient or in an emergency (i.e.
casualty/A&E), please write the name of the hospital or outpatient clinic with
the date of each visit. Use one box for each visit.

Date Name of outpatient clinic and hospital

Emergency or routine?

Community and Social Services

If you have any visits from community or social service staff please give the

date of each visit.

Date of
visit

Who visited you (e.g. social worker, homecare
worker or care attendant, health visitor)




Conventional Ventilation or
ECMO for
Severe

Adult

Respiratory Failure

EVENTS DIARY

Additional inforrmation

Please use this sheet to record details of health service use if there is not enough
space on the Events Diary.

Please continue on the next page if necessary.



Please keep this additional sheet with your Events Diary until you are visited 6 months after
Jjoining the study. If you have any queries please contact:
CESAR Data Co-ordinating Centre, Medical Statistics Unit, London School of Hygiene
& Tropical Medicine, Keppel Street, London WCTE 7HT
Tel: 020 7927 2376/2075




Patient Costs Questionnaire

Interviewer: The following explains the purpose of this interview and in particular the reasons for economic questions.
You may either read out the following or use your own words to convey to the patient the reasons for the interview.
The same questionnaire can be used for all patients whether they are living at home or in residential/nursing home care.

* |'m sure that the time you were ill was very difficult for you and the people close to you in many ways.

* This questionnaire will help us to understand how much your illness, following your time in intensive care,
has cost you and your family financially.

* We are also interested in whether your treatment affected your use of other health and community services.

* We are also interested to know about any health, community or voluntary services that you may have used since
your discharge from hospital.

* |f you cannot remember the exact details please give your best estimates.

* When you came home from hospital you were sent an Events Diary to help you to record details of health-related
events and personal costs.

* Did you use this?
* Have you got it handy as it may help in completing this questionnaire?

* The information provided will be confidential to the researchers and used only to contribute to overall study results.

CESARstudynumber [ [ [ [T 1]




CESAR study number |:|:|:|:|:|j

Part One: Healthcare and Community Services

1. Transport
On the day you returned home after your stay in hospital, how did you travel home?

Ambulance Voluntary car services Taxi |:|
Own/family car Other (please specify)
Approximate distance (one-way): ............ miles. If you used a taxi please give the fare you paid: £...............

2. General Practitioners
Since returning home from your time in hospital, have you consulted your GP? YES [] NO []

If NO, please go to QUESTION 3. If YES, please give details of the number of consultations you have had with your GP:

At the surgery D:‘ At home Dj By telephone* Dj * Please exclude calls for arranging appointments and repeat prescriptions.

How do you normally travel to see your GP? (e.g. Own car, taxi €C) .....ooiviiviiiii,
If you usually travel by car or ambulance, please give approximate return mileage to your GP surgery: ....................... miles

If you usually travel by public transport or taxi please give the usual return fare per visit: £...............o.

3. Other telephone advice

Since returning home from your time in hospital have you contacted any of the following by phone for advice about your
health?

Contact by telephone If YES, how many times?

NHS Direct YES [] NO [ ]

Other (please SPecify) ..., YES [] NO [ ]




CESAR study number

[ITTTTT]

4. Nursing, Therapy and Social Services
Since returning home from your time in hospital, have you received any of the following services?

If NO, please go to QUESTION 5.

If YES, please give further details below.

YES [ ] NO[ ]

If this invloved
travelling, please

If travelled by car

If you travelled

ADDrOX Did you If yes, Did you have ive type of / ambulance by public
PP Location of visit (home, hospital, have to approx. private medical 9 yp ) transport / taxi
number ’ transport used please give
: clinic etc) pay? cost per || insurance to cover please give
of visits ) ) (own car, approx. return
visit this cost? return fare per
ambulance etc.) mileage visit
or write N/A
Yes No Yes
Nurse I:l I:l
Physiotherapist I:l l:,

Occupational therapist

O

Counselling or psychological

OOl oo oooo
1 o 5
OO0l o|oloooo| 2

treatments |:| l:, £ £
Social worker D |:| £ £
Home care worker or care

attendant I:l I:l £ £
Health visitor |:| l:l £ £
Other (please specify) |:| l:, £ £

Interviewer: Please use this space to record any other services which could not be listed above .




CESAR study number

5. Hospital care

[TTTTT]

Since returning home from your time in hospital:

Part A

Please complete the following table as far as you are able to (for day procedures give the same date for admission and discharge).

Have you been admitted to hospital?

If YES, how many times? [ | |

YES []

NO [ ]

If NO, please go to QUESTION 5 PART B.

Please describe

If you travelled by

If you travelled by

Did you have

If NO, please go to QUESTION 6.

If YES, please give further details below.

Date Date Name of hospital and town how you travelled car / ambulance public transport private medical
admitted discharged to the hospital (car, please give approx or taxi please insurance to cover
ambulance etc.) return mileage give return fare this stay?

Yes No N/A

Stay 1 £ 00 O
- £ REREN
Stay 3 £ 00 O
Scay 4 . O] 010
Seay s £ 10 O

Part B Have you visited a hospital as an outpatient? YES [_] NO [ ]

Did you have

Please describe how

If you travelled by

If you travelled by

Approx. Did you If Yes, h h h
private medical you travelled for car or ambulance public transport or
number have to approx. how ; L ) ‘ h
. insurance to cover these visits (own please give approx. taxi please give
of visits pay? much per visit B f -
this cost? car, ambulance etc.) return mileage return fare per visit
Yes No Yes No N/A
Consultant clinic
(with any doctor) |:| I:l £ l:, |:| l:, £
Visits to A & E 0] |e OO 0O £
Day care/day hospital
(e.g. for rehabilitation) |:| |:| £ D D |:| £
Other (please specify)
N O o0Oo £




CESAR study number

[TTTTT]

6. Nursing home or residential care
Since returning home from your time in hospital, have you been admitted to a
nursing home or residential care?

If NO, please go to QUESTION 7.

If YES, please give further details below.

YES [ ]

NO [ ]

If yes,

Please describe

If you travelled by

If you travelled by

Date Date Did you approx Did you have how you travelled car / ambulance ublic transport
) . Please tick type of care have to pprox. private insurance to Y X P ransp
admitted discharged . cost per : (taxi, ambulance || please give approx. or taxi please
pay’ cover this cost? ‘ .
stay etc.) return mileage give return fare
Yes No Yes No N/A
S 1 . 0|00 |DOO :
Residential care ||
Nursing home [ ]
tay 2 —
Stay Residential care | | D D £ D D D £
Sty 3 . | OO |ODODO £
Residential care | |
Stay 4 Nursing home : £ £
ay Residential care | | D I:l D D D

Interviewer: Please use separate sheetifthere are more than 4 stays.

Part Two: Patient’s Personal Costs

1. Personal expenditure on medication
Part A Since returning home from hospital, have you taken any medication?

YES[ ] NO [ ]

If NO, please go to QUESTION 8. If YES, goto PART B




CESAR study number |:|:|:|:|:|j

Part B Was the medication provided by the hospital when you were discharged?

YES |:| Please give details of any repeat prescriptions and any new medication in the tables below

NO [ ] Please give details of all medication taken in the tables below

Table 1
Prescription drugs Was the prescription NHS or Approximately how long did Agl?rri:(‘egiactaeti%?tir:fclﬁij‘i?] for Are you currently
from GP private? you take this medication? ;y)rescription charges 9 taking this medication?
e.g. Ampicillin e.g. Twice daily for a month e.g. £5.50




CESAR study number |:|:|:|:|:D

Table 2
Non-prescription drugs i.e. Approximately how long did Apg.roxti.mat.e clousdtiinf pariedscf;)ir tyi(z)l;r
over the counter medication you take this medication? medication tnc 9P P
charges
e.g. Aspirin e.g. Twice daily for a month e.g. £3.00
8. Personal expenditure on healthcare
Since returning home from your time in hospital, have you used any of the following services or items? YES[ | NO [ ]

(Interviewer: please read out list of items from the table below. Also include any item/adaptation that has been
ordered/arranged but not yet received by patient.)

If NO, please go to QUESTION 9. If YES, please provide as many details as you can in the table on page 8.



[TTTTT]

Personal expenditure on healthcare

CESAR study number

Please give details of each item under each heading

Did you have to pay anything?

Approximate
cost if known

Did you have private
medical insurance to cover
this cost?

A) Private medical care (e.g. any private treatment not included
in Question 5B). Please specify:

Yes|:| No|:| N/AD

Yes|:| NOD N/AD

B) Equipment (e.g. wheelchair). Please specify:

N.B. If you used any equipment but did not pay for it please
specify who arranged this for you (e.g. hospital, social services,
voluntary sector etc.)

Yes|:| NOD N/AD

Equipment was provided by :

Yes|:| NOD N/AD

C) Childcare (any childcare arrangements you had to make due
to your illness). Please specify:

Yes| | No| | N/a[ ]

D) Any adaptations to your home such as a ramp, stair lift,
changes to the bathroom etc. Please specify:

If you had any adaptations done to your home but did not pay
for it please specify who provided this for you?

Adaptations provided by:

Yes|:| No|:| N/Al:l

E) Any other items of health care. Please specify.

Yes[ | No[ | N/a[ ]




CESAR study number |:|:|:|:|:|j

Part Three: Employment

9. Employment before hospitalisation

Were you in employment before you were admitted to intensive care? Yes [ | No [ ]
If YES, was this: Paid employment Full time D Part-time ||
Unpaid employment (e.g. volunteer) Full time |:| Part-time |:|

If NO, please choose one or more of the following categories that best described your status before your time in hospital
and go to QUESTION 12,

Retired |:| Retired on medical grounds D Unemployed |:|
Student [ ] Housewife/househusband || Other (please SPECify) ...............ccccc []

10. Employment after discharge
Part A Please tell us your current employment status by ticking one of the following boxes.

Date returned to work __/__/__ (dd/mm/yy)

Returned to paid work
Date returned to work __/__/__ (d/mm/yy)

Returned to unpaid work (volunteer)

Paid sick leave Please go to Q.12

Unpaid sick leave Please go to Q.12

Retired on medical grounds after discharge Please go to Q.12

Unemployed Please go to Q.12

DOododdo

Other (please specify) Please go to Q.12




CESAR study number |:|:|:|:|:|j

Part B If you returned to work:
Is this_job: Full time [ ] Part-time [ ]
Is it the same employment that you had before your illness? YES |:| NO |:|

11.  Time off work
If you have returned to work since returning home, have you had to take any time off work because of further illness?

YES [ ] NO [ | Not Applicable | |

If NO, please go to question 12. If YES, how many days? [ [ [ |

12. Benefits and allowances
(Interviewer: please remind and reassure patient that all data will be kept confidential)

Are you currently receiving any government benefits or allowances? YES [ ] NO [ ]
If YES, please give approximate date when you became eligible. / [ _ _ (dd/mm/yy)

If NO, have you applied for any benefits or allowances since your discharge from hospital?  YES |:| NO |:|

(Interviewer: The following list of benefits/allowances might help remind the patient/carer about any benefits they might have
applied for: housing benefit, incapacity benefit, severe disablement allowance, invalid care allowance, attendance allowance and
disability allowance)




CESAR study number |:|:|:|:|:|j

13. Employment - additional information
Please give any comments on income, work etc. that were not covered in questions 9-12.

14.  Healthcare from family and friends

Since returning home from your time in hospital, have you received care from family members, YES |:| NO |:|
relatives or friends as a result of illness?

If NO, please go to QUESTION 15. If YES, please complete the following:

1 Was this help from an unpaid carer? YES NO
2) Did your carer have to take this time off work? YES NO
3) Did your carer have to give up his/her employment? YES NO
4) Did your carer have to take up a different_job or switch to a part-time job to care for you? YES NO

Please describe the frequency of involvement by carers since discharge in the table below:

Total weekly hours of help Over what period did you receive

(e.g. 2 hours help twice a week, total is 2x2 = 4) this help? (e.g. 1T week) Total hours of help

Any comments




CESAR study number |:|:|:|:|:|j

5) Do you need regular daily help with things that fit and healthy people would YES |:| NO |:|
normally do for themselves?

(Interviewer: if YES please record carer details on checklist and issue a CSI if carer present)

15.  Changes to family circumstances

Since you were admitted to intensive care, have there been any significant changes in YES []  NO []
your family circumstances?

If NO, please go to QUESTION 16. If YES, please provide (approximate) costs for the following:
(Interviewer: Please try to establish any major changes and express costs as per month if possible, giving comments to explain if necessary.
If patient is only able to give a total cost please make a note of this in the 'comments’ column)

Approximate monthly

Description additional cost, if known

Comments

Change in residence (e.g. had to move to a different but
own house, move to a relative's house etc.)

Any other such as lost employment income through
illness (please specify)




CESAR study number |:|:|:|:|:|j

16. Do you have any health related insurance policy/plan? vES [] NO []

If No please go to QUESTION 17, if YES, please tell us what it covers by ticking one or more of the following options:

1) Health care costs || 2) Income protection ||
3) Any other (please specify) ..o D
17. Do you have any other comments about the cost of your health care that YES |:| NO |:|

you'd like me to record?

(Interviewer: Please record any comments made by the patient or carer)




Economic questions if visited in hospital

CESAR study number HEEREN

In addition to all the other issues you have had to face, we are aware that illness may lead
people to have extra costs. VWe want to understand how much your illness cost you and
your family, so the following questions will address this.

1. Employment before hospitalisation

Yes No
Were you in employment before you were admitted to intensive care? |:| |:|
If YES, was this:;
a) Paid employment Full time |:| Part time |:|
b) Unpaid employment (e.g. volunteer) Full time D Part time D

If NO, please choose one or more of the following categories that best described your
status before your time in hospital.

1. Retired [] 2. Retired from work on medical grounds []
3. Student [] 4. Housewife/househusband []
5. Unemployed l:l 6. Other (please Specify) ..o l:l
2. Benefits and allowances
(Interviewer: please remind and reassure patient that all data will be kept confidential)

Yes No
Are you currently receiving any government benefits or allowances? [] []
If YES, please give the approximate date you CTIHTITTT Tewmmmmy
became eligible.

Yes No
If NO, have you applied for any benefits or allowances since you were [] []

admitted to hospital?

(Interviewer: The following list of benefits/allowances might help remind the patient/carer about any benefits
they might have applied for: housing benefit, incapacity benefit, severe disablement allowance, invalid care

allowance, attendance allowance and disability allowance)



3. Changes to family circumstances

Yes
Since you were admitted to intensive care, have there been any |:|

significant changes in your family circumstances?
If NO, please go to Question 4.
If YES, please provide (approximate) costs for the following:

(Interviewer: Please try to establish any major changes and express costs as per month if possible,
giving comments to explain if necessary. If patient is only able to give a total cost please make a
note of this in the comments column)

- Approximate monthly
Description I . Comments
P additional cost if known
Any adaptations to the home
Any other (eg.lost employment income
through illness, please specify)
4. Health Insurance
Yes No
Do you have any health related insurance policy/plan? [] []

If YES, please tell us what it covers by ticking one or more of the following options:
1. Health care costs [] 2. Income protection []

3. Any other (please specify) |:| ..................................................



Caregiver Strain Index

The following questions have been designed to find out how carers are
affected by looking after someone who has been discharged from
hospital or who has an illness.

Name of carer:

Age: I:D

Sex: Male |:| Fema\elj

CESAR study number | | | | | | |




CESAR study number |:|:|:|:|:|:|

Please answer every question. If any of the questions do not seem
appropriate to your own personal circumstances, please respond by

ticking the NO box.

1. Sleep is disturbed (e.g. because care is needed at night or because
the patient is in and out of bed or wanders around at night).

2. Itisinconvenient (e.g. because helping takes so much time or it's a
long way over to help).

3. Itis a physical strain (e.g. because of lifting in and out of a chair;
effort or concentration is required).

4. Itis confining (e.g. helping restricts free time, or cannot go
visiting).

5. There have been family adjustments (e.g. because helping has
disrupted routine; there has been no privacy).

6. There have been changes in personal plans (e.g. had to turn down a
_job; could not go on holiday).

7. There have been other demands on my time (e.g. from other family
members).

8. There have been emotional adjustments (e.g. severe argument;
relationship with other family members).

9. Some behaviour is upsetting (e.g. due to incontinence and need for
intimate personal care; memory problems; accusations of stealing).

10. Itis upsetting to find that the patient has changed so much from
his/her former self (e.g. is a different person than they used to be).

11. There have been work adjustments (e.g. because of having to take
time off).

12. Itis afinancial strain.

13. Feeling completely overwhelmed (e.g. because of worry about the
patient; concern about how you will manage).

Thank you for taking time to complete this questionnaire

=<
m
w

oo o oo oo o o o oo d

OO0 O O O O 0 O O 0O O 0O 0s

Please give the completed form directly to the researcher or use the stamped

addressed envelope (S.A.E.) and return to:  Dr Andy Wilson
Senior Lecturer
Department of GP and PHC
University of Leicester
Gwendoline Rd
Leicester LES 4PW




6 Month Follow-Up Assessment Checklist

This checklist should be completed by the Follow-up Assessment Researcher

Patient Initials [ [ | CESARstudynumber [ [ [ [ [ [ ]

Date of follow-up appointment: [T LT LT T T Leommyyy
How was the appointment conducted? Home visit Telephone |:| Postal
Does the patient have a carer? Yes No
If Yes, please give:
Name: Address:
Tel. number:
If the patient has a carer, has Yes, completed at assessment No, carer refused
a CSl been completed and Yes, returned by post No, form not returned
returned?
Was the events diary used? |:| Yes |:| No
Duration of interview?
Was the interview completed? |:| Yes |:| No
If No, please give the following details:
1) Reason interview not completed?
Yes  No
2) Were any arrangements made for a telephone follow-up? (] [

If Yes, please give details:

Please indicate which follow-up forms have been completed and returned with this checklist:

Yes No If not returned please give reason
1.EQ-5D

2.SGHRQ

3.SF-36v2

4. HAD

5. Patient Costs Questionnaire

6. Additional Questions and Examination

Was the researcher blind to the patient’s allocation up to the PCQ? YES H NO H
Was the researcher blind to the patient’s allocation at the end of the interview YES NO

If you have answered NO to either (or both) questions about allocation, please record what you think
the patient’s allocation is:
ECMO |:| Conventional |:| No idea |:|

Is there evidence of post illness hearing impairments? YES |:| NO |:|
Date checklistcompleted:[ T I[ T /[ T T T [cormmmy
Researcher’'s name: Researcher’s signature:

Please photocopy this form and all the follow-up documents, send the copies to:

Steven Robertson, CESAR Data Co-ordinating Centre

Medical Statistics Unit, London School of Hygiene & Tropical Medicine
Keppel Street, London WC1E 7HT

and file the originals in the CESAR folder.




Health Service Use of Patients in CESAR Trial

Patient Initials|_[ ] CESARstudynumber [T [ T [ [ ]

Name of GP SUMGery: ...

Name Of PAtieNt: ..o

Date of birth: I I I R
Data required from: startdate || Jl_ I J[ 1 [ [ Joommmy
to
finishdate| [ [ 1 I 1 [ | Jawmmyyy (6 monthsafter entry into trial)

We would be grateful if you are able to provide the following details for the above
patient. Information collected from questions 1-2 below form part of the primary
outcome for the clinical aspect of the study. |Information collected on pages 2-4 will be
used as part of the CESAR economic evaluation.

1. Was the patientaliveat| O Y I e

YES H If YES, please go to Question 2.
NO If NO, please complete the following and go to page 2:

Date of death: [_| |l [ [ T [ [ Jaommsmy

Cause of death:

2. If YES, please select the option which best describes the patient's mobility and
self-care statuson[ T I T I T T T Jeommamy

Mobility

Patient has no problems in walking about
Patient has some problems in walking about
Patient is confined to bed

Patient’s mobility status not known

HINN

Self-care

Patient has no problems with self-care

Patient has some problems washing or dressing
Patient is unable to wash or dress

Patient’s self-care status not known

NN



Patient Initials[lj CESAR study number m

Instructions for table 1. Please enter ‘0’ in the appropriate column if no visits or

telephone contacts were made by the above patient to any particular professional group. Please
putatick (¥ )inthefourth column if data on visits and telephone contact to some professionals
isnotavailable from your records.

Table 1: Consultations at GP surgery and community clinics

Number of Number of
Professional consulted consultations at | telephone
surgery/clinic contacts

Data for this not available
from GP records

GP

Nurse

Physiotherapist

Occupational therapist

Provider of counselling or
psychological treatments

Any other (please specify)

Instructions for table 2: Please enter ‘0" if no visits were made by any particular
professional group. Please put a tick (¥ ) inthethird column if data on visits by some
professionals is not available from your records.

Table 2: Home visits by the following professionals

Number of Data for this not available
home visits from GP records

GP

Nurse

Physiotherapist

Occupational therapist

Provider of counselling or

psychological treatments

Any other (please specify)

Table 3: Outpatient clinic visits. |If no visits tick box |:|

Specialty Number of visits




Patient Initials|:|j CESAR study number DEE

Table 4: Other hospital visits by patient including investigations etc.

A&E

Day care / day hospital

Number of visits

Investigations, physio, occupational therapy etc.

Any other (please specify)

Table 5: Hospital admissions.
Specialty

Inpatient admission

If none tick box |:| """""""""""""

Day case procedures

If none tick box |:| """""""""""""

Dates admitted and discharged

dd / mm /

Yy

admited [ T 1T ]

Admited | ] T

Admited || || ] ]|

Admited | [ |[ | ||

Admited || [ ] |

Date

Date

Date

Date

i

dd / mm /

If none tick box

Discharged| |

Discharged| | ” I ”

Discharged || ][ ||

Discharged | [ || | ||

Discharged || [ [ |

Table 6: Nursing home or residential care admissions. If none tick box |:|

Type of home

Nursing home |:| Residential care |:|

Nursing home |:| Residertial care |:|
Nursinghome [ ] Residential care [_]
Nursing home |:| Residential care |:|

Nursing home |:| Residertial care D

Dates admitted and discharged

dd / mm / vyy

Admited | [ [ T J[ [ |

Acmited || JL ] L]

Admited [ [ JL ][0T

Admited | | ]l 10T ]

Admited | | [T LT ]

dd / mm /

Discharged [ | [ | ]|

Discrerged || ]| [ ]|

Discherged | [ || | ||

Discharged | | || | ||

Discherged || ][ [ ||
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Table 7: Other health related referrals.

If none

tick box Date of referral

Social services referral by GP

dd / mm / vyy

[] HE RN NN

Any other referral by GP for services not provided within this
surgery e.g. physiotherapy, occupational therapy (please specify)

[

If possible please send a printout of all medication prescr

ibed between the start and finish

dates as listed on page 1. If thisis not possible please complete table 8.

Please tick box if printout is enclosed |:|

Table 8: Prescriptions

Date prescribed Name of medication

Period for which the medication
was prescribed (e.g. 2 weeks)

Medical Statistics Unit, London School of Hygi

Thank you for completing this form. Please return it in the enclosed freepost envelope to:

CESAR Trial Data Co-ordinating Centre

ene & Tropical Medicine

Keppel Street, London WCTE 7THT




