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IMPORTANT!
Please read before using the data
entry software

All fields must be completed.

23| [71(Day)

Text entry boxes e.g. must
contain text or one of the following entries:

?  Indicates ‘Unknown’

X Indicates ‘Not done’

- Indicates ‘Not applicable’
(automatic default in some cases)

SEE SECTION 7: DEFAULT VALUES ON FORMS

REMEMBER YOUR PASSWORD!

Keep a copy in a safe accessible place.

If at anytime the system fails to respond press the escape key
(top left-hand corner of the keyboard) — you will NOT do any
damage to the database!



1. Preface

The software has been designed to collect information as quickly and accurately as
possible. You may find it useful to consider the following ‘top ten’ tips for efficient
use of the software devised by our testers.

UK CF Database Top Ten Tips

1. The password on the login screen is case sensitive. When
entering your password for the first time, note whether the
password was entered in upper or lower case.

. Every field on every screen form must be completed.

3. Either always use the “Tab’ key, or always usdthe mouse, to

select fields.

4. If you click with the mouse (in a text or number box) the cursor will
appear where you clicked. Always click on the left-hand side of such
a box or use the “Home’ key to move the cursor to the left-hand side.
If you carry on typing the text will automatically be left aligned but
you may run out of room.

6. Radio buttons (groups of circular buttons) are ‘choice of one’
questions: only one button can be selected from the group. Tick
boxes (square boxes) are individual questions and therefore as many
as are required can be selected.

7. Text entry boxes with a down arrow to the right of the box require
that you pick one choice from the options, that appear when you
click on the arrow.

8. If you want to delete text in a text box, make sure the cursor is to the
right of the text to be deleted and use the backspace key (top right
hand corner of most keyboards) to delete the text.

9. Error message due to invalid data being entered can occur either
when you have just entered data, or when you wish to move to the
next screen in a series of screens.

10. Every question on the screens and the forms has a number in square
brackets to the right of the question. These numbers match on the
paper and electronic versions of the forms and should be used to
refer to the questions over the telephone.

N

Note on Label Specification: Order Avery labels L7651-Address for use
when producing patient registration labels.

Good luck! The UK Cystic Fibrosis Database Development Team

L 1f you don’t know say so by entering a ?, X or — into the text box. (see section 7)




2. Installing the software

2.1 Unpacking

You should have received:

Software distribution
floppy disk or CD-ROM:

And/or

This manual:

If anything is missing please contact technical support:

By post: UK CF Database (Technical Support),
Maternal & Child Health Sciences,
University of Dundee,
Dundee DD1 9SY

Telephone 01382 632596

Facsimile 01382 633958

2.2 Installing the Data Entry Software on your computer

If you use Microsoft Windows 95 or Windows NT 4.x (the screen when you first load Windows will
look similar to that illustrated in Figure2-1) follow the instructions in section 2.2.1a. and 2.2.1.b.
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Figure 2-1. A computer running Windows 95. If your computer screen looks similar to this, go to section 2.2.1a.

Warning: If you already have Access 95 Databases on your machine,
installing the UKCF Database will change some associations (in the
system MDW File) so that these Databases will try to run with Access 97.
As you do not necessarily want to do this, please contact Technical
Support now prior to installing your UKCF Database. For further
information, see Appendix 1.




2.2.1a Set up of the UK CF Database

Insert the CD ROM into the CD ROM drive on your computer. To find out which drive letter
represents your CD drive go to the Windows desk top (you see the Windows desk top when you first
switch on your computer). Next, double click on ‘My Computer’. You will see a picture of a CD
ROM with the

drive letter beneath it.
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Fig 2.2a Double click ‘My Computer’ showing CD ROM with drive letter beneath(in this case E )

Click the ‘Start’ button at the bottom left of your computer screen and choose ‘Run’ from the menu
which appears. The window shown in Figure 2-2 will appear.
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Figure 2-2b The Windows ‘Run’ window completed for installation from a CD-ROM.

You next need to tell Windows where the CD ROM with the files is. If you are installing the software
from CD ROM, the CD ROM drive is probably referred to as drive ‘D’, ‘E’, ‘F’ or ‘G’.

If you are installing from a CD ROM ‘E’, in the ‘Open’ data entry box in the ‘Run’ window you should
type ‘e:\ setup.exe’ without the quotation marks. If the CD ROM is not called ‘E’ you should replace
the first letter of text in the quotation marks with the letter used to refer to your CD ROM then click
‘OK’.

2.2.1b UKCF Database '97 Set up

When programme asks to close any open applications, click ‘continue’ (as you should have followed
Sec 2.2 there should be no open applications). If however, you have any applications open, then click
‘Exit set up’. Close all applications and start again from section 2.2

e ‘Setup’ now starts.

e When asked which folder to use, accept what ‘set up’ suggests and click ‘OK’
e ‘Set up’ then asks to select the kind of installation — Typical, Custom or Compact. Click Typical.

At this point one of two options will occur depending on the configuration of your machine



Option 1

« A window now appears * UKCF Database 97 — Restart Windows’. The message reads as follows:
“You need to restart Windows to complete the installation...etc’

e Click the ‘Restart Windows’ button. Your PC will then ‘reboot’ (screen goes black for a short
time) and starts up again.

e To check that the set up/installation has worked, click the ‘Start” button at the bottom left of your
computer screen and select ‘Programs’. You should see ‘UKCF Database ‘97’ in the Program list

OR

Option 2

e ‘Set up’ now completes the installation.

e When complete the message reads ‘UKCF Database97 Set up was completed successfully’

¢ Click ‘OK’ to exit set up.

e To check that the set up/installation has worked, click the *Start’ button at the bottom left of your
computer screen and select ‘Programs’. You should see ‘UKCF Database ‘97’ in the Program list

2.2.2 Getting Started

To start the system, from your ‘Desktop’ (see Fig 2.1 in sec.2.2 ‘Installing the Data Entry Software on
your computer”) click “Start’. Then click ‘Programs’ and select ‘UKCF Database97’.

Follow path to ‘UKCF Database97’ and click.
You will then be presented with the ‘log in’ screen below.

2.2.3 Completing the Installation

As you have received your software pre-configured your login name will be “administrator’ followed
by an eight character password. The administrators password can be found on the letter, which is
enclosed with your installation disks/CD ROM and Installation Guide and User Manual.

UK Cystic Fibrosis Database - Enter the database

UK Integrity check:
[ ]

Part number: 4R-0ES_ACCESS-1902.1
Data base TI01HE(Beta0)
(6)1985-1008 Cystio Flbrosis fudit Group, Department of Child Heatth,
University of Dundee, Dundee DD 9SY, United Kingdom
Tel. 444 (13820633019 Fax. 444 (1332) 546783 WIWA: hitp:ifwuww o1 orglukdatabase

Please enter a user name and password below to gain entry to
the system. Your user name and password are allocated by
your database manager as described in the user manual.

u - [administrator

Password:

Enter the database Quit
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Figure 2-3. The login screen. For pre-configured software enter the word ‘administrator’ in the
‘Username’ entry box followed by your eight character password which can be found on the letter
which accompanies your software. Do not forget this password!!

To complete the installation follow the 5 points below very carefully:

1. Remember to keep a note of the eight character password supplied. Your local data security
depends on this password remaining secret. Click the ‘Enter the database button’.

2. Create a new user account for each person who will use the system for data entry (see section
‘5.6.1 Adding a new user account’).

3. Next set the user account permissions for each person using the system (see section ‘5.6.2
Setting user account permissions’)

4. Exit the main menu of the system by choosing the ‘Log out of system’ icon on the main menu

5. Quit the software by choosing the ‘Quit’ icon on the screen shown above.

Your system is now ready to use. Please turn to the next section of this manual for a demonstration of
how to complete the paper forms and enter information in the database.



3. Patient registration, biography and annual review

This section will show you how to complete a paper patient registration, biography and annual review
form for a sample patient. You will then be shown how to enter this information into the data collection

system.

3.1 Patient registration

This section will first demonstrate how to complete the paper patient registration and then take you
through entering this information into the data entry software.

UK Cystic Fibrosis Database
Patient Registration (1 of 1)

Please write all letters in BLOCK CAPITALS within the boxes J

Date of birth First initial
The year of bith is deliberately not requested in this section.  Please supply below the FIRST LETTER OF THE GIVEN
NAME AT BIRTH of the individual. e.g. if named Claite-Jane
Day of birth: Katherine Johnson, the letter G should be recorded.
) ﬂ As for the family name, if the given name at birth Is unknown
Month of birth: | then the name at ime of diagnosis of Cystic Fibrosis should be
used o, as a last el the frstnlal at the time of completing

Sex at birth this form should be used.
O Male Dl Legal first initial at birth is recorded
Ot Female Dl Legal first initial at time of diagnosis is recorded
O Unknown or other Dltrs Other legal first initial is recorded
I \
Family name First initial: L_1is)

Please supply below the LEGAL FAMILY NAME AT BIRTH

(i.e. THE 'WAME ON THE BIRTH CERTIFICATE AT BIRTH) Order in birth

of the individual. The name should be writen using the Please indicate whether the patient was born as a singleton or

standard romanised form of the name f applicable (e.g. for as one of a multiple birth (twins, triplets, etc.).

Chinasa names) and any accents or apostrophes should be .

ignared. (e.g. ‘O'Conner’ should be written OCONNER) e Singleton birth .
mes consisin of more than one word shouid be written . 1

sume ol Ui it Order in birth if multiple birth: L_t)

as one long
b s H!BBEI’SMITH) (e.8. 2if second of twins)
« it the legal family name at birth is unknown, ther the fegal )
lamvlyer?anm at the time of diagnosis of Cystic Fibrosis Country of birth
should be recorded. : P
Iflegalfamily nama at birth or diagnosis of CYstic Forosis [ countey of birth:
i i rn e sumar st e me of g e | =414 T

lease supply the country that the individual was bom in.

.

inshouldbe used.
Natemamnmnmmmnmmnu mldomebtln | | | | | ‘
the legal name at birth to pravent multiple
the database and to allow us to trnek p&(lents who chsnge' Town of birth

cines. Ploase supply the town that the individual was born in.
D Legal family name at birth i recorded T
own of ,
Do Legal family name at time of diagnosis i recorded " T T T
e 11 wHHH\H‘y
I 11 |

it Other family name is recorded
5

AENNNRARNANRRNRE

| [ 1] | | Thank you for completing this form.

OO T, e i
‘Do not complete below this line (UK Database internal use)

e T e e T e e e TR
Patient Number: E [_D— LI :[I Lk .,;

Clinic Number: | | |

Figure 3-1. The patient registration form is used to calculate a unique patient identification number and is stored by your
clinic as a record of which patient identification numbers have been allocated to which patients.

3.1.1 Sample patient history
The fictitious patient below will be used to demonstrate the system:

Michael James Johnson (hame at birth), an adopted Caucasian male, was born in Bristol (UK)
as a singleton birth on the 16" March 1971. Diagnosed as having Cystic Fibrosis (CF) at 18
months, he was referred to a CF specialist as a result of presenting with a lower respiratory
infection. Further examination by the specialist confirmed the lower respiratory infection and
found failure to thrive.
A positive sweat test confirmed the diagnosis. The molecular biology laboratory genotyped

Michael as being homozygous AF508.
For the purposes of this demonstration assume:
The patient was registered in clinic P171F
Dr Anil Mehta completed the forms on the 1% January 1996

Clare de Winton will be entering the forms into the data entry system.

Now go to the next section to see how to complete a paper form for this patient.



3.1.2 Completing the paper forms

We will now complete the paper patient registration form for the patient described in * 3.1.1 Sample
patient history’. The patient registration form (1 of 1) should be completed as demonstrated in Figure
3-2. Note that the numbers in square brackets in the text refer to the numbers in square brackets on the
form.

UK Cystic Fibrosis Database
Patient Registration (1 of 1)

[ Please write all letters in BLOCK CAPITALS within the hoxes ]

Date of birth First initial
The year of bitth is deliberately not raquested in this section. ~ Please supply below the FIRST LETTER OF THE GIVEN
NAME AT BIRTH of the individual. e.g. if named Claire-Jane

1o ol Katherine Johnson, the letter G should be recorded.

Day of birth:

[ ! 5 As for the family name, if the given name at binh»is unknown
Month of birth; 4 then the name at time of diagnosis of Cystic Fibrosis should be
. used or, as a last resort, the first Initial at the time of completing
Sex at birth this form should be used.
s Male s at birth is recorded
. nitial at time of sis is recorded
Cin Unknown or other Oir) Other legal first initial is recorded

Family name First initial: M5

Please supply below the LEGAL FAMILY NAME AT BIRTH N .

(L.e. THE NAME ON THE BIRTH CERTIFICATE AT BIRTH) Order in birth )

of the individual. The name should be written using the Please indicate whether the patient was. born as a singleton or

standard romanised form of the name. if applicable (e.g. for as one f a multiple birth (twins, triplets, etc.).

Chinese namas) and anyaccents o apostrophes should be

ignared. (s.g. ‘O’'Conner’ should be written ‘OCONNER) s

Sumames consisting of mare than one word should be written  §

s one long word with no. punctuation (e.g. ‘Hibbet-Smith’ rderin

should be written 'HIBBETSMITH') i (e.g. 2if sex

«If the legal family name at birth is unknown, then the legal .
{armiy. name.at he. lime: of diagnosis of Cystic Fibrosis COUNtTY of birth

should be recorded. Please supply the country that the individual was bom in.
+ Iflegal family name at birth or diagnosis of Cystic Fibrosis B .1 vy of birth

s unknown then the surame atthe time of filing this form 2R T 77

in shoid be used: 5 W 1 L
Note that it Is Important that every etfort is made to obtain [ TT1 ‘ | [l )
the legal name at birth to ltipl in
the database and to allow us to track patients who change Town of birth
aiics . Please supply the town that the individual was bom in.

{m Legal family name at birth is recorded own ofbirh

(=) ‘ 1]

Other family name is recorded

cal family name at time of diagnosis s recorded BRLOD TTITTT T

| [T [

Family name ) - | L

Tlolunb Dw}lm RN [l Thank you for completing this form.
T B

T UK CF Database, Ceparemant of Chid Heat, Univarséy of Cundoe, Dundee D01 957
L SIS 783 EMALL

Figure 3-2. How the patient registration form should be completed for the patient described in 3.1.1

The ‘UK CF Patient Number’ [1] is left blank as it is not yet known (you will be shown how to
calculate the number in section 3.1.3 “‘Calculating the UK CF Patient Number’). The ‘UK CF clinic
number’ [2] is completed with the code allocated by the national centre when you registered your
clinic. It is very important that every form contains both patient number (once known) and the clinic
code on every page.

Every section on the form (indicated by a black vertical bar to the left of the list of questions) has been
designed such that at least one item in the section should be ticked or completed.

The data on the patient registration form (Figure 3-2) is used by the program to calculate the patient’s
UK CF patient number. This number is unique to the patient and is automatically calculated no matter
where that patient registers within the United Kingdom, providing they always give the same answers
to the questions on the patient registration form. The questions are straight forward, although it is
important to note that the family name and given initial of the patient should be that of the patient when
they were born. This is because (hopefully) the patient will give the same answers to these questions at
anytime in the future irrespective of whether they change their name because of marriage etc.

Once a UK CF patient number has been calculated the data entry program will print out this number
onto sticky labels (see Sec.1: Preface - Note on Label Specification for type of labels to be ordered).
You can then attach a label to the patient registration form and insert the remaining labels into the
patient’s notes.



3.1.3 Calculating the UK CF Patient Registration Number

Now that you have completed the paper registration form you need to calculate the UK CF patient
number. This demonstration will illustrate, using the data entry software, how to generate a unique
patient number. Centres who do not wish to install the UK CF software can have the UK CF data
centre generate a unique patient number by telephoning the centre on the number shown on the form.

You will need to have the data entry software installed before you proceed further. Start the software
as shown in sec 2.2.2 “Getting Started’. You will be presented with the log in screen requesting you to
enter a username and password. Your local computer expert allocates user names and passwords when
you install the software. The figure shows claredewinton logging into the software.

UK Cystic Fibrozis Databasze - Enter the databazse

Integrity check:
‘ "( caF [ |
Part number: 44R. DES_ACCESS-1998.1
Datalbase TI01HC(Betall)

(z)1995-1938 Cystic Flbrogiz Audit Group, Department of Child Health,
University of Dundee, Dundee DD1 95, United Kingdom
Tel. +44 (1382) 633918 Fax, 444 (1382) 645783 WA hittp - fww.of orgiukdatabaze

Please enter a user name and password below to gain entry to
the spstem. Your user name and pazsword are allocated by
your datab as d ibed in the user manual.

u - [claredewinton ]

Password: [ |

Enter the database Quit
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Figure 3-3. User ‘claredewinton’ logging into the data entry software

Having entered her login details and clicking on the ‘Enter the database’ icon (the right pointing
arrow), the ‘Main Menu’ screen appears:
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— Data base
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Figure 3-4. The Main Menu screen.

Wanting to calculate a new UK CF patient number, Clare clicks on the ‘New’ icon on the patient
registration form section of the screen (top left button on the screen). A replica of the paper form then
appears as in figure 3-5.
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Figure 3-5. The details of the sample patient entered in the patient number calculator.

The information from the paper

based registration form is then transcribed to the electronic form on the

screen. When all the data has been entered, Clare clicks on the icon with the picture of the floppy disk
(bottom right-hand corner of the data entry screen). Upon pressing the disk icon, the computer
calculated the UK CF patient registration number and displays it on the screen. If instead, she wants to

cancel the data entered, she can

click on the icon with the picture of a cross

UK Cystic Fibrosis Database - Fatient Begistration [2 of 2]

UK Cystic Fibrosis Database

Please us
Patient Code:

Date of birth

The year of birth iz d

I Dray of birth:
Month of birth:

Sex at birth

*  [G]Male
P
o

[6] Female
Family name

44F-PEF-19%

Microzoft Access

Patient identification number: QQ4G-M648-6HHC-YG51-L

Patient Registration {1 of 1)

ded
0sis is recorded

Order in birth

II7 [1€] Singletan birth
Order iri birth if multiple birth:

Country of birth

ar ather

07

[7] Unknawr
&[] Legal family name at birth is recorded

€ [10] Other family name iz recorded
Farnily name:

MOHWSOMN

[

B[[t& ] [Onited Kingdom

|5k

€ [9] Legal family name at time of diagnosis is recorded Town of birth

Tawvn of birth:

[ERISTOL

Cancel

1191

Enter values pressing Enter' at the end of each
item. Uge TAB or Shift+TAB to move between fislds.

Figure 3-6. The patient registration number displayed after clicking on the ‘Finish’ picture icon.

Upon clicking the OK button the dialogue box below is displayed prompting you to print a sheet of A4
labels. (See secl. Preface: Note on label specification for label size to be ordered). Upon clicking the
yes button the labels are printed. These labels should be added to the patient’s notes and can be

attached to forms as and when required.



UK Cystic Fibrosis Database - Patient Registration [2 of 2] 1~

UK Cystic Fibrosis Database  sp.ppriooro Patient Reglstratlon {10f1)
Pleas e the follov nthe large Mot do t applicable: -
Patient oo [ 1=
Date of Yould you like to print a sheet of patient identification labels
The year of for this patients notes?
I Day of bi corded
Month of
Sex ath
& [BMee TTOeT 1T DT
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€ [7] Unknown ar ather Order in birth if multiple birth: l:l [17]
Family name Country of birth
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€ [9] Legal family name at time of diagnosis is recorded Town of birth
€ [10] Other family name is recorded T  birth:
Family name: BT:ETSnTDDL Lk ool
ancel
JOHNSON | el
1 Enter values pressing 'Enter’ at the end of each
i itemn. Use TAR or Shift+TAB to move between fields. | Finish

Figure 3-7. The message displayed prompting you to print patient labels for adding to patient notes.

Clare will now be prompted to complete a Patient Biography Form. The data entry software will not
allow you to complete either annual review or snapshot forms for a given patient until a patient
biography form has been completed and entered into the system. Click the “Yes’ button to take you
to the Patient Biography screen. The ‘No’ button takes you back to the Main Menu.
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Figure 3-8. The message displayed prompting you to complete a Patient Biography Form




3.1.4 Entering the biographical data

The next form, which should be completed immediately after registering the patient, is the patient
biography form. NB You will be prompted to complete this form after registration see Figure 3-8.

Please use the following in the large boxes if necessary: Unknown: ? Not done: X Not applicable: ===

patient Number: () [QRJC Wb &mm@ UK Cystic Fibrosis Database

. (Stick the patient identification iabel generated
Clinic Number: ] !

i wii e emniesionin | Patient Biography (1 of 1)

Clinician details Genotype

DOliss) Not di
Your initials: rl‘ﬂ 3] o 707 Cone.
@Il Iﬁzl mm Oa7) Patient refused to be genotyped
Today’s date: 4] (day) 5] (month) 6] (ycar)

Please enter genotype exactly as reported by molecular

biology lahoratory:

Date of birth Allele 1: el
T day of it s delberaly i 16U a2 ABISIORI L LTI L
I Month of birth: 71 Age at diagnosis of Cystic Fibrosis
Year of birth: 1 I Age at diagnosis: mm(yemg 41](momhs]

Sex at birth Method of dmgnosus of Cystic Fibrosis

Oj10) Female
Oi11) Unknown or other

Opaz) Unknown

Oi43 Meconium ileus needing surgery

Ojss) Meconium ileus managed medically

Father Mother Oy Prolonged jaundice
¥ ¥ % Failure to thrive and/or malnutrition
nz) JApa White

047 Steatorrhoea and/or abnormal stools and/or

Opag Opsy Black African

Oe Oprp Black Caribbean

Ope g Black Other

Opzo) O Indian

Oez) Ozs) Pakistani

O Opes; Bangladeshi

Oze) Oz Chinese

Oeer Oz Asian Other

Oeoy Oy Other

Oe2) Oss  Individual preferred not to say

malabsorption
Clie) Rectal prolapse
Oas), Sinus disease and/or nasal polyps
%01 Lower respiratory infection
Ois1 Family history
Ois2) Screening
Oiss Electrolyte imbalance
Oisa) Infertility

Oiss) Other, Specify other reasons:

Oz4) Os; Clinician preferred not to ask question

ONLY THE WHITE TOP PAGE
SHOULD BE SENT TO THE UK CF
DATABASE




Age at Diagnosis:

Note the system will not accept a value in this box >12. You will have enter this as 01years 06months.
The data from the patient biography form now needs to be entered into the data entry software. The
data entry software will not allow you to complete either annual review forms or snapshot data forms
for a given patient until a patient biography form has been completed and entered into the system.
From the main menu screen the ‘New’ patient biography form option is selected (2™ button from the
top Figure 3-4). The first data entry screen then appears and should be completed as shown below:

K Cpsia) Fnigeis Malahane - Fateerd Aogeiliahon [La of 3

UK Cyslic Fibresis Database  uppeeims Patiant Biography (18 al 1)
Femrd Coce: ([ETEREHERCTGE] G Code [FTTTE -
Clinicizn Details Etfnicity
Tedn ks i T i sy ‘il e Ll T ol wer oyt A ey
T ealag'n cladar F e ol
T 5 TP G TR ) e * +
. & A E DA
Date af birth 3Ol 0 015 Bk Adican
T chiey o bsiris i, chalibssrmiedy nol: requesed in fhin secion O3 O N7 Mk Canbbasn
I Morhof beite 0|1 D OE Q) 09 Elack ol
=T S B o Bk
Sex i birth O R ) [ Bedenhi
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Figure 3-8a. Page one of the electronic version of the patient biography form completed using sample patient data.

Note that you choose the patient code from a list of codes in a ‘drop down’ box. This means that you
must calculate or register the patient number as shown earlier before you can enter the patient
biography, annual review or snapshot data. To move to the next page of the form click on the black
‘Next’ arrow pointing to the right in the bottom right-hand corner of the screen.
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Figure 3-8b. Page two of the electronic version of the patient biography form completed using sample patient data.

Next complete page two of the electronic form. If you need to return to the previous screen for any
reason this can be done by clicking on the ‘Back’ button in the bottom right-hand corner of the screen.



When you are satisfied that all the patient details are correct, click on the ‘Finish’ button in the bottom
right-hand corner of the screen. The message below will then be displayed.

UK Cystic Fibrosis Database  .s per s Patient Registration [1b of 1)
Genatype
C" ?:{:LTw;Mux [ OF ] :__ﬂ:c-l:ﬂnde-w
Flanzs snim ganalype acecly xm
o] e Em S e [0
Al 1 TRETT 2 T E| O (53 F mciviis mbssncs

Age at diagnoels of Cystlc Flbroals
B 52 @ Bagwain El_l-l.l:vl:r:l IE'!' et
Methad of diagnosis of Cystic Fibrogis
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F_igure 3-9. Patient biography information saved.

You have now successfully registered a patient and entered their biographical details into the data entry
software. The next section will tell you what to do with the paper forms.

You must keep a copy of all forms on
file at all times in case of computer
failure




3.1.5 Filling the paper forms

For local and national data quality control purposes, all paper forms must be kept. Patient Registration Forms
and combined Patient Registration/Biography Forms are one part (yellow paper) and should be kept
somewhere secure. Forms which are two-part i.e. carbonised, that is the Patient Biography, Annual Review
and Snapshot data forms should have the white top copy posted to the UK CF Data Centre in Dundee?.
Otherwise keep the yellow copy in the notes and keep the white copy in a central file. This will be audited.

Every section on the forms (indicated by a thick black vertical line to the left of the questions) has been
designed so that at least one item in the section should be ticked or completed.

Any question which asks for information which is not available because, say a measurement has not yet
been performed, should have the value ‘X’ recorded. If a measurement has been performed but the
results are not known at the time of completing the form (completing ‘Genotype’ [36] and [37] might
pose this problem) the value “?” should be recorded. If a measurement is not applicable (because of the
patients age for example) the data entry box should have a score through it. See Sec. 7 for the default
values on all forms.

2 You are required to send quarterly returns to the Dundee Data Centre via zip disk. The corresponding
white (top) copies of the forms entered during that quarter are also required for data verification
purposes (see ‘5.5 Transferring data to the National Centre’)



3.2 Annual Review

There now follows a demonstration of completing the annual review form for a patient. The forms for
an annual review consists of three parts for collecting information since the last annual review (usually
the proceeding twelve months), and a ‘Snap shot” form. The Snap shot form is used to collect
‘snapshot’ data: That is data describing the health and treatment protocol of the patient at the time of
the annual review.



3.2.1 Summarised patient history

The fictitious patient below will be used to demonstrate the system:

24 year old single male patient MJJ (UK CF patient number: QQ4G-M648-6HHC-YG51-L)
last seen on 1% March 1996, was seen by the cystic fibrosis specialist AM for annual review at
the clinic P171F on the 19" June 1996. MJJ lives in Dundee (at postcode DD1 9SY) and
attends no other centre for CF related care.

MJJ last had an annual review in mid 1995 and has had no complications since then. During
that period he received nebulised Colistin (prophylactically) and occasionally oral Augmentin.
He was last on 1V’s in January 1995 (also the last time he was hospitalised). A sputum culture
taken at the last clinic proved to have nothing but normal flora although a culture last winter
showed signs of staphylococcus. MJJ showed no signs of fertility or diabetes (although a
glucose tolerance test has not been performed to confirm this). In the four clinic visits since
his last annual review he has not missed any of his (full-time) work.

MJJ currently receives 30 Creon capsules a day. A transplant is not appropriate and he has not
been referred for one. Clinical nurse specialist RM recorded MJJs height as 180.25cm, his
weight as 74.22kg, FVC and FEV; of 2.07 and d1.45 litres respectively. He is slightly more
breathless on stairs than others of his age. He was X-rayed at his last clinic visit when he was
recorded as having a Northern score of fourteen.

At review, MJJ is receiving inhaled beta agonists, inhaled steroids, 1.2ml of Abidec liquid,
250mg of Vitamin E once a day and DNase (as part of a Scottish trial). He is about average at
complying with his prescribed treatment regime. He is AF508 homozygous.

For the purposes of this demonstration assume that Clare de Winton will be entering the forms into the
data entry system.

Try entering this history for

practlce
The history contains a number of deliberate
errors! See if you can spot them when you get
to the forms.




3.2.2 Completing the paper forms (no computer)

Below are the three pages of the annual review form. See Fig 3.13 for enlarged forms.

UK Cysiic F base
Annual Review (1 of 3)

UK Gystic Fibrosis Database p— Datab
Annual Review (2 of 3) e Nambor: L == Annual Review (3 of 3)

,,,,,,,,,,, uRn]
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e [T
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[The following questions refer to the status. |n..1 antibiotics in last period
o the patient n' peri

e UK CF Al R o b doe s

i oo el e et s

Figure 3-10. The three pages of the UK CF database annual review forms.

The questions on pages one, two and three of the annual review forms all refer to the status of the
patient since the last annual review. All the questions refer to the ‘last period’ which is between the
last annual review and the current annual review. If a patient has not received an annual review before
then the last period should be the last twelve months.

Most of the questions on page three of the form and the whole of the ‘Snapshot Data’ form (see Section
3.2.4 ‘Entering Snapshot Data’) collect ‘snapshot’ information describing the patient health and
therapies at the time of the annual review.



There are two versions of the Snapshot Data form. The version shown in figure 3-11 is used by the
majority of the United Kingdom. The version shown in figure 3-12 is used by Scottish CF clinics for
more detailed data collection. If you would like to use the Scottish forms please contact the national
data centre for further details.

Snapshot Data (1 of 1)
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Figure 3-11. The UK version of the snapshot data/routine clinic visits form.
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Figure 3-12. The Scottish version of the snapshot data/routine clinic visits form.



Page one of the annual review form completed for our sample patient can be seen below. Note that as
for the patient registration form, every section has at least one entry.

G

Patient Number: m l

Please use the following in the large boxes if necessary: Unknown:

wR NNkl L,

? Not done: X Not applicable: ---

UK Cystic Fibrosis Database

(Ph Bl

L (Stick the patient identificat
Clinic Number: i

label generat
by tha data entry lishﬂm if available)
Par no.; 44R-ARF-1987.2

Annual Review (1 of 3)

Clinician details

Your initials: .
Today’s date: m—ﬂ—] 4) (day) -51 (month) mm?‘ 6] (year)

Date of Review

I -7] (day) Ma (month) mmgl (year)

loccuired|in the last peri

Tick all nebilised antibiotics administered in the fast per

Ijno] Had no complications in last period

111 Elevated respiratory rate at rest

Oiv2) Regular coughing at rest

Oii3) Chronic pseudomonas infection (>2 isolates/year)
O14) Chronic staphylococcus aureus (>2 isolates/year)
Og1s) Nasal polyps

Opve) Allergic Broncho Pulmonary Aspergillosis
Opi7) Asthma

Og1s) Pneumothorax requiring chest drain

Oli1s) Massive haemoptysis (>240cc in 24hrs or
transfused)

Oieo) Distal Intestinal Obstruction Syndrome

D21} Haematemesis

Oizz) GI reflux requiring treatment

Oizs) Colonic stricture

Oiz4) Barium enema looking for colonopathy

Oizs) Gallbladder disease requiring surgery

DOies) Pancreatitis

Oi2n Abnormal liver function tests

Oies) Cirrhosis with portal hypertension

Oies) Diabetes requiring insulin/oral hypoglycaemic
Oiao) Arthropathy

Ojan Clubbing

Oja2) Raised IgG

Olss) Cancer

Ojs«) Had IV port replaced

Oias) Developed the following other complications:

36]

Nebulised antibiotics in last period

O 31 Received no nebulised antibiotics in last period

Ojze) Colistin
Oze) Gentamicin
I:h)m Tobramycin

141) Received the following other nebulised antibiotics:

AL I E NI L

42]

Oral antibiotics in last period

0O (a3) Received no oral antibiotics in last period J

(Pre-infection) (Post-infection)

4 1

Prophylactically C I tiggit]
Anti-staphylococcal Ogg Ous \pé
Anti-pseudomonal Opn [P Oasy
Anti-haemophilus Osa Oen Oz
Other oral antibiotics: Oisa Oiss Oissi

56]

Intravenous (IV) antibiotics in last period

Tick @iV antiblotics adrinistered in the lest period: |

I Oisn Patient does not have an IV port I
Clise) Patient has an [V port

ﬁm_n] Received no IV antibiotics in the last period J

Number of courses Total number of days
o (L1

Mainly hospital IV’s: 62]

Route

Mainly home IV’s:

0rgamsms cultured in the last p od

I:hw No cultures were performed in last period J
Sputum culture Cough Swab culture
Normal flora Ol Oiser
Staphylococcus aureus s7) Oiear
Haemophilus influenzae Oies) Dol
Pseudomonas aeruginosa Oy O
Other pseudomonas species  Orrs) Ops
Burkholderia (Cepaciae) Qs Ope
Aspergillus Orn Ooe
Candida Orra ()
Other or as specified;:  Oley Dz

Figure 3-13. Page one of the UK CF database annual review form completed for the sample patient described in 3.1.2.
Page two of the annual review form completed for our sample patient can be seen below. Note that as
for the patient registration form, every section has at least one entry.



Please use the following in the large boxes if necessary: Unkno

Patient Number: G 1 m‘ MMH m @11 )

wn: ? Not done: X Not applicable: ---

UK Cystic Fibrosis Database

Clinic Number: ( ? { oy e daa sy s e  imibi

Annual Review (2 of 3)

Supplemental feeding in last period
ental fding administered inithe last ericd: |

Trangplant status in last period
) ﬂ[ﬂs] Not referred for transplant in last period |

,ﬁ[u] Received no supplemental feeding in last period |

Oies) Oral supplements

Oljse) Nasogastric

Oie7) Gastrostomy

OJjee) Parenteral

Oies) Other supplemental feeding as specified below:

80]

Evidence of fertility in last period

191] Child AND/OR no evidence of fertility detected |

Oirvey Active list
0117 Reserve list
Oj11e) Currently being evaluated
Oi11g) Rejected by transplant centre
DOir20) Patient refused offer of transplant
Transplant performed:

Os21) Bilateral lung

O122) Unilateral lung

Oi12a Heart lung

Op1ze Liver

Ci12s) Other as specified below:

CCTTTT T T T T T T ] f

Oisz) Self or partner is currently pregnant

Number of spontaneous abortions: 93]
Number of induced abortions: 94]
Number of pre-term births: 95]
Number of full term births: 1
Number of still births: 97]

[Oise) Other evidence of fertility as specified:

LT [TTTTTT Ty o

Social |mpact of CF in last perlod

ﬁ[m] Does not attend school or work

Or1o11 None
Or102) Less than two weeks

D103 Less than two months

Oi1o4 Two months or more

Oi1oe) Less than two weeks
Oiror) Less than two months

Oi10e) Two months or more.
; clic th

How many times Felinié in'the last period?
Number of clinic visits in last period: D]ms]

Number of other clinics this patient

attends for shared care: 110]

Gluc/oée tolerance in last period

1111] Glucose tolerance test was not performed

Oi112) Normal (e.g. <8 mmol I')
i) Equivocal (e.g. 28 mmol I'' & < 11 mmol I')
Clin1a Diabetic (e.g. > 11 mmol I')

Figure 3-14. Page two of the UK CF database annual review form completed for the sample patient described in 3.1.2.

Clinic/at trials in last period
Qﬂm Patient is not taking part in any clinical trial
DOzs) Patient is taking part in the clinical trial(s) below:

129)

Treatment compllance in last perlod

[1agrNon-complier
‘)an Average complier

Oiis2) Does everything he/she is told to do

Most recent Chest X-Ray in last period

O 1331No X-Ray measurements made |

Northemn Score (preferred)
Award 0-4 points (as below) for each quadrant of the X-ray, total and
add up to four discretionary points for focal lesions, etc.:

0: Normal:  no CF lung disease evident

1: Mild: Minimal increase in linear markings and/or nodular-
cystic lesion up to 0.5 cm diameter.

2: Moderate: More pronounced linear markings and/or more
widespread nodular-cystic lesions

3: Severe: Prominent increase in linear markings, profuse

nodular-cystic lesions, large areas of
collapse/consolidation
4: Very severe:Little or no area of normal seen, dense infiltration

Northern Score: 1341 / 20

and/or Chrispin-Norman score (if done)

Please see the user manual for a description of the Chrispin-Norman score

Chrispin-Norman score:




Page three of the annual review form completed for our sample patient can be seen below. Note that as
for the patient registration form, every section has at least one entry.

Please use the following in the large boxes if necessary: Unknown: ? Not done: X Not applicable: ---

Patient Number: | |(IOI LI [MiT4l6 (G THIRIZ [4,| UK Cystic Fibrosis Database
clinic Number:  [P[; [H(] | EET i | AnNual Review (3 of 3)

by the data entry softwars here i avallable)
Part no.: 44R-ARF-1997 2

|G‘

: Fa‘t;?luble vitamin plasma values at review

1411 Not measured
Oi42) Measured

- - Males Females
Shwachman score at review Patient’s voice has broke: Patient has had first period
Please give' f clinical Measurements atfeview > \,ﬁn Yes «
To compute a Shwachman score, award up to 25 poi > O No «

for each of the four sections listed below and total: . .
Marital status at review

(1451 Single (child or never married)

General activity
21-25  Full normal activity. Goes to school regularly.
16-20  Lacks endurance. Tires at end of day.
Good school attendance.
11-15  Tires easily after exertion. May rest during day.
Fair school attendance.
6-10 Dyspnoeic after short walk. Rests a good deal.
Poor school attendance.
0-5 Confined 1o bed or chair. Orthopnoeic

Oj146) Living together
Op1an Married

Oy148) Separated
Oj14e) Divorced

Oyrs0) Widowed
Ojis1) Unknown

Employment/school status at review

General activity score:

Physical examination
21-25  Normal. No cough. Clear lungs. No def
Respiratory rate normal.

16-20  Resting respiratory rate normal. Rare gbughing. Minimal

emphysema. Clear lungs. Children
11-15 Occasu:nal cough. NI‘IEld emphysem Respiratory rate slightly Clyrsz) Pre-school
, Rarely | C Early clubbing.
6-10 Frequent cough usually productivgl Moderate emphysema. Oyis3) At school
May have chest deformity. Chestffetraction. Crepitations
present. Moderate clubbing. Adults
0-5 Severe coughing spells. Tachyghoea with tachycardia. Clirse Higher e ducation

Extensive pulmonary changesfMay have signs of right heart

failure. Marked clubbing. O1ss) Unemployed
ore: [Dum 125 \?{’1551 Full-time work (>37 hours per week)

O1s7) Part-time work

Physical examination

Nutrition

21-25 Height and weight abov; 25" centile. Well formed stools,

16-20  Height and weight at 120" centile. Stools slightly
abnormal.

11-15 Height and weight

Op1se) Full-time homemaker
Opise) Unknown

ve 3" centile. Abnormal stools. Poor

muscle tone with ced muscle mass. D ici review
6-10 Height and weightbelow 3" centile. Abnormal stools. omicile at <
Abdominal distenglon. Flabby muscles. . . I![.‘“.
0-5 Marked malnutrifion. t bdomen. Rectal prolap First half of postcode: /1 160]
Large, foul, fregfient, fatty stools. or town as specified below if postcode unknown:
Nutsiton e (Mhezs WL LI LI [T,
Chest X-ray i
21-25 Clear lung fields GenOtype at review
16-20  Early empfiysema. Minimal accentuation of bronchovascular O1e2) Not done |
markin,
11-15  Mild with patchy is. Increased Op1ea) Patient refused to be genotyped

610 Modeghte emphysema. Widespread areas of atelectasis with Please enter genotype exactly as reported by molecular

supegfmposed areas of infection. Minimal bronchiectasis. iology laboratory:
0-5 ive changes with pulmonary obstructive pneumonia bio 2y ry:
andfinfection. Lobar atelectasis and bronchiectasis. Allele 1_@? IB ID’gl i | I | -

|
est X-ray score: MJm]/li Allele’ZMWHloI%l ] | ] | |

I
|
F

Total Shwachman score: D:uuull 100

Figure 3-15. Page three of the UK CF database annual review form completed for the sample patient described in 3.1.2.

* Shwachman Score not applicable for an adult, cross out as shown.



Thg Snapshot Data form completed for our sample patient can be seen below. Note that as for the
patient registration form and annual review forms, every section has at least one entry.

Unknown: ? Not done: X Not applicable: ---
UK Cystic Fibrosis Database

Snapshot Data (1 of 1)

Please use the following in the large boxes if necessary:

AN AL =

(Stick the patient idantification label generated by
l the data enry software here it available)
2] Pant no.: 44R.SDF-18972

Patient Number:
Clinic Number: p

Date of last clinic visit

I 31d [IE!W

Date of this clinic visit Clinician Inlslals
q ﬂ 1lJJ Specialist
N0z, algl,  [Alnd,

Oy Non-specialist
Hosp(lal admissions since last clinic visit

i1z Patient has not been admitted to hospital since last clinic visit |
Leng!h of admnrmm (days)

Staﬁs of long term administered therapies
Ij[m Patient has not received long term administer therapies J
Drug received at some rime since the

Admissions: 1" adm. 2adm. 23 adms. last clinic visit?
[D D:L ""“ Yes No  Unknown
For elective investigation: &l O ¥
. | | l | | 1 | I | | ] | I ] | —[ l E . Inhaled or nebulised beta agonist Opw Opsy Oisor
Specify: 161
D:L D] [ Y Inhaled or nebulised anti-cholinergic Owy Oz Ois
For chest infection: m 18]
[I:L [D O Nebulised antibiotic: Colomycin O Ot Oise
For bowel obstruction: 200 1)
D:L IIl g Gentamicin Osn DOisa Oissl
. 251
For haemoptysis: ! I:Em Tobramycin Oor  Own w5
0
For haematemesis: EDZM 27 e Other Owy O m
[m]
For pneumothorax: mﬂl []:Lﬂl e . Oral antibiotic Ope  Con Dliosi
For other reason: L,_! ‘ILH =] . Inhaled steroid Opst Opoo Doy
Specify: r | | l | | | | | | i | | E | | l E | L . 5. Oral steroid: Every day Onezr Oesy DOon
Shoyt term drugs since last clinic visit Alternate days Ouesy Dot Do
3] Patient has not received short term drugs since last clinic visit . DNase Ouest O O
Length of course (days)
SHORT TERM ANTIBIOTICS: v Oml 1"co. Moo 23, . NSAID: For arthropathy O Oy O
p
{rick) {tick}
WEI[.\;:\D [39) [l:am a Oz Lung anti-inflammatory dose  Omar - Opsy DOine
n,D"““D'“] [I: " 71 Dliss . H; antagonist Omn D Oina
“”Dhmﬂml . 5 Oisa Proton pump inhibitor Opzg Opay Oien
'RM DR 5
ALL OTHER SHORT Tt ues . N-acetylcysteine Onzn Dnze DOz
Lactulose Ozt Oizn DOizs
=l Gastrograffin Opzr Oy DO
Most recent Iaboratory and social dala since last clinic visit —
He.1 m Days off work/school: 10. URSO deoxycholic acid O Ouy m/TEn
1591
@ml m % e Im EE] Taurine Opsst Chusel Our
litres l min days
Wei ht Oz saturation:  Exercise Tolerance Score: Insulin Oy Oisey =T
IEII@M m 1511 JE’MJ H 91 (see below
. litres %o Oral hypoglycaemic Opay Onaz Onan

Exsrcise To!sram:e Score
0. Able to do everything as well as others 3. Has to stop when walking at own pace
of the same age. on the level.
1. More breathless on hills and stairs 4. Breathless on the slightest activity,

Pancreatic enzymes:

[ [

Narneufdrng‘| l | l

[ 1111

L.,

than contemporaries. &.g. washing, dressing Capsules per day. When Taken: Before  During  Aftermeals  Unknown
2. Can walk on the level at own pace, 5. Breathless at rest. meals meals
lags behind contemporaries [D Oussr  Onan Onay Opiae
145]
Mosjrecent bacteriology culture result since last clinic visit
- T B T | T 1
[Cle4) No bacteriology performed since last clinic visit | | | | 1 1 | | | | ‘ | |
- Name of drug: L1 1501
ate of culture: Capsules per day When Taken. Beforr  Dunng  Aftermeals  Unknown
1 | | (vick alt shat apply_s — feals  meals
sl 66im (671 e T Opszy Ousn Onss Oissi

Dies1 Normal flora Os» Pseudomonas aeruginosa  Cize) Burkholdena cepaciae
DOy Unknown result
D74 MRSA

Dprs Other (3])5( ify ALL other bacteria)

NERRENEEN

072 Haemophilus influenzae D7) Staphylococeus aureus

LI

S C|F3. I [

1511

Figure 3-16. The UK CF database snapshot data form completed for the sample patient described in 3.2.1.

e Spot the deliberate errors in this form compared to the history.
< Also note that ‘Exercise Tolerance Score’ and ‘Days off work/school’ are reversed on the

corresponding data entry screen .

The Routine Clinic Visit form completed for our sample patient can be seen below. Note that as for the

patient registration form and annual review forms, every section has at least one entry.




Patient Number: b ulé”é]ﬂm @u

i,
Clinic Number: BAENE | e e e e

UK Cystic Fibrosis Database

Routine Clinic Visit (1 of 1)

Part no. 44R-RCV-1897.2

Date of last clinic visjt 3 UK CF Databasa, Department of Chikd Health, University of Dundse, Dundse DD1 8SY
m W 01382 833919 FAX 01382 645783 E-MAIL org
i 31d 4)m Sky
Date of this clinic visit Clinician lnl'lzlig/:
T101 Specialist
61d TIm 8l 9 Or11) Non-specialist
Hospital admissions since last clinic visit Length of admissions (days)
"adm.  2™adm. >3 adms.

frick)
[14]
s.mfﬁ-l—l—%-H—Hﬂ—i-!—f‘f—H‘fﬂ“Hﬁ—l—lm.

For elective i

For chest infection: 16] 17 181
For bowel obstruction: 19] 20] 121
For haemoptysis: 2] 231 124)
For haematemesis: 251 O
For pneumothorax: Dol
For other reason: O

specity: AR L,

Short term drugs since last clinic visit Izngth of Luwse (days)

SHORT TERM ANTIBIOTICS: v Ol oo 2eo.
] frick) —7 fick)
5] OpaOpn T sy Oeon
o) 1 [ | Ly O
T 1y OO - \p Ois

ALL OTHER SHORT TE) GS:

//‘
1
L 53]

Most recent laboratory and social data since last clinic visit

Height: Exercise Tolerance Score:
q 1561 @ B (see above A
oK. @ : ‘ :
Weight: FVC:
1581 1591
o s [

Date of culture:

[l L

Oien Pseudomonas aemginosa  Cljss) Burkholderia cepaciae

l min
02 satui Da s off work/school:
161
.E ] days
Most recent bacteriology culture result
si| last clinic visit ick ali thar apply)

is21 Not done 63)d
Dies Normal flora
Dies Unknown result O Haemophilus influenzae  Oin Staphyloccus aureus

Oz Other (Specify ALL other bacteria): ? 73 ﬁﬁﬁ&
Specify: 74]

Status of long term administered therapies since last clinic visit
Start date 7Tick if ongoing treamment End date
Tick if + _Tick i ended today

1. Ons) Beta agonist AT 1L ™ ] "q‘
i L P —
5 idi s i
oo {Col ey Gent Clys1) Tob.C Dlisz) Other Clyss)) o ) B — v
3. Oral antibiotic i = ":7"
3| et A0
4. Inhaled steroid 'ﬁ' [ | H 51
5. Dlios) Oral steroid (every day) il I ] | I | | E”
veer 31341 OF8l sicroid (altermace: days) = =
6. DNAase E i E Titd1
7. Dlnon NSAID for arthropathy g P =y
Dlj102) NSAID anti-inflammatory AL 1)
- i [iL}
D L _imlL_1_J
DOy NAac;lylcyL ne Oj112) Lactulose “ﬁ’ o
D113 Gi graffin C 1T ITmlC 1T
10. D7) URSO deoxycholic acid o
Di118) Taurine c b d
11. Dnzz Insulin ”D"‘ | ] | 3 B
.........Bi123) Oral hypoglycaemic - ¥ LI Im 1y
12 Pancreatic enzymes: When Taken:  Beforc meals ~ During meals  Afermeals  Unknown
Ouan Oljzs Opzgy Qo)
Capsules| Brand: l
per day ] 1321
When Taken: Before meals  During meals After meals Unknown
Opsn O Opss) Oz
Capsules| Brand: ‘ |
per day: 137

Exercise Tolerance Score

0. Able to do everything as well as
others of the same age.

1. More breathless on hills and stairs
than contemporaries.

lags behind contemporaries

2. Can walk on the level at own pace,

3. Has to stop when walking at
own pace on the level.

4. Breathless on the slightest
activity, e.g. washing, dressing

5. Breathless at rest.

Patient’s name:

Patient’s Iﬁ:
ED o lyears

Figure 3-17. The Scottish version of the UK CF database snapshot data/routine clinic visit form

completed for the sample patient described in 3.2.1.



3.2.3 Entering annual review data on computer — Do not use the
computer unless you are sure that the forms are complete and correct

The next step is to enter the data from the three pages of the annual review form into the electronic data
entry system. From the main menu screen the ‘New’ Annual review form is selected. The data entry
screens should be completed as in the following figures.

For clinical description of each of the data items you should refer to section 4 ‘Guide to completing

questions’.

UK Cystic Fibrosis Database - Annual Review [1a of 3)

UK Cystic Fibrosis Database

44F-ARF-1957.2

Annual Review (1a of 3)

Flease use the following coc
Patient Code:  [Q04G-ME48-EHHC-YGE1-L

sinthelarge b

Clinician Details

[EM]e

Date of Review

B 51070y [02 JENmontty [1357_2tress)

The following questions refer to the
status of the patient in the 'last period’
If prevvious UK CF Annual Reviews have been done then the

lagt period' iz the interval since the last annual review,
otherwize last period' iz defined az the previous 12 months.

|;|,_1:I Cliriiz: Code: [F171F
L.

*our initials:
I Today's date: [19 ][42day) [02 ][5} monthy [1957 ] [6](year)

? MNotdone: x

ot applicable: -
*
2],
MB: EVERY FIELD MUST HAYE AN ENTRY!

Llze either the mouse or the keyboard ta enter data.
See zection 4 of the user manual for further details.

If uzing the keyboard, type data in the fields [press
SPACE to select checkbowes, amow keps then
SPACE for 'radio buttons'), pressing ‘Enter’ at the end
of each item. SHIFT+TAE and TAB move pou
backward and forward between fields.

Cancel

Rlext

Figure 3-18. Completing the first annual review data entry screen (transcribed from page one of the annual review form).

UK Cystlc Fibrosis Database

Patient Caode: |QQ46 ME48-EHHCYGET -L

Complications in the last Period
3Iease tick all complicationsthat occured in the last period

ol {[10] Had no complications in last period
[ [11] Elevated respiratory rate at rest

[ [12] Regular coughing at rest

[l [13] Chronic preudomonas infection [> 2 isolates/vear]
[ [14] Chronic staphylococcus aureus (> 2 isolates/vear)
- [15] Mazal polyps

[ [16] Allergic Broncho Pulmaonary Aspergillosiz

™1 [17] &sthma

[~ [18] Preumathoras requining chest drain

[ [19] Massive hasmoptysis [»> 240cc in 24hrs or ransfused)
- [20] Distal Intestinal Dbstruction Syndrome

[ [21] Haematemesiz

[ [22] Gl reflus requiting treatrment

[ [23] Colonic stricture

- [24] Barium enema looking for colonopathy

UK. Cystic Fibrosis Database - Annual Review [1b of 3]
44F-ARF-1997.2

u’l] Cliric Code:  [P1T1F
L.

Annual Review (1 b of 3)

Iﬂﬁ]

MB: EVERY FIELD MUST HAYE AN ENTRY!
TAB: Mext field SHIFT+TAE: Previous field
SPACE: Select item CLRS0R KEWS: Choose item

E - [25] Gallbladder disease requiring surgery
r [26] Pancreatitiz
[ [27] Abnormal liver function tests
r [28] Cirrhosiz with portal hypertension
[T [29] Diabetes requiring insulin/oral hypoglyeaeric
" [30] Anthropathy

" [31] Clubbing

" [32] Raised oG

r [33] Cancer —

- [34] Had IV port replaced

r [35] Developed ather complications listed: Cancel
[3E] Back [ Mkext

Figure 3-19. Completing the second annual review data entry screen (transcribed from page one of the annual review form).



UK Cystlc F|br05|s Database

Patient Code: |DQ4G ME48-EHHCAYGET-L

{11

Nebulised antibiotics in last period
Tick all nebulized antibictics administered in the last period
[37] Received no nebulized antibictics in last period

"] [39] Gentamicin
ol [40] Tobramycin
I [41] Received the following other nebulized antibiotics:

Augmentin

‘[42]

Uze either the mouse o the keyboard to enter data. See
section 4 of the user manual for further details.

If uzing the keyboard, type data in the fields [press SPACE
to select checkboxes, amow keys then SPACE for radio
buttans'), preszing ‘Enter’ at the end of each item.
SHIFT+TAE and TAE move you backward and forward
between fields.

UK Cystic Fibrosis Database - Annual Review [1c of 3]
44R-ARF-19%

Cliric Code:  [PT7FIF

7.9 Annual Review {1¢c of 3)

Oral antibiotics in last period
Tick all oral artibiotics administered in the last period

v {[43] Received no oral antibiotics in last period
(Pre-infection) (Post-infection)

| |
Prophylactically Continuously  Intermittenthy

Anti-staphylococeal o T os ops)
Anti-pseudomonal I 47 e T a9
Ati-haemophilus CEop e s
Received the following

ather oral antibictics in

the last period: O 53 OB O
‘ ‘[56] Cancel
MB: EVERY FIELD MUST HAVE AN &
ENTRY! Back | Mest

Figure 3-20. Completing the third annual review data entry screen (transcribed from page one of the annual review form).

UK Cystic Fibrosis Database - Annual Review [1d of

UK Cystic Fibrosis Database

Patient Code: |DQ4G-MB48-BHHE-YGS'I L Iﬂ[ll Clini

Intravenous antibiotics in last period

I @ [57] Patiert does nat have an IV part

0 [53] Patient has an IV port

Tick all intravenous antibictics administered in the last period

ol [59] Received no intravenous antibiotics in last period
Mumber of courses  Total number of daysz

[&0] [51]

[52] [83]

Uze either the mouse o the keyboard to enter data. See
zection 4 of the uzer manual for further detailz. If using the
keyboard, type data in the fields (press SPACE to select
checkboxes, amow keys then SPACE for radio buttons'),
prezzing ‘Enter’ at the end of each item. SHIFT+TAE and
TaB move you backward and fonward between figlds.

Harmne [+'s:
Hoszpital [W's:

MNB: EVERY FIELD MUST HAVE AN ENTRY!

Cancel

44F-ARF-1957.2

ic Cods:  [P171F

]
Annual Review (1d of 3)
Mot done

3

Organisms cultured in the last period
Pleasze tick all organizms cultured in the last period and
indicate where the samples were taken from:

[T [64] Mo cultures were performed in last perind
Sputum culture Cough swab

Hormal flora [T g8 T [66]
Staphylococcus aureus W g7 T (e
Haempohiluzs influenzae gy
Pseudomonas aeruginosa Cm T
Cther pseudomonas species |_ [73] r [74]
Burkholderia (Cepacias) [l [75] - [7E]
Azpergilus I [77] Il [78]
Canlida e o)
Cther organism as specified: - [81] r [82]
Ll

‘ [83] Eack Mext

Figure 3-21. Completing the fourth annual review data entry screen (transcribed from page one of the annual review form).

UK Cystic Fibrosis Database - Annual Review [2a of

44 F-ARF-15"

UK Cystic Fibrosis Database

Patient Code:  [QE4G-ME48-EHHC-YGE1-L

Supplemental feeding in last period
Tick all supplemental feeding administered in the last period
¥ ! i[34] Recsived no supplemental feeding in last period |
- [85] Oral supplements

r [BE] M asogastric

- [87] Gastroztomy

- [88] Parenteral

- [849] Other supplemental feeding a3 specified below;

i Jon
TaB: Mext field

SHIFT+TAE: Previous fisld
SPACE: Select item
CURSOR KEYS: Choose item

NB: EYERY FIELD MUST HAYE AN ENTRY!

Cancel

<]
Annual Review (2a of 3)

3)
972

I;l"l] Cliriiz: Code: [F171F
L

Evidence of fertility in the last period

Complete for hoth patient and partner. Please indicate the

number of each type of indicative event (not offspring).
¥ [91] Child AHDAOR no evidence of ferily detected
- [92] Self or partner iz currently pregnant

[ o=
[ ea
[ Jms
[ ma

Mumber of still births: [ Jom
- [98] Other evidence of fertility az specified:

Mumber of spontaneous abortions:
Mumber of induced abortions:
Mumber of pre-term hirths:

Mumber of full term hirths:

4] Back | Meat

Figure 3-22. Completing the fifth annual review data entry screen (transcribed from page one of the annual review form).




UK Cystic Fibrosis Database - Annual Review [2b of 3]

UK Cystic Fibrosis Database 45 4pr19972

F the follo
Patient Code:  [Q04G-ME45-6HHCYGE1-L

inthe |

Iil[ll

Social impact of CF in last period
Total number of days off work or school in the last period
ot attend school or wark.

0 [103] Less than bwo months

0 [104] Two months or mare
Howe many days was the patient in hospital because of their
CF inthe last period?

Cliric Code:  [PT71F

; H gg} Eeo::than tio weeks ggzlgg the keyboard, type data in the fields [press
to select checkboxes, arow keys then
€ [107] Less than two months SPACE for 'radio buttons'), pressing ‘Enter at the _
€ [108] Two manths ar mare end of each item. SHIFT+TAE and TAE move you
Howw many times did patient vist & CF clinic in the last period?  backward and forward between fislds. Canosl
Mumber of clinic visits in last period: [109]
I Mumnber of other clinics this patient MB: EYERY FIELD MUST HAVE AN
attends for shared care: il rnim ENTRY! Back | Mest

[ <]
Annual Review (2b of 3)
Mot dar

hle: -

Iil[QJ

B

Jot applic

Glucose tolerance in last period

& [111] Glucose tolerance test was not performed

0 [112] Namal (e.g. = & mmoll)

0 [113]Equivocal ez ==8 mmoll == 11 mmall)
0 [114] Dishetic  (eg = 11 mmoll)

Uze gither the mouse or the keyboard to enter data.
See section 4 of the user manual for further details.

Figure 3-23. Completing the sixth annual review data entry screen (transcribed from page one of the annual review form).

UK Cystic Fibrosis Database - Annual Review [2c of 3)

UK Cystic Fibrosis Database

Transplant status in last period
Total number of days off work or school in the last period
@ [115] Mot referred for transplant in last period
[116] &ctive list
[117] Reserve list
[118] Currently being evaluated
[119] Rejected by transplant centre
[120] Patient refused offer of ransplant
Tranzplant perfomed:
[T [121] Bilateral lung
[ [122] Urilateral lung
[ [123] Heart lung
™1 [124] Liver
- [125] Other as specified below:

nleleleRele]

44R-ARF-1957 2

‘[1 26] NB: EVERY FIELD MUST HAVE AN
ENTRY!

<]
Annual Review (2¢ of 3)

Clinical trials in last period
& [127] Patient iz not taking part in any clinical trial
= [128] Patient is taking part in the trial(s] below:

[129]

Treatment compliance in last period
Do yow consider the patient to be ttick one of the follovwing)

© [130] Mon-complier
@ [iF
(el gk

Average complier |
[roes everything he/zhe iz told to do

Cangel

Back | Meat

Figure 3-24. Completing the seventh annual review data entry screen (transcribed from page one of the annual review form).

The following screen collects X-ray and clinical trial data. Note that you have a choice of scoring
systems to use when describing X-ray results. The Northern score is the preferred indicator.

UK Cystic Fibrosiz Database - Annual Review [2d/3a of 3)

UK Cystic Fibrosis Database 44 ipr.19972

Annual Review (2di3a of 3)

the follo sinthel B LNk Mot dar Jot applicahle: -
Patient Code: [0 4G-ME48-EHHCYGETL lﬂ"l] Cliri: Code: [F171F Iil?]
L L
Most recent Chest X-Ray in last period = 1 Supericr 2
I [T [133] Mo x-Fay meazurements made
Morthern Score Lateral Lateral
Auward 0-4 paints [as below] for each quadrant of the - el el
ray, total and add up to four discretionary points for focal
lesions. etc.: i
0 Mormal: na CF lung dizease evident 4 Inferior U3
1: Mild: Minimal increase in linear markings and/or g rispin-Norman Score
nodular cystic lesion up to 0.5 cm diameter i )
2 Moderate:  More pronounced linear markings and/or I Ehrispin-Narman Score: Dﬂ b0 [135]
more widespread nodular-sytic lesions Shwachman score at review
3 Severe: Prominent increase in linear markings, .
profuse nodular-cystic lesions, large areas Gengral activity: [7_Jnse]/ 2
of collanze/conzolidation Phyzical examination: [1 ) .
4 Wery severe: !_it_tle af no area of normal seen, dense Mutrition: 7|38 /25 Cancel
| infiltration Chest #-ray: 7 1291425 ﬁ
= Narthemn Score: £200134] Total score: [E_]r1400 /100 Back | hot

Figure 3-25. Completing the eighth annual review data entry screen (transcribed from page one of the annual review form).



UK Cystic Fibrosiz Database - Annual Review [3b of 3]

UK Cystlc Fibrosis Database

codes in the |:

Fatiert Code:  [Q04G-ME48-EHHCYGE-L

{11

Fat soluble vitamin plasma at review
& [141] Mot measured
0 [142] Measured
Pubertal status at review
Aatar Famatar
Patient's woice has broken: Patient has had first period:
> @ [143]Yes «
> 0 [144] Mo «

Marital status at review

nlelelalelolele]

Clinic Cods: [P171F

Employmentischool status at review

Domicile at review

<]
Annual Rewew (3b of3)

I;l[2]

[152] Pre-zchool

[153] &t school

[154] Higher education

[155] Unemployed

[156] Full-time wark, [>37 hours per week]
[157] Part-time work,

[158] Full-time homemak er

[155] Unknown

((i H:g} Eil\r:iil:tlsgn!‘t:lhoe[rnever matied] First half of postcode: |7 [160] or tawn if unknown:
: [ |1181]
0 [147] Married -
€ [148] Separated Genotype at review ey
€ [149] Divorced I [1E62] Mot done T [163] Refused
0 [150] Widowed Allele: [164] Allele2: [165]
0 [151] Unknown [[Deta]]F503 eltaF503 Back | Finish

Figure 3-26. Completing the ninth annual review data entry screen (transcribed from page one of the annual review form).

When you are satisfied that all the data has been correctly entered, click on the picture icon with the
floppy disk in the bottom right-hand corner of the screen. Upon completion of the annual review form
you will be prompted to enter a Snapshot Data/Routine Clinic Visit form for the patient as shown

below.
UK Cystic Fibrosis Database - Annual Review [3b of 3] =
UK Cystlc F|br05|s Database 44F-AFF-19972 Annual Revlew (3b of 3)
3 y & ot don
Fat sol Record saved in database. Would you like to enter a snapshot  jiay
& (141 data form for this patient?
142
Pubert Yes
A
Fatient's voice has brokern: Fahient has had st penod: o h 5?] Pattfims mork "
:)) (‘?. [[11134]];:? ((: 0 [158] Fulktime homemaker
i X 0 [159] Unknawn
Marital status at review Domicile at review
& [1458] Single [child ar never married)
 [146] Living tagether IlFlrst half of postcode: |7 [160] |c[|; éalvi\ln if unknovan:
0 [147] Maried - X
C [148] Separated Genotype at review ey
0 [149] Divorced 7 [1E21Mat done T [163] Refused
€ [150] Widowed sigiet. (164 Az 1165 | 4 | ]
€ [151] Unknown [[Delta]]FR08 2 Il [[Dela]]F505 * Back | Finish

Figure 3-27. The message which appears when the data has been successfully stored in the database.

Click on the Yes button if you wish to enter a snapshot data/routine clinic visit for the patient. For our

sample patient we will click on the “Yes’ button.



3.2.4 Entering Snapshot Data/Routine Clinic Visit Data

Entering snapshot/routine clinic visit data is the same as for the annual review forms. This section
shows the screen you will encounter when entering this data.

(Note data input into the UK CF database, along with a copy of the accompanying paper forms, must
be transferred to the UK CF data centre every three months. Selecting the ‘Transfer data to central UK
Cystic Fibrosis Database’ from the main menu can do this. See section 5.5 ‘Transferring data to the
national centre’).

<]
Snapshot Data (1b of 1)
? Mot done:x Motapp g -

UK Cystic Fibrosis Database - Routine Clinic Visit [1b of 1)

K Cystic Fibrosis Database .srspriserz
s inthe large

u
P

se the following ¢

Patient Cade: [Q04G-ME48-EHHC- VG511 u,l] Clinic: Code: [PT71F
L

=21

NB: EVERY FIELD MUST HAVE AN ENTRY!

Short term drugs since last clinic visit ' WL
TAR: Mewt field SHIFT+TAR: Previous field

¥ [12] Patient haz nat received short berm drgs since lagt visit
SHORT TERM Length of conrse (days)

SPACE: Select itern CURSOR KEYS: Choose item

ANTIBIOTICS: v  Oral  1steco. 2ndco. ==3co.

[ Iesi el Josf Josi mo
I:Imﬂ- wl el JualJusi pe
71 el |w1:|[50]|:|[51]|' [52]

Exercise Tolerance Score

0. Able to do everything as well as others of same age

1. Mhore breathless on hills and stairs than contempoaries
2. Can walk on level at own pace, [ags behind contemps
3. Has to stop when walking at own pace on the leweal

4. Breathless on the slightest activity &g washing, dressing

ALL OTHER SHORT TERM DRUGE: 5. Breathless at rest

|es21
Most recent laboratory and social data since last clinic visit
Height: FEW1: PEF: Exercize Tolerance Score (see above): x
[1803 |[54lem [207  |[5SDitres [« |senm1 [T 157 B
Vyigight: FiC: 02 saturation: Days off workizchoal:
[f42  |(581kg [1.45  |(597tres [« [EES [ (81 days ok | e

Figure 3-28. Completing the first snapshot data/routine clinic visit data entry screen.

B
Snapshot Data (1a of 1)
? Mot done:x Mot app -

UK Cystic Fibrosis Database - Routine Clinic Yisit [1a of 1)

UK Cystic Fibrosis Database
P

44R-5DF-1957.2
5 inthe large

=e the following ¢

Patient Code:  [Q04G-ME48-BHHCYGET-L Iﬂ’l] Clinic Code: ~ [F171F |;|r2]
I [
Date of last clinic visit Hospital admissions since last clinic visit
I Blday) Emonth) [1337 | [5](year) 4 [12] Patient has not been admitted since last clinic visit
R A . Length of admissions (days)

Date of this clinic visit Lot adm Zrdadm =3 admissions
[13 ] day) [04 | [7Imonth) (1957 ] [81(vean) For elective investigation: I nz1 [ o= T [(14)
Clinician iniials: @ [10] Specialist Specity: | 1131
[BM ] 0 [11] Non-specialist For chest infection: [ Jne1 [ Jom F e

MB: EVERY FIELD MUST HAVE AN ENTRY! Wl For bowel obstruction: [ |91 [ |rzo] I [21]

Uze either the mouze or the keyboard to enter data. -

See zection 4 of the user manual for further details. For haemoptysis: I:|[22] D w31 I 124

If uzing the keyboard, type data in the fields [press For haematemesis: I:|[25] Dpé] O (271

SPACE to select checkbawes, arow keys then For pneumathora: l:l[28] l:l[29] i [30] Canoel
SPACE for 'radio buttons'), pressing ‘Enter’ at the end i
of each itern. SHIFT+TAE and TAE move you For other reason: e ez F s
backward and forward between fields, Specify: |[34] et

Figure 3-29. Completing the second snapshot data/routine clinic visit data entry screen.



UK Cystic Fibrosis Databaze - Routine Clinic Visit [1c of 1) <]

UK Cystlc F|br05|s Database 44pcpriosra Snapshot Data {1c of1)

F S8 g codes in the larg

Patient Code: Iums MEZBEHACYEETL [}, Clnic Code: [FT7IF |_:|,2]
L L
Most recent bacteriology culture result E ¥es Mo 7
' 2. Nebulised artibictic: Calomycin € €0
Diate of cutture: certamicin 0 O @
M [62] Mot done [ Jl6300day)[_ | [6410menti_ |[B5]yea) Tabramgan O C @
[l [6B] Mormal flora [l [67] Pz.aemginoza - [E8]Burk. cep. Cither [eEN SRR O
I e Unknown T [70]Haemophius - T [71] Staph, aur. [l 3. Oral artibictic: o o®
[ [72] Other [specify ALL other bacteria) [l [73] MRSA 4. Inhaled steroid: [OBN &l o
Specify: | |[34] 5. Oral steroid:  Every day oo
L. ; Alternate days o0 e
Status of long term administered therapies Z
= 6. Dhlase: mooo
I Drug received since fast clinic wisit? Yes Mo 7=
Inhaled or nebulized beta agonist (IR SN & TAB: Mext field
E Inkialed or nebulized anti-cholinergic @ (0 SHIFT+TAB: Previous field Cancel

SPACE: Select item

NB: EVERY FIELD MUST HAVE AN ENTRY! EURSOR KEYS: Choose item

Tlext

Figure 3-30. Completing the third snapshot data/routine clinic visit data entry screen.

Patient Code:  [QQ4G-ME48-EHHCYGEET L Iﬂ’l] Cliric: Code:  [P171F 2
L L
Status of long term administered therapies
§ Drug recelved since fast clinic visit?  Yes No 7 E 12 Pancrestic enzymes:
- *
7. MEAID: Far arthropathy [ S hiame of drug: [Ereon - [z]uen
L e & Cap. Timetaken: Before During  After  Unknown
Arti-inflammatary
per day mealz  meals meals ]
8. H2 antagonist [T SR O [B0_Joaz [T (1431 T (144] T (145] B [146]
inhiki [ S SR
Proton pumg inhibitor Name of dru | |i|[147]
9. M-acetylcysteine [ SIS I O Cap. Time taken: Before  During  After  Unknown
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Figure 3-31. Completing the fourth snapshot data/routine clinic visit data entry screen.
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Figure 3-32. The message displayed upon clicking the floppy disk icon at the bottom right-hand of the screen.



4. Guide to completing questions

4.1 The Patient Registration and Biography Forms

The purpose of the Patient Registration Form is to generate a unique patient registration number based
upon the answers given on this form such as day of birth, month of birth, sex at birth, legal family
name etc. The patient number is produced from this time invariant information, and remains the same
throughout for each patient.

The Patient Biography Form stores information such as date of birth, sex at birth, ethnicity, genotype
etc which can be used to produce clinic level analysis. This information is entered only once and is
stored for perpetuity.

4.1.1 Data collection protocol

1. Complete the patient registration form (1 of 1)

2. Use the information on the form to calculate a patient identification number for the patient using
one of the following methods:
a) Use the Microsoft Access based data entry software (see ‘5.3 Entering data’), or
b) Telephone user support who will be more than happy to calculate a number for you

3. Produce patient identifier labels when prompted and attach to registration form

4. Attach patient identifier label to biography form

o

Complete the patient biography form (1 of 1)

Keep your copy of the patient registration form in a safe place, as it is your record of which
patients have been allocated which patient number.

4.1.2 Guide to the sections and questions

Patient Registration Form

4.1.2.1 UK CF Patient Number and UK CF Clinic Code

Initially the UK CF Patient Number will be blank. However, once a patient has been registered and
allocated a number, sticky labels should be printed for them. These contain his UK CF Patient Number
and Clinic Code. One label should be stuck here.

[1] UK CF Patient Number

This question appears at the top of all UK CF Database forms and refers to the unique
identification number, which will be allocated to a patient when you have completed the
Patient Registration form.

[2] UK CF Clinic

This question appears on all UK CF Database forms and refers to the unique identification
number, which your clinic was allocated when you initially registered with the UK CF
Database. All correspondence between yourself and us has this number. If you are unable to
find it please call the UK CF Data Centre on 01382 633919 or fax us on 01382 645783.

4.1.2.2 Date of birth

[3]1[4] The day of birth of the patient, and a number representing the month the patient was born
(e.g. 04 = April)

4.1.2.3 Sex at birth

[5] Male — if patient was male at birth then only this box should be ticked in this section
[6] Female — if patient was female at birth then only this box should be ticked in this
section



[7] Unknown or other — If the sex at birth was unknown or indeterminate for medical reasons (as
opposed to not being recorded due to administrative problems) then only this box should be
ticked in this section.

4.1.2.4 Family name

[8],[9],[10] Legal family name at birth/at diagnosis/at other time is recorded

Indicate whether the Legal family name at birth i.e. that recorded on the birth certificate, has
been entered. If this is not available then the family name at the time of diagnosis (preferred)
or some other family name is recorded in ‘[11] Family name’. For example, if Michelle
Johnson was born Michelle Smith, Smith would be the family name recorded.

[11] Family name
See above.

4.1.2.5 First initial

[12],[14] Legal first initial at birth/at diagnosis/at other time is recorded
Indicate whether the first initial at birth i.e. that recorded on the birth certificate, has been

entered in or the first initial at the time of diagnosis or some other first initial is recorded in
‘[15] First initial’.

[15] First initial
We need to know the first letter of the given name or Christian name.

4.1.2.6 Order in birth section

[16],[17] Singleton birth/Order in birth if multiple birth

Order of birth refers to whether we have a single child or twins, triplets etc. Please indicate (in
the case of multiple births) the order in which the patient was born.

4.1.2.7 Country of birth

[18] Country of birth
Country of birth should be indicated to ensure international compatibility of data.

4.1.2.8 Town of birth

[19] Town of birth
Town of birth is used increase the pool of available patient identification numbers.

Patient Biography Form

[1] UK CF Patient Number

This question appears on all UK CF Database forms and refers to the unique identification
number, which will be allocated to a patient when you have completed the Patient Registration
form. For the Patient Biography Form, a label should be stuck here with the patient’s UK CF
number and clinic code

[2] UK CF Clinic

This question appears at the top of all UK CF Database forms and refers to the unique
identification number, which your clinic was allocated when you initially registered with the
UK CF Database. All correspondence between yourself and us has this humber. If you are
unable to find it please call the UK CF Data Centre on 01382 633919 or fax us on 01382
645783.



4.1.2.9 Clinician details

This section collects information allowing the person who completed the form to be identified
so that if any queries arise they can be addressed to the appropriate person.

[3] Your initials
Please enter two initials of your choosing (preferably the first letter of your given name and

your family name) which will allow the person who completed the form to be identified if
there are any queries.

[4] Today’'s date (day)

This should contain a number representing the day of the month the form was completed. For
example ‘01’ if the form was completed on the 1 September.

[5] Today’s date (month)
This should contain a number representing the month the form was completed as below:

01 = January 04 = April 07 = July 10 = October
02 = February 05 = May 08 = August 11 = November
03 = March 06 = June 09 = September 12 = December

[6] Today’s date (year)

This should contain a number representing the year. The year should be written as four digits,
e.g. “1996’ not as two e.g. ‘96°.

4.1.2.10 Date of birth

This section collects information describing the date of birth of the patient for demographics. We have
deliberately omitted the day of birth in order to ensure patient confidentiality.

[7] Month of birth

A number representing the month the patient was born (see question 5 for number <
relationships). If the month of birth is unknown the value “?” should be recorded.

[8] Year of birth

A number representing the year the patient was born. The year should be written as four digits,
e.g. “1996’ not as two e.g. ‘96°.

4.1.2.11 Sex at birth

The sex at birth questions [9-11] include a value of “‘unknown or other’ in question 11. One of
these three boxes must be ticked. Question 11 is an internal validation check for the database.

[9] Male - If the patient was male at birth then only this box should be ticked in this section.
[10] Female - If the patient was female at birth then only this box should be ticked in this section.

[11] Unknown or other

If the sex of the patient at birth was unknown or indeterminate for medical reasons (as
opposed to not being recorded due to administrative problems) then only this box should be
ticked in this section.



4.1.2.12 Ethnicity

We would like to find out the proportion of patients who are not of purely white Caucasian
origin. The single option which the patient feels best describes their ethnicity should be ticked.
The ethnic categories are taken from the Higher Education Councils’ recommended categories

for the UK population.

[12-29] (Specify ethnicity)
If the patient strongly identifies with one of these ethnic categories then the appropriate
category should be ticked. If the patient is uncertain or considers that more than one category
describes them best, the ‘[30-31] Other’ option should be ticked.

[30-31] Other
This option is chosen when the patient does not fit neatly into one of the ethnicity categories
listed in questions [12 to 29].

[32-33] Individual preferred not to say
If the individual declined to suggest a category then this option should be ticked.

[34-35] Clinician preferred not to ask question
If the clinician preferred not to ask the patient’s ethnicity then this option should be chosen.



4.1.2.13 Genotype
This section records the genotype (if known) of the patient. For example,

(from the Cystic Fibrosis International Data Standard 1996 based on information supplied by Cystic Fibrosis Genetic Analysis Consortium)

AF508 1898+3A->G 3272-26A->G 552insA E60X 1556V QL411X 480X
G542X 1898+5G->T 3272-4A->G 5560elA E664X 16187 Qu412X S492F
G551D 1898+73T->G 3272-54del 704 557del T E692X 1980K Q151X 84X
621+1G->T 1918delGC 3272-9A->T 574delA E730X K1060T Q207X S50P
R1162X 1924del7 3293delA 591del18 E822K KI177R Q220X S50y
RLL7H 1949del84 3320ins5 605insT E822X K14X Q237E $549
21507 2043delG 3359delCT 621+2T->C E826K K166E Q290X S549N
AD192 2055del9->A 34190elT 621+2T->G EB27X K68N Q2X (together S549R(A->C)
AEL15 2113delA 3423delC 621G->A EB31X K710X with R3W) S549R(T->G)
AF3LL 2118del4 3425delG 622-1G->A E92K K716X Q30X S912L
AL1260 211delG 347delC 622-2A->C E92X K830X Q350K/T360K  S912X
AL253 2141insA 3495delA 624delT F1052V L1059X Q39X 59451
AM1LL40 2143delT 3499+2T->C 657delA FL074L L1065P Q414X S977P
A 2176insC 3499+6A->G 681delC F1286S L1065R QM93R T10861
IAGE 2183AA->G 3556insAGTA 71141G->T F3LIL L1077P Q493X T12461
TG 2184delA 359insT 71143A->C F693L L1254 Q525X 73381
aloeaT 2184insA 3600+5G->A 71143A>G Fe7L L127X Q552X 388X
009G 2307insA 3600G->A TL143A>T G103X L1655 Q685X 75821
10150 AA 2347delG 3601-17T->C TLL45G->A G1061R L206W Q890X T582R
Losaddlc 2372418 3601-2A->G 712-1G->T G1069R L227R QU8R T6655
1ov8ddT 237insA 36590elC 852del22 G1123R L320F Qo8X V1190P
111500A 241del AT 3662delA 875+1G->A G1127E L320V R1066C vi212l
1138156 2423delG 3667del4 875+1G->C G1244E L327R R1066H V1397E
11200eIA 2522insC 3667ins4 876-10del3 Gl244v L346P R1066L V232D
T1odinsre 2556insAT 3724delG 876-14del12 G1249E L375F R10665 V317A
L1e1deC 2566insT 3732delA 905delG G1249R L5585 R1070Q V322A
1eLinsG 2603delT 3737delA 936delTA G126D L568X R1070W VA56F
12130617 2622+1G->A 3750delAG 977insA G1349D L5715 R1158X V520F
1515406 2711delT 3791delC AL006E G149R L610S RI117C V5201
I2meT 2721del11 3821delT AL067T G178R L6195 R117L V5621
1243ins6 2734G->AT 3849+10kbC->T AL20T G239R L633P R117P V562L
12450 SA 275143A->G 3849+1G->A A1364V G27E L719X R1283K V569X
1249526 2751G->A 3849+4A>G Al41D G27X L732X R1283M V920M
128300 2752-1G->T 3849G->A A309D G314E L88s RI170C W1063X
1290GT 2752-26A->G 3850-1G->A A349V G314R L8BX(T->A) R258G W1089X
5ot 2766del8 3850-3T->G A455E G330X L8BX(T->G) R297Q WI1098R
134T 18ASC 2767del8 3860ins31 A46D G392A Lo27P R3IL W1098X
rripuaiagh 2789+30elG 3898incC AS34E Gas8Y M1101K R334Q W1204X
1349 2ASC 2789+5G->A 3905insT A559T G480C MI1101R R33AW W1282R
1349 200IAG 2790-1G->C 3906insG AS61E G480D M1137R R347C W1282X
LACOdIAT 2790-1G->T 394delTT AB00G GA8eX M1137V R34TH WI310X
146 1inss 2790-2A->G 4005+1G->A C225R G5445 M12101* R34TL WI316X
1504001 284delA 4006-19del3 276X G550R M152V R347P W19C
120446insC 2869insG 4006-61del14 524X G550X M1I(G->A) R352Q W361R
eyt 2907delTT 4010del4 CB66Y G551S M1I(G->T) R553G W401X
1e72dele 2909delT 4015delA CF40kbdel G576X M1K R553Q W496X
1009ddICA 296+12T->C 4016insT CF50Kbdel#1 G628R(G->A) M1V R553X W57G
ppepacs 296+1G->C 4040delA D110H G628R(G->C) M244K R560K W57X
LRTTHITA 296+2T->C 4048insCC D1152H G673X M265R R560S W79R
170600117 297-28insA 405+1G->A D1154G G85E M348K RS60T Wr79X
111716 oA 297-2A->G 405+3A->C D1168G G8sv M52 R709X WB46X1
1919 2ma0 297-3C->T 405+4A->G D1270N GOIR N1303H R74W WB46X2
1917.66on 2991del32 406-10C->G D1377H GOTOR N1303I RT5L 882X
1784010 3007delG 406-1G->C D192G H1054D N1303K R75X Y1092X(C->A)
b 300delA 406-1G->T D192N HL085R N418S R764X Y1092X(C->G)
14T 3041-1G->A 406-2A->C D443Y HI39R N66S R766M Y109C
178050A 3041delG 406-6T->C D44G H199Q PLLIL R785X Y1182X
17840016 3056delGA ALUATASTT D572N HL99Y P140S R792G Y122X
180600 306de TAGA 4172delGC D579G H620P P205S R792X Y247
I81iel okbAsG  306INsA 4173delC D579Y H939D P574H RE51X Y301C
18114180 3100insA 4218insT D614G H949R P5L S108F Y304X
Blieae 3120+1G->A 4271delC D648V Ho49Y P67L S1150P Y563C
181216 3120G->A 4279insA D836Y 11005R POIL 51196X Y5630
1820eiT 3121-1G->A 4326delTC D985Y 11139V Q1071P S1235R Y563N
183308l 3121-2A->G 435insA D993Y 11234V QL100P S1251N Y569C
LseeaasT 3121-2A->T 4374+1G->A E1104X 11269N QL144X 51255P Y569D
g 3129deld 4374+1G->T E116K 1148T QI238R 51255X Y569H
L87aineT 3131del15 4382delA E1321Q 1175V Q1238X S1455X Y577F
18681 1GoA 31320elTG 441delA E1371X 1336K Q1291H 5364P Y913C
1898+ 1000 3153delT 444delA E1400V 15065 QI291R S42F Yo17C
prsdipae: 3171insC 45TTAT->G E193K 1506T Q1313X S466L Yo19C
189843 2C 3195del6 460delG E193X 15397 QL352H* S466X(C->A)

3196del54 541del4 E504Q S466X(C->G)

3271+1G->A 541delC E585X

3272-1G->A

[36] Not done

If a patient has not been genotyped when this question is asked due to a) the measurement not
having been performed, or b) the results not being available when completing the form, then
only this box in this section should be ticked. If measurement was not performed because the
patient refused see then next question.

[37] Patient refused to be genotyped

If the doctor requested that the patient be genotyped but the patient refused for whatever
reason (e.g. religious, psychological, etc.) then this option should be ticked.



[38]-[39] Allele 1, Allele 2

If a patient has been genotyped then the mutation should be written using standard notation
(see the table on the next page for a non-exhaustive list). If a mutation was unable to be typed
by the genetics contractor then a value of ‘?” should be recorded. It is suggested that if an
allele can be identified as coming from the mother then this should be entered in the allele 1
box.

4.1.2.14 Age at diagnosis of Cystic Fibrosis

[40],[41] Age (years, months)

The age at diagnosis of cystic fibrosis may sometimes be unknown, please enter a ? in each
box if this is the case. For adult patients, an age to the nearest year is good enough.

4.1.2.15 Method of diagnosis of Cystic Fibrosis

The purpose of the method of diagnosis section is try and establish the symptoms with which
the patient presented as opposed to those which were subsequently found. We appreciate that
for adult patient this is frequently unknown and this should indicated by ticking box [42].

[43],[44] Meconium ileus and/or DIOS

[45]

[46]

[47]

[48]

[49]

[50]

[51]

[52]

[53]

[54]

[55]

Meconium ileus is defined as complete intestinal obstruction following birth associated with
characteristic x-ray picture and/or perforation. DIOS is defined as bowel obstruction
secondary to accumulated matter within the terminal ileum, caecum and colon.

Prolonged jaundice
Prolonged jaundice is defined as jaundice being present beyond ten days of age.

Failure to thrive and/or malnutrition

Failure to thrive is defined as a failure to maintain an appropriate weight centile and/or a
reduction in muscle mass and/or a reduction in body fat.

Steatorrhoea and/or abnormal stools and/or malabsorption

Steatorrhoea is defined as the presence of fat globules within a microscopic sample of sputum
or an increased faecal fat output if quantitated.

Rectal prolapse
Self explanatory.

Sinus disease and/or nasal polyps
Sinus disease is defined as an opaque sinus on x-ray.

Lower respiratory infection

Lower respiratory infection is defined as evidence of an increased respiratory rate, cough and
a chest x-ray appearance showing consolidation either lobar or patchy consolidation.

Family history

Family history either a genotype or sweat test confirmed diagnosis of CF within a relative who
has a direct blood link with the patient.

Screening
This can be antenatal, neonatal or opportunistic.

Electrolyte imbalance

Includes excessive dehydration due to loss of salt in the sweat or urine, and includes CF Renal
Electrolyte Syndrome.

Infertility
Here we are looking at the congenital bilateral absence of the vas deferens syndrome.

Other, Specify other reasons:
Any other reason not listed in fields 42-54.



4.2 The Annual Review Form

This form is divided into two different parts.

e The firstis a historical collection of complications etc. which have occurred since the previous
form was completed (Formlof 3, 2of 3).

e The second provides a description of the status of the patient at the time of the review (Form 3 of
3)

1% Time: If this is the first time the patient is completing the form, then the complications
occurring in the last year should be recorded.

All other times: Otherwise the complications occurring since the last annual review (i.e. the last
period) should be listed. Form 1 of 3 asks for details of drugs that the patient is taking. This
section of the form is the only practical way of trying to gauge what sort of treatment the patients
are receiving at the time of the annual review.

4.2.1 Data collection protocol
e Stick a label on each sheet of the form, ready for completion

1. Complete pages one, two and three of the annual review form

2. Enter the data in the UK Database by doing one of the following:
a) Using the data entry software and transferring the data electronically to the UK data centre
(see ‘5.5 Transferring data to the national centre’), or
b) Sending only the top (white) part of pages one, two and three of the annual review forms
to the national data centre, or
¢) Enter the data into your local data collection software which has been upgraded to be UK
CF Database compatible and transfer the data to the national centre.

3. Keep the yellow pages of the form in the notes, as it is your record of the annual review visit. The
white copy should be filed centrally. This file may be audited. It should be forwarded to the UK
CF Data Centre in Dundee when the data transfer is done electronically.

4.2.2 Guide to the sections and questions

We have divided this form into a number of different sections. The first part of the annual review form
(1 of 3) asks questions about what has happened to the patient with respect to complications, what sort
of long term antibiotic treatment the patient is receiving, whether the patient is receiving intravenous
treatment and what organisms have been found. This theme is continued in the remaining parts (2 of 3)
and (3 of 3).

It is extremely important to ensure that when a piece of information is not known that you say so.
Do not guess. We would much prefer if it was indicated that it was not known or not available
rather than having a guess. Each guess contaminates the data.




4.2.2.1 Annual Review (1 of 3)
The initial nine boxes are to be completed as for the earlier parts of the form.

4.2.2.2 Complications in the last period

[10] Had no complication in last period

Particularly aimed at making the form easy to complete for children - Tick here if no
complications in last period.

[11] Elevated respiratory rate at rest

Refers to a respiratory rate of more than 60 per minute in the first year of life and more than
40 per minute between one and seven years of age and more than 25 breaths per minute
thereafter.

[12] Regular coughing at rest

Refers to troublesome cough of such frequency and or severity that it causes a
disturbance/embarrassment to either the patient or the family. Used as a marker of airway
irritability.

[13] Chronic pseudomonas infection
If this was isolated on three or more occasions per annum, please tick this box.

[14] Chronic staphylococcus aureus
Tick here if isolated on 3 or more occasions per annum.

[15] Nasal polyps
Nasal polyps whether treated medically or surgically should be indicated here if present.

[16] Allergic Bronchopulmonary Aspergillosis

Refers to antibody positive and culture positive disease requiring steroids to suppress the
inflammation .

[17] Asthma
This field refers to bronchodilator-induced reversibility of FEV;.

[18] Pneumothorax requiring chest drain

We are interested here in the frequency of this complication with respect to utilisation of
inpatient hospital resources, hence the restriction to those requiring chest drains.

[19] Massive haemoptysis

Here we are restricted to more than 100cc’s or such severity requiring transfusion in order to,
once again, calculate the load imposed on hospital resources.

[20] Distal Intestinal Obstruction Syndrome

Should only be ticked if the following features are present: recurrent abdominal pain relieved
by either gastrograffin administration, treatment with enteral washout solutions or pain
associated with X-ray confirmed faecal masses in the right iliac fossa region.

[21] Haematemesis

We have not specified a volume but will correlate this field with other indices of portal
disease.

[22] Gl reflux requiring treatment

We realise that Gl reflux is very common in CF but are interested in determining how many
patients actually require treatment in the opinion of the clinician.



[23] Colonic stricture

This is an ongoing monitoring question and this box should only be ticked if the patient has
had a barium enema confirming the diagnosis and/or surgery.

[24] Barium enema looking for colonopathy

Refers to the prevalence of disease that is suspected as being due to pancreatic enzyme
induced colonopathy but turns out not to have been present.

[25] Gallbladder disease requiring surgery
Self explanatory.

[26] Pancreatitis

Should only be ticked if there is documented evidence of an elevated amylase or some other
specific pancreatic marker in association with abdominal pain.

[27] Abnormal liver function tests
Defined as an abnormal AST /ALT and/or 5’ nucleotidase.

[28] Cirrhosis with portal hypertension

This should only be ticked with ultra-sound evidence of a fibrotic liver (and or biopsy) and
documentary evidence of portal hypertension by the presence of varices or splenomegaly.

[29] Diabetes requiring insulin/oral hypoglycaemic

Should only be ticked where a glucose tolerance test has been performed and shown to be
abnormal.

[30] Arthropathy

This refers to pain and or swelling in the joints without evidence of other joint pathology such
as rheumatoid/ANF etc.

[31] Clubbing

On clubbing we are particularly interested in the number of children and adults who definitely
have no clubbing and wish to correlate clubbing positive individuals with other markers of
severity.

[32] Raised IgG
We are trying to correlate this with other markers of severity of CF.

[33] Cancer
Please indicate if any evidence of cancer has been detected.

[34] Had IV port replaced

There have been reported instances of emboli from the end of an IV port and many ports are
having to be replaced because they are blocked. Some instances of contraceptive pill induced
block have been reported.

[35],[36] Developed the following other complications

Give brief description of complication if not covered by the previously mentioned.

4.2.2.3 Nebulised antibiotics in last period

Many patients are switched between antibiotics and we are interested to find out which
patients stay on one medication and which patients move between nebulised antibiotics.

4.2.2.4 Oral antibiotics in last period

These antibiotics are used in a number of ways. With recent data suggesting that prophylactic anti
staphylococcal treatment from a young age may be associated with a better outcome with respect to
lung disease.



« Tick the prophylactic box if the antibiotic was started before the isolation of the organism in
question.

« If the antibiotic was given after the development of chronic infection, tick the continuous box.

* The intermittent box is self explanatory.

In this way we hope to find out how many patients at the first isolation of the organism are
immediately put on the antibiotic in question.

4.2.2.5 Intravenous (IV) antibiotics in last period

We are trying to understand the spread of costs between home 1V’s and hospital 1VV’s. We are
also interested to find out the administration route of intravenous antibiotics.

4.2.2.6 Organisms cultured in the last period
Please indicate the type of all the organisms that were isolated and the source of the culture.

4.2.2.7 Annual Review (2 of 3)

4.2.2.8 Supplemental feeding in last period

In view of the evidence linking nutritional status with outcome, we are interested to find out
how many patients receive supplemental treatment and by what route.

4.2.2.9 Evidence of fertility in last period

The outcome for pregnancy is variable in different regions of the world. Clearly for all
children, the first box (91), should just be ticked. The outcome of any pregnancy in a female
should be indicated by entering the appropriate number in the box. If the patient is male, we
are interested in the very fact that paternity has happened.

4.2.2.10 Social impact of CF in last period

Young i.e. pre-school children need to have box 100 ticked and the remainder are self
explanatory.

For the section “How many times did the patient visit a CF clinic in the last period?”, exclude
the current clinic visit and add in all other CF clinics attended by the patient.

The second half of the question refers to the patient who comes for shared care to your centre.
If this patient is seen by one other doctor in another clinic who provides care for the cystic
fibrosis outside your centre, then enter the number 1 in the field 110.

4.2.2.11 Glucose tolerance in last period

It is recommended that patients have an annual glucose tolerance test beyond adolescence. We
are trying to monitor both the prevalence of GTTs and the frequency of abnormal glucose
tolerance tests in the whole population.

4.2.2.12 Transplant status in last period

Here we are trying not only assess how many have received transplants, but how many never
reach a transplant centre.

[120] Refused
Should include those who refuse the offer of transplant assessment or referral.

4.2.2.13 Clinical trials in last period

[127] Patient is not taking part in any clinical trial
This is self-explanatory.

[128] Patient is taking part in the clinical trial(s) below:
This is self-explanatory.



4.2.2.14 Treatment compliance in last period

We are trying to assess whether non-adherence treatment has a major impact on the outcome
for groups of individuals.

4.2.2.15 Most recent Chest X-Ray in last period

Northern score is simpler than other scores- if the clinician wishes the individual quadrant
scores may be written on the form and the final score entered into box 137 out of a maximum
of 20. If some centres do a Chrispen-Norman score this should be included only if done in that
particular centre.

The next sections refer to what we call “snap shot’ data. This is purely an assessment of the current
status of the patient.

4.2.2.16 Annual Review (3of 3)

4.2.2.17 Schwachman score at review

Clinicians should circle the relevant section value under General activity, Physical
examination, Nutrition and Chest X-ray and then total the score at the bottom. For adults
enter BMI, if known for the Nutrition section of the score

4.2.2.18 Fat soluble vitamin plasma values at review

4.2.2.19 Pubertal status at review

Have been carefully chosen to be markers of mid puberty in males and end puberty in females.
If the patients voice is in the process of breaking, do not enter yes, we will catch that on the
following years review.

4.2.2.20 Marital status at review
Self explanatory.

4.2.2.21 Employment/school status at review

4.2.2.22 Domicile at review
These questions a allow data to be analysed by geographical region.

4.2.2.23 Genotype at review
See ‘4.1.2.13 Genotype’.

4.3 The Snapshot Data/Routine Clinic Visit Form

This is the part of the form where we look at what is happening to the patient at the time that they are
seen in order to try and sample the status of the whole of the UK CF populations treatments and health.



4.3.1 Data collection protocol
e Stick a label on each sheet of the form, ready for completion

1. Complete the one page routine clinic visit form.

2. Enter the data in the UK Database by doing one of the following:
a) Using the Microsoft Access based data entry software and transferring the data
electronically to the UK data centre (‘5.5 Transferring the data to the national centre’), or
b) Sending only the top (white) part of the page to the national data centre, or
¢) Enter the data in your local data collection software, which has been upgraded to be UK
CF Database compatible and transfer the data to the national centre.

3. Keep the yellow pages of the form in the notes, as it is your record of the clinic visit. The white
copy should be filed centrally. This file may be audited. It should be forwarded to the UK CF Data
Centre in Dundee when the data transfer is done electronically.

4.3.2 Guide to the sections and questions (AR version)

This form has date of last clinic visit included so that we can make an assessment for the whole of the
UK except for Scotland of the interval between clinics. This is important information for what follows
on the rest of the form. We also require an assessment of the CF expertise of the individual filling out
the details.

4.3.2.1 Hospital admissions since last clinic visit

Our assessment of the Scottish returns show that the commonest reason for admission was
chest infection. The second commonest was an admission for investigation hence the request
about the nature of the investigation.. Please show the number of days of each admission in
the relevant boxes but tick the small box alone if there were more than three admissions.

4.3.2.2 Short term drugs since last clinic visit

We are asking here about oral or IV antibiotics and how long each course was given. Once
again, if there were more than three courses given, tick the smaller box. Other drugs should be
indicated in the boxes below. If there are more than three different courses of drugs given,
then choose the three most ‘important” and include these only.

4.3.2.3 Most recent laboratory and social data since last clinic visit

For adults the first time that you fill in this form we require a height, for following visits if a
height is not done the value ‘x” (=‘Not done’) should be recorded. The exercise tolerance test
ranges from 0 to 5 and is indicated on the form.

For children we require a height at this visit. The remaining boxes are self explanatory. The
exercise tolerance score ranges from 0 to 5 and is indicated on the form. The oxygen
saturation should be recorded at rest, clearly for children it is likely to be normal and for this
reason is often not done.

4.3.2.4 Most recent bacteriology culture result since last visit

Please tick which organisms are present and the date of that culture. Emerging organisms can
be picked up in this manner in the specified box.

4.3.2.5 Status of long term administered therapies since last clinic visit

Once again, we are trying to do a snapshot to see what sorts of drugs are being administered
which we can correlate with other parameters of the disease. This section is in tick boxes and
simply defined as ‘yes’ ‘no’ or ‘don’t know’.

The remaining questions are self explanatory. Question 7, the “anti-inflammatory use of non-
steroidal antibiotics’, refers to their use as described by the recent paper in the New England
Journal of Medicine. Tick in this section only if you are following their protocol.

Subsection 12, ‘Pancreatic enzymes’, name the drug, how many capsules are taken per day
and tick whether they are taken before during or after the meals. If the patient is on more than
one kind of drug, please enter the second name as indicated.



5. Using the Data Entry Software

This section of the manual will show you how to use the data entry software. If you have any problems
you should contact your local computer expert. If they are unable to help contact the national technical
support centre at the address given in section 2.

5.1 Entering and leaving the system

Before reading this section please make sure you have installed the software having followed the
instructions in section 2. ‘Installing the Software’.

Having installed the software, you should start it by:

Pressing the Windows 95/NT 4.0 “Start’ button at the bottom left hand corner of the screen, selecting
‘Programs’ and choosing the ‘UKCF Database 97’ option you created during the installation process.

Once you have started the data entry software, you will be presented with a ‘log in’ screen inviting you
to enter a user name and a password.

UK Cystic Fibrozis Database - Enter the database ]
Integrity check:
| |
Part number: 44R-DES_ACCESS-1002.1
Data“base TIOTHE Beraly

(e11995-1098 Cystic Flbroziz Audit Group, Department of Child Health.
University of Dundee, Dundee DO1 95, United Kingdom
Tel. +44 (1382) 633919 Fax. +44 (1382) 645783 WM http iuww.cf orgiukdatabase

Please enter a user name and password below to gain entry to
the system. Your ugzer name and paszsword are allocated by
your datab as d ibed in the user manual.

u - [claredewinton ]

Password: [ |

Enter the datahase Quit

wrilan capgrig hakder' ;) may bea crim il oiemala
im parl ar apar s soflwarna in cargin urisdictins ;" Par i distritued under lioerse fram ¢ FIDS0E
*IDEATW) = atmdemart of fizcam Tach Lid: Paen. rights of fizcam Tach Ud. given in EP. 4P, LIS

Figure 5-1.The ‘log in’ screen.

Enter your user name and password as allocated by your system administrator (see ‘5.6 Administering
Users’). Note that both the user name and password are case sensitive. The password will appear as a
series of asterisks (e.g. “********") o prevent someone observing the password you enter. If you
mistype your user name or password the system will not let you in and you will see the message shown
in Figure 5-2. One of the most common causes of not being able to log into your system is having the

‘Cw@y on!

Log in failed!

*ou have not supplied a valid username andfor
password. Please try again

Figure 5-2. The message seen if you mistype your user name or password.

Once your user name and password have been authenticated you will see the main menu. Please refer
to the next section for further details.

When you have finished using the data entry software, click on the ‘open door’ icon labelled ‘Quit’.



5.2 The main menu

Once you have entered a valid user name and password you will see the main menu (shown below).

UIF. Lyafr Fibeooa Lsishace - Man Meag
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Figure 5-3. The Data Entry Software main menu.

You may not necessarily be able to select all options. Options you are permitted to select will contain
colour in the icons (pictures) on the buttons used to access the option. See sections 2.2.3. (Completing
the Installation) and 5.6. (Administering Users) for setting up the user permissions.

The buttons have the following functions:

5.2.1 New patient number / record death
Fecord Death

Patient registration form: P ey

Figure 5-4.a The 'New patient number' and ‘Record Death’ icons.

Patient Registration Form:

Before you can enter any data describing a patient you must register that patient. Click on the left hand
(light blue) button to enter the details that will allow an internationally recognised patient identification
number be calculated. This number will be used to identify all the patient data that you enter. Once a
patient has been registered you must complete a patient biography and then any annual review and
routine clinic visit/snapshot forms for patients.

Record Death:

Click the right hand (pink ) button to record the death of any patient. Select your clinic code and the
patient identifier number from the drop down lists supplied and then complete ‘Date of Death’ , ‘Cause
of Death’ and “‘Notes’. When finished click ‘Done’.
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Figure 5-4.b Record Death screens

5.2.2 Patient biography form

Browselamend

Patient hiography form: | Meny

Figure 5-5. The 'Patient biography form' icons.

Use these buttons to enter, browse and amend data from patient biography forms. You will need to
have registered a patient before you can use this function. You can only enter a new patient biography
form (the left hand, light blue button) once per patient. If you discover that you made a mistake while
entering this data, click on the right hand (pink) ‘Browse/amend’ button, select the patient identifier
number and choose the ‘Amend’ button. For further details, see * p.3 Entering data].
If you want to see which patients have had patient biography forms completed, click on the right hand
‘Browse/amend’ button to view a list. To see the values entered on the patient biography form, select
the patient identifier you are interested in and click on the ‘Browse’ button. NB. Patients must have
their biographies entered into the system before you can enter clinical details for them.

5.2.3 Annual review form

Annual review form: RE

Figure 5-6. The 'Annual review form' icons.

Browselfamend

Use these buttons to enter, browse and amend data from pages one, two and three of the UK Cystic
Fibrosis Database annual review forms. You will need to have registered and entered a biography
before you can use this function. Choose the left-hand (light blue) button to enter a new annual review
form for a patient. If you discover that you made a mistake while entering the annual review data, click
on the right hand (pink) ‘Browse/amend’ button, select the patient identifier number, choose the date of
the annual review you wish to amend and choose the ‘Amend’ button. (See ‘5.3’ Entering Data).

If you want to see which patients have had annual review forms completed and on what dates, click on
the right hand ‘Browse/amend’ button to view a list. To see the values entered on the annual review
form, select the patient identifier number that you are interested in and the date of the visit then click
on the ‘Browse’ button.



5.2.4 Snapshot form
Snapshot data form: | RN

Browsefamend

Figure 5-7. The ‘Snapshot form' icons.

Use these buttons to enter, browse and amend data from page one of the UK Cystic Fibrosis Database
routine clinic visit (annual review ‘snapshot’) forms. You will need to have registered and entered a
biography before you can use this function. Choose the left hand (light blue) button to enter a new
routine clinic visit form for a patient. If you discover that you made a mistake while entering the
routine clinic visit data, click on the right hand (pink) ‘Browse/amend’ button, select the patient,
choose the date of the routine clinic visit you wish to amend and choose the ‘Amend” button. For
further details, see * .3 Entering data].

If you want to see which patients have had routine clinic visit forms completed and on what dates, click
on the right hand ‘Browse/amend’ button to view a list. To see the values entered on the form, select
the patient identifier number that you are interested in and the date of the visit then click on the
‘Browse’ button.

5.2.5 Custom functions

Custom functions: &y | Bad D=l &= | Fix Tables!

These two custom functions perform diagnostic tasks. ‘Bad ID’s” will validate all patient numbers and
print any that it finds that are not in the accepted format. You should rarely need to use this. “Fix
Tables’ should be used with extreme caution. It will delete data held in your database tables. Please
ring the UK CF Data Centre before clicking this button.

Further guidance on this button is detailed in ‘Sec. 5.10” (‘Browsing and Deleting Database Tables).

5.2.6 Transfer data to central UK CF Database

Transfer data to central UK CF Datahase:

Figure 5-8. The "Transfer data to central UK CF Database' icon.

This icon allows you to initiate a data transfer via zip disk (depending on the configuration set as
described in ‘6.7 Configuring the system|[, you must refer to this section). Please use this to send
your data to the Dundee Data Centre quarterly, along with the corresponding paper forms.

5.2.7 System buttons

-
'l User Eﬁl System ml Backup | Import

Figure 5-9. (Left to right) The ' users' icon. Allows qualified users to configure user accounts (see ‘5.6 Administering users)’);
the *system’ icon. Allows qualified users to configure the software (see ‘b.7 Configuring the systemY); '‘Backup’. Allows qualified
users to backup data (see ‘Backing up the System’);’Import” icon. Allows qualified users to import information into the database
(see ‘5.9 Importing Information’)

5.2.8 Printing Additional Patient Registration Labels

Labels

Figure 5-10. The 'Printing labels' icon.



Clicking on the print label icon will allow you to print an A4 sheet of patient labels. These labels
should be attached to the patient registration and biography, annual review or snapshot data/routine
clinic visit forms. The patient’s registration and biography details must first be entered into the system
before this option can be selected. The labels are an industry standard format —see sec 1 Preface Note
on Label Specification.

5.2.9 Log out of system

Log out of system EL"

Figure 5-11. The 'Log out of system' icon.

Clicking on this standard ‘open door’ icon returns you to one level back in the system - in this case the
‘log in” screen described in ‘b.1 Entering and leaving the system|. When you click on this button the
current person using the system is logged out and will be required to re-enter their user name and
password before accessing the system again.

5.3 Entering data

The best demonstration of how to enter data in to the software is given in ‘Sec.3.Patient registration,
biography and annual review’. We strongly recommend that you work your way through the example
to become familiar with the data entry procedure. In addition, everyone who will collect data on forms
should practice completing the forms from the case studies presented in the example.

5.3.1 Conventions

There is (inevitable) jargon used to describe various aspects of data collection forms and software.
Here we present a brief glossary of the terms we will use:

5.3.1.1 Fields

Fields are the places on the forms or the computer screen where data can be entered. Each field is
uniquely identified by its “field reference’, a number in square brackets to the right of the area where
data can be entered.

5.3.1.2 Sections

Sections are collections of fields which answer a single question. For example, [Figure 5-14
demonstrates a section (called “Sex at birth”) which ascertains the sex of the patient when they were
born.

5.3.1.3 Text boxes

aneter: | LTI

Figure 5-12. A text box. This is box or group of boxes which are used to record numbers or free text. They are represented on the
paper forms by the symbol shown in

[26]




5.3.1.4 Check boxes (Multiple choice)
(a) Features at (b) Features at

referral diagnosis
Unknown Osg Oy
Meconium ileus and/or DIOS Oz Oy
Prolonged jaundice Oy O

Figure 5-13. A group of check boxes. Note the 'decline’ option at the top of each list - if the ‘features at referral’ or ‘features at
diagnosis’ are unknown, one can tick the top box in each column and skip to the next section.

Individual or groups of tick boxes where one or more can be ticked to indicate a selection. If a long list
of check boxes is present then the first box in the list will be a ‘decline’ box (see [Figure 5-13).

5.3.1.5 Radio group (single choice)
Sex at birth

|:|[9] Male
Oug Female
Opy Unknown or other

Figure 5-14. A radio group. Only one of the options shown is valid.

Radio groups (named after the buttons on car radios) are groups of tick boxes of which only one may

be chosen. See for an example.
5.3.2 Filling in the forms

There are some general rules that should be followed when completing either paper or electronic
versions of the United Kingdom Cystic Fibrosis Database forms:
» Ensure that each and every page has the ‘UK CF Patient Number [1]” and ‘UK CF Clinic [2]’ fields
completed. It is best to stick the patient label on each sheet of every paper form before starting.
» Every question should have an answer:
e Text boxes (see 5.3.1.3) must have a value or “?” if unknown, ‘X’ a measurement was not
done, or ‘- (be crossed out) if recording a value in the box would not be applicable
e (e.g. a ‘Name of a short term antibiotic” should equal *-” if not short term antibiotics have
been prescribed. See Sec 7 for default values on forms.
» Check boxes (see5.3.1.4) must have all the applicable options ticked or else the ‘decline’
option (usually the first option in the group) selected.
» Radio groups (see 5.3.1.5) must have one and only one option ticked.

» If completing a two part (paper) form, the white copy should be kept in a file, the yellow (bottom)
copy is for your reference i.e. in the notes.
» The ‘open door’ icon at either the bottom right or bottom left of
every screen takes to you back a level. For example, if you are
browsing data, it will abandon the record and take you back to
the record browser box. If you are trying to log in, clicking on

this icon will exit the software. Figure 5-15. The ‘open door" icon.

5.3.3 Data entry mainly using the keyboard (Preferred)

Data entry using the keyboard is usually most appropriate when entering a batch of forms after a clinic.
It is vital if a question has not been answered on a paper form not to guess value for this missing item
but to contact the clinician and ask for the missing value. If this is not done the data will be
meaningless when local and national analysis is performed.



Keyhoard data entry is very efficient if you keep the following keystrokes in mind:

» TAB or ENTER moves the focus (‘cursor’) to the next field or button on a form

» SHIFT + TAB (holding down the SHIFT key and pressing the TAB button) move the focus to the
previous field or button on a form

» SPACE is the equivalent of single clicking the mouse when the focus is over check boxes or radio
groups

* The LEFT-CURSOR and RIGHT-CURSOR keys move the focus between options in a radio group

e F4 causes the choices in a drop down list to be displayed. Use the UP-CURSOR and DOWN-
CURSOR Kkeys to select the option you want and press TAB or ENTER to move to the next field or
button.

5.3.4 Data entry mainly using the mouse

If you prefer to use the mouse to choose options, there are a few tips which are worth knowing:

» Totick individual tick boxes or options in radio groups, position the mouse over the option you
want to select and click the left hand mouse button once (a ‘single click’).

» If you are presented with an option which looks similar to clicking on the downward
pointing arrow on the right of the main box will display a list of values. Single click on a value in

the drop down list will insert that value into the field box.
Genotype
0 [24] Mot done
= [25] Patient refused to be genatyped
Pleaze enter genotype exactly as reported by laboratory:

Allele 1: [26]
Allele 2: [27]
Age at diad Flbrosis
I Age at diagn :[29]months
Method of |e2141GT stic Fibrosis
) Referral (b) Diagnosis
Unknown: [Dakea]I507 o T
" o elta)
Meconium ile [Deka]D192 ll: {gﬂ ||: Eg}

Prolonged jau -
Failure to thrive andior malnutrtior: [ [36] - [37]
Steatorrhoea andior abnormal stools

= andior malabzorption: T [33 T [39

Figure 5-16. A detail from a screen demonstrating selecting the first item from a 'drop down list'. Note the downward pointing
arrow with a line underneath just to the left of the field label ‘[27]. Clicking on this with the mouse makes the drop down list
appear.

« Ifthe “focus’ (the flashing vertical line also called the cursor) is in a field and you try to click on
another field or button a message similar to that shown in Figure 5-17]may appear. This means that
you must enter a value (if it will be discarded if you are abandoning a form) in the field with the
focus before you move to the new field or button you are trying to click on.

PreQL interpreter

@ You must enter a value for clinician initials

Figure 5-17. A message box warning that a value is required for a field.

5.4 Browsing and amending data

You will normally enter ‘new’ data, i.e. data which has just been collected in a clinic. If, however, you
want to check data entered previously or correct a mistake in a record you will need to choose the
appropriate browse/amend option from the main menu (see [Figure 5-3).



When you select one of these options you will see a screen similar to

UK Cystic Fibrosis Database - Clinic Yisit Form Browser [ <]

UK Cystic Fibrosis Database Clinic Visit Form Browser

You must not alter data without good son!

1. Choose a patient identifier 3. Browse or amend the record

Click on ore of the codes below using the left hand

mouse button to select a patient TS
] K Browse a clinic visit form

Amend a clinic visit form

WARMING: YO SHOULD NEWER NEED TO AMEND &
FORM - |F ¥0U 4RE UMSURE OF WALUES ON & FORM
FIND OUT "wHAT THE CORRECT VERSION IS BEFORE

2. Choose a clinic visit

List format: day/month/vear - clinic code. If you have ENTERING THE DATA, EXCESSIVE USE OF THE AMEND
selected a patient identifier but no records are listed below OPTION MaY RESULT IN DATA BEIMG EXCLUDED
then no clinic visits have been entered for the patient. FROM THE MAIN DATASET A5 UNRELIABLE!

Return to the main menu

Figure 5-18. A Clinic Visit Form browse/amend record Browser. The currently selected record is that of the visit on the 1
January 1996 by the patient with the identification number ‘QQ4G-M648-6HHC-YG51-L".

Choose the patient identifier of the record you want to browse in the portion of the screen labelled ‘1.
Choose a patient identifier’. All the clinic visits recorded in the system will then appear in ‘2. Choose a
clinic visit’.

If you want to browse (view the contents without being able to modify) a record, click on the light blue
‘Browse a clinic visit form’. You will then see a form which looks the same as the data entry form but
which will not allow you to modify the contents of the record.

If you want to amend a form, click on the pink button labelled ‘Amend a clinic visit form’. Once again
you will be presented with a data entry form but this one will allow you to alter the data on the form.
Use this option with great caution! If you need to amend records frequently you are doing something
wrong - please contact technical support if you need help.

5.5 Transferring data to the national centre

Having entered all your data you should transfer it to the Dundee Data Centre quarterly, along with the
corresponding paper forms.

INB: Transferring data to the national centre should not be confused with backing up the system ]




There is currently only one type of data transfer possible: Zip disk, (Internet or modem are not

implemented as yet).
v A

Clinical Database Systems Paper Data Collection System Interactive Query Tool
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Figure 5-19. Electronic data transfer options (left-hand side of diagram). Zip disk: Data is transferred on one or more disks
which are posted to the national data centre. (Internet: Data is transferred via the Internet (possibly via modem if that is how
you are connected to the Internet) Modem: Data is transferred via a modem directly to the national data centre).

Your computer expert will have configured which option you will use (see ‘b.7 Configuring the |
Pystem]). Transferring data is very simple whichever method of data transfer has been selected.

On the main menu, click on the button labelled ‘Transfer data to central UK CF Database’. You will

see a window similar to that in appears.
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Figure 5-20. The window asking for confirmation that the user wishes to initiate data transfer.

When you first receive the database the transfer button will place a transfer file/copy of your database
in your “‘C:\’ drive called ‘ukcfdb97-transfer.mdb’. However, to transfer data via zip disk you will have
to make certain changes to the ‘Default data transfer file’ (see5.7 ‘Configuring the system’). Please
refer to this section before going any further.

To transfer via zip disk, ensure you have inserted a blank zip disk. Click OK to start the data transfer
and notice that the cursor changes to an “hour glass’. When the cursor returns to normal, the transfer is
finished (This will happen very quickly in most cases).

Now post the disk, along with the corresponding copies of the paper forms which were used to
enter the data in your software, to the address shown in section 2 for the UKCF Database team.

NB: Whilst you should safeguard your data by taking regular back ups (see ‘5.8 Backing up the
system’ Pg.60) do not confuse this option with your data transfer to the national centre (see ‘5.5
Transferring data to the national centre Pg.54)



5.6 Administering users

The data entry software requires that individual users identify themselves to the system with a unique
user name and password which identify a ‘user account’. The administrator of a system can specify
which users can perform which operations (for example entering data or exporting data). This section
describes how to create new user accounts, change user account’s password, delete user accounts and
limit what functions individual users can perform.

From the main menu, choose the ‘Administer users’ icon (shown below).

“l User

Figure 5-21. The ' users' icon on the main menu

You will then be presented with the ‘User Permissions Browser’ shown below.

UK Cystic Fibrosis Database - User Permissions Browser

UK Cystic Fibrosis Database User Permissions Browser|

1. Choose a user identifier 2. Set user parameters

Click on one of the codes below using the left hand Chose the operations that the selected user may perform:
mouse button to select a user:

[T User may biowse patient data
mijjohnson

gitamehta [T User may enter patient data
administrator

fmuhsin T User may amend patient data

7 User may bransfer data

7 User may backup data

Add a new user T User may administer users

I User may configure system
Change user password Y e

Delete selected user

Figure 5-22. The 'User Permissions Browser".

Return to the main menu

Important points to note are:

 the list of currently defined users in the top left hand quadrant of the window,

» buttons to add new users, change user passwords and delete users in the bottom left quadrant,

« the permissions of the currently select user (none is selected in [Figure 5-22]so they are all greyed
out).

The standard ‘open door’ icon in the bottom right of the screen will return you to the previous screen,

i.e. the main menu. We will demonstrate how to use each of these functions by example in the rest of

this section.

5.6.1 Adding a new user account

The data entry software when first installed contains a single user whose username is ‘administrator’,
the password of which can be found on the letter accompanying the CD. This account should only be
used to administer user accounts and should never be used to enter data.

To add a new user, log into the system (see 5.1) as ‘administrator’ giving the appropriate password or
as a user with permission to administer users. Click on the ‘users’ button on the main menu
21). You will then see the user permissions browser.

Click on the *‘Add a new user’ button in the bottom left of this screen. You will then be prompted to
enter a user name for the user. This name should be at least eight characters long and is case sensitive.
For example, if we wanted to create an account for Fiona Muhsin, we might choose the user name
‘fiona.muhsin’;



Please type a username
for the new user required.

Cancel I
User names should be at

least 8 characters long.

I[iona.muhsid

Figure 5-23. Entering a new user name.

Type the name in the box provided and press the ‘OK’ button.

You will then be prompted to enter a password for the new user. The password should be at least eight
characters long, contain at least one letter and one number and is case sensitive. You will be asked to
enter the password twice to ensure you did not mistype.

Please enter the new I 0K I

p d. Your p

must contain at least 8 Cancel I
charcaters and be a

mixture of letters and

numbers.

Ihl]lﬁ3iump1 ng

Figure 5-24. Entering a password for a user.

Once you have entered the password twice you should see the new user name appear in the list of users
in the top left of the user permissions browser.

UK Cystic Fibrosis Database - User Permissions Browser
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e
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ghamehta
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7 User may amend patient data
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Add a new user

Delete selected user Return to the main menu

Figure 5-25. The user permission browser with the newly created user ‘fiona.muhsin' selected.

Note that a new user has no permission to do anything. You should set up their permissions as
described in the next section.

5.6.2 Setting user account permissions

To set the permissions of user, log into the system (see 5.1) as ‘administrator’ giving the appropriate
password or as a user with permission to administer users. Click on the ‘users’ button on the main
menu (Figure 5-21). You will then see the user permissions browser. Use the mouse to select the user
whose permissions you want to set in the ‘Choose a user identifier’ window in the top left hand
quadrant of the user permissions browser.

For example, to give the newly created user ‘fiona.muhsin’ permission to enter, browse and backup
data, select the user name “fiona.muhsin’ (see [Figure 5-25). Using the mouse, click on the check boxes
in the right hand side of the window labelled ‘User may browse data’, ‘User may enter patient data’,
‘User may backup data’. When you have finished the screen should look similar to
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Figure 5-26. Sample user name fiona.muhsin’ configured to be able to enter, browse and backup user data.

Permissions come into effect immediately so be careful not to lock yourself out of your system if you
change your settings! The permissions you can configure are:

‘User may browse patient data”  Allows the user to look but not change any patient data entered in
the system.

‘User may enter patient data’ Allows the user to enter new patient data, but not to browse or
amend existing patient data.

‘User may amend patient data”  Allows the user to alter any existing patient data, but not to browse
or enter new patient details.

‘User may transfer data’ Allows the user to export all patient data to the national Cystic
Fibrosis data centre.

‘User may backup data’ Allows the user to backup the entire contents of the data entry
software database (including user permissions) to zip disk. This is
used to protect data from system crashes and for upgrading the data
entry software. You should backup at least once a week.

‘User may administer users’ Allows the user to perform all the operations specified in section
5.6.
‘User may configure system’ Allows the user to perform all the operations specified in section 5.7

To change the permissions for another user, just select that user name and choose the permissions as
described. When you have finished click on the ‘open door’ icon at the bottom right of the screen to
return to the main menu.

5.6.3 Changing a user account password

To change a user account password, log into the system (see 5.1) as ‘administrator’ giving the
appropriate password or as a user with permission to administer users. Click on the ‘Administer users’
button on the main menu (Figure 5-21). You will then see the user permission browser. Use the mouse
to select the user whose password you want to change in the ‘Choose a user identifier’ window in the
top left hand quadrant of the user permissions browser.

For example, to give the change the password of user ‘fiona.muhsin’, select the user name
‘fiona.muhsin’ (see . Using the mouse, click on the icon labelled ‘Change user password’
in the bottom left quadrant of the screen.

You be prompted to enter a new password for the user. The password should be at least eight characters

long, contain at least one letter and one number and is case sensitive. You will be asked to enter the
password a second time to guard against typing errors. The password is changed immediately.



To change the password of another user, select that users user name and repeat the procedure. When
you have finished click on the ‘open door’ icon at the bottom right of the screen to return to the main
menu.

5.6.4 Deleting a user account

To delete a user account, log into the system (see 5.1) as ‘administrator’ giving the appropriate
password or as

a user with permission to administer users. Click on the ‘Administer users’ button on
the main menu (Figure 5-21).

You will then see the user permission browser. Use the mouse to select the user you wish to delete in
the “‘Choose a user identifier’ window in the top left hand quadrant of the user permissions browser.

For example, to delete the user “fiona.muhsin’, select the user name “fiona.muhsin’ (see [Figure 5-25J.
Using the mouse, click on the icon labelled ‘Delete selected user’ in the bottom left quadrant of the
screen. You will be asked to confirm that you really want to delete the user. Once confirmed the user
will be deleted.

To delete another user, select that users user name and repeat the procedure. When you have finished
click on the ‘open door’ icon at the bottom right of the screen to return to the main menu.

5.7 Configuring the system

Warning! The software comes configured correctly for 90% of users. Only follow the instructions in
this section if you are sure you know what your are doing. Incorrect use of some of these options
may cause data loss. Please contact technical support if you are in any doubt.

If you choose the ‘System’ icon on the main screen and your user account is configured with the
appropriate permissions (see ‘5.6 Administering users’) you will see a screen similar to [Figure 5-27
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Figure 5-27. The 'System Configuration Browser'

We will assume you are an IT specialist for the rest of this section. If not, please contact technical
support. (See Sec.2 for address)

5.7.1 Data transfer

There is currently only one method of transferring data to the National Data Centre in Dundee — via
zip disk. We recommend this option for several reasons, but primarily because of the size of files
being transferred and ease of interpretation. The system is configured with the default set to back up to
‘c:\ukcfdb-exported.mdb’ as shown in Figure 5.27, field ‘Default data transfer file’. This will place a
copy of your database on the ‘C:\” drive. However, you are strongly advised to change this to backing
up your system to a zip disk. You should do this by changing the ‘c’ of c:\ukcfdb-backup.mdb’ to the
letter that represents your zip drive. The drive letter of your zip drive (shown next to Zip/Removable



Drive in Windows Explorer) will be E: for most users, but may vary. Please check before changing it
and if you need help, ring technical services in Dundee.

5.7.1.1 Via zip disk

To transfer via zip disk you need to change the ‘Default data transfer file’ see Fig.5.27 above. You
need to substitute the ‘c’ of ‘c:\ukcfdb-exported.mdb’ to whichever letter represents your zip drive.
This is because the default is set to place a copy of the transfer file on your ‘C’ drive. If you need help,
ring technical services in Dundee.

5.7.1.2 Via Internet

Under construction. If transferring via the Internet or modem you will need at least five megabytes of
hard disk space free for the data transfer routine’s temporary file.

5.7.1.3 Via modem

Under construction. If transferring via the Internet or modem you will need at least five megabytes of
hard disk space free for the data transfer routine’s temporary file.

5.7.2 Default backup file

The path and file name you enter in this field set the name of the file which is created when a user
clicks on the ‘Backup’ button on the main menu. The system is configured with the default set to
backup to “c:ukcfdb-backup.mdb’ as shown in figure 5-27, field ‘Default Backup File’. However, you
are strongly advised to change this to backing up your system to a zip disk. You should do this by
changing the “C” of C:\ukcfdb-backup.mdb’ to the letter that represents your zip drive (as you did for
the transfer file above). If you need help, ring technical services in Dundee.

5.7.3 Importing data

The data entry software will come configured only to enter data collected at your centre. If you intend
to enter for another clinic, contact technical support who will provide a clinic list update disk which
you load using the ‘Import a list of clinic codes’ button.

5.7.4 Repairing a system

If the internal system configuration tables get corrupted or you get locked out of the system contact
technical support who can unlock tools for resolving some situations.

5.8 Backing up the system

NB: Backing up the system should not be confused with transferring data to the National Data Centre

You should safeguard your data on a regular basis (at least once a week; preferably once a day) by
using the ‘Backup system’ option on the main menu. This will create a copy of all your patient, user
and system data on zip disk, which will allow you to recover your data if necessary.

To backup your system, click on the ‘Backup’ icon on the main menu. A message similar to the one
below will appear.
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Figure 5-28. The ‘backup database’ message box.

If you are backing up to removable media (e.g. zip disks), ensure that the media is in the drive and click
on the ‘OK” button. Backing up your system may take a few seconds or many minutes depending on
the amount of data in your system and the speed of your computer.

When the backup has been successfully completed you will see the message shown in

UK Cyztic Fibroziz Databaze

B ackup Completed!

Figure 5-29. The 'Backup complete' message box.

5.8.1 Restore from Backup

Should your computer system crash, data can be easily recovered from zip disk. Your data is stored on
zip disk as an exact replica of your own database. To do this you should insert the zip disk you want to
recover the data from, open it up and ‘copy and paste’ the contents into a new folder (exactly the same
method as recovering from a floppy disk). Please ring technical services in Dundee if you require help.

5.9 Importing Information

Figure 5-31. The import icon on the Main Menu Screen
-

[mport

Occasionally, data/information may need to be sent from the Dundee data centre to the clinic’s system.
In this event, a member of the database team will contact you with further details on the use of this
button.



5.10 Browsing and deleting database table records

THIS SHOULD BE DONE WITH EXTREME CAUTION AND IN
EXCEPTIONAL CIRCUMSTANCES.
Should you need to delete records in the tables, please ring
the Dundee Data Centre on ®01382_632596.
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Figure 5.32. Menu to permit access to tables

You will be given a number to enter in the white box and click OK. This will bring up the next screen
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Figure 5.33. Select table to amend or browse

Select the table where you want to amend the data and click the open door icon. A table with your data
will be shown similar to the one below.
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Figure 5.34. Sample of table data displayed

Use this table to browse your data and delete incorrect entries. Please let the Data Centre know in
order that they can keep their records synchronised with yours.

5.11 What to do if the system reports an error

First of all don’t panic! The software has been designed to “fail safe’ - it is most unlikely that you will
lose any data. In the exceedingly unlikely event that you do, data loss should be limited to the single
patient visit or details you were entering at the time the error occurred.

Except for data validation errors (i.e. you entered an incorrect value in a field, for example ‘45’ as the
day of birth), you should report all errors to technical support so we can fix the problem and ensure that
you are not inconvenienced again.



6. Case studies

Every member of medical staff who will complete data forms for the national database is requested to
complete paper forms for at least one of the case studies from the pack the national centre will send
you. These forms should be sent to the national data centre so that we can accept data from these
members of staff (who will be internally identified by their initials). Please ensure that each member of
staff uses a different pair of initials!

For your own records you may wish to use the list below to note who has completed which case
studies.

Case study name Initials Name Date completed Date sent




Section 7

Default Data VValues on Forms

Note: There are no default values on the Patient Registration Form
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Please use the following in the large baxes if necessary: Unknown: ? Not done: X Not applicable: —

UK Cystic Fibrosis Database
Annual Review (2 of 3)

Transpfant status in last period

O Received no supplementa.l feed.mg in last penud J

Ciest Oral supplements
Cliesy Nasogastic
Oen Gasoostomy

Clisa) Parenteral

[Jt1v71 Raeserve list

DOiey Currently betng evaluated

Oris Rejectad by transplant centre

Olrrza) Patient refused offer of wransplant

Oas Other supplermental feeding as specified below:
I

l

Evidence of fertility in

Transplant performed:
; Chr2y Bilateral lung
U122 Unilatera] lung

Otz Heart lung

last period

Complataten Baitipatient

' dfﬁl”’itrier'51 ‘Fleasa ndicats
betet Sachifye ot indicalive event £nof offsorincl:

Oizey Liver

Clpis Not referred for transplant in last period

Oina Active list

Ciras) Gther as specified belaw:

Oy Child AND/OR ne evidence of fertility detected l

HER

[

Wiea) Self o partmer is currently prcf:ﬂ‘m
Number of spoataneous abortions: _Lsa]

Number of induced abortions: 84

Number of pre-term births:
Number of full term births:
Number of still births:

HERERARE

Clinical trials in Jast pericd

Juzn Patient is not taking part in any clinical trial

J

Di1ze) Patient is taking part in the clinical wial(s) below:

1
I
- [

971

Clise) Other evidence of fert

lity as specified:

TTTITTr

Treatment compliance in last period

,w s mm

EERNENEEES

Social impact of CF in

GHL CONSIdar e patantio ne: (HEK one o

i BT,

Ooaoy Non-complier

last period

Tt RURBEE BIUAVS S WeTk Eschao i theilast per

Cr1eer Does not attend school or work

Cliver) None
Cloezy Lass than two weeks
Dtiea) Less than two months

C!mm Two manhs or mare

Opisv; Average complier

Clpaz Does everything hefshe is told to do

Most recent Chest X-Ray in last ﬁe:riod

Ira9)

foilawangE

0 n3mNo X-Ray measurements made

-

Northermn Score (preferred)
Award 0-4 pounts (as below) for each quadrane of the X-ray, total and

c&'“ﬁ&mﬁ“

CTries) None

Uitosy Less than two weeks

Oren Less than two months

D(ma] Two moaths or more

How many. limes did the patiertvisita) CE dinic 1 {he 185t périod?’

Number of clinic visits in last period: mm

Numbez of other clinics thi

attends for shared care:

Glucose tolerance in last period

0: Normal: no CF lung disease evident

1: Mitd: Minimad increase in linear markings and/or nodular-
cystic lesion up 0 (1.5 cm diameter.

2: Moderaze:  More pronounced linear markings and/or mere
widespread nodular-cysde lesions

3 Severe: Prominent increase in linear markings. grofuse

s patient

el

Oy Glucose tolerance test was not perfortned [

i1z Normal (e.g.
Cliivay Equivocal (e.g.

< 8 mmoi ™)
z8mmol I'' & £ 1§ mmol I'")

K
w1 el 1Y

Northern Scare:

Chrispin-Narman score:

add up to four discredonary points for focal lesions. 2tc.:

noduiar-cystic lesions. large areas of
collapse/eonsolidation

4 Very severe: Littde or no arga of noamal seen. dense intitatdon

X 1/ 20

and/or Chrispin-Norman score (if done)

Please sex the user manual for a desenption of the Chrispin-Norman score
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Please use the following in the large boxas if necessary: Unknown: ? Not done: X Not applicable: -
Patient Number: | LTI TTTTI0, | UK Cystic Fibrosis Database
Clinic Number: I e | Annual Review (3 of 3)

by the data gmry softwars ham if avaiable)
2 Plar no.: 44R-ARF-1897.2

1| Fat soluble vitamin plasma values at review

O a1 Not measured

Oezr Measured
¥l Pubertal status at review

Males Females

Patient’s voice has broken Patient has had first period

ih . ME’W{@MW .“i “mﬁéﬁ!‘wi‘g i - ey Yes L 3
To compute a Shwachman score, award up to 25 points 2> O No &

for each of the four sections listed below and total: . .
Marital status at review

Ori4s; Single (child or never married)

General activity

21-25 Fail normal aciivity, Goes to school regularly.

16-20 Lacks endurance. Tires at end of day.
Good school attendance.,

I1-15 Tires easily after exertion. May rest during day.
Fair school attendance.

6-10 Dyspnoeic after short walk, Rests a good deal.
Poer school attendance.

05 Confined to bed or ¢hair. Orthopnosic

Ouae Living together
Olitaz; Married

Otr4e) Separated
Og14s) Divorced

1s0; Widowed
Ops1p Unknown

General activity score: g/ 25

Physical examination

2125 Normal. No cough. Clear lungs. Ne defermiry.
Respiratory rate normal.

16-20  Resting respiratory rate normal. Rare coughing. Minimal i
emphysema. Clear lungs. Children

LI-15 Qceasional cough. Mild emphysema. Respiratory rate slighil
elevated. Rzuelf localised crepitations, Early clubbing. By D=z Pre-school

Employment/school status at review

6-10 Frequent cough usually productive. Moderate emphysema. Ortss) At school
May have chest deformity. Chest retraction. Crepitations
present. Moderate clubbing. Adults
0-5 Severe coughing spells. Tachypnosa with achycardia. . .
Extensive puimonary changes. May have signs of right heart Dlursy Higher education
failure. Marked clubbing. Oprsst Unemployed
. Physical examication score: 137/ 25 Oi:ss1 Fuil-time work (>37 hours per week)
Nutrition Ojts7) Part-time work

21-25  Height and weight abave 25 centile. Weil formed stools.

16-20  Height and weight at 15-20 centile. Stools slightly Doser Full-time homemaker

abrormal. Clrse) Unknown
I11-15  Height and weight ahove 3" centile. Abnormal stools. Poor
muscle tone with reduced muscle mass. icile at review
6-10 Height and weight below 3 centile, Abnormal stools, Domi a
Abdominal distension. Flabby muscles. . i D:m
0-5 Marked malnutrition. Protuberant abdomen. Rectal proiapse. First half of postcode: 160}
Large, foul, frequent, fatty stools. or town as specified below if postcode unknown:
Kl \EFELETIIT T TR I L
Chest X-ray at review
21-25 Clear lung fields. Gen°type
1620 Early emphysema. Minimal accentuation of bronchovascular irsz1 Not done ]
markings.
11-15  Mild empysema with patchy atelectasis. Increased Opsap Patient refused to be genotyped
bronchovascular markings.
610  Moderate emphysema. Widespread areas of atelectasis with Please enter genotype exactly as reported by molecular
superimposed areas of infaction, Miniral bronchiectasis. biology laberatory:
0-5 Extensive changes with pulmonary cbstructive pneurnonia -
and infection. Lobar arelectasis and bronchiegtasis, Allele ].‘ [ I I l | l I l | I I | J l I l 184
Chest X-ray score: mwsﬂ /25 Allele 2'| I l I I r [ i | [ | r ‘ ‘ l l J Les]
Guide fo severity of Cystic Fibrosis indicated by Shwackinan score: -
Severe (040} Moderate (41-35) Mild (56-70) Good (7]-85) Exceltent (85-100) COMPLETE A SNAPSHOT FORM D[WGG] |
-~

% Total Shwachman score: D]:Luo]! 100
¥ Nou Caunor Aurel Tws Fierd




Appendix

Appendix 1. What to do if you already have Access 95 Databases on your computer and
wish to install the UK CF Database.



APPX. 1

What to do if you have already have Access 95 Databases on your computer and wish

to install the UKCFDatabase.

After you have installed the UK CF Database (which is Access 97, runtime version), you will find the
following:

1.

2.

You can still use your Access 95 database only if you go in via Start - Programs — Access —
Open Database ... Database name.

If you try to open your own (existing) databases either by double clicking in Explorer or via an
icon on your desktop, you get a message similar to:

This database was opened using an earlier version of Access. Do you want to:
Convert it
Open it

AT THIS STAGE - DO NEITHER - JUST EXIT

(This is because the system.mdw file that the old Access 95 databases use, is now overwritten by the
newly installed ‘runtime Access 97°. This is a known bug in Microsoft Access. Simply copying the
old Access 95 version of the sytem.mdw file appears not to work)

The cure is to force your old Access 95 databases to open with the Access 95 you already have
installed on your machine, as follows:

ocoupwdE

8.

Open Windows Explorer

Find your old Access 95 database that was working well until the UKCF Database was installed
Single click to highlight it

With the mouse pointer in the highlighted area, hold down the shift key and right click the mouse
In the ‘pop up’ menu, select ‘Open With’

In the ‘Open With” window that appears find ‘Msaccess’ and click to select it. Check the white
box below. ‘B Always use this program to open this type of file’

If “Msaccess’ is not an option, click ‘Other’ for the ‘Open With” box and find ‘msaccess.exe’
(probably in path C:\Program Files\Access\msaccess.exe) and click ‘Open’: Remember to check
the ‘B Always use this program to open this type of file’

Now try your old Access 95 databases and they should be OK, as should the UK CF Database

NB. If you ever uninstall the UKCF Database, you will again need to use this ‘Open With’ box — and
repeat steps 1-8.
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