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1.2

Description of the originating proj ect
Background to study

In 1989, in response to nationa epidemics of foodborne infection with Salmonella
enteritidis phage type 4, and Listeria monocytogenes the Secretary of State for
Hedth and Minister of Agriculture, Fisheries and Food set up the Committee on the
Microbiologicd Safety of Food, under the chairmanship of Professor Mark
Richmond.** This committee recommended that

‘a study of the incidence of infectious intestinal disease based on GP
consultations in which microbiological confirmation of the clinical
diagnosisis carried out’

and

‘the true incidence of infectious intestinal disease in the community
needs to be ascertained. Thus we also recommend that a study
including microbiological screening should be set up to provide
information on the incidence of gastro-intestinal illness in the
community that can be linked to a microbiological cause. This should
take place, if possible in the same areas as the GP based study’

In addition to these recommendations, the successors to the Richmond Committee
decided that the vdue of the study would be enhanced by the collection of
information on people without infectious intestind disease, s0 tha differences
between the ill and the well could be identified. It was dso decided that the clinica
course of the disease, its long term sequelae and socio-economic costs should be
addressed.

A pilot sudy was carried out in 1991-1992 which tested the feashility of the design,
edtablished the basis for the sample sze cdculations, and compared options for
sdlection and follow-up of subjectsin general practice

Data collection for the 11D study was started in September 1993 and completed in
January 1996.

Organisations involved in the study®

The Public Hedth Laboratory Service (PHLS) including the Communicable
Disease Survelllance Centre (CDSC), London, Leeds Public Hedth
Laboratory (PHL), and reference laboratories for specific organisms. These
are. Laboratory of Enteric Pathogens (LEP) and Food Hygiene Laboratory
(FHL), Centrd Public Hedth Laboratory (CPHL), London and the PHLS
Anaerobe Reference Unit (Cardiff, PHL).

The Centre for Applied Microbiology and Research (CAMR), Porton.
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The Medicd Research Council (MRC) Epidemiology and Medicd Care Unit
(EMCU) and the MRC's Genera Practice Research Framework (GPRF).
The Communicable Disease Epidemiology Unit and Hedth Services Research
Unit of the London School of Hygiene and Tropical Medicine (LSHTM).

The organisations shared respongbility for the study: CDSC, EMCU and
LSHTM were respongble for the desgn of the study; EMCU for the locd
organisation of the study in the genera practices and the collection and entry of the
data; LSHTM for the entry and andysis of data; Leeds PHL and LEP for the first
line microbiologicd testing. Isolates were sent on to the relevant reference
laboratories for confirmation and typing. CAMR was respongble for archiving
isolates and stool specimens.

A Study Team condgting of representatives from EMCU, LSHTM and
CDSC co-ordinated practice recruitment, nurse training, data collection within the
practices, qudity assurance, data processing and coding. Representatives from each
of the |aboratories met with microbiologists from the DH on aregular basisto review
microbiologica aspects of the study. Both groups reported to an Executive
Committee.  This met every three months to monitor progress and to advise on
Srategic and scientific issues.

Aimsof the study’

The am of the study was to estimate the number of cases of gastro-enteritis, or
infectious intestina diseases (11D), occurring in the population of England, and find
out how many people with 1ID consulted their GPs and how these numbers
compared with the numbersin national [aboratory surveillance,

The study sought to identify as many as possible of the disease-causing organisms,
or pathogens, responsble for [ID. The estimate of the actual number of cases of
[ID in the population of England and presenting to their GPs, and the pathogens
respongble for illness were compared with the routine nationd surveillance data
from laboratory reports to the Public Hedth Laboratory Service (PHLYS)
Communicable Disease Surveillance Centre (CDSC). The study aso set ait to
identify the factors which might lead to 11D and the costs which might resuilt.

Because it isimpossible to separate out with any precision those cases of 11D which
result from food poisoning and those cases resulting from other causes, the study
necessarily addressed all cases of 11D and not merely the cases caused by edting
contaminated food. Therefore, included in the study were cases infected with
pathogens known to be spread predominantly from person to person, and
pathogens usudly held responsble for food poisoning, as well as those cases who,
athough dinicdly suffering from 11D, had no pathogen found in their stools.



The dudy did not atempt to estimate the accuracy of national food poisoning
datistics, which depend upon datutory notifications by doctors on the basis of
clinical suspicion, but only of laboratory reporting to the PHLS CDSC.

The specific objectives of the study were:

To edimae the number and aetiology of cases of IID in the population,
presenting to GPs, and having stool specimens sent routingly for |aboratory
examingtion.

To compare these numbers and the aetiologies with those recorded by the
nationd laboratory reporting survelllance system.

To edimate the prevaence of asymptomatic infection with agents associated
with I1D.

To document differences between cases of 11D (in the population and presenting
to GPs) and smilar people who were well (controls).

To estimate the socio-economic burden of 11D and its distribution.
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4. The Committee on the Microbiological Safety of Food. The microbiological safety of
food: Part 1. London: HM SO, 1990.

5. Roderick PJ, Wheder JG, Cowden JM, Sockett PN, Rodrigues LC. A pilot study of
infectious intestind disease (1ID) in England. Epidemiol Infect 1995; 114:277-88.

6. Infectious Intestind Disease Study Executive Committee. A Report of the Study of
Infectious Intestind Disease in England. 2000. London. The Stationery Office.
Chapter 3 — Methods

7. Infectious Intestind Disease Study Executive Committee. A Report of the Study of
Infectious Intestind Disease in England. 2000. London. The Stationery Office.
Chapter 1 — Executive summary



31

311

Study Methods®
Study methods are discussed in detail in Appendix 1, the methods chapter from the
find report of the [ID study.

section 1 Study design
section 2 Stoal collection and microbiology

section 3 Socio- economic component
section 4 Data- management and andyss
section 5 Monitoring performance

Structure and organisation of databases

There are 5 groups of databases, each associated with a different aspect of
the study:

Study Adminigtration forms

Data collection management databases

Quegtionnaire data

Data on microbiology

Information on Generd Practices and age/sex distribution of practice lists

Generalised summary of stages of development from ‘raw’ datasetsto
datasetsfor analysis.

At the EMCU centre databases were developed using EPl INFO version 5.0
(Centersfor Disease Control and Prevention (CDC), USA and World Hedlth
Organisation, Geneva, Switzerland). DBMSCOPY for Windows version 5.10.2
(Conceptua Software Inc., Houston, TX 77096) was used to transform data from
one format to another. Anadysiswas carried out a LSHTM using Stata Satistical
software. Release 5.0. College Station, TX: Stata Corporation. 1997.

Study administration form databases

Data from each form was double entered, in EPl INFO, in batches of 50 forms.
The data was validated and corrections made to one of the databases.

Validations and prediminary checks were made againgt adminidrative logging
filesat EMCU and with reference to practice nurses.

EPI INFO format files were transformed to STATA format, usng DBMS/COPY .
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Data collection management databases

There are 5 data collection management databases (EPI INFO files). There are
separate databases for cases and controls, registering recruitment and thereisa
database for case recruitment to the enumeration study. The other two databases
arelog files of dl questionnairesrecaeived and dl stool specimens sent. These files
were created and added to dl through the process of data collection. Asthe
different databases were checked some errors in these files were noted, checked
and necessary dterations made.

Quedtionnaire data

Quedtionnaire datawas double entered, in EPl INFO, in batches of 20
guestionnaires, each batch to a separate database. The data was vaidated and
corrections made to one set of databases. The corrected files were then merged
using merge option 1 in EM INFO, creating temporary files a each stage which
cumulated to create the raw datasets.

Validations and preliminary checks were made againgt adminigrative logging
filesa the MRC and necessary changes made e.g. data entry errors corrected,
blank records deleted. Programs run to identify inconsistencies in the data.

There were separate questionnaires for adults and children, cases and controls. For
andyds, datasets wer e mer ged by gppending in EPI INFO, to give two datasets,
one with data on adult cases and controls and the other with data on child cases and
controls.

EPI INFO format files were transformed to STATA format, usng DBMS/COPY .
There may be some variables renamed whilst transforming datafiles. If variable
names in the EPI INFO file have more than 8 digits or if the first 8 digits of two
variable namesin the EPI INFO file are the same, the variable namesin the STATA
file will be renamed automatically.

Programs were run to implement consstency checks, making dterationsto files.

A priori recoding. Programswere run to carry out some a priori recoding: al
‘open code' listings were rationalised and coding reductions were carried out; new
variables were created to make it possible to assess the risk of one factor which
gppeared in combination with other factorsin the origina coding e.g. abinary
variable for ownership of adog, regardless of ownership of other pets.

Frequency based recoding. Programs were run to recode variables based on
descriptive summary of variables e.g. regrouping of categories where there were
very low numbers in some categories.
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Microbiology data

Databases received from individual laboratories. Prdiminary checks and
dterations made e.g. blank records and records of ‘ineligible specimens deleted.

Datareceived infiles of different format: ASCII text, Excd (Microsoft Excd,
Microsoft Corporation), DataEase, EPI INFO. Data has beentransformed to
STATA format for analyss.

Analysisof individual datasets, with cregtion of new varigbles.

Files wer e mer ged to give afind microbiology detaset containing the main results
fiddsfor dl organisms. Some variables were dropped, new variables from encoded
variables added, other new variables created and some recoding. All variable
changes described in information on individud datasets

General practice information databases

Age and sex digtributions of patients in each practice were collected at the Sart of
each study cohort (2 per practice).

Information on the characterigtics of each practice was aso collected. Information
on under-ascertainment and ligt-inflation factors was added to this database on
completion of the gppropriate andyss.



4 I nfor mation on databases

4.1 Mapping of data collection, data entry and creation of analysis
databases, by study



Figure 1: Data map for the GP case control component

General Practices

Administative forms completed by practice staff I

Questionnaires completed by patients I

Forms and questionnaires

P Stool specimens to PHLS, Leeds

Epidemiology and Medical Care Unit

Administrative Forms

London School of Hygiene and Tropical Medicine

- -

Form Description Database Questionnaire Description Database

Form 1.1 Case ascertainment form11.dta GEQ1.1 Exposures in adult cases GEQ11.rec

Form 1.2 Questionnaire and stool collection form12.dta GEQ1.3 Exposures in adult controls GEQ13.rec

Form 1.3 Control recruitment form13.dta GEQ1.2 Exposures in child cases GEQ12.rec
GEQ1.4 Exposures in child controls GEQ14.rec
GEQ4B Burden of illness in cases GEQ4B.rec

Databases

Analysis databases created

GEQ11.rec } CCAD2.dta and CCAD3.dta

Raw databases Analysis databases Purpose

Risk factors for IID in adult cases and controls

GEQ13.rec

GEQ12.rec CCCHa3.dta and CCCH5.dta Risk factors for 1ID in child cases and controls
GEQ1l4.rec

GEQ4B.rec COST3.dta and SOCECON3.dta  Socio-economic analysis in cases

11



UKDA
Users should note that information given in the following pages may no longer be accurate due to file format transfer from Epi-Info to SPSS/Stata/tab undertaken at UKDA.


Figure 2: Data map for the Population cohort case control component

General Practices

Administrative forms completed by practice staff

Questionnaires completed by patients

» Stool specimens to PHLS, Leeds

Forms and questionnaires for data entry

P practice Age/Sex data to LSHTM

Epidemiology and Medical Care Unit

Form

Form 2.1
Form 2.2
Form 2.3
Form 2.5

Form 2.7
Form 2.8

Administrative Forms

Description

Cohort recruitment
Cohort withdrawals
Individual follow-up

Case/control questionnaire and

stool collection
Control recruitment
Non-participant details

Questionnaires
Database Questionnaire Description Database

form 21.dta GEQ2.1 Adult baseline information GEQ21.rec
form22.dta GEQ2.2 Child baseline information GEQ22.rec
form23.dta GEQ2.3 Exposures in adult cases GEQ23.rec
form25.dta GEQ2.5 Exposures in adult controls GEQ?25.rec

GEQ2.4 Exposures in child cases GEQ24.rec
form27.dta GEQ2.6 Exposures in child controls GEQ26.rec
form28.dta GEQ4B Burden of illness in cases GEQ4B.rec

Databases

London School of Hygiene and Tropical Medicine

GEQ21.rec
GEQ22.rec
GEQ23.rec
GEQ25.rec
GEQ24.rec
GEQ26.rec
GEQ4B.rec

}

Analysis databases created
Raw databases

Analysis databases
BASEG6.dta
NCCAB3.dta and NCCAb5.dta
NCCC1.dta and NCCC2.dta

COST3.dta and SOCECON3.dta

Purpose
Baseline characteristics of cases and controls
Risk factors for 11D in adult cases and controls
Risk factors for IID in child cases and controls

Socio-economic analysis in cases




Figure 3: Enumeration component

General Practices
Ndmin on F

Form 3.1 Case ascertainment
Form 3.2 Patient details

Epidemiology and Medical Care Unit

Administrative Forms

Description Database
Case ascertainment form31.rec
Patient details form32.rec

London School of Hygiene and Tropical Medicine

Additional analysis databases

Raw databases Analysis databases Purpose
form31l.rec ENCASE2.dta Enumeration
form32.rec component analysis
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Figure 4: Map of routes of information sent to LSHTM and further databases
created at LSHTM

Epidemiology and Medical Care Unit

Practice administration databases (see Figures 1, 2 & 3)
Questionnaire databases (see Figures 1, 2 & 3)
: Imini . I
Description Database
Log of all cases ascertained caselog.rec
Log of all controls ascertained contlog.rec
Log of all stool specimens received stoolog.rec
Log of all questionnaires received guestlog.rec
Log of all enumeration cases ascertained enumlog.rec
General Practices PHLS and Reference Laboratories
Practice age/sex data I Microbiology databases
v
London School of Hygiene and Tropical Medicine
Databases created at LSHTM
Description Database
Practice age/sex data agesexl.dta
General practice characteristics framenum.dta
Final age/sex details for GP cases in rates analysis gpcase2.dta
Details of medications of patients in GP case control component drugs.dta
icrobiol latal
Laboratory Description Database
PHLS, Leeds Leeds database with final results of organisms leedlep4.dta
isolated from stools
FHL, CDSC  Clostridium perfringens toxin test results clperf.dta
NCTC Campylobacter results campyl.dta
Data on media used for organism isolation enrich.dta
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4.2  Descriptive information on archived databases

[ID Study Adminigrative Forms
Form Sudy Purpose Datebase ‘Final’ database
number | component
11 Case control | Case ascertainment by GPs | FORM11. DTA
12 Casecontrol | Adminigter questionnaire& | FORM12. DTA
stool collection
1.3 Case control | Adminigter control FORM13.DTA
recruitment
2.1 Cohort Adminigter cohort FORM21.DTA
recruitment
2.2 Cohort Record cohort withdrawds | FORM22. DTA
2.3 Cohort Record cohort follow-upin - | FORM23. DTA
individuals
2.5 Cohort Administer case/control FORM25.DTA
guestionnaire & stool
collection
2.7 Cohort Adminiger control FORM27.REC
recruitment
2.8 Cohort Non-participant details FORM28.DTA
3.1 Enumeration | Case ascertainment by GPs | FORM31.DTA ENCASE2.DTA -
3.2 Enumeration | Patient details FORM32.DTA FORM31.DTA &

FORM32.DTA merged

15




1D Study Administration Databases

Study Purpose Database

component

Casecontrol | Log of dl cases ascertained CASELOG.REC
& cohort

Casecontrol | Log of dl controls recruited CONTLOG.REC
& cohort

Enumeration | Log of dl cases ascertained in the ENUMLOG.REC

enumeration study

Casecontrol | Log of dl stool specimensreceived | STOOLOG.REC
& cohort

Casecontrol | Log of dl questionnaires received QUESTLOG.REC

& cohort
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1D Study Questionnaires

SAQ Sudy Purpose Analysis databases
number | component
11 Case Exposures in adult cases
control presenting to GP CCAD2.DTA
13 Case Exposuresin adult controls | CCAD3.DTA
control presenting to GP
12 Case Exposuresin child cases
control presenting to GP CCCH3.DTA
14 Case Exposuresin child controls | CCCH5.DTA
control presenting to GP
21 Cohort Adult basdline data
BASE6.DTA
2.2 Cohort Child basdline data
2.3 Cohort Exposuresin adult casesin
the community NCCA3.DTA
2.5 Cohort Exposuresin adult controls | NCCA4.DTA
in the community
2.4 Cohort Exposuresin child casesin
the community NCCC1.DTA
2.6 Cohort Exposuresin child controls | NCCC2.DTA
in the community
4B Cost Burden of diseaseincases | COST3.DTA

SOCECONS3.DTA
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1D Study Microbiology Databases

L aboratory Description Database

PHLS, Leeds L eeds database with find results of LEEDLEPA.DTA

organiams isolated from stools

PHLS Leeds Typing resultson organismstetedat | LEEDTYPE.DTA

Leeds

PHLS Leeds E.coli typing results

LEPTYPE.DTA

FHL, CDSC Clostridium perfringens toxin test CLPERF.DTA

Colindde results

NCTC Campylobacter results CAMPYL.DTA

PHLS, Leeds Data on media used for organism ENRICH.DTA
isolation

Additional Databases

Description Database
Age and sex dataon al registered AGESEX.DTA
patients, by practice
Generd practice characteristics FRAME.DTA
Final age/sex detailsfor GP casesin GPCASE2.DTA
the rates analysis




4.3 I nformation on size of databases

Study administration form databases

Fle name No. records No. variables Size of file (KB)
FORM11.DTA 3979 16 312
FORM12.DTA 3885 13 138
FORM13.DTA 3308 31 274
FORM21.DTA 27684 12 1083
FORM22.DTA 479 8 15
FORM23.DTA 9429 13 314
FORM25.DTA 756 13 34
FORM27.REC 707 24 75
FORM?28.DTA 6529 6 128
FORM31.DTA 4541 12 152
FORM32.DTA 4750 15 196
ENCASE2.DTA 4876 26 342

Data collection management databases

Fle name No. records No. variables Szeof file (KB)
CASELOG.REC 4839 13 356
CONTLOG.REC | 3208 11 208
ENUMLOG.REC | 9249 6 290
STOOLOG.REC 6636 15 526
QUESLOG.REC 20760 10 995
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Questionnair e databases

Fle name No. records No. variables Szeof file (KB)
CCAD2.DTA 2915 290 2666
CCAD3DTA 2915 339 2948
CCCH3.DTA 2053 290 1884
CCCH5.DTA 2050 348 2117
BASE6.DTA 9466 85 1947
NCCA3.DTA 736 293 693
NCCA4.DTA 736 342 767
NCCC1.DTA 544 246 485
NCCC2.DTA 544 303 550
COST3.DTA 4529 359 6092
SOCECON3.DTA | 4389 536 8703
DRUGS.DTA 3034 47 1452
Microbiology databases

File name No. records No. variables Size of file (KB)
LEEDSLEPA.DTA | 6473 78 1713
LEEDTYPE.DTA | 6473 12 1210
LEPTYPE 774 18 78
CAMPYL.DTA 414 4 24
CLPERF.DTA 1557 118 1296
ENRICH.DTA 1062 27 216

Other databases

Fle name No. records | No. variables Sze of file (KB)
AGESEX.DTA 70 77 53
GPCASE2.DTA 4026 10 182
FRAME.DTA 70 39 23




5 Variablelistingswith descriptions of all variables

Seeval. 5 of documentation
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6 I nter pretation and coding of variables

6.1 General pointsapplying to all datasets:
6.1.1 ID number and matching variablesin the 1D study

Each patient in the sudy has a unique ID number. The ID number is made up of indicators
for study, practice, case/control status and individua study numbers. Aswell asthe ID
number, most datasets have variables for the separate components of the ID number i.e
study, practice, case and studynum, and match variablesi.e. matchl and match2, which
are subgtrings of the ID, to provide links between the datasets and between matched pairs
within a dataset.

For every 1D number the firg digit indicates the study component:
1 - GP case-control component

2 - Population cohort component

3 - Enumeration component

Thisdigit is reflected in the numbering of forms and questionnaires.

For every ID number the next 3 digitsindicate the genera practice research framework
(GPRF) code [seelist of practices, Appendix 3]

GP case-control component 1D number e.g. 10240112

Digt vdid numbers

1 1 study indicator

2-4 selig GPRF code

5 0/1 control/case status

6-8 000 - 999 within each practice, the individua study number of the

case within amatched pair. This number will be the same
for the matched control.

In the GP case-control component matchl varigbleisa 6 digit number, the ID number with
the case/control status digit removed i.e. 1024112, This number will be the same for the
case and control in amatched pair.

Population cohort component |D number e.g. 2031026

Digt vdid numbers

1 2 study indicator
2-4 selig GPRF code
5-7 000 - 999 within each practice, the individua study number



Population case-control component D number e.g. 2031026011

Thefirgt 7 digits of thisID number are the ID number given to the patient a entry into the
cohort.

Digt vdid numbers

1 2 study indicator
2-4 selig GPRF code
5-7 000 - 999 within each practice, the individua study number,

alocated at basdine

8 0/1 control/case status

9-10 00-99 within each practice, the nested case-control component
study number of the case within amatched pair, a entry
into the cohort nested case-control component. This
number will be the same for the matched contral.

In the Population case-control component matchl variableisa 7 digit number, the ID
number with the case/control status digit and nested case-control component study number
removed i.e. 2031026. This number isthe ID number for the patient at entry into the
cohort, so this number will link with the basdine questionnaire dataset.

In the Population case-control component match2 variableis a6 digit number, the sudy
and practice numbers with the nested case-control component study number i.e. 203111.
This number will be the same for the case and control in a matched pair in the nested case-
control component.

Enumeration component |D number e.g. 3036058

Digt vdid numbers

1 3 study indicator
2-4 selig GPRF code
5-7 000 - 999 individua study number within practice

6.1.2 CommentsAnyqueries
Severd databases have a comments or anyqueriesfiedd. Theinformation in these fidlds was

entered at dataentry. The comments were used to highlight queries for data-cleaning.
These fields have been | eft in the databases but the entries are not explained.
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6.1.3 Anonymity of records
The datasets have been modified where necessary in order to prevent identification of

generd practices and subjects. The names of the towns of the generd practices in the study
and individua patient postcodes have been deleted.
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6.2  Noteson coding of administration form data

Forms1.1, 1.2
Codes for cause of non-infectious disease

Forms 1.2, 3.2
Codes for place of presentation to GP
D = deputising service, H = home vist, S = surgery, P = consultation by phone

Form 2.3

Form 2.3 contained an individua record of follow-up for 6 months. At data
entry the datawas collated and information on total number of weeks of
follow-up and the week numbers for different events were entered onto the
database.

Form 2.8
Coding for socid class:

socid class

I

1

[l nor-manud
[1Tmanual

v

\

armed forces
not applicable
missng

Q
o
Q.
@D

© 0O ~NO O WNPEF

Data from Forms 3.1 and 3.2 were merged for analysis. Data from the Form 3.2 was taken
as correct where there were unresolved discrepanci es between the data on the two forms,
or if there was missing data on Form 3.1.

Information on sex, date of birth was checked for each ID. 8 records from practice 381
were dropped. This practice had a‘fadse sart’ when entering the study, so cases from this
time period were not digible for the study and their records were dropped.

Additiond variables
3231 - variable to indicate which forms were completed for each ID.

1=Form3.1only, 2=Form 3.2only, 3=Form 3.1 and Form 3.2
age and agegroup - age at consultation was calculated
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6.3  Noteson coding of questionnaire data

The coding information relates to the three groups of questionnaires. GP case control
component questionnaires (GEQL.1, GEQL.2,GEQL.3, GEQ1.4), Community component
questionnaires (GEQ2.1, GEQ2.2, basdine data and GEQ 2.3, GEQ2.4, GEQ?2.5,
GEQ2.6, nested case control component data) and socio-economic component
questionnaire (GEQ4).

For each group of questionnaire databases thereis alisting of variable names, types, label
and a comment/description. In many cases the description on thisliging should be sufficient
to explain the coding of the variable on the database.

For some variables the comment refers to coding notes which give more specific details of
how to interpret the coding for particular variables. These notes need to be read with
reference to a particular questionnaire.

Some variables relate to *open coded’ questionsi.e. question where the respondent wrote
individua response rather than chose from options and the codes were developed during the
study. The coding for these variables is found on the coding sheets rlating to the particular
guestionnaire.

6.3.1 General pointson coding:

Reserved codes
When coding the responses some numbers were reserved to represent a 'not sure/don't
know' response, 'not applicable or ‘'missing’:

7, 77 or 777 were used as codes for 'not sure', when 'not sure’ was given as aresponseto a
question with an open code. (Other codes were sometimes used for 'not sure’ when 'not
sure’ was given as an option in response to a question. )

8, 88 or 888 were used as codes for 'not applicable, where questions were nested e.g. in
response to follow-on questions about pets for patients who had responded that they have
no pets. (Similarly, other codes were sometimes used for 'not gpplicable’ when 'not
gpplicable was given as an option in response to a question. )

9, 99 or 999 were used as codes for 'missing', were there was no response entered for a
question.

Order of coding

Many questions have a set of options given and the respondent is required to tick one box
eg. GEQL.1, Q.7.1 on marita status. There are 4 options, married, single, divorced or
separated and widowed. The coding used is 1 - 4 with the codes given from left to right
across the page, rather than in columns down the page e.g. married=1, single=2,
divorced/separated=3 and widowed=4.
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Social class coding

The information obtained from the 2 questions on occupetion, job title and position a work
eg. Qs 7.3 and 7.4 on GEQL.1, were used with reference to the OPCS Standard
Occupationa Classfication (Office of Populatiion Census and Surveys, Vols 13, HMSO
1993) to obtain a code for socid class, based on occupation.

General coding rules

Where questions have severd response options and more than one box was ticked by the
respondent, when instructed to tick one only, e.g. GEQL.1, Q. 9.8, the response was coded
0.

6.3.2 Coding notesreating to individual questionnaires
6.3.2.1 GEQ1.1, GEQ1.2, GEQ1.3, GEQ14

Thisinformation on coding isin addition to that given onthe listing of variable names, types
and descriptions for the questionnaire databases.

Q. 2.5, case symptoms

The response for each symptom is coded as a4 digit number. The firgt 2 digits represent
the total number of dayswith symptoms. The third digit represents the severity of symptoms
(1 =mild, 2 = moderate, 3 = savere). Thefourth digit isan indicator of whether or not the
illness was Htill present at time of completing the questionnaire (1 = yes, 2 = no).

Q. 3.1, household members

The code for each household member isa 5 digit number, each code being made up of a
seriesof 4 responses. Thefirgt 2 digits are for the age, the third digit represents the sex,
(M=1, F=2). The 4th digit indicates whether the household member is a permanent member
(1), or avigtor (2) and the 5th digit indicates whether the person wasill with diarrhoea and
vomiting (yes=1, no = 2 and not sure = 3).

Q.34,45,5.1,5.5, 6.3,6.16, 6.20 (GEQL1.2), 6.22 (GEQ1.2), 7.1 (GEQL.2), 7.2
(GEQL.1), 7.2 (GEQL.2), 7.7 (GEQL1.1), 8.1, 8.4, 9.6, 9.11, 9.16, 9.20

These questions have a set of options which are coded as described above and then an
open coded section to add dternatives to the given options. The coding for these questions
uses the numbers for the options givenfor the first codes and then numbers carrying on from
there for the further aternative responses e.g. GEQ1.1, Q.3.4, codes are 1 - 6 for the
options given and then 7 - 62 for dternatives entered as 'other' locations where contact
occurred.
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Q.4.7,4.8,6.6, 6.7, 6.9, 6.10 (GEQ1.2), 9.18, 9.19

These questions have 2 digit codes as each code represents 2 options. The firgt digit of each
code 1, 2 or 9 represents the option with 2 categories e.g. U.K ./abroad in GEQ1.1, Q.4.7.
The second digit represents the option with more categories eg. svimming
pool/sealriver/lake/other in GEQL.1, Q.4.7. Thusthe codes used for GEQ1.1, Q. 4.7 are
11 - 15, 21 - 25 for the options given and then 26 upwards for further open coded
dternaive options.

Q.5.4,6.1,6.2,6.14,6.15,9.3
These questions have each response entered as a separate variable.

Q.64
The coding for this question is. never = 0, once = 1, more than once = 7, how many times?
= exact number given or 6, if number givenis 6 or greeter

Q.94

Some responses to this question were given with atemperature in Centigrade and
somein Fahrenheit. For therange [15 - 20 degrees] it was unclear whether the
response was Centgrade or Fahrenheit, so these responses were recoded to missing
response.

Q.98
This question has each option coded as a separate variable. The responses are coded:
aways =1, sometimes = 2, never = 3, not sure=4.

Q.9.10

This question has each option coded as a separate variable. The responses are coded:
top/middie shdlf = 1, bottom shelf = 2, sdlad drawer = 3, in the door = 4, wherever there is
room =5, nfa= 6.

Q.9.12

The response to this question should have been number of hours or ‘not applicabl€e.
Some respondents entered ‘ overnight’ on the questionnaire, so code (80) was
introduced on 4/10/93 for *overnight’ thawing. Before this, overnight was coded as

12 hours. There were afew entries of 12 hours before this date which were recoded to
missing as it was unclear what 12 hours meant (12 hours or overnight).

Q.9.21

This question has each option coded as a separate variable. The responses are coded:
agree =1, disagree = 2, don't know = 3.
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GEQ4B
Q. 1.4, Characterigtics of household members

The responses for each variable are coded separately with each characteristic entered asa
separate variable. The sex of household membersis not dways known, if the sex response
was missing and the relaionship was for example ‘friend’ then the sex was not dlear. In
these cases the sex of the household member is coded for ‘don’t know’. The entry for
occupation of household member is coded into categories related to socid class (see coding
ligh).

Q.15

This question have each response entered as a separate variable.
There are 5 variables (OTH6W1 - 5) for up to 5 other symptoms.

Q.16
This question has 5 variables (JTAFFL - 5) for up to 5 joints listed as being painful/swvollen.
Q. 2.8,3.13,4.5, 5.6, 6.6,

These questions have a set of options which are coded as described above and then an
open coded section to add aternatives to the given options. The coding for these questions
uses the numbers for the options given for the first codes and then numbers carrying on from
there for the further aternative responses.

Q.3.2,4.4,5.5, 6.4, 8.1, 9.6, Details of accompanying/caring person

The responses for each variable are coded separately with each response entered as a
Sseparate variable. The sex of the accompanying/caring person was taken from the response
to the relationship of the accompanying/caring person. |If thiswas for example ‘friend’ then
the sex was not clear. In these cases the sex of the accompanying/caring person is coded as
‘don’t know’'. The entry for occupation of household member is coded into categories
related to socid class (see coding list).

Q.72
The other means of travel are coded 1 - 4 (see coding list). The further responses have
Separate variables for each entry.

Q.12.7

For parts @) and c) of this question the relevant varigbles are 2 digit codes. Thefirgt digit
correspondsto tick = 1, no tick = 2 for the first part of the question. The second digit is
ether 1- 4or missng =9, if thefirg digit is 1, indicating aticked box, or the second digit is
8, for not applicable.
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OTHER SYMPTOMS

GEQ4/4B: Q1.5

01 | Runny nose 31 | Sendtive Teeth

02 | Lack of concentration 32 | Dry «kin

03 | Not sure 33 | Stomach trouble

04 | Swallen neck glands 34 | Arthritis

05 | Haemorrhoids 35 | Chest Pains

06 | Itching 36 | Chesy cough

07 | Continuous nausea without vomiting 37 | Riles

08 | Sore Throat 38 | Lack of bladder control
09 | Hoarseness 39 | Burning sensation/Back
10 | Weak 40 | Fits

11 | Sore Bottom 41 | Burg blood vesdls

12 | Sore Mouth 42 | Urine dark and strong
13 | Fedingcold 43 | Indigestion + Heartburn
14 | Havedifficulty in degping 44 | Cold

15 | Bails 45 | Ea Infection/Earache
16 | Sickness 46 | Depression

17 | Disturbed vison 47 | Unableto deep

18 | Stoolsremain green 48 | Hot/Cold sweets

19 | Chicken Pox 49 | Thirg

20 | Itchy Eyes 50 | VaicosxeVens

21 | Crampin Feet 51 | Bronchitis

22 | SoreRibs 52 | Smdly Stools

23 | Condtipation 53 | Nappy rash

24 | Tondllitis 54 | Shiver

25 | PaninGroin 55 | Irregular Heartburn

26 | BEverything hurts 56 | Breathlessness

27 | Feverish 57 | Excessve beching

28 | Mood Swings 58 | Cyditis

29 | Didn't likelight 59 | Faceswdl

30 | Restlessness 60 | Labyrinthitis




DESCRIPTION: OTHER SYMPTOM

GEQ4 Q15
GEQ4B: Q15

Code | Description
61 Exhaugtion
62 Pedling skin on hands
63 Tender skin
64 | Anxiety
65 Sore tongue
66 Chest infection
67 Sengtive to certain foods
68 | Abdomind swdling
69 Symptoms on & off
70 Pneumonia
71 Period started aweek early
72 Mucusin gools
73 Snugtis
74 Clammy hands
75 Deveoped phlebitis
76 Unableto eat
77 Coughing up phlem
78 Blocked nose
79 Passing water more frequently
80 Discomfort
81 Bad taste in mouth
82 Diabetes dlergy
83 Painful bowe movements
84 | Temporary deafness
85 Feding Sck
86 | Sodslightin
87 Loose stools
38 Bringing up blood when vomiting
89 Difficult to digest faity foods
90 | Acidity
91 Gingivitis (gum infection)
92 Generd listlessness

93

Conjunctivitis




RELATIONSHIP OF ACCOMPANYING PERSON

GEQ4: Q1.4, Q3.13, Q4.5, Q5.7, Q6.5, Q8.1
GEQ4B: Q1.4, Q3.12, Q4.1, Q5.5, Q6.4, Q8.1

Code | Description Code | Description
1 | Mother/Father 28 | Niece/Nephew/Brother/Sigter in law
2 | Husband/Wife 29 | Step Brother/Sister
3 | Brother/Sister 30 | Coudn
4 | Son/Daughter 31 | Brother/Sigter in-law
5 | Boyfriend/Girlfriend 32 | Mother/Father partner
6 | Grandparents 33 | Foster parents
7 | Fiend 34 | Nursgng home/School daff
8 Mother/Father in-laws 35 | Family
9 | Grandchildren 36 | Boyfriend/Girlfriend Parents
10 | Sor/Daughter In-laws 37 | Great Grandparents
11 | Neghbour 38 | Housemad
12 | Aunt/Undle 39 | Employee
13 | Step parents 40 | Ex Husband/Wife
14 | Commontlaw Husband/Wife 41 | Friends Parents
15 | Hamate/Lodger 42 | Doctor
16 | Landlord (house)
17 | Babystter / Au Pair
18 | None
19 | Sor/Daughter Boyfriend/Girlfriend
20 | Carer
21 | Teacher
22 | Unknown
23 | Employer
24 | Son/Daughter’ s Boyfriend/Girlfriend
25 | Work college
26 | Step Son/Daughter
27 | Grest Aunt/Uncle

JOINTSAFFECTED




GEOQ4/4B: Q1.6

01 |Legs
02 | Shoulder
03 | Neck

04 | Arms

05 | Wrids
06 | Ankles
07 | Knees
08 | Back

09 | Hips

10 | Elbow
11 | Hands
12 | Heds

13 | Feet

14 | All joints
15 | Toes

16 | Thighs
17 | Soine

18 | Pdvic
19 | Cdves
20 | Finger
21 | Knuckles




ABSENCE AFFECTED WORK

GEQ4/4B: Q2.8

05 Colleague/Temporary Staff
06 Colleague/Until returned
07 None of Above
08 Employed on (Bank) basis
09 Retired, On holiday,
Unemployed, YT Training
Maternity leave
10 Have to copy/not miss work
11 Sdf employed
12 | Got the sack
13 | Work had to be cancelled
14 | Colleagueluntil returned/temp.
15 Sdf employed / contact others
16 | Work extraday
17 | Had to leave work
18 Until returned/colleague/work & home
19 Until returned/work a home
20 | Work a home
21 Until returned/Temp. staff
22 Work Part Time s0 had to adjust hours
23 Had to take holiday
24 I’m a Nanny so mother had to stay home
25
26
27
28
29

30




ARRANGEMENTS OF ACCOMPANYING PERSON

GEQ4: Q3.14, Q4.6, Q5.8, Q6.7
GEQ40QB: Q3.13, Q4.5, Q5.6, Q6.6

01 None

02 Time off Work

03 Baby ditter or carer for someone

04 Time off school/college

05 Cancd planned arrangements

06 Other not specified

07 Not known

08 Was dready off work (holiday)

09 Someone to drive

10 Cancd child minder

11 Time off work/cancdlled arrangements

12 Time off school/cancdled arrangements

13 Babystter/time off work

14 Babysitter/cancelled arrangements

15 Collect tablets from chemist

16 The person wasiill themsalves

17 Cancdled arrangementdarrange
transport

18 Had to make lost time up a work

19 Someone to cover me at work

20 Time off work/college/cancelled
arrangements

21 Time off work/cancelled arrangements

22 Time off work/trangport

23 Stayed at home

24 Someone to drive babysitter




OTHER

GEQ4B: Q5.3
01 Flowers
02 Taxi
03 Travel
04 T.V.
05 Petrol
06 Parking
07 Baby wipes
08 Nappies
09 Yéellow brick road




OTHER MEANS OF TRAVEL

GEQ4/4B: Q7.2

01 Walking

02 Cyde

03 Motorcycle

04 Electric scooter




OTHER COSTSIN GENERAL

GEQ4/4B: Q10.13

001 Teephonecdls 029 | Cost to company car hire
002 None 030 | Electric blanket

003 Cdpole 031 | Frudraions (beingill)
004 Sugar and At 032 | Socid engagements
005 Petrol 033 | Mattress

006 Loss of work/sdf employed 034 | Conaultancy fees
007 Food 035 | Not ableto do shopping
008 Drinks/orange squash 036 | Prescription fees
009 Heeting 037 | Electricity

010 Taxi

011 Baby minding fee

012 Petrol, using private car

013 Medicines

014 Doctors sick note

015 Nappy sacks

016 Creams (medicated)

017 Lost holidays

018 Extrawashing

019 Stamps

020 Travel costs

021 Car parking bills

022 Toilet paper

023 Water meter bills

024 Lost my job

025 Missed exams

026 Nappies

027 Gas

028 Recrestion




OTHER COSTSON HOLIDAY

GEQ4B: Q9.14

01 Tdephone cdls

02 None

03 Medicine

04 Wasted food

05 Excessto pay

06 Doctor cal out charge and prescriptions
07 Phone calls and taxi fares

08 Laundry

09 Doctors fees and blood test




OCCUPATION CODES

GEQ4B:
01 |
02 I
03 [N
04 vV M
05 v
06 \Y
07 VI UNEMPLOYED
08 V11 other including forces/ mother/disabled
09 HOUSEWIFE
10 STUDENT (17 up)
11 CHILD (16 down)
12 RETIRED




Notes on additional variables

The data from the s0ci0-economic questionnaire was merged with data from other datasets
to obtain information necessary for analysis e.g. data on age, sex and socid factors and
information on organismsisolated. These additiona variables are listed and described on
the database information sheets. Severa new variables were created before andysis, these
are described below.

weeks - time interva between onset of illness and completion of questionnaire
Criterion for exclusion of cases from the socio-economic andyss

Questionnaires should have been given to patients 3 weeks after thair illness.

Edtimates of the time interva between illness and completion of questionnaires (weeks
variable) showed arange of [1 - 35 weeks]. By comparing this time interva with the number
of days patients reported being unwell 3 categories of cases whose data was incons stent
with the study protocol were identified.

a) Number of days unwell was greeter than the time interva between consultation date
and completion of questionnaire.
80% of casesin this category were from the Enumeration study. It was thought that
patients in the Enumeration study were more likely to have beeniill for awhile before
consulting adoctor. However, the study protocol excludes patients who have had
loose stools for more than 14 days duration at presentation to the GP. 31 cases
were excluded from the analyss who gppeared not to fulfil the sudy criteriafor
incluson.

b) Timeinterva between onsat of illness and completion of questionnaire was less than
3 weeks.
The mgority of the casesin this category were in the Enumeration study where it
appears that the patients were given the questionnaire before 3 weeks and then
completed it after they had recovered from their illness. Indl but 1 caseinthis
category the patient was unwell for afew days and completed the questionnaire
after they had recovered. 1 case was excluded as the onset date and completion
date were the same.

C) Patients returning their questionnaires late.
90% of patients had returned their questionnaires by 8 weeks, 95% by 10 weeks.
It was decided to include cases who had completed their questionnaires late. Some
gppeared to have been unwell for along period and completed their questionnaires
on recovery, others had not been unwell for long but had been late in returning thelr
questionnaires. It was noted that recall may make the data less reliable for these
patients, but they were not excluded.



Some new variables were encoded versions of previous variables e.g. age and sex variables
for household members. The encoding changes the type of variable from a string/character
variable to anumeric variable that can be used in andlysis.

hhage - indicator variable for the number of adults and children in a household

This varidble has a 2-digit code, the firgt digit indicates the number of adults in the household
and the second digit indicates the number of children in the household.

hhsex - indicator variable for the sex of the members of the household

This varigble has a 2-digit code, thefirgt digit indicates the number of femdesin the
household and the second digit indicates the number of maesin the household.

Both these variables give information on the members of the household excluding the case.

month and year - morth and year of onsat of illness used in the caculation of code for time
category relaing to prescription costs

presc2 - codes 1 - 3 reaing to time interva for use of different prescription rates (see
methods section for table of cost vectors)

The variable exempt was cleaned to include children under 16, women over 60 and men
over 65 year of age as exempt from payment of prescription costs. The prescription costs
of cases who were not exempt were consdered as persond costs. The prescription costs
of cases who were exempt were attributed to the NHS.

othanycost - information on additiona other persona costs was recoded into 11 categories.

code description
40 communications
41 medical expenses
42 food/food supplements
43 transport
44 work
45 fud
46 care
47 hygiene
48 lesure
49 school
50 cod in the home
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6.4  Noteson Microbiology databases
LEEDSLEPA.DTA — Leeds database

Coding for variables orgl, org2, org3, org4

Abbreviation Name of organism

ad Adenovirus

ae Aeromonas

as Adtrovirus

ba Bacillus

ca Campylobacter

cd Cl..difficile

cr Cryptosporidium

cv Cdidvirus

el Enterotoxigenic E.coli (ETEC)

e2 Verocytotoxigenic E.coli (VTEC, non O157)
€3 Enteroinvasve E.coli

e4 Attaching & effacing E.coli (AEEC)
€5 Enteropathogenic E.coli (EPEC)
€6 Enteroaggregative E.coli (EaggEC)
e’ Diffusdy adherent E.coli (DAEC)
€c E.coli 0157

o] Giardia

rc Rotavirus Group C

rv Rotavirus Group A

sa Salmonella

sh Shigella

g SRSV

s Staph.aureus

vb Vibrio

ys Yersinia

CLPERF.DTA - Clostridium perfringens

This dataset contains the results data on Cl.perfringens both from the Leeds laboratory and
from the Food Hygiene Laboratory, the reference laboratory for Clodtridia. 1t aso contains
variables that have been created from the results data. These notes are in addition to the
variable descriptions on the database information sheets.

The Leeds laboratory sent various types of specimen to the reference laboratory. This

means that each patient id may have information on several specimens (up to 11 per patient
id). Theinformation on each specimen is contained in 10 variables:
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etlds RPLA reault from Leeds

equivoca/negative/other/positive

etfhl (etf) enterotoxin result at FHL
(Negative)/(Postive) - RPLA resut
Negative/Positive - ELISA result
Insufficient

disa ELISA result at FHL
Fcl/Insufficient/negetive/positivelend

etrpla (etrp) RPLA result at FHL

ident identification of other organisms isolated

Sero serotype of Cl.perfringens

morph morphology of theisolate
rough/smooth

source (sour)  source of the antigen for identification
sporelvigble

Each specimen has a st of these variable with a number (1 - 11) after the variable name to
indicate which specimen.

Additiona variables have been created to summarise the data e.g. specno, the number of
gpecimens per ID number. In order to do this some variables have been encoded, changing
the type from dring/character variable to numeric eg. the source of specimen variable and
the etfhl and etrpla variables (see above for description). It is important to note that the
coding for these additional variable does not aways represent the same result, as the coding
will reflect the liging for a particular varidble eg etf4 = 1 is negative whereas etf5 = 1 is
positive as there where no negative results for these samples.

clpfpos original Leeds result on the specimens sent to FHL except for those where a
different organism was isolated at the FHL or there was insufficient specimen
to test at the FHL.
0 = negative, 1 = podtive, 2 = other 3 = equivoca



6.5 Link tothearchive of stool specimensat CAMR

The database of the laboratory results (LEEDLEPA.dta) has variables 1D (individud
identification number) and LABNO (individud Leeds laboratory number) with which each
stool specimen can be identified. Also on the database isthe *Yes/No' variable
SENTCAMR (specimen sent to CAMR for archiving).

Further information will be avalable confirming the ID numbers with specimensin the
archive at CAMR and the nature of the specimens available.

=


UKDA
The depositor has stated that this section (6.5) of the study documentation is incomplete.


Publications (full listing from Andrea Belcher at FSA)

1. Roderick P, Wheeler J, Cowden J, Sockett P, Skinner R, Mortimer P, Rowe B, RodriquesL.
A pilot study of infectious intestina disease in England. Epidemiol Infect. 1995
Apr;114(2):277-88.

2. Sethi D, Wheeler J, Rodrigues LC, Fox S, Roderick P.
Investigation of under-ascertainment in epidemiologica studies based in generd
practice. Int J Epidemiol 1999; 28: 106-12.

3. Wheder JG, Sethi D, Cowden JM, Wall PG, Rodrigues LC, Tompkins DS, Hudson MJ, Roderick PJ.
Study of infectious intesting disease in England: rates in the community, presenting to
generd practice, and reported to national surveillance. The Infectious Intestina
Disease Study Executive. BMJ. 1999 Apr 17;318(7190):1046-50.

4. Tompkins DS, Hudson MJ, Smith HR, Eglin RP, Whedler JG, Brett MM, Owen RJ, Brazier JS,
Cumberland P, King V, Cook PE.

A dudy of infectious intestind diseese in England: microbiological findingsin cases
and controls. Commun Dis Public Health. 1999 Jun;2(2):108-13.

5. Sethi D, Wheeler JG, Cowden JM, Rodrigues LC, Sockett PN, Roberts JA, Cumberland P, Tompkins
DS, Wall PG, Hudson MJ, Roderick PJ.

A sudy of infectiousintestina disease in England: plan and methods of data
collection. Commun Dis Public Hedlth. 1999 Jun;2(2):101-7.

6. Sethi D, Cumberland P, Hudson MJ, Rodrigues LC, Wheeler JG, Roberts JA, Tompkins DS, Cowden
JM, Roderick PJ.

A dudy of infectious intestind disease in England: risk factors associated with group
A rotavirus in children. Epidemiol Infect. 2001 Feb;126(1):63-70.

7. RodriguesLC, Cowden JM, Wheeler JG, Sethi D, Wall PG, Cumberland P, Tompkins DS, Hudson
MJ, Roberts JA, Roderick PJ.

The study of infectious intestinal diseasein England: risk factors for cases of
infectious intestina disease with Campylobacter jguni infection. Epidemiol Infect.
2001 Oct;127(2):185-93.
8. EvansJ Wilson A, Willshaw GA, Cheasty T, Tompkins DS, Wheeler JG, Smith HR.
Vero cytotoxin-producing Escherichiacoli in a study of infectiousintestinal disease in England.
Clin Microbiol Infect 2002 Mar;8(3):183-6.
9.  A.Wilson, J. Evans, H. Chart, T. Cheasty, J.G. Wheeler, D. Tompkins & H.R. Smith

Characterisation of strains of enteroaggregative Escherichia coli isolated during the infectious
intestinal disease study in England. European Journal of Epidemiology 2002 17(12): 1125-1130

[1D study report — see other documentation

User queries. Contact Andrea Belcher at FSA



	User Guide Vol.1: Study of Infectious Intestinal Disease in England (IID) Documentation
	Outline
	1 Description of the originating project
	2 Study Methods
	3 Structure and organisation of databases
	4 Information on databases
	4.1 Mapping of data collection, data entry and creation of analysis databases, by study
	Figure 1: Data map for the GP case control component
	Figure 2: Data map for the Population cohort case control component
	Figure 3: Enumeration component
	Figure 4: Map of routes of information sent to LSHTM and further databases created at LSHTM

	4.2 Descriptive information on archived databases
	IID Study Administrative Forms
	IID Study Administration Databases
	IID Study Questionnaires
	IID Study Microbiology Databases
	Additional Databases

	4.3 Information on size of databases

	5 Variable listings with descriptions of all variables
	6 Interpretation and coding of variables
	6.1 General points applying to all datasets
	6.2 Notes on coding of administration form data
	6.3 Notes on coding of questionnaire data
	6.3.1 General points on coding
	6.3.2 Coding notes relating to individual questionnaires
	6.3.2.1 GEQ1.1, GEQ1.2, GEQ1.3, GEQ1.4
	GEQ4B
	Notes on additional variables


	6.4 Notes on Microbiology databases
	6.5 Link to the archive of stool specimens at CAMR

	Publications

	Return to Index



