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Key points

TRACING PARTICIPANTS

1. In the incidence phase, every effort must be made to maximise the response rate

– interviewers should make at least five visits to households before declaring a baseline participant as ‘not traced’ 

– participants who have moved away should be followed up to their new address where possible, by telephone interview if necessary 

2. Interviewers should make absolutely certain that they are interviewing the correct participant, before proceeding with the interview

3. The informant interview is crucially important – every effort should be made to find a suitable informant - the same informant as at baseline should be interviewed, where possible

THE INTERVIEWS

1. In NEUROEX there should be no rounding up and down of anthropometric measures, i.e BP=124mmHg, not 120.
2. In the COGNITIVE interview there should be no missing values (9 or 99). If there is no response, this should be coded as a (0) indicating an incorrect response.
3. the study coordinator should check all interviews as they come in

DATA ENTRY

1. a dedicated data entry clerk should be employed
2. all data must be entered within one week of interview

3. The epidata check file must be operating. This will ensure that the skip structure is respected, and that only valid values are entered.
1. Tracing and recontacting baseline participants
1.1 Sensitizing the local community

You should by now have completed one or more editions of your local 10/66 study newsletter. It is very important that participants and their families receive these to keep them up to date with the progress of the study, and so that they appreciate the value of their contribution. Make sure that you thank them on the newsletter! Include any local/ international information that you feel would reinforce to the participants the importance of the work e.g newspaper articles, findings from the survey etc. Consider also holding one or more stakeholder workshops in the run in to the study, involving community leaders etc as well as participants. If people have heard nothing from the study since baseline they may well not be inclined to participate.
1.2 Who to contact for the follow-up reinterview ?
Follow up will be carried out 2.5 to 3.5 years after the baseline interview. Efforts should be made to interview all participants who completed valid interviews in the baseline survey. 

In the baseline phase of the survey each centre was asked to complete two epi data databases to document the doorknocking procedures. These were housereg.rec and partreg.doc. They will be used to trace participants for the follow-up.
housereg.rec contains the following information on all households doorknocked:
HOUSEID 
The household identifier, up to four digits

PERS15
Number of persons aged 15 or under

PERS1639
Number of persons aged 16-39

PERS4064
Number of persons aged 40-64

PERS65
Number of persons definitely, or possibly, aged 65 years or over

ADD1

Up to three lines for the address (open field variables)

ADD2

ADD3

NOTES
Another open field variable in which useful information for the 

survey team could be entered, e.g 

‘no one in until after 6pm’, or 

‘73yo man moving in October’ or

‘entrance through back of shop’

partreg.rec contains the following information on all eligible participants:

HOUSEID 
The household identifier, up to four digits (the same as entered 



in the household database

PARTICID
Participant identifier. This is a unique identifier within each 

household. 
That is, within each household, no two eligible people will have the same identifier. However, eligible people in different households will have the same identifier. As we do not anticipate to find more than 9 eligible persons in a single household, this variable has a single digit. 

NAME1
First name. Open field variable

NAME2
Second name. Open field variable.

As explained in the study manual and training for the baseline survey, the household and participant databases are enormously important, particularly for ensuring accurate follow-up for the incidence phase. Remember the request in the baseline manual
PLEASE SEND A COPY OF THE FINAL TWO REGISTER DATABASES TO MARTIN PRINCE AT THE INSTITUTE OF PSYCHIATRY. HE WILL ARCHIVE THEM ON THE SECURE SERVER, SO THAT YOU WILL ALWAYS BE ABLE TO RETRIEVE COPIES IN THE EVENT OF DATA LOSS

Please do send these files as soon as baseline recruitment is complete. We will need them to prepare the materials for the incidence phase.

When the final baseline data set for a centre has been cleaned, processed and finalised, the London centre will match this with the register databases and use these to generate a definitive list of valid participants to be reinterviewed.

1.3 How can we be sure that we are reinterviewing the correct participant?

The interviewer will need to check carefully the identity of the participant to ensure that it is the same person as at baseline that is being interviewed. 

There is clearly a danger, where there was more than one eligible older person in one household (for example a married couple), that their identities will be muddled up. 

Efforts should also be made to interview the same informant as the baseline, and only if these efforts have failed should another informant be identified and interviewed.

The London centre will provide a variety of identifiers for each participant eligible for reinterview. Identifiers will include

HOUSEID

PARTICID

DOI 







(date of interview)
NAME

ADDRESS

NAMES AND ADDRESSES OF THREE CONTACTS 
(to facilitate follow-up of those









 who had moved away)
AGE

GENDER

EDUCATION LEVEL

MARITAL STATUS

This information will be provided on an interview coversheet (together with similar information about the informant), so that the interviewer should be able to make absolutely certain that he/ she is interviewing the correct person. If in any doubt the interview should be discontinued, and the interviewer should return to check details with the study coordinator. 

1.4 In what order should the participants be interviewed?

The list of participants will be stratified by dementia status, and by date of interview. This will enable centres to follow the strategy of interviewing participants who had dementia at baseline first (otherwise they may die or move away before they can be reinterviewed), followed by those free of dementia, starting with those interviewed first (in order to maximise the period of follow-up).
1.5 How do we maximise the response rate?
Loss to follow-up is the biggest challenge to validity of findings from cohort studies. We need to make every effort to get as much information as possible about every baseline participant. We aim to place every baseline participant into one of 5 categories for status at follow-up
1) Died

2) Refused

3) Not traced (not at previous address and no information about current status)

4) Uncontactable (apparently still at current address but cannot be contacted)

5) Full interview

Nothing can be done when the participant has died, or refuses consent to take part. Efforts should be concentrated on tracing those who have moved away, and contacting those who are believed still to be at their original address. Remember that if you do not obtain a follow-up interview, then all of the work gathering the baseline data on that participant is wasted. The process is described below, and summarised in the flow chart (Figure 1), which the interviewer should have with them when they do the field work.
· First, attempt to contact the participant by making a home visit to the address where they resided at baseline. 

· If they are at home, you should try to get their consent for the follow-up survey, after you have formally confirmed their identity

· If they are not at home, or there is no reply, current residents and/ or neighbours may be able to advise if the person still lives there, has died, is travelling, or has moved away. 
· Those who have moved away should still be contacted and reinterviewed wherever possible. The name and contact details of two people who know the participant well and live close by were obtained in the baseline (HOUSEHOLD) interview. If necessary these people should be contacted in order to locate the participant. If the new address is too far away, then a telephone interview should be considered.
· If you believe that the participant has neither died nor moved away, you should make at least 4 more repeat visits before declaring the participant to be ‘not contacted’. Some of these visits should be at different times of day (including evenings) and at weekends. The visits should be logged and documented (see door-knocking sheet) for review by the project coordinator.

· Where the participant has died, cannot be traced or is uncontactable, you should attempt to find a reliable informant, so that you can at least complete an informant interview. This may be sufficient to indicate whether or not they have developed dementia. Some information is better than none at all.
For each participant, the interviewer should complete the contact proforma for each attempt to trace the participant. This will log the process of tracing the participant, and the study coordinator will be able to review these sheets to ensure that the protocol on the flow chart has been followed, and that the outcome of this process has been correctly allocated. 



   






















1.6 The three groups of interest

There are essentially three groups of interest for the follow-up study

1. Those who already had dementia at baseline (and are still living)

2. Those who were free of dementia at baseline (and are still living)

3. Those who have died

Which group the participant falls into has implications for:
a. the order in which they are recontacted and reinterviewed (see 1.4 above)

b. the assessments that are carried out (see Figure 2. p13)
c. the outcomes of interest (see Figure 2. p13)

d. the set of data entry files that are used

2. RESOURCES REQUIRED FOR THE STUDY

2.1 The principal investigator

The principal investigator takes overall scientific and ethical responsibility for the study locally, as well as liaising with the study co-ordinator to ensure quality control in every aspect of the study, and to try to ensure that the study is completed in a timely fashion.

2.2 Study coordinator

The study co-ordinator (SC) should have relevant background and skills in research. They will report directly to the principal investigator (PI) in each centre, and will be responsible for the day to day conduct of the research; in particular a) training, b) quality control and c) data management

One full-time fully funded study co-ordinator is required in addition to the interviewer resource. While the co-ordinator could (and should) carry out some field interviews so that they understand the work of the interviewers, and can appreciate better and deal with problems arising in the field work, they should have most of their time free to coordinate the project. They should be employed full-time.

2.3  Interviewers

Interviewers should be graduates, but do not need to be health care workers (for example social science graduates would be OK). The main qualifications are intelligence, willingness and diligence. All other skills can be provided by careful training (see below). Suitably qualified interviewers who are also residents of the catchment area may be particularly useful for their local knowledge and acceptability to participants. Some centres will want to make other arrangements (for example, using public health doctors as interviewers). This is fine. However, those with less than graduate level education (eg basic level health workers) should not be used, as the data quality is likely to suffer.

For the follow-up of 2000 we have estimated that five to six full-time interviewers would be required. This is based on an estimate of an average of 1.5 interviews to be completed each working day, and 20 working days per interviewer per month. Each interviewer would therefore complete 30 interviews per month. For 5 interviewers this would mean 150 interviews completed per month, meaning that the whole survey would be completed in 13 or 14 months. 

2.4 Local Collaborations

You should by now have recruited a local steering committee for the 10/66 project, consisting of multidisciplinary scientific and technical experts Depending upon the background of the principal investigator, it will be important to identify individuals with the following additional expertise to be members of the study team and to advise on the implementation of the study protocol. These might usefully be recruited as a study steering committee, meeting regularly during the preparation period and field research period. They could of course then collaborate with the local analysis of data and preparation of papers reporting local findings. 

An epidemiologist

A biostatistician

A psychiatrist

A gerontologist

A haematologist

A biochemist

A geneticist

2.5 Equipment/ Materials

2.5.1 Paper questionnaires

Each interviewer will require a well laid out copy of each interview translated into the local language. Responses to each question could be coded on these sheets, but if you decide to do this you will need to pay for the photocopying or printing costs for 2000 copies of each complete assessment, which may be expensive. An alternative is for each interviewer to have a single copy of the full assessment, and then to code responses on to a data entry form. Data entry forms for all questionnaires are available on the 10/66 intranet site. 
2.5.2 Equipment for the physical examination

Each interviewer will require

A tape measure (made out of cloth or paper, 2 metres long if possible)

A device for measuring blood pressure

A piece of string exactly five metres long

A set of weighing scales

A book or similar to place on the head of the participant when measuring height

A stopwatch or a watch with a second hand

The NIH stroke scale questionnaire booklet

2.5.3 Computing facilities

There needs to be one desktop or lap top computer, dedicated to data entry, so that the data entry clerk has access to it at all times and can enter data as it is collected . The London centre will provide data entry files for the follow-up study. These should be located in a c:\ data directory on the hard drive. There will be two differences from the data entry system for the baseline survey
1. There will be two complete sets of data entry files, one for those with dementia at baseline, and one for those free of dementia.

2. The HOUSEID and PARTICID numbers will be pre-entered, by the London centre, into the data files. The data entry clerk will simply need to find the relevant data record and then enter the rest of the data. This should ensure that the errors in entering the unique identifiers (and the consequent problems in matching records across the six interview data bases) do not occur.

3. PREPARATION FOR THE STUDY

3.1 The assessments

The questionnaires for the incidence phase of the population-based studies have now been sent to all centres. These are very similar to those used at baseline. Changes are highlighted in red in the description below:

3.1.1 Assessments for the household

3.1.1.1 household.rec

At the outset of the interview, with the household members gathered together, the interviewer ascertains names of contacts to facilitate tracing the participant at a later date, the household composition (who lives there), and some indicators of household wealth. Age is not ascertained in the follow-up interview
3.1.2 Assessments for the older participant

3.1.2.1 cognitive.rec

Cognitive module (cognitive component of the CSI 'D' plus 10 word list-learning test). This remains the same as at baseline. Missing value codes are no longer permitted. Any response other than the correct one is coded as incorrect.
3.1.2.2 gms.rec

Clinical interview - Geriatric Mental State (GMS) B3. This remains the same as at baseline, other than that the participant is asked about help-seeking if they admit to subjective memory impairment
3.1.2.3 neuroex.rec

NEUROEX - Physical assessment and brief neurological examination. This is shorter than at baseline, and focuses upon signs of stroke, using the NIH stroke scale. Additional items include 1) counting numbers of teeth, measuring calf circumference and weight, and an interviewer rating of mobility.
3.1.2.4 background_participant.rec
Background socio-demographic and risk factor questionnaire (participant version). This remains essentially the same as at baseline, except that some questions about early life history are omitted, and there are some additional questions on stroke, and use of statins
3.1.3 Assessments for the informant/ coresident

3.1.3.1 informant.rec

Informant interview (there are also special versions of the informant questionnaire for those who had dementia at baseline, and for those participants who have died)
a. Background information about informant, administered to all informants
b. Caregiver questionnaire, administered only to informants who are caregivers, that is where the participant is not fully independent – however, in the follow-up this is to be administered to all informants where the participant had dementia at baseline
c. The informant section of the CSI’D’ asking about cognitive and functional decline, administered to all informants

d. The ‘History and Aetiology Schedule – Dementia Diagnosis and Subtype’ (HAS-DDS) giving information on onset and course of dementia, administered only when CSI’D’ identifies some cognitive and functional decline (score of 2 or more) - – however, in the follow-up this is to be administered to all informants where the participant had dementia at baseline

d. NPI (Behavioural and Psychological Symptoms of Dementia), administered to all informants. In the follow-up, when the informant reports BPSD they are asked whether they or the participant have sought any help for this problem
3.1.3.2 background_informant.rec

Background socio-demographic and risk factor questionnaire (informant version), administered instead of, or in addition to the participant version where the participant is too demented or otherwise unable to answer the questions reliably.

3.1.4 New interviews

3.1.4.1 Second phase stroke assessment (to be administered by a neurologist or other competent physician), to all those who report a stroke since baseline, and/ or who have neurological signs suggesting a stroke
3.1.4.2 Verbal autopsy informant interview (to be administered by a final year medical student or intern) to an informant for all participants who have died since baseline
3.1.4.3 A dementia quality of life questionnaire the DEMQOL, administered to both the participant and their carer/ informant, for all those who had dementia at baseline
Figure 2

Summary of follow-up interview schedules for the three main groups of participants

	
	Purpose of assessments
	Household

GMS

Cognitive

Neuroex

Background
	Informant
	DEMQOL
	Verbal autopsy
	2nd stage stroke assessment

	Dementia at baseline
	1. Predictive validity of baseline dementia diagnosis

2. Course of dementia
3. Incident stroke
	(
	( (special version with no skips)
	(
	x
	(/x

(depending on evidence of stroke since baseline)

	Free of dementia at baseline
	1. Incident dementia

2. Incident stroke
	(
	(
	x
	x
	(/x 
(depending on evidence of stroke since baseline)

	Died since baseline
	1. Incident dementia before death

2. Cause of death
	x
	( (special version in past tense and focusing on dementia diagnosis only)
	x
	(
	x


3.2  Verbal autopsy

3.2.1 The purpose of this interview, is to establish the cause of death among those participants who have died between baseline and follow-up. 

3.2.2 Conduct of the interview

An informant should be selected, who should have known the participant, and their health circumstances in the period leading up to the participant’s death.

Informed consent, from the informant, should be sought before this interview.

This interview should be carried out with due sensitivity to the feelings of the informant. Previous experience has shown that family members often find it helpful, rather than traumatic to talk about these matters. 

The interview should ideally be carried out with a minimum of delay to improve recall. However, the interview should not be carried out in the weeks after the participant’s death, while the informant is still grieving.

The interviewer should have clinical medical knowledge and experience. An intern, or perhaps a final year medical student would be ideal.

3.2.3 Structure of the interview

The interview is semi-structured. First the interviewer should take a general clinical history covering past medical history, risk factors, and (in detail) the illness or illnesses leading to death. A checklist is provided to prompt the interviewer to ascertain the necessary information
Non-medical causes (accidents and injuries – intentional and non-intentional)

Medical causes

1. Chest pain

2. Cough or breathlessness

3. Fever

4. Paralysis

5. Seizures/ fits

6. Difficulty in passing urine, or low urine output

7. Oedema (swelling of feet and hands or body)

8. Symptoms related to abdomen/ GI tract

- abdominal pain or swelling

- stomach pain/ ulcers

- diarrhoea/dysentery or blood in stools

- jaundice

- local swelling in groin or scrotum

3.2.4 Reporting of findings

The interviewer, at the end of the assessment, should write a one page clinical summary of all of the relevant information. In addition to the history obtained from the informant, this should include

1. any information from medical records

2. cause of death on a death certificate, if available

3. findings from post mortem examination, if available

The interviewer should not give the cause of death. Their task is only to provide all of the necessary information to enable two independent senior clinicians to determine the cause of death (see below)
3.2.5 Determination of cause of death

The summary of the findings from the verbal autopsy should be given to two senior clinicians, who will, independently, determine the cause of death. These will then be compared. In the event of a disagreement, the senior clinicians will meet and review the information (referring back to the interviewer for clarification if necessary) in an attempt to reach a consensus.
We will use the ICD 10 classification system (the coding system will be provided to all centres). The single selected cause is called the underlying cause of death, and any other reported causes are the nonunderlying causes of death. The combination of underlying and nonunderlying causes is the multiple causes of death.
3.3 Second stage stroke assessment

3.3.1 The purpose of this assessment is to determine the stroke attack rate (new strokes since the baseline interview). Note that the attack rate includes first ever strokes (incident stroke) and new strokes among those who have already had a stroke. Therefore all participants are ‘at risk’ including those with and without dementia at baseline, and those who have and have not had a previous stroke at the baseline interview.
3.3.2 Who should have the second stage stroke assessment?

1. all those who report at follow-up that they have had a stroke since baseline (whether or not clinician diagnosed)

2. those whose for whom the NIH stroke scale findings on follow-up assessment indicate that they may have had a new stroke

The London centre will prepare a screening algorithm, which can be run on the follow-up data from time to time to determine who needs a second stage stroke assessment.

3.3.3 Conduct of the assessment

The second stage assessment should be carried out by an experienced stroke clinician (neurologist, physician or geriatrician). It should be carried with minimum delay after the follow-up interview, as this group will have a high mortality. It could be carried out at a clinical assessment centre, or in the participant’s home according to the convenience of the participant and their family. The aim will be to maximise the response rate, so it will be important to offer a home assessment if the participant is reluctant or unable to attend at a clinical centre. 

3.3.4 Structure of the assessment

The assessment consists of three elements

1. a clinical history

2. a structured neurological examination

3. review of any clinical case records (particularly those contemporary to the event) and investigations (particularly neuroimaging)

3.3.5 Recording of the findings

The clinician will write a summary of their findings, with respect to history, examination and clinical records, and will then answer the following four questions

1. Has the participant suffered a stroke?

2. If yes, when?

3. Can you determine the territory of the stroke?

4. Can you determine whether it was likely to have been haemorrhagic or embolic?

3.3.6 Determination of stroke endpoint

An independent clinician will then review the examining clinician’s summary and will also attempt (blindly) to answer the same four questions. The responses of the examining clinician and the independent clinician will then be compared, and in the event of disagreement, the clinicians will meet to seek consensus. 

3.4 Translation of assessments

3.4.1 General instructions

All new elements of the questionnaires, and the new questionnaires/ assessments need to be translated into the local language for your centre. The aim is always to achieve conceptual equivalence rather than necessarily a direct concrete translation. Five stages are involved:

1) The forward translation (into the local language) should be prepared by someone with reasonable fluency in English, and excellent fluency in the local language (including local colloquialisms). This person should be familiar with the agenda for the research, and the purposes of the different assessments. A member of the research team would be ideal if they have the necessary language skills.

2) When a final draft has been prepared this should be presented to a panel including
a) local older people similar to those who will take part in the study

b) local experts, clinician specialists, health care workers etc.

The aim of this exercise is to test the conceptual validity of the translated version. Do the experts and the older people understand all of the items in the way that is intended? If not, explain the intended meaning to the panel and see if they can come up with a better translation. Update the translated version accordingly to arrive at a final version. 

3) The final translated version should be trialled in the instrument pre-test  pilot (see 3.7.1 below). Particular attention should be paid to the comprehensibility of individual items. Interviewers should note down carefully any items that are problematic, and the reasons for any confusion. The translations should again be amended accordingly. You will now have a final version for your field research.

3.5 Interviewer Training

The PI and the SC will jointly be responsible for training the interviewers. For new interviewers, as with the baseline study a minimum period of five training days is required. For those interviewers who worked on the baseline survey, a two day refresher will be sufficient.  

See the appendix for notes on training for specific elements of the interview.

For the population-based research, the key elements of the training would comprise

1) Overview of incidence phase study aims and methodology

2) Detailed training in the clinical assessments

a) GMS

b) NEUROEX

c) verbal autopsy (for informants of the deceased)

3) General training in the fully structured assessments

a) CSI ‘D’

b) Informant/ caregiver interview, including the HAS-DDS and NPI
c) Background and Risk factor interview 
d) DEMQOL dementia quality of life interview

4) Training in data handling and quality control procedures (see also below)

English language videos have been made available for training for GMS and NEUROEX. These may be dubbed in your local language, or you may wish to prepare local language versions. Spanish (Daisy Acosta) and Portuguese (Marcia Scazufca) versions are already available. 

3.6 Links with local community services

All centres were agreed that local community health care services would need to be informed about the project

b) for efficient feedback regarding participants found in the survey to need some kind of clinical intervention

c) for effective dissemination of research findings to the local community at the end of the research

3.7 Ethical review
To proceed with these studies, we need ethical approval both from the UK Institute of Psychiatry ethical review board, and the ethical review board at your local institution. We have prepared ethical submissions for the incidence phase, and obtained permission from the UK King’s College Research Ethics Committee for the studies in Cuba, Mexico, Argentina, Peru, Venezuela, Dominican Republic and China. We have forwarded to you copies of the ethical submissions, together with the study information sheets and consent forms.

Please use these submissions, and the information sheets and consent forms as the basis for the submission to your to local ethical review boards. It is essential that you inform us of any changes that your local ethical review board would like to see made to these procedures, so that we can inform our board of them. Please translate the information sheets and consent forms into your local languages for use in your centres.

Essential elements of the general consent include

1) the participant is free to decide not to take part

2) there will be no negative consequences of a decision no to take part, particularly for their clinical care

3) if they do decide to take part, they can drop out at any time, without giving reasons

4) the name and contact details of the investigator must be listed on the consent form and the information sheet. A copy of both must be left with the participant, and a copy of each must be retained by the local investigators.

5) in the event that the participant does not have the capacity to give informed consent (eg dementia), then the information sheet should be read to them in the presence of a family member, who confirms that this has been done, that there was no sign of dissent from the person with dementia, and that they, the family member agree to the participation of the person with dementia

6) in the event that the participant cannot read or write, they should not be asked to sign the consent form, but the investigator signs that they have assented, and this is witnessed (if possible) by an independent person who can read and write.

3.8 Pilot studies

Each centre would benefit from carrying out a brief piloting of the interviews and survey procedures
3.8.1 Pre-test of the measures

When all interview schedules for the main survey have been finalised and translated, centres should pre-test the translations and the acceptability and feasibility of the interview package, by administering the whole interview package under field conditions to a small number of older people. Experienced and skilled interviewers should be used. Given that the duration of the interview will vary according to the level of cognitive impairment and disability of the older person, it is recommended that this pre-test be carried out on a minimum of ten older people selected for different levels of cognitive impairment/ disability. The length of each element of the interview should be recorded, and the interviewer should be encouraged to note down any difficulties encountered, eg difficulties in understanding items, or problems with fatigue, as soon as possible after the end of the interview. Remember that even with skilled interviewers, in the beginning the interview might take too long, but it will get shorter with practice.
3.9 Ready to go!

Having completed stages 3.1 to 3.8 you should now be ready to implement the full study protocol in your centre.

4. IMPLEMENTATION OF THE SURVEY PROTOCOL

4.1 Arrangements for interview

There are essentially four elements to data collection

1) Household interview

2) Older participant interview

3) Older participant physical assessment

4) Informant interview*
*Where the participant has deceased, then only a shortened informant interview is carried out, together with an additional verbal autopsy interview to try to establish cause of death

Each centre will need to consider carefully the most efficient method for gathering this data. 

4.1.1 The setting

This should be in the participant’s own home, unless the participant specifically requests to be assessed at a clinical centre.  

4.1.2 Two interviewers or one?

Two interviewers working together may provide better security in ‘dangerous’ areas of town. One interviewer could interview the older participant while the other interviews the informant. This can be particularly useful for demented participants where the caregiver may not be able to leave them alone. Also it would minimise the amount of time spent in the household, thus minimising disruption to the family’s routine. This may or may not turn out to be the best method for your centre. 

4.1.3 One session or more?

Ideally, we should aim to gather all the information in one session. However, if you find that the older participant is fatigued, you could go back to complete the interview on another occasion. Also, you may need to return on another occasion to interview the informant when they are back from work. Remember however, that the family is more likely to consent to the first approach. If you say you have to go back to them, they may say no! In the baseline this was a particular problem when the physical examination was carried out in a separate session.
4.1.4 How to deal with communication problems

Communication with the participant may be difficult for one of several reasons

a) they may have dementia

b) they may be profoundly deaf (deafness can sometimes be dealt with by speaking up, and making sure that a hearing aid is used, if available)
c) they may be mute or dysphasic after a stroke

d) they may have a severe mental illness, e.g schizophrenia

In extreme cases all communication may be impossible. However, in every case, the interviewer should attempt to carry out the interview, as far as is feasible. The following guidelines should be useful (see also the notes in the appendix on training for the specific interviews)
· The cognitive interview should be administered, in full, to all participants. In this interview, a non-response, or a meaningless response is always coded as a failure (that is a’0’ for a wrong answer, or no words recalled etc.). Missing values should not be coded, whatever the interviewer guesses to be the reason for the non-response.

· The GMS should be attempted. At the very least, complete and code the initial section on orientation to time place and person. If as you attempt to go further, only more or less meaningless or random responses are obtained, then the interview should be terminated. The interviewer should then skip to the behavioural observation items (158.1 – 180.20) and make absolutely sure that they code all of these items, as accurately as they can. GMS/ AGECAT can use these items alone to attempt a diagnosis.

· The NEUROEX should be attempted on all participants. Those items which require the participant’s cooperation may be impossible, and then a missing value may be recorded.

· The Background and Risk Factor questionnaire should be attempted. Code missing values for those items where there is no response, or a meaningless response. Terminate the interview if little or no useful information is being gathered. Whether terminated early or not make sure that you code the interviewer’s assessment of data quality at the end of the interview. If the interview is terminated early, or if at the end of the interview there are substantial doubts about the quality, then make sure that you also administer the informant version of this interview to a reliable informant.

· The informant interview is an essential part of the diagnostic algorithm, particularly under these circumstances. It is essential to identify a suitable informant (the best available) wherever possible.

4.1.5 The order of interviews

It makes sense to carry out the household interview first. 
Next, when interviewing the older participant it would be sensible to give the cognitive interview first, when the older person is least fatigued. Next give the GMS, and finally the background and risk factor interview. However, try this out in the pre-test pilot, and change the arrangement if something else works better. 

The order of interview for the informant interview is dictated in the interview. Make sure that you apply the skips carefully. 

4.1.6 Who should be selected as the informant/ principal caregiver?

In the follow-up, try, wherever possible, to identify and interview the same informant that we used at baseline. For the follow-up, the interviewer will be provided with the following information about the informant at baseline; age, gender, marital status, relationship to the participant; to help them to check that they are interviewing the same person. The interviewer should also ask whether the family remembers who acted as informant on the previous occasion.  
If it is impossible to interview the same informant as at baseline then please record this in the interview and select a new informant using the same principles as at baseline: 

· The informant should be the person who knows the older person best.

· They are likely to be coresident with the older person, but do not have to be, if a non-coresident is better qualified to be the informant.

· They are likely to be a family member, but again, do not have to be, if a friend or neighbour is better qualified to be the informant.

· Time spent with the older person may be a criteria for deciding the best informant, if there are several coresident family members.

Where the older person needs care and support, then you should aim to select the main caregiver as the informant. The main caregiver may be 

a) the ‘organisational caregiver’, usually a close family member who is responsible for making the arrangements for care, while they may not actually do much direct caring themselves (they may for example work during the day) and 

b) the ‘hands on caregiver’, who is directly responsible for providing the physical care and supervision. The ‘hands on caregiver’ may be the ‘organisational caregiver’, or may be another member of the family, or may be a paid caregiver.

In general, you should not select a paid caregiver to be the informant; choose the family member who is the main organisational caregiver instead.

4.2  Data handling

1) Data will be coded by hand, onto data coding sheets. The cost of photocopying may be too high to allow data to be entered directly on to the questionnaire. If individual centres feel uncomfortable about using the coding sheets they may use the full questionnaire
2) A data entry clerk should be employed. Data should be entered as it is collected, ideally within a day or two of the interview, but always within one week. Coding errors, and missing sections of the interview can be identified quickly and remedied. 
3) All centres should use epidata (see below) for data entry, with data entry files provided by the London coordinating centre.

4) Data entry should use the double data entry method in epidata, to keep data transcription errors to a minimum. (again, see Appendix for details).

5) Centres will be provided, as necessary with 

a) paper data coding sheets

b) epidata software 
c) epidata data entry files

d) instructions for exporting epidata files into spss

e) spss algorithms for csi-d summary scores, gms agecat diagnoses, results of the final 10/66 diagnostic algorithm (as for the Lancet paper), and the new DSMIV dementia algorithm. 

6) Centres should transfer data, as entered, by e-mail to the London centre 
i) when the first 100 cases have been entered. This will allow for the data to be checked again for consistency, and for any unusual data distributions to be detected as soon as possible. 
ii) regularly thereafter - we will be able to back up copies of data to insure against local data loss through software failure, accidental deletion, or failure or theft of computers. 

See appendix for instructions in use of EPIDATA, and procedures for running the SPSS algorithms.

4.3 Quality control

This is absolutely critically important. If the data quality is poor, then the study will be meaningless. It is the responsibility of the study coordinator (and ultimately the principal investigator) to ensure that the study protocol is applied properly.
4.3.1 Interviewer supervision

1) In the early stages of the study, the field coordinator should accompany each of the interviewers as they conduct the field work, to check that each of the elements of the protocol; door-knocking, interviewing and data coding, is being done properly. If you have concerns about the performance of an interviewer they may need retraining. In the worse case scenario they may not be up to the task and might need to be replaced. It might be worth employing interviewers on a trial basis at first, with their employment being confirmed subject to satisfactory performance.

2) The study co-ordinator in each centre should regularly review a random selection of each interviewer’s scripts for

a) completeness

b) unusual patterns of response

c) high levels of missing data

In the early stage of the study this should be done routinely for all interviewers, on all interviews. Later, when you are confident that the interviews are going well, you can relax this process slightly, but you should still review a random selection of interviews for all interviewers throughout the data collection period, as the interviewers may forget their training and bad habits can be picked up and dealt with.
3) The study co-ordinator in each centre should regularly run computerised range checks on data as soon as it is entered to check for obvious invalidity problems. Ideally this should be done every 2-4 weeks.

4) The study coordinator should hold weekly meetings with all interviewers to discuss problems that they may have encountered in the field work. This may be detailed questions on how to code individual items, or more general issues, for example refusals, severe morbidity with unmet need, negative reactions to the interview etc. It is particularly important to hold these meetings frequently in the early stage of the field work. The frequency can be relaxed later, but it is important to hold the meetings regularly throughout the field work period. One of the purposes is to keep the interviewers motivated and interested in their work. Without this, the data quality will certainly suffer. 
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APPENDIX 1
NOTES ON TRAINING FOR INDIVIDUAL QUESTIONNAIRES
1) Household questionnaire

At the outset of the interview, with the household members gathered together, the interviewer ascertains names of contacts to facilitate tracing the participant at a later date, the household composition (who lives there), and some indicators of household wealth.
2) Cognitive interview

This comprises the cognitive tests for the older participant – the cognitive component of the CSI 'D' plus 10 word list-learning test with delayed recall. There are no changes to the cognitive tests from the baseline study. In the training for the cognitive tests, you need to stress the structured aspects of this interview
· Interview the participant, if at all possible, away from family members who may answer for them, inhibit them, or make them anxious

· A highly structured approach is required. 
· Specific instructions for specific questions should be stressed in the training. For example, the 10 word lists should be read out at the rate of one per second.
· All of the instructions in the interview must be strictly adhered to 

· No variation, addition or subtraction to the wording of test instructions is permitted. The questions must be asked exactly as they are written. If the participant has not understood the question you may repeat it, using exactly the same words. 

· However, for the administration of the three word list and the 10 word list there are special rules. The three words may be repeated up to a maximum of five times, until the participant can recall all three words. The 10 words should be read out three times, with an attempt at recall after each administration. For both of these tests, you are not allowed to repeat the list or individual words, even if the participant says they cannot hear. Make sure you read out the words so that they can hear. Do not give the list of 10 words for the participants themselves to read, even if they are deaf.

· Interviewers have to learn to live with the discomfort of a participant struggling to remember or answer correctly. They must not prompt, or give clues.
· Some participants may be discouraged by their mistakes, and even not want to continue. Under these circumstances, stress again, as in the introduction that mistakes are normal and to be expected. No one gets all of the questions right this is the purpose of the test. Do encourage them to continue, and don’t accept refusals too easily.
· People with dementia (there will be very few, probably less than 1% in the whole sample) may have real difficulties with these tests. You should nevertheless try to persevere and complete the tasks. There may be two exceptions
· Participants may be so demented that they do not understand what is being asked of them, and/ or give either no response or apparently more or less random responses to all questions. In this case (an interviewer judgment) there is no point in persevering. 

· Occasionally people with early dementia (who are aware of their limitations) may show a ‘catastrophic’ i.e angry reaction to being tested, for example accusing the interviewer of asking ‘stupid questions’ or of insulting them. Under these circumstances it would be unwise to push too far.
· The missing value code should not be used in the cognitive interview. If the interview is stopped early (see above) then code all of the remaining variables as answered incorrectly. If there is no response, or a meaningless response during the course of the interview, whether because of deafness, other communication problem, or dementia, then code the question as answered incorrectly.

· If a participant wishes to revise their response to a cognitive item, unprompted, then check that they are sure they wish to change their answer, and code the new answer (whether it is right or wrong)

3)The Geriatric Mental State

The Geriatric Mental State was developed by Prof. John Copeland of Liverpool University

Principal features

 Comprehensive clinical assessment of mental state in older persons

 ‘World leader’ in epidemiological research

 Takes 30-40 minutes to administer

 Semi-structured 

 Time frame for all questions is the last four weeks
 Diagnosis is derived by AGECAT computer algorithm

 Can be administered by clinical, para-clinical or lay interviewers

 Training  (two days) is required for all interviewers. The training programme is outlined below. Use the annotated version of the GMS, and the GMS manual that has been provided and translated.
1) The GMS is a little different from other parts of the questionnaire as several of the questions are relatively open-ended. Participants generally find it easy to understand and respond to the questions. The complexity comes from the requirement that the interviewer map the participant’s response on to the item codings provided. This is an ‘unnatural’ task for a lay interviewer, although one which we have found they can complete easily and reliably. 

2) The interviewer’s task is to rate the participant’s response according to the clear and explicitly stated criteria provided. 

3) For each item the interviewer should:

a) ask the item just as it is written

b) if the participant asks for clarification repeat the item

c) attempt to code the participant’s spontaneous response according to the criteria laid down. Do not spend too long over this. As soon as you are reasonably sure, code and move on.

Item structure

Two types

Direct question

Have you been sad (depressed, miserable, in 
low spirits, blue) recently



0
1
2
8
9

Observation

Looks or sounds sad, mournful or depressed
0
1
2
8
9

General rules for rating the GMS

0 means NO or ‘normal’

1 means YES or ‘abnormal’ (symptom of mild to moderate intensity, or infrequent)

2 means YES or ‘abnormal’ (symptom is severe, frequent or persistent)

8
means uncodable

9
means question not asked

If in doubt as to whether the symptom is present (1 or 2) or absent (0), code absent (0). If in doubt as to whether the symptom is mild to moderate (1), or severe (2), code 1. i.e if in doubt always code low (0 instead of 1, or 1 instead of 2). 
The distinction between 0 and 1 is generally much more important than distinction between 1 and 2.
You should avoid using 8 or 9 where at all possible. If the response is uncodable (8), ask the question again and try to get a codable response. 
It will be very unusual that a question is not asked (9). The only exception may be when you have to abandon the interview because only meaningless responses are being given. See 4.1.1 above. At the very least, complete and code the initial section on orientation to time place and person. The interviewer should then skip to the behavioural observation items (158.1 – 180.20) and make absolutely sure that they code all of these items, as accurately as they can. DO NOT USE 8 OR 9 IN THIS SECTION, UNLESS, AND THIS IS UNLIKELY, IT IS IMPOSSIBLE TO MAKE AN OBSERVATION. The communication difficulties section (179) gives important information on the reasons for communication problems.  

If the interview is terminated, you do not need to go over the sections that have not been administered entering 9’s. Just leave these section blank.
If you have skipped a section of the GMS because of the skipping rules, again you do not need to enter 9’s into the skipped section. Just leave them blank. The data entry programme will skip these sections automatically.
AGECAT

The Automated Geriatric Examination for Computer Assisted Taxonomy

Symptoms


Symptom components


Symptom groups


Syndrome clusters
Organic




Schizophrenia




Depression



Levels of confidence




Anxiety neurosis


(3+ for likely case)








(Stage 1 output)
Hierarchical comparison of syndrome clusters 

Main diagnosis (Stage 2 output)
Typical structure of GMS training program

 Introductory talk about the principal characteristics of GMS

 Section by section review of the instrument

 Co-rating of 2 videotaped interviews

 Item by item comparison of ratings with trainer’s ‘expert’ rating

 Comparison of AGECAT diagnosis with that of trainer

 Reliability should improve with repeated co-rating

 Role play interviews by group

· Proceed through the interview section by section, with trainees taking it in turns to interview. The trainer or an assistant role plays the interviewee. 

· Different elements of the sections can be demonstrated, highlighting difficulties that may arise in administration and coding eg non-specific answers 

 ‘Live’ interview of volunteer participant. Those with mild degrees of cognitive impairment and/ or mixed depressive anxiety symptoms. Those with psychoses or more severe dementia are not recommended.

 Trainees should be grouped into groups of four or five. 

 One conducts interview and rates, while the others co-rate. 

 Trainer also observes and co-rates. 

 Each trainee should have opportunity to do one or two such interviews, until trainer is satisfied with their performance

 At the end of each interview the trainer should comment upon the conduct of the interview, and compare trainees’ item ratings with their own ‘expert’ rating

 Post-training - supervision of early field interviews (at least two, by trainer) with feedback

4) The informant interview

The informant interview now has three modules

MODULE 1
BACKGROUND MODULE

This module provides information about the informant, and is administered, in full, to all informants

MODULE 2
CARE MODULE

This module provides information about care arrangements for the older person, and impact upon the caregiver. It is administered to all those who had dementia at baseline, and to any others with at least some care needs. Otherwise, after an initial screen you skip to Module 3.In the training, go over the open ended screening questions that are used to establish whether the older person has care needs. Discuss possible scenarios, and stress that this section must be asked unless the older person is completely independent in all aspects of care. An acid test would be to ask the question ‘Could this older person live on their own, if they had to?’. Only if the answer to this question is, definitively, ‘yes’ should the care module be skipped. If in doubt, the section should be completed. Make sure that the interviewers understand even when relatives have to provide physical care to an older participant who is mentally competent, the care module should be completed. 
MODULE 3
INFORMANT MODULE

This module provides clinical information about the older person, from the perspective of the informant. 

The informant section of the Community Screening Instrument for Dementia informant (asking about evidence of cognitive and functional impairment) is administered in full to all informants. 

The longer HASDDS (asking in detail about the course and onset of a possible dementia syndrome) is administered to all those who had dementia at baseline and to any others where there are at least some signs of cognitive or functional impairment noted in the CSI-D (CSI’D’ score of 2 or less). Otherwise you skip to the NPI-Q

The NPI-Q (asking about behavioural and psychological symptoms) is administered in full to all informants

The informant interview should be carried out, if at all possible, without the participant being present. Otherwise this may make it difficult for the informant to give honest and correct answers to the questions, particularly those about cognitive and functional impairment. 

In the interviewer training, make sure that the interviewers are absolutely clear about the skip structure for the informant interview, as summarised on the next page:

Skip structure for informant interview

	MODULE 1 – Background module


	MODULE 2 – Care module

Screen for care needs



	NO DEMENTIA AT BASELINE 

and no care needs whatsoever at follow-up
	DEMENTIA AT BASELINE

and/ or at least some care needs at follow-up


	Skip to MODULE 3 - HAS-DDS CSI’D’ informant section
	Administer remainder of Care module

	MODULE 3 – Informant module

HAS-DDS CSI’D’ informant section



	NO DEMENTIA AT BASELINE 

and CSI’D’ score 2 or less 

at follow-up
	DEMENTIA AT BASELINE

and/ or CSI’D’ score greater than 2 at follow up


	Skip to NPI-Q
	Administer remainder of HAS-DDS (onset and course of dementia)

	NPI-Q




4) The NEUROEX

A new training DVD has been prepared by the London centre and will be circulated to all centres. The main changes from baseline are that

1. the NEUROEX has been largely replaced by the NIH stroke scale. This is simpler to administer but care needs to be taken with the ratings.

2. there are two new anthropometric measurements, weight and calf circumference. Instructions are provided on the training DVD

3. at the end of the physical examination, the interviewer makes a global rating of the participant’s mobility according to a simple five point rating scale.

5) The verbal autopsy interview

The extent of the prior training and supervision will depend to an extent on the clinical experience of the interviewer. 

As a minimum the PI should go over the semi-structured assessment with the interviewer, describing the purpose and the scope of the assessment. Points to stress are

1. first they should take a general history of past medical history and circumstances leading to death, attempting to distinguish between medical and non-medical (accident/ injury) causes of death. Depending on which seems likely they should then use the relevant checklists to ensure that they gather comprehensive information

2. they may well have a good idea of the cause of death, but they should remember that it is not their role to determine cause of death – they must in their summary record all relevant information to enable the independent clinicians to make the attribution.

The interviewers, as part of their training, should complete several practice interviews on non-study participants (perhaps relatives of those who had died recently in hospital or at home, where cause of death had been determined by hospital clinicians or primary care physicians. The trainer should then go over the summary that the interviewer had prepared bearing in mind the two most likely problems

1. Too little information and/ or insufficiently detailed information is provided for the independent clinicians to attribute a cause of death

2. The interviewer makes their own judgement about cause of death and provides too little information for the independent clinicians to exclude or include alternative possibilities. 

These practice interviews should be continued until the trainer and the interviewer are satisfied that the task is being carried out competently.

Then, the PI or other skilled clinician should accompany the interviewer in the field for the first few interviews to ensure that the training was being applied properly. Again the supervision should continue until the trainer is satisfied that the interviewer can operate independently.

Finally, feedback should be sought from the two independent clinicians regarding the adequacy of the summaries that they are being provided. If they have concerns, then further training should be carried out.

6) the second stage stroke assessment

No specific training is required for the second stage stroke assessment. It is assumed that those carrying out this assessment will be experienced stroke diagnosticians, who will be familiar with the neurological examination and interpretation of clinical signs and symptoms. In the event of need for clarification, please contact the London centre, and/ or Raul Arizaga.
APPENDIX 2
EPIDATA instructions

1.1 About epidata

As EPI INFO 6.0, EPIDATA is public domain data entry, which can be copied and distributed without charge.

1.2 How to download from internet

 On the webpage http://www.epidata.dk go to ‘get a copy’ on the left hand side of the screen and click on ‘Program utilities’

To download the version you will use for the study go to ‘windows install’ in the middle of the screen and click on ‘Download and run epdsetup.exec 1.1mb’

A window will appear asking if you want to save or open the file. Click on save and choose the most appropriate place to save it in your computer.

1.3 How to install epidata in your computer

Once you have saved the file in your computer or in a disk you double click on the single icon which is called epdsetup.exec. This will install Epidata in your computer. 
(A window with detailed instructions on how to install will appear. The instructions are easy to follow and you will install Epidata in your computer in less than two minutes)

A screen asking if you wish to continue will appear. Click YES. 

Close all other applications you might be running at the moment and click NEXT. A very simple license agreement will appear. To install Epidata you must accept this agreement. Click YES and then NEXT. 

A window will appear allowing you to browse and choose the best place to install it. Choose where you want to install and click NEXT. 

Click NEXT again and an option to create a desktop icon will appear. Tick “create a desktop icon” and click NEXT. 

Check if the information given is correct and click INSTALL. Epidata will be installed in few seconds. Click NEXT and FINISH.

1.4 Downloading the epidata Data entry files on to your study computer/s

Each of the eight interviews/ assessments for the population based incidence phase studies:

background_participant
socio-demographic and risk factor interview

background_informant
as above but used where the participant is too 





impaired to give reliable information

cognitive


CSI'D' cognitive test and10 word list learning task
gms



Geriatric Mental State structured clinical interview
household


information about household composition/ age etc 

informant


carer/ coresident strain, care arrangements, 





informant report of cognitive and functional 





decline, and onset and course of dementia
neuroex


BP, anthropometry and neurological examination 

demqol


the participant and proxy (informant) versions of the 





demqol dementia quality of life questionnaire

is supported by epidata data entry files, which can be downloaded from the ADI 10/66 intranet site as a self extracting archive file <popn_epifiles.exe>

The self-extracting archive file should be extracted into the c:/ root directory on your computer. This will generate a c:/data directory with sub directories for each of the seven interviews. These sub-directories contain not only the epidata data entry files but also spss command files for processing these data. These will provide variable and value labels for all of the data sets and will generate automatically: 

· Impairment, disability (WHODAS) and pain scales from the background file 

· service use and associated costs, from the background file 

· income, from the background file 

· caregiver strain, and caregiver income from the informant file 

· CSI'D' cognitive test score (cogscore) 

· CSI'D' informant interview score (relscore) 

· CSI'D' discriminant function score (dfscore) 

· GMS/ AGECAT diagnoses 

· 10/66 Algorithm dementia diagnosis (as per the method described in the Lancet paper) 

· DSM IV dementia diagnosis 

1.5 Entering study data into epidata

As for Epi Info each epidata data entry questionnaire requires three files, eg for the GMS:

GMS.qes – the file containing the questionnaire script

GMS.rec – the spreadsheet database, containing the data as it is entered

GMS.chk – the file containing the details of skips and interactive checks.

Entering data

1. Start Epidata

2. Click on ‘4. Enter data’ which is in the top of the screen. A window will appear for you to browse and find the REC file you want to open. Go to c:/data and click on the directory corresponding to the interview for which you want to enter data (eg, gms, cognitive, background participant etc). Click on the file in that directory with the same name and click on open

3. Once the REC file is opened you can proceed with the data entry from a hardcopy of the questionnaire. 

4. When you reach the end of the interview a window will appear asking if you want to save or not the data you have just entered. Click on SAVE and you will move back to the beginning of the interview with a fresh data entry sheet. Carry on if you want to enter another case. 

5. If you want to close the file and continue to use Epidata click the smaller “X” in the right hand side in the top of the screen or go to FILE in the left hand side in the top of the screen and click on “CLOSE FORM”

6. If you want to close Epidata click the larger “X” in the right hand side in the top of the screen or go to FILE in the left hand side in the top of the screen and click on “EXIT EPIDATA”

Other tips
1. When moving from one field to the other you can see in the bottom of the screen the details of the field, such as name of the variable, legal values, length, and skips definitions.

2. In the bottom left hand corner of the screen you can see the total number of records you already have entered (eg 150)  and which is the one you are entering/ editing at the moment (eg 12/150). 

3. If you want to move back to edit a previous interview or scroll forward to a subsequent interview click on the arrows on the bottom left hand corner of the screen (it skips forward or backward from one record to the other). 

4. As in Epi info the cursor moves on automatically to the next data entry field when data has been entered

5. However, if you want to enter a single digit (eg 1) into a field that has space for two or more digits (i.e up to 99), the cursor will not move on automatically. You then have two options: i) enter ‘1’ (the cursor will not move on to the next variable) and press enter to move onto the next data entry field; ii) enter ‘01’ in which case the cursor will move on automatically to the next data entry field.

6. If you want to move back to a previous question press the up arrow to move one question up or the down arrow to move one question down.  
Double entering data

1. After you have entered the data once, you need to enter all cases a second time, into a new file for each data entry file. 

2. The reason for this, is that errors will have been made when the data was entered the first time. After you have entered the data a second time, EPIDATA allows you to compare the two entries. Unless you made the same error twice, your mistake will be picked up, and you can go back to the paper record to correct the discrepancy. Although this involves extra work, it is well worthwhile. 
3. Follow these instructions

a. Open the second data entry file. Let us assume that you are entering the cognitive interview a second time. Open the c:\data\cognitive\double directory and open the cognitive.rec file

b. Enter the data

c. Compare the original data (entered into c:\data\cognitive\cognitive.rec) with the double data entry file (entered into c:\data\cognitive\double\cognitive.rec). To do this click on ‘document’ and then select ‘validate duplicate files’ from the drop down menu. Click on the document folder symbol by ‘name of first file’ and ‘name of second file’, and select as below

Name of first file:

c:\data\cognitive\cognitive.rec


Name of second file:
c:\data\cognitive\double\cognitive.rec


Then click on OK

d.
In the next window, under ‘select key fields’ click on (tick) the boxes next to HOUSEID and PARTICID. This tells EPIDATA how to link records in the first and second data files. Under ‘Records’ check also that the box by ‘ignore deleted records is checked. Now click on ‘OK’
e.
Epidata now produces a summary of the validation, which can be printed out. Here is a simple example (below), for the casefinder data entry file.
The casefinder file has only three variables, HOUSEID, PARTICID and STATUS (containing the healthworkers opinion as to presence of dementia. Three records have been double entered

RESULTS OF VALIDATION:

---------------------------------------------------------------------

Records missing in data file 1:           1

Records missing in data file 2:           1

Number of common records found:           2

Number of fields checked per record:      3

Total number of fields checked:           6

1 out of 2 records had errors (50.00 pct.)

1 out of 6 fields had errors (16.67 pct.)

Firstly, EPIDATA has detected that for two of the records, the identifiers, HOUSEID and PARTICID, cannot be matched across the two datafiles. These id numbers must be incorrectly entered, for the original or the double data entry file, or both.
Secondly, for the remaining two participants, for whom it was possible to make a match between the records in the two files, in one there was a discrepancy in one variable. The next section of the output identifies the problems.

---------------------------------------------------------------------

 DATA FILE 1                           | DATA FILE 2                          

---------------------------------------------------------------------

 Record key field(s): (Rec. # 3)       |                                      

 HOUSEID    = 1                        |                                      

 PARTICID   = 2                        |                                      

                                       |                                      

 Record not found in data file 2       | Record not found                     

---------------------------------------------------------------------

 Record key field(s): (Rec. # 4)       | Record # 4                           

 HOUSEID    = 12                       |                                      

 PARTICID   = 1                        |                                      

                                       |                                      

   STATUS = 2                          |   STATUS = 0                         

---------------------------------------------------------------------

                                       | Record key field(s):(Rec.# 3)      

                                       | HOUSEID    = 1                       

                                       | PARTICID   = 1                       

                                       |                                      

 Record not found                      | Record not found in data file 1      

---------------------------------------------------------------------------
1) Rec 3 in file 1 (HOUSEID=1, PARTICID=2) does not match with any of the entries in file 2, and Rec 3 in file 2 (HOUSEID=1, PARTICID=1)does not match with any of the entries in file 1. Presumably data file 1 should be 1,1, or data file 2 should be 1,2. If, on checking your paper records, 1,1 is correct, then go back and correct file 1. If 1,2 is correct then go back and correct file 2. Make sure that you save the file after the correction.  

2) For record 4 (HOUSEID = 12,PARTICID=1 in both files) the variable STATUS has been entered as ‘2’ in file 1 and as ‘0’ in file 2. You would now need to go back to the paper data entry sheets, and find out which entry is correct for HOUSEID=12, PARTICID=1. If the correct code is ‘0’, then go back and correct file 1. If the correct score is ‘2’, then go back and correct file 2. Make sure that you save the file after the correction.  

APPENDIX 3
PROCESSING DATA USING SPSS ALGORITHMS
DATA REQUIRED TO GENERATE 10/66 ALGORITHM DEMENTIA DIAGNOSIS
Processing 10/66 Population-based study data

In order to generate a 10/66 Algorithm dementia diagnosis, we need data from four sources, contained in three separate epidata files

	Interview (source of data)
	Data file
	Derived variable name
	Derived variable description

	the 10 word list learning test with delayed recall
	cognitive.rec
	IMMED

RECALL
	Immediate recall

Delayed recall

	The participant (cognitive test) component of the CSI’D’ 
	cognitive.rec
	COGSCORE

COGCASE
	CSI’D’ cognitive test score

Prob. Dementia case (from COGSCORE cutpoint)

	
	
	DFSCORE*

DFCASE*
	CSI’D’ Discriminant function score

Prob. Dementia case (from COGSCORE cutpoint)

	The informant  component of the CSI’D’
	informant.rec
	
	

	
	
	RELSCORE
	CSI’D’ informant score

	The GMS
	gms.rec
	DEP

ORG

SCHIZ

ANX GMSDIAG


	Stage 1 Depression index

Stage 1 Organicity index

Stage 1 Psychosis index

Stage 1 Anxiety index

Stage 2 hierarchical diagnosis


The four variables containing data required for the 10/66 algorithm are highlighted in italics

* DFSCORE, the CSI’D’ discriminant function score is derived from COGSCORE and RELSCORE, and hence uses data from both cognitive.rec and informant.rec.

THE SEQUENCE FOR PROCESSING THE DATA

1) Export the epidata *.rec files as spss *.sav files

2) Process each individual file, using the spss command files provided. The resulting processed files are written to a ‘stage1_output’ directory. The new variables that will have been created are indicated in the table above

3) Again, using the spss command file provided, join the processed files together, and run the 10/66 algorithm. The new file, containing all of the processed data from the individual files, and the algorithm result is written to the ‘stage2_output’ directory.

4) Using the spss command file provided, join further processed files to the 10/66 algorithm output file, and run the DSMIV diagnostic algorithm. The new file, containing all of the processed data from the individual files, and the DSM algorithm result is written to the ‘stage2_output’ directory.

DETAILED INSTRUCTIONS FOR COMPLETING EACH OF THESE STAGES

1) Export the epidata *.rec files as spss *.sav files
a) Open epidata by double clicking on the double triangle icon

b) Click on ‘export data’ and then ‘SPSS’ in the drop down menu. An ‘open’ window should appear

c) Navigate to the c:\data\cognitive directory and select the cognitive.rec data file. Click on ‘open’. 

A new ‘export data’ window appears. All of the options should be correct (it will export to c:\data\cognitive\cognitive.sps) so just click on ‘OK’. 

An information window should confirm that your records (2 in the case of the test file) have been successfully exported.

d) open windows explorer and navigate to the c:\data\cognitive directory. 

You should find that it contains two spss syntax (command) files. These are identified by a little icon of a sheet of paper with a folded corner with spss in red letters above. When you place the cursor over the file it is identified as an spss syntax document (spss command file).  ‘cognitive.sps’ is the file that epidata has just created which will write the spss data file. We shall come to ‘cognitive_command.sps’ later. For now, double click on the ‘cognitive.sps’ command file. This will open the spss program, and a syntax file window called ‘cognitive’

e) Note that the syntax file says:

* You may modify the commands before running it.

* Uncomment (remove the *) the last command (SAVE) if the  .

* command file should save the data as a SPSS data file.

We do indeed want to save the new file as an SPSS data file. Therefore, scroll down to the bottom of the syntax file and in the section

*********** Uncomment next line to save file ******************.

* SAVE OUTFILE="C:\data\cognitive\cognitive.sav".

***************************************************************.

Delete the asterisk before SAVE OUTFILE to leave it thus ->

*********** Uncomment next line to save file ******************.

 SAVE OUTFILE="C:\data\cognitive\cognitive.sav".

***************************************************************.

You do not need to save this change

f) Now run the SPSS syntax file. Click on ‘run’ and select ‘all’ from the drop down menu. 43 variables on 4 cases will have been saved to an spss data file cognitive.sav. 

You may close spss without needing to save the output, syntax or data files (the data file ‘cognitive.sav’ was saved automatically because we removed the asterisk in the last section – you can check that this happened in windows explorer).

g) Now repeat steps a-f above for the other two files that we will need to process

informant.rec in the c:/data/informant subdirectory and 

gms.rec in the c:/data/gms subdirectory

2) Process each individual file, using the spss command files provided. The resulting processed files are written to a ‘stage1_output’ directory. The new variables that will have been created are indicated in the table above

a) Cognitive

i) open windows explorer and navigate to the c:\data\cognitive subdirectory. Double click on the cognitive.sav datafile to open it. 

Do not confuse the datafile with the syntax file of the same name (cognitive.sps). The datafile has a small blue and white grid icon beside it, and is described as an ‘SPSS data document’. 

ii) bring the windows explorer window up again and double click on the cognitive_command.sps syntax file to open it also. You will now have two SPSS windows open, a data editor and a syntax editor.

iii) Run the SPSS syntax file. Click on ‘run’ and select ‘all’ from the drop down menu. 

This will compute a total ‘COGSCORE’ for the CSI’D’ cognitive test component, and also an immediate learning score out of thirty, adding the results of the first three trials. 

The processed file is saved automatically as follows

SAVE OUTFILE='C:\data\stage1_output\csidsubj_processed.sav'/ COMPRESSED.

iv) Close SPSS. Do not save output, syntax or data files.

b) Informant

i) open windows explorer and navigate to the c:\data\informant subdirectory.

Double click on the informant.sav datafile to open it. Do not confuse the datafile with the syntax file of the same name (informant.sps). 

ii) bring the windows explorer window up again and double click on the informant_command.sps syntax file to open it also. You will now have two SPSS windows open, a data editor and a syntax editor.

iii) Run the SPSS syntax file. Click on ‘run’ and select ‘all’ from the drop down menu. 

This will compute a total ‘RELSCORE’ for the CSI’D’ informant interview component. 

The informant interview also contains information about the caregiver/ coresident. From these data will be calculated –

For all informants……

· the SRQ20 total score, 

· SRQ caseness according to a predefined cutpoint

· Time spent with the participant

· Informant income

And for those who are caregivers…..

· Time spent assisting with activities of daily living

· the Zarit caregiver burden interview score 

Processed data is saved automatically as follows

The processed file is saved as follows

SAVE OUTFILE='C:\data\stage1_output\informant_processed (open this).sav'
v) Close SPSS. Again, there is no need to save any files.

c) GMS

Processing GMS (running the AGECAT computerized algorithm) is only slightly more complicated than processing the cognitive and informant data. This is because you must run some MS-DOS command files as well as some SPSS syntax command files. These must be run in the correct order. Therefore the relevant files are called 

	The three AGECAT command files

	step1.sps
	an spss command file

	step2.bat
	a DOS command file

	step3.sps
	another spss command file


i) open windows explorer and navigate to the c:\data\gms subdirectory. Double click on the gms.sav datafile to open it. 

Do not confuse the datafile with the syntax file of the same name (gms.sps). The datafile has a small blue and white grid icon beside it, and is described as an ‘SPSS data document’. 

ii) bring the windows explorer window up again and double click on the step1.sps syntax file to open it also. You will now have two SPSS windows open, a data editor and a syntax editor.

iii) Run the SPSS syntax file. Click on ‘run’ and select ‘all’ from the drop down menu. 

This will carry out some preliminary processing and write a temporary file gms.sc to the c:/data/gms subdirectory. 

Ignore the SPSS output. There is no need to close SPSS, or any of its windows.

iv) Bring up the windows explorer window and double click on step2.bat to run the DOS command file. 

This will temporarily open a window which closes automatically when the AGECAT commands are completed. 

A further temporary file gms.ga (containing the AGECAT output) is written to the c:/data/gms subdirectory 

v) bring the windows explorer window up again and double click on the step3.sps syntax file to open it. 

You will now have four SPSS windows open, a data editor, an output file and two syntax editors. 

Run the step3.sps syntax file by clicking on ‘run’ and select ‘all’ from the drop down menu. 

This will write the AGECAT output into an spss data file and merge it with the original gms data in a final processed file as follows

SAVE OUTFILE='C:\data\stage1_output\gms_processed.sav'/DROP=ma phobia hc obclus conf rdiag/COMPRESSED.

See appendix 1 for a detailed description of the contents of this file

vi) Close SPSS. Again there is no need to save any files.

3) Using the spss command files provided, join the processed files together, and run the 10/66 algorithm. The new file, containing all of the processed data from the individual files, and the algorithm result is written to the ‘stage2_output’ directory.

a) Bring up windows explorer and navigate to the c:\data\stage1_output subdirectory. You should find that it contains at least three spss datafiles

informant_processed (open this).sav

csidsubj_processed.sav

gms_processed.sav

The subdirectory may contain other processed files if you have run the relevant command files. However, only the three listed above are needed for the 10/66 dementia diagnosis algorithm. The subdirectory also contains an spss syntax (command) file 1066_algorithm.sps

b) Double click on informant_processed (open this).sav to open it. The reason for the (open this) in the title is to remind you that this is the first file to go into the second stage of processing!

c) Bring up windows explorer again and double click on 1066_algorithm.sps (the syntax file) to open it. 

d) Run the syntax file by clicking on ‘run’ and ‘all’. This syntax file automatically carries out a eight tasks, in sequence

i) it joins csidinf and csidsubj

ii) it calculates the DFSCORE from COGSCORE and RELSCORE

iii) it applies the relevant cutpoints to DFSCORE and COGSCORE to identify possible and probable dementia cases according to CSI’D’ (COGCASE and DFCASE respectively)

iv) it saves the result of these procedures as follows

SAVE OUTFILE='C:\data\stage2_output\csid_processed.sav'/ COMPRESSED.

v) It joins this file with gms_processed.sav

vi) it allots the appropriate coefficient scores according to the participants’

COGSCORE

RELSCORE

RECALL (10 word list learning delayed recall score)

GMSDIAG (AGECAT Phase 2 hierarchical diagnosis)

vii) it calculates the overall beta coefficient (log odds of suffering from dementia) which is then converted into odds and probability. Those with a probability higher than 0.255 are (according to the 10/66 algorithm) designated likely cases. The relevant variable is called dem1066  : 0= non-case/ 1= case

viii) it writes the final result of these procedures as follows

SAVE OUTFILE='C:\data\stage2_output\algorithm_processed.sav'/ COMPRESSED.

4) Using the spss command file provided, join further processed files to the 10/66 algorithm output file, and run the DSMIV diagnostic algorithm. The new file, containing all of the processed data from the individual files, and the DSM algorithm result is written to the ‘stage2_output’ directory.

a) Process the remaining files required for the DSM IV algorithm

i) background_participant/ background_informant

First you need to decide, for those participants for whom you have informant as well as participant data, which data to use for the final analysis. If you are going to use the informant data, delete that participant’s record from background_participant, or vice versa. 

Next, merge data from the background_participant and background_informant files. To do this, open the background_particpant file and run background_merge.sps. This will write a merged file, background_merge.sav to the background_participant directory. Keep this file open as this will now be processed.

Process the new merged file by running the background_command1.sps syntax file. However, if a warning message appears then use ‘background_command (use if error message on 1).sps’ instead. The first file is needed if there are any missing values in WHODAS, the second file if not. 

This will write background_processed.sav to c:\data\stage1_output

ii) household 

Household.sps will write household_processed.sav to c:\data\stage1_output

iii) neuroex 

Neuroex.sps will write neuroex_processed.sav to c:\data\stage1_output

b) Open the stage2_output directory, and double click on algorithm_processed.sav (check first that it is not already open).

c) double click on the dsm_algorithm.sps syntax file

d) Run the syntax file by clicking on ‘run’ and ‘all’. This syntax file automatically carries out several tasks, in sequence

i) it joins data from background_participant, neuroex, household and informant (HASDDS) to algorithm_processed.sav

ii) it runs a relatively complex algorithm to determine if the four dsm criteria (a,b,c and d) are all met

iii) it writes a variable called DSMCASE coded ‘1’ for a case and ‘0’ for a non-case saving all output to 

SAVE OUTFILE='C:\data\stage2_output\FINAL.sav'/ COMPRESSED.

e) Bring up windows explorer again and double click on reset.bat (the DOS command file) to open and run it. 

It will appear for an instant and disappear as the commands are run. 

This file ‘tidies up’ at the end of processing. All of the temporary files in the individual subdirectories (cognitive/ informant/ gms) are deleted leaving just the epidata data entry files and the spss and DOS command files. 

Your processed output is in the /stage1_output and /stage2_output subdirectories. Save this to another location or it will be overwritten the next time you process data.

This will leave you free to process data again after more interviews have been entered. Simply go back to the beginning and follow the instructions again. The new processed data files will overwrite those that you have just generated. The original cases will be reprocessed, together with the new cases. 
APPENDIX 4
INFORMATION ON GMS AGECAT OUTPUT

The gms_processed datafile is saved in the stage1_output directory. This contains the original gms data now prefixed by several new variables containing the results of the stage 1 and stage 2 AGECAT procedures. 

COMP    
(is the interview complete)                                                                      
          Value    Label

            .00    ok

           1.00    incomplete

           2.00    no interview

ORGANIC   stage 1 organic cluster                                             
          Value    Label

            .00     O0

           1.00    O1

           2.00    O2

           3.00    O3

           4.00    O4

           5.00    O5

SCHIZ     stage 1 - schizophrenia cluster                                     

          Value    Label

            .00     SRP0

           1.00    SRP1

           2.00    SRP2

           3.00    SRP3

           4.00    SRP4

           5.00    SRP5

DEP       stage 1 - depression clusters                                       
          Value    Label

            .00     D0

           1.00    D1

           2.00    D2

           3.00    DP3

           4.00    DP4

           5.00    DP5

           6.00    DN3

           7.00    DN4

ANX       stage 1 - anxiety cluster                                           
          Value    Label

            .00     AN0

           1.00    AN1

           2.00    AN2

           3.00    AN3

           4.00    AN4

           5.00    AN5

UFLAGS    flags - unusual symptom pattern                                     
(See labels in data set for more information)

ADIAG     stage 2 diagnosis - numeric                                        
(Stage 2 single hierarchical diagnosis in numerical code)

DIAG      stage 2 diagnosis - string                                         
(The same data as in ADIAG but as string variables so that they can be understood in the SPSS spreadsheet)
GMSDIAG   stage 2 diagnosis - summary                                        
(This variable usefully summarises the detailed data contained in ADIAG and DIAG. This is the variable that is used in the calculation of the 10/66 dementia diagnosis algorithm) 
          Value    Label

           1.00    organic case

           2.00    organic sub-case

           3.00    depression case

           4.00    depression subcase

           5.00    other case or sub-case

           6.00    well

APPENDIX 5

OUTSTANDING TRANSLATION WORK
The questionnaires for the incidence phase are very similar to those for the baseline phase, with only a few additions. You will obviously find it useful to know the differences between these new versions of the questionnaires, and the versions used in the baseline. Much of the necessary translation work will already have been carried out. The differences are summarised below.
DIED (informant interview and verbal autopsy)





RETURN TO BASE





Died





No match





REFUSED





No consent





Definitive match








INTERVIEW





Consent





Response to door knocking


contact





contacted





Information from neighbours/contacts





Participant still lives at address 





Not contacted after 5 visits





Accessible





Name and


Address





NOT TRACED


(informant interview)





UNCONTACTABLE (informant interview)





Not


accessible





No response to door-knocking  and no information from neighbours/ contacts





No contact or information after 5 visits





Moved away





New address


identified





No new address


identified








PAGE  
2

