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Executive Summary

Introduction

1. This report describes the activities and outcomes of the Middle East Area of Operations
(MEAO) Health Study preliminary study. This planning stage undertaken during 2009 included
meetings with stakeholders, focus groups and piloting testing the study questionnaire with the target
population.

2. The objective of the preliminary study was to conduct pre-testing of the survey instrument
by gaining broad stakeholder and consumer input to the development of the study instruments and
mode of data collection.

Methods

3. The preliminary study involved three activities: meetings with stakeholders, focus groups
with serving and ex-serving Defence Force personnel, and pilot testing of the questionnaire.

4. Meetings with stakeholders occurred both formally and informally to gain feedback on the
proposed study design and assessments. These included ongoing input and support from Defence
through the Deployment Health Surveillance Program Management Office, as well as input from:

Defence Force Units

Other Federal Government Departments

Ex-service organisations and veteran advocacy groups (both formal and informal)
DVA advocates

International military and veterans’ health research centres

5. Twenty-five focus groups were held between 28 April 2009 and 13 August 2009 at eight
bases hosting Force Units that have deployed to the MEAO. Several focus groups were offered at
each base to accommodate different types of veterans (commissioned and non commissioned
Officers, combat and combat-support personnel) and special groups such as medical staff and
women. Two focus groups were held with MEAO veterans who had separated from the ADF. In all,
130 individuals participated in these 25 focus groups, which were run by CMVH staff with training
and experience in the conduct of focus groups. The initial analysis of focus group discussions
utilised an abridged transcript that was created from the audio record and observer/scribe notes.

6. Findings from the focus group discussions were mapped to the draft questionnaire.
Suggestions to amend the questionnaire were made and reviewed by a working group at the
University of Adelaide. All participants who took part in a focus group (n=130) were subsequently
provided with a hard copy of the amended questionnaire for pilot testing.

Results

7. Stakeholder meetings informed the development of the draft questionnaire and refinement
of study protocols and procedures as presented in the Detailed Research Plan of May 2009.

8. Focus groups then enabled direct input to the selection of health hazards and health
concerns for health surveillance. The focus group outcomes reported here focus on three key topics:
1) identification of health hazards, 2) identification of health concerns, and 3) conducting the study.

9. Health hazards fell into two broad areas — major stressors and physical hazards. Major
stressors included: Working in a combat zone; Operational and organisational stress; Families and
returning to Australia and; Life on deployment. A wide range of physical hazards of concern were
reported by MEAO veterans during the focus group discussions. Together, the stressors and
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physical hazards were mapped to the draft questionnaire. This revealed where an issue of concern to
veterans was not assessed, or where fuller assessment of pertinent issues was required.

10. A similar approach was taken in the mapping of health concerns. These were grouped into
those that were of concern on deployment (Annex 4), and those that were of concern to veterans
now and looking toward the future (Annex 5).

11. Participants also discussed how the main study could be conducted to maximise
recruitment and completion of the study questionnaires and procedures.

12. Amendments were made to the draft questionnaire based on the outcomes of the focus
group discussions. The questionnaire was then mailed to these participants. Thirty questionnaires
were returned. Each of the returned questionnaires was independently reviewed by two UA Node
staff, Dr Christopher Barton and Miss Jenelle Baur. Participant comments were noted along with
missing items, entry of data in incorrect areas and any other problems with structure, flow and the
organisation of items as indicated by the participant. A table of proposed amendments was
developed and reviewed by the wider DHSP Project Team. The questionnaire was then refined
based on these discussions.

Conclusions

13. The preliminary study complements the activities already undertaken in the development
of the MEAO study protocol to identify health problems and health hazards for surveillance. This
has included funded activities conducted as part of Phase 1a (review of the literature and review of
health hazards) and Phase 1b (Detailed Research Plan). These previous activities drew on the
published and grey scientific and medical literature, experience of the investigators and the input of
the Defence-appointed SAC and PMB. The preliminary study complements this by incorporating
the views of stakeholders (e.g. veterans’ advocacy groups) and consumers (e.g. the veterans
themselves).

14, The stakeholder meetings and focus groups largely confirmed the initial selection of health
issues for surveillance and the priority attached to these issues. Where discrepancies were identified
the questionnaire was amended such that veterans’ concerns would be appropriately addressed.
Pilot testing of the questionnaire enabled the checking of content, structure and flow issues, which
were then able to be resolved.

15. The outcomes of the preliminary study engender confidence that the MEAO Health Study
survey has strong face validity (i.e. measures what is important to stakeholders and consumers to
measure) and will produce data that can be analysed confidently to answer the MEAO Health Study
research questions.
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Introduction

1. The Middle East Area of Operation (MEAQ) Health study is the next study to be initiated
within the Deployment Health Surveillance Program (DHSP). This program has recruited ADF
personnel and comparison groups for health studies focussed on deployments to the Solomon
Islands, East Timor, and Bougainville (collectively referred to as the Near North Area of Influence
(NNAI) studies). The MEAO Health Study will add ADF personnel who participated in Operations
in Afghanistan, Irag, and areas supporting Operations in these countries. As the MEAO study was
initiated at a time when the earlier DHSP studies were at advanced stages of implementation, it has
been possible to incorporate lessons learnt from these studies.

2. The MEAO Health Study forms part of a coherent program of health surveillance of
deployed ADF personnel and, as such, it is desirable that data collected on the MEAO deployed
cohort are comparable to that collected in the previous DHSP studies. However, it is recognised that
the MEAO deployments have been undertaken under very different conditions and largely different
circumstances from most of the NNAI deployments that were the focus of the earlier DHSP studies.
Hence, different exposures need to be assessed and the health issues for surveillance may be
different to those assessed in the earlier studies.

3. The MEAO deployments are anticipated to be the greater source of risk, in terms of both
the burden of disease and the cost of entitlements, compared to the other ADF deployments within
the DHSP.

4. A preliminary study was initiated to conduct pre-testing of instruments for data collection.
Pre-testing involves a series of activities that are designed to evaluate a survey instrument’s
capacity to collect the desired data, the capabilities of the selected mode of data collection, and the
overall adequacy of the mode of data collection.

5. This report describes the activities and outcomes of the preliminary study. This planning
stage undertaken during 2009 included meetings with stakeholders, focus groups and pilot testing
the study questionnaire with the target population.

Objective

6. The objective of the preliminary study was to pre-test the survey instrument by gaining
broad stakeholder and consumer input to the development of the study instruments and mode of
data collection.

Aims
7. Focus groups with veterans of the MEAO were held to:

e Capture qualitative data on the experiences and health concerns of MEAO veterans that
could be mapped to the health and exposure questionnaire to check the validity and
relevance of items to be assessed; and,

e Begin the process of engaging ADF and ex-serving members in the MEAO Health
Study.

8. The subsequent aim was to refine the draft study questionnaire based on the input of focus
group participants and to pilot test it as a check of face validity and to identify potential content,
structure or flow problems.
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Methods

Study Design

9. The preliminary study focused on pre-testing the survey instrument. It involved three
primary activities: meetings with stakeholders, focus groups with serving and ex-serving Defence
Force personnel, and pilot testing of the questionnaire.

Participants

10. Meetings with stakeholders were conducted throughout 2008 and 2009 to gain feedback on
the proposed study design and assessments. These included ongoing input and support from
Defence through the PMO, as well as input from:

Defence Force Units

Other Federal Government Departments

Ex-service organisations and veteran advocacy groups (both formal and informal)
DVA advocates

International military and veterans health research centres

11. Focus group participants were drawn from eight bases hosting Force Units that have
deployed to the MEAO. Several focus groups were offered at each base to accommodate different
types of veterans (commissioned and non commissioned personnel) and special groups such as
medical staff, Commanding Officers and women. Two focus groups were held with MEAO
veterans who had separated from the ADF.

12. All participants who took part in a focus group were invited to pilot test the study
questionnaire.

Focus Group Method

13. The focus group method was selected to obtain information about the health and exposure
experiences and concerns of the veterans. This approach enabled the research team to gain a broad
understanding of the health issues and concerns of a variety of Service personnel in a short period
of time and provided guidance on why these groups think and act the way that they do.

14, The focus groups were conducted according to the protocol and approach recommended by
Kreuger and Casey’, and Morgan and Kreuger®.

15. Command endorsement was obtained from each of the Single Service Chiefs. A CMVH
Liaison Officer from each of the three services identified Commanding Officers and initiated
contact to arrange access to personnel and suitable facilities. A point of contact was assigned at
each of the military bases, which provided local promotion and coordination of the focus group.
LTCOL Peter Nasveld, CMVH Research Manager, was instrumental in identifying points of contact
and arranging Defence liaison for focus groups.

Selection of participants for focus groups

16. Stratified purposive sampling and quota sampling were used to select the characteristics of
potential participants for the focus groups. Purposive sampling involved selecting individuals
because they had particular features or characteristics that enabled exploration and understanding of
issues of concern to a broad range of MEAO veterans.
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17. Quota sampling was also applied to ensure that a wide range of sub-groups were included
in the final sample; particularly those smaller groups of interest in Defence (e.g. women) were
included in the final sample. Quota sampling is common in qualitative research and involves
selecting sub-populations of interest and the proportion of those sub-populations that will make up
the final sample.

18. Quota was applied to gender (with one focus group restricted to female participants only),
rank (Officer/other rank), role (Combat/Combat Support or Aircrew/non-aircrew/health) and
Service.

19. Two of the focus groups (one in Adelaide and one in Brisbane) were restricted to MEAO
veterans who had separated from the ADF. These ex-serving members were encouraged to
participate through advertisements in the general media, veterans’ publications, and personal
contacts.

Focus Group Procedure

20. Focus group sessions were facilitated by Dr Christopher Barton, SQNLDR Michel Devine,
or Ms Freya Goodhew. A/Prof Susan Treloar assisted in facilitating two focus groups. University
facilitators were experienced in the conduct of focus groups.

21. Consent to record the session (either as notes or a digital audio recording) was sought at
the beginning of each focus group. If verbal consent to take an audio record was not provided, the
second investigator/research associate was instructed to take notes and to observe and note
additional non-verbal information during the focus group.

22. Each focus group, other than four groups with Special Forces elements, was digitally
recorded.
23. An interview guide was developed according to the protocol of Morgan and Kreuger?, and

used by the moderator to guide the discussion. Questions covered four broad areas including:

e Health concerns

e Positive and negative aspects of the deployment

e Experiences after returning from deployment

e Strategies for recruitment to the study and the use of incentives

Analysis of information gained from focus groups

24, Initially, in order to finalise the study questionnaire for pilot testing and meet the deadline
for reporting, key themes and key issues were identified from the notes of the observer/scribe and
from a review of the audio record. The latter involved listening to the audio file and making an
abridged transcript to supplement the written notes of the observer. Thorough qualitative analysis of
focus group transcripts will be conducted subsequently to fully explore the data provided.

25. The key themes and issues that were identified in this manner were mapped to the battery
of assessments planned for the MEAO Health Study as a check that the key health and exposure
concerns of personnel were assessed in the questionnaire.

26. Suggestions to amend the questionnaire were compiled. These were then reviewed and
discussed by a working group at the CMVH UA Node. This group comprised Professor Alexander
McFarlane, Dr Christopher Barton, SQNLDR Michel Devine, Miss Jenelle Baur and Mr Daniel
Barnes.

August 2009 10



CMVH Defence Deployed MEAO Health Study Preliminary Study Report

217. Each item within the questionnaire was discussed until consensus was reached as to
whether the item would be retained, amended or deleted. At this point, the questionnaire was
considered ‘print ready’, in preparation for pilot testing.

Pilot Testing the Study Questionnaire

28. At the conclusion of each focus group, participants were asked if they would be willing to
pilot test the study questionnaire once the preliminary analysis of the focus group data had been
undertaken and changes to the study questionnaire arising from the focus groups had been made.

29. On 21 July 2009, the first 118 focus group participants were emailed to advise them that
shortly they would receive a hard copy of the questionnaire in the mail, and that they should
complete this questionnaire and provide additional written feedback to the study investigators.

30. The questionnaire was mailed to participants the following day. Participants were advised
that responses were required by 31 July 2009.

Analysis of pilot study data

31. Each of the returned questionnaires was independently reviewed by two UA Node staff, Dr
Christopher Barton and Miss Jenelle Baur. Participant comments were noted along with missing
items, entry of data in incorrect areas and any other problems with the structure, flow and
organisation of items as indicated by the participant.

32. A table of proposed amendments was developed and reviewed by the wider DHSP Project
Team (including staff from both UA and UQ Nodes). The questionnaire was then refined based on
these discussions.

33. Five focus groups were unable to be organised in time to meet the deadlines noted above.
These focus groups involving Navy personnel at HMAS Kuttabul and Army personnel from 5
Aviation Regiment were held on 21 July 2009 and 13 August 2009 respectively. The revised
questionnaire was provided to these focus group participants on 13 August 20009.
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Results

34. The results are presented in three parts: 1) Stakeholder meetings, 1) Focus group outcomes,
and 111) Pilot Study outcomes.

Results Part I: Stakeholder meetings

35. Stakeholder meetings targeting key Defence and veteran stakeholders were conducted to
gain feedback on the proposed study design and assessments, in addition to the ongoing input and
support from Defence through the PMO.

36. These meetings included both formal (e.g. planned meetings with agenda and official
representation) and informal discussion (including phone, email, or face to face meetings without
agenda or official representation).

37. These discussions informed the development of the draft questionnaire and refinement of
study protocols and procedures as presented in the Detailed Research Plan of May 20009.

Table 1.1: Stakeholder meetings held with individuals and organisations

Formal meeting Informal discussion
1. Department of Defence, Joint Health 1. Joint Operations Command (JOC)
Command, Program Management Board
2. Defence appointed Scientific Advisory 2. Aviation Medicine Unit at RAAF Base
Committee to the DHSP Edinburgh
3. Department of Veterans’ Affairs 3. Defence Science and Technology
Organisation (DSTO)
4. National Younger Veterans’ Consultative 4. Australian Defence Association
Forum (CMVH has a standing agenda item)
5. Defence Force Units including: 5. Returned Services League (RSL)
1 Psychology Unit
6. Millennium Cohort Group 6. Young Diggers
7. Professor Simon Wessely, Kings College 7. Australian Peacekeepers and Peacemakers
London Veterans’ Association
8. Mental Health Research Unit of the Dutch 8. DVA Advocates

Armed Services
9. Directorate of Mental Health, Canadian
Armed Forces
10. Defence Force Units including
SAS-R

Results Part Il - Focus Group Outcomes

38. Twenty-five focus groups were completed between 28 April 2009 and 13 August 2009
(Table 1.2). These involved discussions with 130 MEAO veterans. The number of participants in
each group ranged from 1 to 10. The majority of participants were still members of the ADF (n =
123), while seven ex-serving MEAO veterans participated in a focus group held in either Adelaide
(n = 3) or Brisbane (n = 4). Only one focus group that was targeted at Navy sailors failed to attract
any participants (Table 1.2), although this focus group could only be held at a time when no ships
were alongside at HMAS Kuttabul.
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39. All focus groups were digitally recorded except for groups with Special Forces elements
(SAS-R and 4RAR). A total of 21 hours of audio was collected. When the group was not recorded,
detailed notes were taken by an observer/scribe.

40. No adverse incidents occurred during the focus group discussions and all but one
individual consented to participate after discussing the study with the research team. The individual
who did not participate after hearing more about the study did not specify a reason for non-

participation.

Table 1.2: Focus groups offered and the number of participants attending each group

Service Date | Grouptype offered | No. Attending | Facilitator and Scribe
Royal Australian Navy
Fleet Base 21/7/2009 | Officers 1 CB and FG (FG
East, Potts Sailors 0 facilitated women’s
Point, Sydney Medical 1 only group)
Women 2
Australian Regular Army
1°' BDE, 4/6/2009 | Officers 7 CBand FG
Robertson Combat 6
Barracks, NT Combat Support 6
Medics 3
3 BDE, 17/6/2009 | Officers 2 CB and MVH
Townsville, Combat 10
QLD and Combat Support 10
Medics 4
13/8/2009 | 5 AVN air crew 7 CB and ST
5AVN non-aircrew | 5
7" BDE, NA Officers On exercises NA
Enoggera, Combat during study
QLD Combat Support period.
Women
SAS-R, Perth | 4/6/2009 | Officers 5 MD and CC
Other Ranks 9
4RAR, 26/6/2009 | Officers 4 MD and CC
Holsworthy, Other Ranks 10
Sydney
Royal Australian Air Force
Edinburgh, 28/4/2009 | Aircrew 6 CB and DB
Adelaide Non Aircrew 6
21/5/2009 | Medical 4
Richmond, 27/4/2009 | Aircrew 3 CB and DB
Sydney Non Aircrew 1
Medical 10
Ex Serving
Brisbane 25/6/2009 | Ex-serving 4 CB and ST
Adelaide 28/9/2009 | Ex-serving 3 CB
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Focus Group Findings

41. The initial analysis of focus group discussions utilised an abridged transcript that was
created from the audio record and observer/scribe notes as described in the methods. The outcomes
reported here focus on three key topics: 1) identification of health hazards, 2) identification of
health concerns, and 3) conducting the study. These were chosen as the first topics to investigate as
they could be used to enhance the study protocol and, in particular, the study questionnaire. A more
complete analysis utilising the verbatim transcript will be conducted later in 2009.

Health Hazards
42. Health hazards fell into two broad areas — major stressors and physical hazards.
43. Major stressors fell into four broad thematic areas which were labelled:

Theme 1: Working in a combat zone

Theme 2: Operational and organisational stress
Theme 3: Families and returning to Australia
Theme 4: Life on deployment

44, Within each thematic area there were a number of sub-categories contributing to the
broader theme. The themes and sub-categories within each theme are detailed in Annex 2. For each
sub-category the issue of concern is noted, as well as the group who raised the issue (individuals are
not identified), an example of the issue using quotations taken from the focus group audio
recording, how this issue is currently assessed in the draft study questionnaire, and a suggestion for
how it could be assessed differently or more fully (as appropriate).

45, The physical hazards reported during focus group discussions are presented in Annex 3. It
can be seen that they are organised alphabetically rather than thematically. Organising identified
hazards this way was done for pragmatic reasons and facilitated the mapping process for these
issues. The information is presented in a table that includes the issue identified, the group
identifying the issue, an example from the audio recording, how this is currently assessed in the
questionnaire and finally a suggestion for how it could be assessed differently or more fully (as
appropriate).

Health concerns

46. Health concerns were grouped into those that were of concern on deployment (Annex 4),
and those that were of concern to veterans now and looking toward the future (Annex 5).

47. For the mapping exercise, these were listed alphabetically rather than thematically. As can
be seen in the tables presented in the annexes, only minor amendments were suggested to ensure
that health concerns on deployment and in the long term were being assessed in the survey
instruments.

Conducting the study

48. Participants were asked how the study could be conducted to maximise recruitment and
completion of the study questionnaires and procedures. The outcomes of this aspect of the focus
group discussion are summarised below in Table 1.3 and Table 1.4, and have been reported as
‘do’s’ and ‘don’ts’.
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Table 1.3: Focus group participants’ views on the style of the survey instrument

Do Don’t
e Keep it short e Make it too long
e Provide opportunity for respondents to tell > 5 minutes
their story (e.g. use open ended questions) 10-20 minutes max
e Make the survey relevant to the role of the > 30 minutes

member (e.g. dead bodies rarely seen by
support staff)

e Include families

e Use pre and post assessments

e Assume one size fits all

Table 1.4: Focus group participants’ views on promoting the study and recruiting veterans

Do

Don’t

Use financial incentives (except for one
combat-support group who were against)
Offer motor vehicle

offer $10,000 (i.e. significant amount)
offer leave

offer travel to exotic location

offer time off of work

offer movie vouchers

raffle

Email. Email is often deleted if optional
e too busy
e too many other things to do

Use chain of command. Get support of
CO’s/Flight Commanders. The CO must
order “do not touch this person’ so they can
complete the questionnaire.

Link survey to medical or psychology health
checks. Members want to deploy and will
avoid anything that threatens deployability.

Serving ADF personnel need to be
“voluntold”

Promote it as a “health study’. Health does not
appeal as ADF members already do so many
health related checks/questionnaires.

Provide an opportunity to complete the
survey on base

Make it a burden (on time). A lot of hoops to
jump through pre-deployment — minimise
additional burden.

Use RAAF/RAN/Army Newspapers

Convey perception that a health problem is a
weakness.

Consider promoting study participation into
pre-deployment briefings.
e Pre-deployment Environmental
Health Lecture
e Family nights
e Pre-deployment psychology briefing

Use a ‘brand’ name like MilHOP or another
acronym to name the study. Don’t care what it
is called. Just state clearly what the key
objectives and key outcomes are going to be.

Consider link to AHA pre/post medical exam

Don’t assume all individuals in the ADF will
have access to a computer.

Respondents want to know that
Defence/others understand the pressures they
face

Focus recruitment on individuals while they
are in the ADF. Once out of Defence system
they will be lost
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Respondents want to know that Defence take
the research seriously.

Respondents want to know that if there are
issues, they will be identified and acted on

Use RAR associations

Emphasise independence from the ADF.
Respondents need to be sure confidentiality is
maintained, as they do not want to risk not
being deployed. Sceptical of hidden agendas
through the organisation.

Respondents want good feedback and results
to be applicable to the individual or at a local
level (tangible outcomes from participation)

Use Def Web and DRN pop ups.

Pilot Study Outcomes

49. The questionnaire presented to the PMO and SAC in the Detailed Research Plan of May
2009 formed the draft questionnaire, which was the starting point for the development of the
questionnaire that was ultimately pilot tested.

50. The issues identified by focus group participants were mapped to this questionnaire by the
Research Fellow as described above as part of the focus group study. At that point, the focus group
study was considered to have concluded and the pilot testing of the study questionnaire to have
begun.

51. The mapping exercise revealed where there was a lack of assessment of a health concern or
hazard, or where a higher priority was placed on an issue than was comparable to the level of
assessment in the questionnaire. Potential alternative questions were identified by the Research
Fellow.

52. A working group was formed to review the suggested amendments and make a final
decision on what questions would be included for pilot testing. This working group was led by
Professor McFarlane and included Dr Christopher Barton (Research Fellow), SQNLDR Michel
Devine (CMVH liaison officer with RAAF nursing background), Mr Daniel Barnes (research
officer) and Miss Jenelle Baur (research officer), who were each involved in the development of the
questionnaire or the conduct of the focus groups.

53. Each of the suggested changes to the questionnaire were debated in the context of the
overall aims of the DHSP and the MEAQO Health Study and requirements to maintain contemporary
standards of scientific quality and annotations made against the items for review in the
questionnaire (Annex 6).

54, Further, the phrasing and wording of instructions and questions was reviewed and
amended to reflect the colloquial use of language by sailors, soldiers, and airmen, as much as
possible. Wording of instructions to validated scales and the questions within validated scales was
never altered.

55. These changes were incorporated into the questionnaire and a hard copy in teleform format
was created for pilot testing. This version of the questionnaire was mailed to the first 118 focus
group participants on 21 July 2009 (focus group participants from the RAN and 5AVN Regiment
were not included at this stage).

56. In completing the pilot questionnaire these participants were asked to comment on:
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e The questions: do they address your health and exposure concerns?

e Do the questions address the health and exposure concerns of your mates and colleagues,
who were not able to participate in a focus group?

e How long did it take you to complete the questionnaire? Is it too long, or about right?

e What else can we do to ensure any health concerns or exposure concerns you or your
colleagues have are picked up on?

57. Feedback was requested by the 31 July 2009. However, it was apparent that some
individuals did not receive the questionnaire until the first week of August. A reminder was emailed
on 12 August 2009. Thirty-two participants returned the questionnaire (to 20 August 2009), six
questionnaires were ‘returned to sender’ and three individuals had deployed before receiving the
questionnaire. Excluding those who did not receive the questionnaire, the response rate was 29%.

58. On 3 August 2009, the returned questionnaires were reviewed by Dr Barton and Miss
Baur. They reviewed hand-written comments made by the participants in the questionnaire and
identified issues apparent in the structure and flow of the questions. These problems are listed in
Table 1.5 below, together with the list of suggested amendments to remedy the issue and the
rationale for the amendment.

Table 1.5: Problems with the pilot guestionnaire and rationale for each change to the instrument

Section / Question Question Suggested Amendment Rationale
Number

Part | - Deployment History Section

Pre-Deployment Other Deployments | Add 2006, 2007 and | As indicated by one

History — OP RESOLUTE | 2008. participant

Part Il - Health Section

Section 2, 2.3 Medically Add asthma Dr diagnosed asthma was
diagnosed removed from section 5
conditions and added here.

Section 2, 2.7 Medically Add malaria Several cases of malaria
diagnosed were reported during focus
conditions group and so this has been

added as an option here.

Section 2 Medically Add ‘any other Currently no option for
diagnosed condition?’ any other conditions so
conditions this has been corrected

here.

Section 2 Underline ‘medical

doctor’

Section 3, 3.7 Was your smoking | Add option for “I This addresses a gap in the
pattern different on | began/restarted current questions were
deployment? smoking on smoking is only

deployment” considered active prior to
deployment.

Section 4, 4.21 Is there any other Underline ‘other’
event that has
caused you to have
similar reactions?

Section 5 Respiratory Health | Delete 5.3, 5.4, 5.7, Questions amended so that

5.8,5.9,5.10,5.11, they are identical to the
5.12 ECRHS screening
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questions.

Section 6, 6.3 Have you had Move to 6.1 Individuals are missing
problems with this question. It also makes
infertility? sense to ask it at the

beginning as may explain
no children.

Section 6, 6.2 How many weeks | CHANGE TO ‘how Majority of individuals
were you pregnant | many weeks was the | will be male and some not
for? pregnancy’ answering this question as

not themselves pregnant

Section 6 All Underline key words | Clarify key issues to

answer

Section 6 How many weeks | Add words *37 or Clarify meaning
pregnant *37 or more (full term)’
more’?

Section 8 All Move to end of Currently sits in middle of

Background questionnaire questionnaire, which is

demographics

inappropriate.
Moved to beginning of
questionnaire.

Section 8

New Question

Add today’s date

For calculation of age and
data checking

Section 8, 8.14 What year did you | Add option for Some participants will
discharge? discharge to the discharge from regular to
Reserves reserve service, so not out
of ADF entirely
Section 8, 8.17 Specify what health | Add more area for Allows for multiple health

problems led to
unemployment?

participants to respond

problems to be identified.

Section 8, 8.9

How many hours
per week do you
work?

CHANGE TO ‘how
many hours per week
are you in paid
employment

This is a question about
under-employment. 1
participant raised issue of
how to report retirement
and volunteer work.

Part I11 - Deployment Experiences

Instructions on
front cover

New Question

Add — deployment to
supporting regions

Two participants did not
complete experiences form
indicating they were in
other areas supporting
operations in Afghanistan.

Free text fields

ADD ‘Please write

Some handwriting

clearly in capital illegible.
letters’
Section 10, 10.2 Main Duties Add - Navy exposure
Section 17, 17.2 Oil Platform
protection
Section 11, 11.24 | Did you have sex Delete Uncertain if this is going

Section 18, 18.24

with locals?

to generate valid result due
to Australian cultural
attitudes.

Section 11, 11.62

Any additional

Make this box bigger
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Section 18, 18.62

experiences

Section 12, 12.7
Section 19, 19.7

‘During your
deployment did
you?’

Make it more obvious
that if answer yes to
any of these activities
than must indicate if
this benefitted the
local community

Some individuals
indicated activities but did
not report if they
perceived a benefit to

community of this activity.

Section 15, 15.7

Scanning the

Add an option

Need to have a 0 time

and 15.8 environment for ‘Immediately’ point.
risk
Section 22, 22.7
and 22.8
Section 13, 13.2 Were you Delete Participants not

Section 20, 20.2

temporarily not fit
for duty?

completing this series of
questions correctly. If
attended sick parade will
now be able to indicate the
reason. If medically not fit
will indicate this by
recording time out of role.

Section 13, 13.2
If Yes (i)

Section 20, 20.2
If Yes (i)

Respiratory Illness

Add If yes “did you
experience a fever’

This will discriminate
against flu and cold.

Section 15, 15.14
Section 22, 22.14

Quality of marriage
and relationships

Add numbers to boxes

To provide an indicator of
scale.

59.

ready’ questionnaire (MEAO Study Deliverable 4) (Annex 7). As a final check, this print ready

questionnaire was mailed to focus group participants from the RAN and 5 Aviation Regiment on

the 13 August 2009.
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Discussion

60. As part of the planning phases of the MEAQO Health Study, a preliminary study that
involved pre-testing of the survey instruments was conducted. This comprised formal and informal
meetings and discussion with stakeholders, focus groups with veterans of the MEAO, and pilot
testing the study questionnaire.

61. The preliminary study complements the activities already undertaken in the development
of the MEAO study protocol to identify health problems and health hazards for surveillance. This
has included funded activities conducted as part of Phase 1a (review of the literature and review of
health hazards) and Phase 1b (Detailed Research Plan). These previous activities drew on the
published and grey scientific and medical literature, experience of the investigators and the input of
the Defence-appointed Scientific Advisory Committee and DHSP Program Management Office and
Board. The preliminary study complements this by incorporating the views of stakeholders (e.g.
veterans’ advocacy groups) and consumers (e.g. the veterans themselves).

62. The stakeholder meetings and focus groups largely confirmed the initial selection of health
issues for surveillance and the priority attached to these issues. In particular, focus group
participants revealed concerns about long-term mental health issues (especially depression, PTSD
and alcohol abuse), medically unexplained symptoms (especially irritable bowel-like symptoms),
and the long-term effects of dust on the respiratory system.

63. Health concerns in theatre were also mostly consistent with the literature and those
identified in ADF Hazard Assessment Team reports. These included viral conditions associated
with living in dense accommodation (e.g. diarrhoea and respiratory infections), as well as combat
and non-combat related injuries, in particular musculoskeletal injuries. Importantly, the latter was
often attributed to the weight of issued body armour and some individuals reported either not
wearing assigned armour as directed, or alternatively, purchasing their own lighter weight armour
from local (non-ADF) sources.

64. The assessment of health hazards (including psychological stressors and physical hazards)
has always been a priority of the DHSP®, more so than in comparable international studies (e.g.
Millennium Cohort Study, King’s College Gulf War Research group). The investigators initially
based decisions on the inclusion of exposures on reports by ADF Hazards Assessment Teams,
hazards assessed in the NNAI studies, hazards assessed in the 1990/91 Australian Gulf War
Veterans’ Health Study, and hazards assessed in international studies from the King’s College
group, Millennium Cohort group and the Deployment Risk and Resilience Inventory. The focus
groups revealed that the exposures assessed in these studies are not directly equivalent to the
Australian experience of exposure to health hazards in the MEAO. For example, refinement to the
questionnaire was made in the area of roles and responsibilities in the MEAO and we have been
able to better tailor the questionnaire to the specific experiences of the Australian deployed cohorts.

65. The focus groups were also able to clarify the relative priority that should be placed on the
assessment of various exposures. For example, the focus groups clarified which hazards were
context, location, time or role dependent. One example is the risk (psychological and physical) from
indirect fire. Indirect fire has persisted throughout the campaign and is a common exposure to
personnel located in both Iraq and Afghanistan, but not supporting areas outside of these countries
(e.g. .2, .4). The fear associated with indirect fire was significant and negatively affected some
individuals; however, this fear tended to diminish over the length of the deployment and focus
group participants reported becoming blasé to the threat by the end of the deployment.

66. Stress associated with separation and re-integration with family and re-establishing
relationships on return to deployment was a more significant area of concern than initially
envisaged by the research team. Similarly, the impact of organisational factors was of higher
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priority to MEAO veterans than originally anticipated and consequently the assessment of these
factors was enhanced.

67. The hard copy questionnaire was then pre-tested using an approach similar to one mode of
response that will be used in the main surveillance program, that is, self-report. It is important to
pre-test in this fashion to ensure that participants understand the questions, are provided with
suitable response options and that they are able to navigate skip patterns. It will be important to
‘process pilot’ test the questionnaire in each mode that it is to be delivered (i.e. web-based and hard
copy), but the current testing has enabled issues of language, content and flow to be refined.

Future Directions

68. This preliminary study report describes activities undertaken as part of development that
are best described as “pre-testing” of the survey instrument. Pre-testing is distinct from pilot testing,
which involves testing all the procedures and materials involved in data collection. Pilot testing of
the full MEAO protocol is scheduled for the first half of 2010.

69. The focus groups were wide-ranging and provide opportunities for more detailed analysis
of content. At a later date, the audio files obtained from focus groups will be transcribed verbatim.
The transcript will be prepared such that future analysis may be facilitated by the use of the
qualitative data management program NVivo 8 (QSR International). This information can then be
accessed by researchers according to standard protocols for requesting access to DHSP data.

70. One example that has already been identified for further investigation is the provision of
support to families of deployed personnel, which was an issue of special concern highlighted during
the focus group discussions. A brief report on these issues was provided to the Defence Community
Organisation (31 July 2009) to facilitate a review of their policies in relation to activities with
families of deployed personnel (Annex 8). Further thematic analysis of the focus group discussions
will explore this and other issues in greater depth, leading to the submission of manuscripts to peer
reviewed general, military and veterans’ health journals.

Conclusion

71. Pre-testing is an important activity in the development of survey instruments. The three
pre-testing strategies utilised in the MEAO preliminary study have provided important consumer
input to the content and language of the survey tools. Combining pre-testing techniques in this
fashion provided a more comprehensive design then undertaking just one of these activities.
Similarly, pre-testing of the survey tools at this stage, rather than the whole study protocol, meant
that content, structure and flow issues could be investigated more thoroughly and these problems
fixed prior to pilot testing of study procedures.

72. The outcomes of the preliminary study engender confidence that the MEAO Health Study
survey has strong face validity (i.e. measures what is important to stakeholders and consumers to
measure) and will produce data that can be analysed confidently to answer the MEAO Health Study
research questions.
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Annexes

Annex 1 — Interview Guide

Annex 2 — ldentification and Mapping of Major Stresses

Annex 3 — Identification and Mapping of Health Threats

Annex 4 — ldentification and Mapping of Health Concerns on Deployment

Annex 5 — ldentification and Mapping of Current and Long Term Health Concerns

Annex 6 — Examples of annotations made to the pilot questionnaire during review by a
questionnaire working group

Annex 7 — Final Print Ready Questionnaire

Annex 8 — Information provided to Defence Community Organisations about MEAO veterans
concerns about deployment
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Executive Summary

1. The Detailed Research Plan presented here updates the previous Detailed
Research Plan submitted December 2009. The various updates to the plan build on the
initial Design Options paper that was submitted during Phase 1a and incorporate
methodological developments achieved through experience gained during the Near North
Area of Influence (NNAI) Studies, outcomes of the Middle East Area of Operations
(MEAO) Preliminary Study conducted by CMVH in 2009, and ongoing consultation with
the Department of Defence and Department of Veterans’ Affairs (DVA) and other
partners and collaborators.

2. The MEAO Health Study is part of the Deployment Health Surveillance
Program (DHSP). The CMVH UA has also been contracted by the Defence Directorate
of Mental Health to conduct a study of the Health and Wellbeing of Australian Defence
Force (ADF) members who have not deployed to the MEAO. Collectively, the MEAO
Health Study and the Health and Wellbeing Study are promoted under a common banner
known as the Military Health Outcomes Program (MilHOP).

3. The specific objectives of the MEAO Health Study include identifying:

a. links between specific chemical, physical, biological and psychological
exposures potentially encountered during the MEAO deployment and
physical and psychological health outcomes;

b. short-term and long-term physical and psychological health effects
associated with MEAO deployment;

c. means of increasing the utility of ADF health records for monitoring of the
physical and psychological health of serving members;

d. protective (resilience) factors for psychological health outcomes; trajectory
and pattern of psychological morbidity and its somatic manifestations and
antecedents;

e. potential emergence of any post-deployment syndrome(s); patterns of health
care utilisation by personnel deployed to the MEAO;

f. health indicators that are predictive of disability and where early intervention
or program change may minimise disability in ADF members and veterans

4. The Detailed Research Plan is divided into two elements: Part 1 describes the
research methods and Part 2 outlines the project management plan.
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5.

6.

The MEAO Health Study will comprise three studies:

Prospective Study (Study 1) - All Defence personnel who are scheduled to
deploy to the MEAO after June 2010 and return to Australia by December
2011 will be invited to participate in the MEAO Prospective Study. Data
(self-report questionnaire, physical assessments, blood and saliva samples,
and neurocognitive assessments) will be collected approximately three months
prior to and four months post-deployment. Electronic health records may also
be collected in the future.

Census Study (Study 2) - All Defence personnel who have deployed to the
MEAO (between October 2001 and December 2009) will be invited to
participate in the MEAO Census Study. Self-report questionnaire data,
psychological screening data and future electronic health records will be
collected. No blood samples will be collected and no other testing (e.g.
physical tests or neurocognitive assessments) will be conducted as part of the
Census study.

Mortality and Cancer Incidence Study (Study 3) - This study will include
all personnel who have deployed to the MEAO.

For each study we describe the study design, the recruitment plan and data

collection approach, and provide an overview of the data analysis plan. The recently
completed Preliminary Study has identified exposure and health concerns amongst
serving and ex-serving personnel deployed to the MEAO as well as strategies to
maximise recruitment of participants for Studies 1 and 2.

7.

Part 2 of the Detailed Research Plan addresses project management issues. It is

divided into five elements — a data management plan, a communication plan, a risk
management plan, a quality assurance plan and the governance plan.
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Introduction

1. This document updates the Detailed Research Plan submitted December 2009
for a health study of Australian Defence Force (ADF) personnel deploying to the Middle
East Area of Operations (MEAO) during or after June 2010 and returning from
deployment by December 2011 and MEAO veterans who deployed between 2001 and
2009. The plan builds on a Literature Review, Review of Health Hazards and Evaluation
of Design Options that were prepared in Phase la.

2. The MEAO Health Study flows on from earlier CMVH Deployment Health
Studies. These projects include the InterFET (International Force in East Timor) Pilot
Project, the Solomon Islands Health Study, the Bougainville Health Study, and the East
Timor Health Study (collectively referred to as the Near North Area of Influence (NNAI)
Health Studies).

3. These projects involved one group of personnel who deployed on specific
Operations and a comparison group of frequency-matched non-deployed ADF personnel.
Because of the large numbers who have deployed to the MEAO, this design required
review for the MEAO Health Study.

4. DHSP projects to date have collected both cross-sectional and retrospective data.
The MEAO Health Study aims for the first time to incorporate a prospective component,
collecting baseline data where possible both before and after deployment.

5. The MEAO Health Study will consist of three major components: a prospective
study (Study 1), a census study (Study 2) and a mortality and cancer incidence study
(Study 3).

6. As for previous DHSP studies, data sources for the MEAO Health Study will
include hazard assessments, the National Death Index and the National Cancer Statistics
Clearing House, self-report questionnaires, and routinely collected Defence psychological
screening information. Unlike previous DHSP studies, hard copies of defence medical
records will not be extracted, although potentially, future electronic health records may
be accessed. Also Study 1 will collect blood and saliva samples and conduct specific
physical and neurocognitive assessments with consenting personnel in identified sub-
groups.

7. Provision has been made in the study design for follow-up cancer and mortality
linkage for members of the NNAI study cohorts. Further longitudinal follow-up of
members of the DHSP health study cohorts will be required in order to identify longer
term health trends.

8. The Detailed Research Plan is divided into two substantive parts: Part 1
describes the research method and Part 2 outlines the project management plan.
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PART 1 -PROJECT METHODOLOGY

Aims and Objectives

Aims

9.

The MEAO Health Study is part of the Deployment Health Surveillance

Program (DHSP). The DHSP aims to establish and maintain an integrated data system for
monitoring the physical and mental health of deployed ADF personnel and to conduct
specific studies to:

10.

a

a.

. Increase understanding of:

i. Chemical and physical environmental factors
ii. Biological factors (including health countermeasures) such as
vaccines and infections
iii. Psychological stressors that lead to physical and mental health
problems associated with deployment;

. Investigate and increase understanding of the short, medium and longer-term
physical and mental health effects of exposure to the factors described above
(in a.) with specific deployments;

Provide advice to Defence on measures to improve health programs.

The MEAO Health Study will contribute to the overall aim of the DHSP by:

Ascertaining the health status of ADF personnel who have deployed to the
MEAO;

. Investigating changes in health outcomes between pre- and post-deployment in
a subgroup of ADF personnel scheduled to deploy to the MEAO from June
2010 and returning from deployment by December 2011,

Investigating exposures and other risk factors where changes in health
outcomes are found;

. Establishing a framework for ongoing monitoring of the health of MEAO
veterans, throughout their military career and after they separate from the
ADF;

. Being an important building block in the development of a comprehensive

health surveillance system for ADF personnel.
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11. The MEAO Health Study has been designed to address the following broad
research objectives, by investigating whether there are:

a. Specific physical or psychological disorders or symptom clusters that are
associated with particular features of deployment to the MEAO in different
locations or roles;

b. Gender differences in any health impact of MEAO deployment;

c. Exposures associated with increased risk of morbidity and mortality for the
group as a whole, and for specific MEAO subgroups with identified health
disorders;

d. Changes in health outcomes between the pre- and post-deployment phases that
may be associated with specific exposures;

e. Screening tools and tests which may enable the early detection of disorders so
as to instigate treatment earlier and minimise disability in veterans;

f. Changes in ADF health and exposure records and recording practice that will
facilitate future health surveillance at group level as well as providing ADF
clinicians with quality data for clinical purposes.

12. The MEAO Health Study will provide data to describe the health of ADF
personnel who have deployed to the MEAO and this information has the potential to
enhance the future force capability of ADF personnel.

Specific objectives

13. Within the broad aims outlined above, the MEAO Health Study has the
following specific objectives:

a. To investigate links between specific chemical, physical, biological and
psychological exposures potentially encountered during the MEAO
deployment and physical and psychological health outcomes;

b. To understand the interrelationships between short-term and long-term
physical and psychological health effects associated with deployment;

c. To increase the utility of ADF health records for monitoring of the physical
and psychological health of serving members;

d. To identify protective (resilience) factors for psychological health outcomes;

e. To determine the trajectory and pattern of psychological morbidity and its
somatic manifestations and antecedents;
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f.

To investigate the potential emergence of any post-deployment syndrome(s);

. To identify patterns of health care utilisation by personnel deployed to the

MEAO;

To investigate relationships between deployment, exposures and non-specific
symptoms and specific health problems;

. To identify health indicators that are predictive of disability and where early

intervention or program change may minimise disability in ADF members and
veterans.
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Preliminary Study and Pilot Work
Study Design

14. This planning stage during 2009 included meetings with stakeholders, focus
groups and piloting instruments with the target population.

Stakeholder meetings

15. Stakeholder meetings targeting key Defence and veteran stakeholders were
conducted to gain feedback on the proposed study design and assessments, in addition to
the ongoing input and support from Defence and DVA directly. These included:

e National Younger Veterans’ Consultative Forum (CMVH has a standing agenda
item)

e Defence Force Units such as 1 Psychology Unit

e Ex-service organisations such as RSL, Australian Defence Association

e Other veterans groups (e.g. Young Diggers, Australian Peacekeepers and
Peacemakers Veterans’ Association).

Focus Groups

16. Focus groups were conducted to add to and complement the process already
undertaken to select instruments for the study questionnaire and assign priority to the
measures proposed. This process incorporated a review of the literature and a review of
health hazards (MEAO Phase 1a), experience of the investigators, input from the
Scientific Research Team (SRT) and the input of the Scientific Advisory Committee
(SAC) and the Program Management Board (PMB).

17. Specifically, focus groups were used to: 1) capture qualitative data on the
experiences and health concerns of MEAO veterans that will be mapped to the health and
exposure questionnaire to check the validity and relevance of items to be assessed and 2)
engage serving ADF and ex-serving members in the project.

18. Up to 10 individuals participated in any one focus group. Stratified purposive
sampling and quota sampling were used to select participants for the focus groups.
Quotas were applied to gender (with one focus group restricted to female participants
only), rank and Service.

19. The procedure for identification of participants within each Service was advised
by the Chain of Command and coordinated by a delegated Officer assigned by each
Service in liaison with CMVH ADF liaison personnel.

20. The focus groups were conducted according to the protocol and approach
recommended by Kreuger and Casey’, and Morgan and Kreuger?.

! Kreuger R and Casey M. Focus Groups: a practical guide for applied research. Sage: Thousand Oaks, Ca.
2000.
2 Morgan D and Kreuger R. The focus group kit. Sage: Thousand Oaks, Ca. 1998.
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21. In total, 27 focus groups were held with currently serving Defence Force
members as outlined in Table 1. Holding focus groups in each of these Units provided an
opportunity for different Service groups and members with different roles to take part.

22, Two focus groups (one in Adelaide and one in Brisbane) were held with MEAO
veterans who had separated from the ADF. CMVH liaised with ex-serving organisations
to promote the focus groups to ex-serving members. Additional advertisements in the

general media and veterans’ publications were used to widely publicise the focus groups.

23. Venues on ADF bases were used when focus groups included serving members,
and CMVH offices in Brisbane or Adelaide were used for focus groups with ex-serving
participants.

24, Each focus group session lasted between 1 and 1.5 hours and was facilitated in a
consistent way by a group moderator who used a semi-structured interview guide. The
interview guide covered topics including:

e Health concerns
e Positive and negative aspects of the deployment
e Experiences after returning from deployment
e Strategies for recruitment to the study and the use of incentives.
25. The focus groups were tape recorded using a digital recorder with the consent of

participants. Initially, in order to meet the deadline for reporting to the PMO (29 May
2009) and finalisation of the study questionnaire for pilot testing (in July 2009), key
themes and key issues were identified from the notes of the observer/scribe and from a
review of the audio record. The latter involved creating an abridged transcript by
listening to the audio file and making notes to supplement the written record.

26. The key themes and key issues identified in this manner were mapped to the
battery of assessments planned for the MEAO Health Study to ensure that key health and
exposure concerns of personnel were incorporated into the study protocols for pilot
testing.

27. Later, the audio files obtained from focus groups were transcribed verbatim by
CMVH staff with appropriate security clearances and an external transcription company.
The transcripts were prepared such that future analysis may be facilitated by the use of
the qualitative data management program NVivo 8 (QSR International).
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Preliminary Study and Pilot Work

Table 1: Defence Force personnel invited to participate in a focus group

Army Navy Air Force
1°' Bde - Darwin Fleet Base East RAAF Edinburgh
Officer Other Rank Officer Other Rank Officer Other Rank
Rank Rank Rank
FG1 FG2 Combat FG1 FG2 (sailors) FG 1 Aircrew
FG3 Combat FG3 Medical FG2 Non-Aircrew
Support
FG4 Medical FG4 Women FG3 Medical
3" Bde - Townsville RAAF Richmond
FG1 FG3 Combat |
FG2 FG4 Combat FG1 Aircrew
Aviation Air | Support
Crew
FG5 Aviation FG2 Non-aircrew
Non Air Crew
FG6 Medical FG3 Medical
7" Bde - Enoggera
FG1
FG2 Medical
FG3 Women
SASR - Perth
FG1 | FG2
4RAR - Holsworthy
FG1 | FG2
FG = Focus Group
Pilot study
28. Information derived from the focus groups was mapped to the draft

questionnaire, which was then amended to address any weakness or omission identified

from the focus groups.

29. Focus group participants who consented to being contacted for future follow-up
were asked to pilot test the questionnaire.

30. These participants were mailed a hard copy of the questionnaire to complete and

return to the CMVH.

Page 12 of 71




CMVH Defence Deployed MEAO Health Study Preliminary Study and Pilot Work

31. Any problems with questions, structure, flow or organisation of items identified
by participants were noted by a CMVH research officer, and then all feedback was
collated and reviewed by the SRT prior to development of the final version of the
questionnaire.

Process Pilots

32. Process piloting of the recruitment process and the web-based questionnaire is
described in the Study 1 and Study 2 Recruitment Plan sections.
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Study 1: Prospective Study
Study Design

33. Currently serving ADF personnel will be invited to participate in the study
approximately four months prior to deployment to the MEAO (Time 1) and
followed up three months after returning from deployment (Time 2).

34. At each time point, participants will be asked to complete a self-
administered questionnaire. A subset of eligible ADF members (~n=750) will also
be asked to take part in a brief physical assessment and provide a saliva and blood
sample. A smaller group of these participants (~n=400) will also be asked to
undertake a neurocognitive assessment

35. CMVH researchers will seek consent to access and link post-deployment
psychological screening records (RtAPS and POPS).

Recruitment Plan

Participants

36. In order to be eligible to participate in the MEAO Prospective Study
individuals must :

a) Be members of the ADF and deploying to the Middle East Area of
Operations after the 1% June 2010, and return to Australia from
deployment by December 2011; and

b) Individuals who are eligible to participate in this study, but were not given
the opportunity, or who did not respond to the pre deployment invitation,
will still be eligible and therefore invited to participate at the post-
deployment follow up.

These inclusion criteria apply regardless of:

o service type (navy, army or air force),

o rank,

o gender

o the length of deployment,

o the country where most time is spent (i.e. may be in Irag/Afghanistan or in an
area/country (outside Australia) supporting these operations),

o the role (combat, support, technical etc); and/or

. whether the ADF member has previously deployed to the MEAO.
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Exclusion criteria

37. The following criteria will exclude individuals from being invited to participate
in the MEAO Prospective Study questionnaire:

e Individuals who are NOT members of the Australian Defence Force including:
- Members of foreign militaries seconded to the ADF;
- Civilian contractors (whether bound to Defence Force Discipline Act or not);
- Government officials (e.g. Department of Foreign Affairs and Trade (DFAT));
- Aid workers (including Australian Government officials);
- Civilians contracted to Defence Science Technology Organisation (DSTO);
- Public Servants; and
- Australian Federal Police;

e ADF personnel accompanying government officials or representatives not
technically required for conduct of operations

38. Recruitment will be staggered to coincide with deployment schedules for
different deploying groups.

39. All ADF personnel meeting the inclusion criteria will be invited to participate.
Based on current deployment commitments, it is estimated there will be approximately
2,100 ADF personnel eligible to participate in the MEAO Prospective Study. Of this
number we expect that approximately 1000 would consent and provide data pre- and
post-deployment.

40. Individuals who complete Study 2 measures but are then subsequently selected
for deployment will also be invited to participate in Study 1. These individuals will have
multiple data points, which is consistent with the vision for the DHSP as a longitudinal
health surveillance program.

Sample Size and Power

41. From ADFPAY data it is estimated that approximately 3,000 personnel
deployed on Operation SLIPPER in 2008 (up to 12 November 2008). Defence have
estimated that during the study data collection period approximately 2,100 eligible ADF
personnel will be deploying to the MEAO. Of the these personnel, we estimate that 1,000
will be recruited to the MEAO Prospective Study, and that with this number the study
will have good power to detect within-person differences between measurements taken
pre- and post-deployment.

42. To detect small effects in categorical health outcomes (for example, 2.5%
reporting improved health and 5% reporting a deterioration in health) a minimum sample
of over 1000 participants responding at both time points would be required to achieve
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80% power. However, for outcomes with clearer trends of an increase in prevalence, the
number of participants required to achieve an 80% power is less.

43. For continuous outcomes the standardised mean difference (mean difference /
standard deviation) was used to determine the sample size required to achieve good
statistical power. These calculations assumed a correlation of 0.3 between the measures
taken before and after deployment. Based on these assumptions the MEAO Prospective
Study should have high power to detect standardised differences as small as 0.15 if the
sample size participating is greater than 600. The retention rate from pre to post
deployment is anticipated to be greater than 80%. Therefore, small effects in continuous
outcomes will be possible to detect.

44, For biological measures the sample size required varies depending on the
anticipated difference between the pre- and post-deployment measures. Given the
anticipated higher response rate in the MEAO Prospective Study there is some potential
for sub-studies using smaller samples to test specific research questions.

MEAO Prospective Pilot Study

45, A small pilot test of the MEAO Prospective Study protocol was conducted by
the beginning of June 2010.

46. Approximately 50 Aircrew from RAAF Base Edinburgh who routinely deployed
to the MEAO were invited to participate in the pilot test. Thirty-three individuals
responded to the invitation.

47. The first 13 respondents agreed to participate in a pilot test of the MEAO
Prospective Study physical testing protocol.

48. Pilot testing of the following instruments was undertaken:
a. Self administered questionnaire.
b. Physical testing sub protocol:

o Blood and Saliva collection
. Physical tests
o Transportation of biological samples to laboratories for testing

c. Data transfer and data analysis.

General Promotion of MEAO Prospective Study

49, For the MEAO Prospective Study to be effective and achieve desired outcomes,
participation by ADF personnel is paramount. To encourage maximum participation and
to best utilise personnel and resources, robust engagement plans to inform, recruit and
involve participants have been developed. A series of advertisements will be followed by
a Ministerial Launch. In addition to further media releases, promotional posters, web
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pages and editorials, a 1800 number and study email address will be available to answer
any Study questions.

50. Prior to the initial direct contact with potentially eligible ADF members the
following strategies will be used to promote the MEAO Prospective Study:

a. Once deploying groups have been identified, and DIRLAUTH has been
approved, CMVH posted ADF Liaison Officers will brief Commanding Officers
(COs), Officers Commanding (OC), Executive Officers (XOs) and Senior Non-
Commissioned Officers (SNCOs) of target units to gain support for the project

b. Permission will be sought to incorporate generic information about the MEAO
Prospective Study into the pre deployment briefings with the support of JOC.

Pre-deployment Communication

51. Different strategies will be used to promote the MEAO Prospective Study,
contact individuals and then follow up non-responders depending on whether they are
members of the Special Forces (SF) or other ADF elements.

Communicating with eligible ADF members who are NOT part of the SF

52. Defence Force members posted to the CMVH will be responsible for identifying
all deploying ADF personnel who are eligible for this study and are not members of the
SF. This information will be provided to the research team who have been cleared to a
restricted status. These research staff will then be responsible for sending warm up letters
and invitation packs. The invitation pack will be sent both by email and hardcopy and
will contain the study free-call (1800) number and an email address so that recipients can
advise CMVH researchers if they would prefer the invitation pack to be sent to a different
email or mailing address.

53. Non-SF respondents can nominate to take part in the study by returning the
signed consent forms to CMVH researchers, or by logging on to the secure study website
to complete the consent form and questionnaires online.

Communicating with eligible ADF members who are a part of the SF

54, A Special Operations Command (SOC) Administration Officer will liaise with
the SF personnel eligible to participate in the MEAO Prospective Study. This will
include obtaining lists of deploying SF members and sending out warm up letters and
invitation packs to these individuals. The SF members’ invitation pack will be sent by
hardcopy only and will contain an SF-specific study free-call number and email address
so that recipients can advise the SOC Administration Officer if they would prefer the
invitation pack to be sent to a different mailing address.

55. SF respondents can only nominate to take part in the study by returning the
signed consent forms to the SOC Administration Officer.

Page 17 of 71



CMVH Defence Deployed MEAO Health Study Study 1 Prospective Study

Recruitment to the MEAO Prospective Study

56.

A personalised study invitation pack will be sent to all potential eligible

participants approximately three months prior to the scheduled date for overseas
deployment.

57.

Members of SF will receive a modified invitation package to meet the special

privacy and security requirements of this group.

Materials included with the SF Invitation Pack include:

58.

A letter from the Principal Investigator

A letter of support from the Chief of the Defence Force and the Repatriation
Commissioner

An instruction sheet describing how to take part in the study or decline the
invitation to participate

The study consent form and duplicate participant copy

A basic information sheet for SF members who are eligible to take part in
physical tests and neurocognitive assessments identifying procedures and
requirements related to participation in the study

A supplementary information sheet for SF members eligible for the physical
tests and neurocognitive assessments

. A contact form to aid tracking for future longitudinal follow-up

A copy of the ADHREC guidelines for volunteers
The pre-deployment study questionnaires
A reply paid envelope

Other eligible ADF members (non-SF) will be sent an email containing a link to

the study website where individuals can view the following documents:

—h

A letter from the Principal Investigator

. A letter of support from the Chief of the Defence Force and the Repatriation

Commissioner
An instruction sheet describing how to take part in the study or decline the
invitation to participate

. EITHER

a. A basic information sheet for those eligible to take part in the
questionnaire component of the study only
OR
b. A basic information sheet for ADF members who are not SF and are
eligible to take part in physical tests and neurocognitive assessments.
These individuals will also be provided with a supplementary information
sheet describing the physical testing and neurocognitive assessment
measures in detail
A contact form to aid tracking for future longitudinal follow-up
A copy of the ADHREC guidelines for volunteers

g. Areply paid envelope.
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59. Non-SF members can choose to complete the study consent form and the pre-
deployment study questionnaires over the internet or in hardcopy. SF members will only
be able to complete the hardcopy version.

60. A hard copy of the invitation pack will be sent concurrently to the member’s
Unit address, or to a nominated address advised by the invitee upon receipt of the warm
up letter, that will contain each of the documents described above that are relevant to the
individual.

61. A free-call study information phone number and dedicated study email address
will also be available for refusals or queries from invitees.

62. The strategies detailed above have been revised based upon lessons learnt from
the NNAI Health studies and the MEAO Preliminary Study completed in 2009.

Pre Deployment Follow-up of Non-SF Non-Responders

63. Follow-up of individuals who have not responded to the invitation package will
be managed by the research team.

64. These non-responders will be followed-up with a reminder email within two
weeks of the first invitation package being sent. If a response is still not received within
one week of the reminder, a research staff member with appropriate security clearance
will follow-up non-responders with a telephone call. If requested, information will be
resent by email or mail. A further follow-up call will be placed one week later if no
response has been received.

65. Up to ten attempts to contact non-responders prior to the scheduled date for
deployment will be made.

66. In Formed Units where there is minimal response, the Officer Commanding will
be contacted by CMVH staff and asked to promote the study further amongst personnel
under their command.
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Pre Deployment Follow-up of SF Non-Responders

67. Follow-up of SF members who have not responded to the invitation package will
be managed by a SOC Administration Officer.

68. The SOC Administration Officer will follow up non-responders from the SOTGs
by hard copy reminder letter within two weeks of the first invitation package being sent.
If a response is still not received within one week of the reminder, the SOC
Administration Officer will follow-up non-responders with a telephone call and re-send
information by mail if requested. A further follow-up call will be placed one week later if
no response has been received.

69. Up to ten attempts to contact non-responders prior to the scheduled date for
deployment will be made.

70. In SF Units where there is minimal response, the Officer Commanding will be
contacted by CMVH staff and asked to promote the study further amongst personnel
under their command.

Recruitment at the post-deployment follow-up

71. Pre deployment questionnaires, physical tests, biological samples and
neurocognitive assessments must be completed prior to deployment. However, eligible
participants who wish to participate but who deploy at short notice, or who are unable to
complete the consent procedure or questionnaire prior to deployment, will remain eligible
and still be invited to participate in the post deployment component. These individuals
will receive a post-deployment warm up letter one week prior to receiving the remainder
of the invitation package as described above.

Selection of a sample of participants for the physical and neurocognitive
assessments

72. Individuals from SOTG, the MTF and RAN sailors deploying to the MEAO,
may be invited to participate in a physical test, provide a sample of saliva and blood and
undertake a neurocognitive assessment pre- and post-deployment.

73. These participants will be provided with a supplementary information sheet
describing the physical tests, the biological sampling process and the neurocognitive
assessment to be performed.
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74. These individuals will be able to consent to completing just the questionnaire
component or all questionnaire, physical testing and/or neurocognitive assessment
components.

75. Non-SF members from these groups who consent to completing the physical
tests and/or neurocognitive assessments will be contacted by a CMVH research officer to
schedule an appointment.

76. SF members who consent to completing the physical test and/or neurocognitive
assessments will be contacted by the SOC Administration Officer.

77, Different selection criteria apply to the physical tests and neurocognitive
assessment components. These are:
Physical Test Inclusion Criteria

78. In order to be eligible to participate in the MEAO Prospective Study physical
testing, individuals must:

a. be eligible to participate in the MEAO Prospective Study questionnaire (see
inclusion and exclusion criteria above),

b. have completed a pre deployment questionnaire,

c. be assigned to either:
I. Special Operations Task Group (SOTG);
ii. Mentoring Task Force (MTF); or
iii. A RAN ship selected by Defence.

Physical Test Exclusion Criteria

79. There are no specific exclusion criteria applicable to the MEAO Prospective
Study physical testing.

Neurocognitive Assessment Inclusion Criteria

80. In order to be eligible to participate in the MEAO Prospective Study
neurocognitive assessment, individuals must

a. be eligible to participate in the MEAO Prospective Study questionnaire
b. have completed a pre deployment questionnaire,
c. be assigned to:

i.  Special Operations Task Group (SOTG);

il.  Mentoring Task Force (MTF); or

iii. aRAN ship selected by Defence.
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Neurocognitive Assessment Exclusion Criteria
81. There are no specific exclusion criteria applicable to the MEAO Prospective
Study neurocognitive assessments.

Data Collection Plan

Overview

82. Data will be collected at two time points. At Time 1 data collection will occur
just after recruitment to the study, approximately three months prior to deployment.

83. Time 2 measures will be administered approximately four months after
completion of Return to Australia processing.

84. The data collection is divided into four components:

a. A self-administered questionnaire (all)

b. Extracting data from health records including ADF psychological
screening records

c. A physical test, saliva and blood samples (sample only n~750).

d. A neurocognitive assessment (sample only n~400)

Self administered questionnaire

85. The self-administered questionnaire will be administered at the pre-deployment
assessment and at the post-deployment assessment.

86. The pre-deployment questionnaire (Annex 1.1) consists of:

e A brief deployment history questionnaire;
e A health questionnaire; and
e Personality and resilience insert

The post-deployment questionnaire (Annex 1.2) consists of:

e A health questionnaire; and

e A deployment experiences questionnaire completed at the post-
deployment assessment. Specific deployment experiences questions are
asked for Afghanistan and Iraq separately.

87. Details of the questions and scales within each component of the survey are
provided later in the section entitled Data Collection Tools.

88. Pilot testing of the questionnaire has indicated that it will take participants
between 30 and 60 minutes to complete at each assessment and options for completing
will include:

a. Internet, using a web-based questionnaire (access by ID number and password
provided with invitation package) (available for non-SF only); and
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b. A mailed (hard copy) questionnaire on a scannable tele-form (available for non-
SF and SF).

89. Experience from the NNAI Health Studies suggests that the majority of
participants preferred the web-based version. The data from questionnaires completed on
the web automatically populates the DHSP database (see Data Management Plan),
removing the need to enter data by hand.

90. Non-SF participants who opt to complete the paper questionnaire will be able to
return the questionnaires in a supplied reply paid envelope to CMVH. Following
processing and checking of the completed forms, returned hard copy questionnaires will
be uploaded to the Defence Health Research System database as described in the Data
Management Plan.

91. SF participants will be provided with a reply paid envelope to return the
completed questionnaire to the SOC Administration Officer. Once the SOC
Administration Officer has checked to ensure that there is no identifying information on
the questionnaire, they will send it to the CMVH, who will scan the forms using a tele-
form scanner. This de identified data will also be used to populate the DHSP database.

92. ‘Drop-in centres’ conducted by CMVH staff at selected bases will also provide
an additional opportunity for ADF members eligible for the MEAO Prospective Study to
complete the questionnaire.

Health Records Data

Psychological Screens (RtAPS and POPS)

93. On returning to Australia, ADF personnel complete a paper-based screening
tool, the Return to Australia Psychological Screen (RtAPS). Personnel complete a further
screen—the Post Operational Psychological Screen (POPS)—three to six months later.
These instruments are administered by Defence Force psychologists. The information
collected during these screens is stored electronically and will be provided to the research
team.

Physical Tests, saliva and blood samples

94, A rigorous and thorough examination of serving personnel has clear scientific
benefits and the potential to define future risks that can be modified for individuals.
Further, it communicates a concern and conviction about the wish to protect individuals
by the ADF. Defining these health characteristics and their impact on performance also
has a major capacity to sustain and develop the capability of the ADF.

95. Consequently, participants from SOTG, MTF and the Navy will be invited to
take part in a series of physical tests, provide saliva samples and have blood samples
taken.

96. CMVH will subcontract physical tests and biological collection and analysis to
Healthscope.
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97. ADF Liaison Officers will negotiate with a Point of Contact at each location for
physical testing and neurocognitive assessment and facilitate access to suitable facilities
at the home barracks of the groups who will participate in these assessments.

98. CMVH will provide training to Healthscope staff in the procedures and use of
equipment for physical tests. CMVH will provide staff to oversee data collection at each
location and monitor quality, providing continuous quality improvement feedback
directly to Healthscope staff.

99. The CMVH staff (in the case of non-SF participants), or the SOC
Administration Officer (for SF participants) will provide participants with salivette tubes
for collection of saliva samples the day before the physical testing appointment. Three
samples will be collected by participants in their home. One sample approximately 30
minutes after awakening in the morning, and two further samples collected at 8pm in the
evening. Participants will then be asked to store the samples in their refrigerator at home
and bring it with them the following day when they are required to present for the
physical testing. An automated SMS reminder will be sent to participants 30 minutes
before each sample is due to be collected, to remind them to collect the saliva sample.

100. During the physical tests, specifically trained research staff from Healthscope
will measure height, weight and waist and hip circumference, conduct a step (fitness) test
and measure blood pressure. Lung function will be assessed by spirometry.

101. Photographs will be taken of participants’ backs, palms of their hands, soles of
their feet and side views of the cheek, lower nose and lips. This is done in order to assess
dermatological conditions that develop on deployment.

102. The collection of blood samples, coordination of pathology tests, reporting of
results to CMVH and storage of samples will be sub-contracted to Healthscope.

103. Approximately 40ml of blood will be collected in vacuette tubes.

104. Following collection, the bloods will be prepared for transport and storage on
site by Healthscope staff. This will involve centrifugation, where appropriate, using a
portable centrifuge, of the whole blood to separate serum. Healthscope will coordinate
delivery of the saliva and blood samples to laboratories for testing.

105. Two aliquots of serum will initially be stored for up to 10 years.

106. The complete list of pathology tests to be undertaken is provided with the
description of data collection tools.

107. De-identified, linkable, results of laboratory tests will be provided electronically
to populate the Defence Health Data Management System.

108. The results of each of the pathology tests will be reviewed by a medical doctor.
A plain language summary of the outcomes of pathology tests will be prepared and
provided as part of feedback directly to the participants that complete this aspect of the
study, if requested by the participant. In addition, participants will be advised when any
of the test results indicate the need for a medical consultation. In this case, participants
will also be provided with a copy of the original pathology results for review by their
doctor.
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Neurocognitive Testing

1009. Personnel from SOTG, MTF and the Navy may also be invited for
neurocognitive testing utilising the computerised Brain Resource Company (BRC)
QuickCap. Neurocognitive testing will occur on a subgroup of approximately 400
individuals who meet the eligibility criteria for neurocognitive testing. This testing will
provide pre- and post-deployment assessment of the effects of stress and mild traumatic
brain injury on neurocognitive function.

110. Neurocognitive assessments will involve direct measurement of brain function
in response to particular tasks using event related potentials, quantitative
electroencephalogram (qEEG) and startle response. Consenting participants will be fitted
with a QuickCap and EDA electrodes and receive pre-recorded task instructions. The
testing environment is standardised and the measurement of performance is
computerised, which limits confounding due to the impact of the environment and human
interaction on participant performance. An extensive database of normative data exists
for this test against which results can be matched.

111. The battery of tests assess the following domains of cognitive function:

Resting Electric Brain Function (QEEG)

Working memory

Startle Response

Emotion processing

A Go/No Go Task to measure the capacity of the individual to suppress a
natural tendency to respond.

Data Analysis Plan

Overview

112. The MEAO Prospective Study is an important building block in the
establishment of a long-term health of ADF personnel. The data collected as part of this
study will contribute to establishing a framework for ongoing monitoring of the health of
MEAO veterans, throughout their military career and after they leave the ADF, and
provides information to answer the following specific research questions:

a. Are there changes in health outcomes between pre- and post-deployment in
ADF personnel deploying to the MEAQO?

b. What exposures and other risk factors are associated with changes in health
outcomes?

c. What are the protective (resilience) factors for psychological health
outcomes?

d. What are the specific physical or psychological disorders or symptom clusters
that are associated with particular features of deployment to the MEAO in
different locations or roles?

e. Are there relationships between deployment exposures and non-specific
symptoms and specific health problems?

f. What is the trajectory and pattern of psychological morbidity and its somatic
manifestations and antecedents?
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g. What role do biological measures play as mediating variables between
exposure and symptom formation?

h. Are there gender differences in any health impact of MEAO deployment?

i.  What is the value of measures utilised in the study as screening tools and tests

which may enable the early detection of disorders so as to instigate treatment

earlier and minimise disability in veterans?

What role do these biological measures play as screens?

How can the utility of ADF health records for monitoring of the physical and

psychological health of serving members be increased?

=

Exploratory Data Analysis

113. An analysis of questionnaire response rates will be performed to assess response
bias by comparing the demographic characteristics of people who took part in the
prospective study and people who refused to take part. Response quality will also be
assessed by examining proportion of survey questions completed and the biological
outcomes recorded. The baseline demographics of the personnel in the prospective study
will also be described.

Primary Analyses

114. For the prospective component of the study, the data from the self-administered
questionnaire as well as any assessments will give information on the baseline level of
health of Defence personnel before deployment to the MEAO.

115. The self-administered questionnaire will be repeated approximately four months
after return from the deployment.

116. Health outcomes measured before and after deployment will be compared to
assess whether deployment to the MEAO has had an effect on the health of Defence
personnel. Paired t-tests will be used to compare normally distributed continuous
variables, and the Wilcoxon signed rank test for non-normally distributed continuous
variables. For categorical variables, McNemar’s Test (for 2 by 2 category comparisons)
and the test for symmetry (where the number of categories is greater than 2) will be
utilised.

117. Multiple Regression models can also be used to compare the before and after
deployment health measures. In these models the baseline measurement (pre-
deployment) is treated as an independent variable (with other exposures and confounders)
and the post-deployment measurement is treated as the dependent variable in the model.

118. As further follow-up data is collected from the same participants, the repeated
measures data will be analysed using Multi-Level Modelling.
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Study 2: Census Study
Study Design

119. Study 2 will involve a cross-sectional census of all serving and ex-serving ADF
members who deployed to the MEAO between 1 October 2001 and 31 December 2009.

120. These individuals will be invited to complete a self-administered questionnaire
about their deployment experiences and health outcomes.

121. ADF-held electronic psychology records and future electronic health record data
will be obtained for analysis. Linkage between these and questionnaire data will only be
possible where specific individual consent is provided.

Recruitment Plan

Participants

122. All current and former members of the ADF from the Royal Australian Navy,
Australian Army or Royal Australian Air Force who deployed

e to Afghanistan or areas supporting operations in Afghanistan between 2001 and
2009; and/or

e to Irag or areas supporting operations in Iraq between 2002 and 2009

will be invited to participate in the study. This definition encompasses only force
assigned personnel and excludes visitors/secondments to the ADF from other military
and civilian organisations. It includes personnel attached to foreign militaries or the
United Nations.

Generation of Sampling Frame

123. A nominal roll will be constructed of personnel deployed to the Middle East
Area of Operations. The initial sources used to generate the nominal roll are PMKeysS,
ADFPAY and Deployment Orders (DEPORDS).

124, CMVH is working in consultation with the PMKeyS Remediation Project
currently undertaken by Defence to verify and clean the datasets from each source and to
best ascertain the most accurate deployment records for each person.

125. All individuals identified as having deployed to the MEAO between 1 October
2001 and 31 December 2009 will be invited to participate in the study. No comparison
group is planned for the census study. Due to the large number deployed to the MEAO,
identifying an appropriate comparison group who did not deploy to the MEAO, but who
were fit to deploy over the same time period in similar roles, was not feasible. Rather,
comparisons will be made between subgroups of interest within the full nominal roll.
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Sample size and Power

126. Sample size and power calculations have been conducted for outcomes assessed
in the questionnaire.

127. The nominal roll compiled includes a total of 26,915 persons, so around 27,000
are eligible to participate in the census study. A comparison of different subgroups (for
example, gender, Service, time of deployment and Operation) and a response rate of 45%
(based on responses to the Near North Area of Influence studies) would yield good
statistical power to detect relative differences greater than 50% in conditions with a
prevalence of over 5% in a comparison group. However, there is little power to detect
relative differences of less than 20% in rarer conditions (less than 10% prevalence).

128. The statistical power to detect differences between continuous measures
between the main subgroups is good, except for instances when the standardised absolute
difference is less than 0.01.

Process Piloting

129. Procedures for contacting individuals and access to the web-based questionnaire
for Study 2 will be developed and refined as part of process piloting.

130. A small number of known individuals (approximately 20) will be selected for
preliminary testing of the web-based questionnaire. These individuals will be CMVH
staff.

131. A sample of approximately 20 individuals will then be invited to test the web-
based questionnaire. These individuals will include current ADF personnel.

132. Information for logging on to the web-based form and providing electronic
consent will be provided by email. Participants will be asked to complete the web-based
protocol to ensure smooth technical operation of consent procedures and the online
forms. Testing will occur both within and external to the DRN environment. Extraction
of data from web-based systems will also be tested for both participant tracking and data
quality.

Promotion of the study and contacting veterans

133. Study 2 will initially be promoted through various media outlets and Defence
organisations as described in the Communications Plan. The study will then be launched
for serving personnel. This will involve intense promotion of the study throughout
internal Defence channels. A launch of the study focusing on ex-Serving personnel will
follow, utilising ex-Service organisations and media to promote the study and encourage
participation, as described in the communication plan.

134. Prior to distributing any study information, vital status will be checked with the
National Death Index (NDI). Approval from the Australian Institute of Health and
Welfare (AIHW) Ethics Committee will be required to match names on the nominal roll
to those on the NDI.

135. The Directorate of Strategic Personnel Policy Research (DSPPR) will assist with
the recruitment of participants, based on an assessment of DSPPR’s capacity and
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capability to achieve scientific objectives. It is proposed that a project officer be
employed within DSPPR to facilitate the process. However, all telephone follow-up will
be conducted in-house at CMVH.

136. The Defence Health and Wellbeing Survey funded by the Directorate of Mental
Health will also be run concurrently with Study 2.

Contacting Currently Serving Members

137. Initial contact will be made with participants via mail distribution of a ‘warm-up
letter’, advising members that they will be invited to participate in the study and the
importance of participation. The letter will contain the study freecall number and email
address so that recipients can advise CMVH if they would prefer the invitation pack to be
sent to a particular email or mailing address.

138. Seven days from the warm-up mailed letter being sent, a personalised study
invitation pack will be sent by email to all individuals on the nominal roll, except those
known to be deceased. The email will include an overview of the project and its
significance, and links to a web-based package that will include more detailed
information about the study, the information sheet, consent forms and questionnaires.

1309. Where requested, or in the absence of an email address, a hard copy of the
invitation pack will be sent by internal Defence Force mail to the member’s Unit address,
or to a nominated address advised by the invitee upon receipt of the warm-up letter.

140. The invitation package will include:

a. A comprehensive information sheet identifying procedures and requirements
related to participation in the study;

b. A letter of support from the Chief of the Defence Force and the Repatriation
Commissioner;

c. A contact letter from the Principal Investigator;

d. A copy of Australian Defence Force Human Research Ethics Committee
Guidelines for VVolunteers;

e. An instruction sheet for participation (including the URL and loin information
for the online questionnaire, if relevant) and a form to register refusal, if
desired;

f. A consent form with duplicate participant copy, covering individual

components of the study (enabling consent to some or all components);

A contact form to aid tracking for future longitudinal follow up;

Health and Deployment Questionnaire booklets (hard copy invitation packs

only); and

i. Areply paid envelope.

2@

141. ‘Drop-in centres’ conducted by CMVH staff at selected bases will provide an
additional opportunity for currently serving members wishing to participate in the study
to obtain an invitation pack and complete the questionnaire. These centres will operate
for four to five days in each location.
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Contacting ex-serving members

142. For ex-serving members, a warm-up letter will be mailed to the individuals’ last
known home address obtained from their PMKeysS record.

143. As many ex-serving personnel can be expected to have changed address since
leaving the Defence Force, 30 days will be allowed for “return to sender’ mail.

144, When the warm-up letter is not ‘returned to sender’, a mailed invitation package
will be sent to this address.

Follow-up of non-responders

Invitations

145, It is assumed that an initial response rate of 30% will be achieved with currently
serving personnel and 5% with ex-serving personnel (based on DSPPR advice and NNAI
results).

146. Where a warm-up letter or invitation is returned undeliverable, telephone
follow-up and tracing, as described below, will commence immediately.

147. In other cases, if there is no response to the invitation package within two weeks
(emailed invitations) or three weeks (mailed invitations) a reminder will be sent to the
same email or mailing address.

148. If there is still no response within a further two weeks (emailed reminder) or
three weeks (mailed reminder), appropriately trained staff will follow up non-responders
by telephone. A maximum of 10 attempts will be made, on various days of the week and
various times of day to contact non-responders at the ADF or private telephone numbers
obtained from their PMKeysS record.

149. Where telephone contact is made, the invitation package may be resent to the
email or mailing address supplied by the invitee at their request, or alternatively refusal
can be registered, if desired by the invitee. If no contact is made, but a telephone
message service is available, a reminder message will be left, along with the study
freecall number and email address.

150. Where telephone contact attempts have been unsuccessful, the individual’s
name, date of birth and last known private address will be provided to ComSuper who
will assist researchers by checking their databases for current addresses. In cases where
new addresses are found, ComSuper will forward the invitation package with a covering
letter. In the event that this process is unsuccessful, a similar procedure will be
undertaken in conjunction with the Department of Veterans’ Affairs (DVA). Protocols
have been developed by CMVH in collaboration with both ComSuper and DVA as part
of the NNAI studies to facilitate this process.
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Questionnaires

151. Where an individual registers his or her intention to complete the online
questionnaire, but does not do so within two weeks of registering this intention, an email
will be sent to the email address nominated on the individual’s contact form, reminding
him or her to complete the questionnaire within the next 14 days.

152. Where a mailed questionnaire is still outstanding three weeks after being sent, a
reminder card will mailed.

153. Telephone follow-up of outstanding questionnaires will follow the same
protocol as the follow-up of invitations described above. Questionnaires may be re-
mailed or re-emailed, if requested by the respondent.

Data Collection Plan

Overview

154. Data collection for Study 2 will involve a survey of all personnel who have
deployed to the MEAO and accessing health records including ADF electronic
psychological screening records and the electronic (medical) health record as this
becomes available.

Self administered questionnaire
155. The self-administered questionnaire is comprised of a:

e Brief Deployment History questionnaire
e Health Questionnaire
e Deployment Experiences Questionnaire.

156. The questionnaire is designed to take between 30 and 60 minutes for participants
to complete and options for completing will include:

a. Internet, using a web-based questionnaire (access by study ID number and
password provided with invitation package) or;

b. Paper questionnaire on a scannable tele-form completed privately or;

c. Telephone interview, if requested by the participant.

157. Experience from the NNAI Health Studies suggests that the majority of
participants preferred the web-based version. The data from questionnaires completed on
the web automatically populates the DHSP database (see Data Management Plan).

158. Participants who request to complete the paper questionnaire will be provided
with a reply paid envelope to return the completed questionnaire to CMVH. Following
tracking and checking the completed forms will be uploaded to the DHSP database as
described in the Data Management Plan.

159. Serving members will be encouraged to complete the questionnaire in work
time.
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Health Records Data

Psychological Screening Records

160. On returning to Australia from overseas deployment, ADF personnel complete a
paper-based screening tool, the Return to Australia Psychological Screen (RtAPS).
Personnel complete a further screen—the Post Operational Psychological Screen
(POPS)—three to six months later. These instruments are administered by Defence Force
psychologists. The information collected during these screens is stored electronically and
will be accessed by the research team in collaboration with Defence staff and according
to protocols established for previous DHSP studies.

Electronic Health Records

161. Access to health records forms part of the vision for the DHSP, as described in
the DHSP Road Map and Mandate. However, experience from the NNAI studies
demonstrated that it is impractical to obtain hard copies of Unit Medical Records for
large numbers of personnel. Consequently, the MEAO Health Study will seek to obtain
electronic health records of MEAO veterans as they become available through 2010 as
the electronic record replaces the paper record but it is recognised that in the life of this
project representative analysis of health outcomes using this data source is unlikely to be
possible.

Data Analysis Plan
Overview

162. The data collected as part of this study aims to answer the following specific
research questions:

a. Are there links between specific chemical, physical, biological and
psychological exposures encountered during the MEAO deployment and
physical and psychological health outcomes?

b. What exposures are associated with increased risk of morbidity for the group
as a whole and for specific MEAO subgroups with identified health disorders?

c. Are there gender differences in any health impact of MEAO deployment?

d. What are the protective (resilience) factors for psychological health
outcomes?

e. Are there relationships between deployment, exposures and non-specific
symptoms and specific health problems?

f.  What is the pattern of psychological morbidity and its somatic manifestations?

Is there a post-deployment syndrome(s) common to the MEAO deployments?

What are the patterns of health care utilisation in personnel deployed to the

MEAO and do these differ between groups?

i.  What is the value of measures utilised in the study as screening tools and tests
which may enable the early detection of disorders so as to instigate treatment
earlier and minimise disability in veterans?

s Q@
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j. How can the utility of ADF health records for monitoring of the physical and
psychological health of serving members be increased?

Exploratory Data Analysis

163. An analysis of questionnaire response rates will be performed to assess response
bias. The response rate by age, sex, Service, service type, rank and current status
(serving or ex-serving) will be assessed to identify sources of response bias and whether
the study participants are representative of the full nominal roll. The level of response
will be compared between the different subgroups of the nominal roll (for example
gender, Service, time of deployment and Operation). Response quality will also be
assessed by examining proportion of survey questions completed.

164. There are likely to be veterans of deployments to the Near North Area of
Influence (and other deployments not considered to date in the DHSP) on the nominal
roll. The previous deployment history of MEAO veterans will be compared between the
subgroups of the MEAO nominal roll to assess whether specific subgroups were more
likely to have deployed on other Operations. Likewise the number of MEAO
deployments for each person will be calculated and compared between the exposure
groups of interest.

Primary Analyses

165. The health outcomes in the self-administered questionnaire will be cross-
tabulated by deployment and exposure subgroups. Differences in the distribution of
responses between the different Operations, periods of deployment, deployment
locations, services and other defined exposure subgroups will be examined using the chi-
squared test for categorical variables, the t-test for normally distributed continuous
variables, and the Mann-Whitney test for non-normally distributed continuous variables.
Continuous measure may also be analysed using ordinary linear regression with
demographics or confounder variables built into the model to account for differences
between the exposure groups.

166. Odds ratios associated with different exposures with 95% confidence intervals
will be calculated for binary outcomes using logistic regression to control for potential
confounders.

167. Appropriate models for count data (for example Poisson or Negative Binomial
Models) will be used to assess whether there are differences in the number of events (for
example, the total number of symptoms recorded for each person). These models will
also control for potential confounders.

168. Within-person comparisons will be performed between measures taken at
different time points. In particular, measures of the K10 and PCL-C scales measured on
Defence psychological screening records can be compared between the Return to
Australia Psychological Screen (RtAPS) and the Post Operation Psychological Screen
(POPS). McNemar’s Test (for 2 by 2 category comparisons) and the test for symmetry
(where the number of categories is greater than 2) will be used to compare categorical
variables, and the paired t-test or the Wilcoxon signed rank test will be used as
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appropriate to compare the scale original scores between these screens. Similar methods
can be used to compare measures of psychological distress taken at the RtAPS or POPS
with those recorded on the self report questionnaire.

Secondary / Subgroup Analyses

169. The responses from the general symptoms checklist can be used to investigate
patterns of symptoms. There is also potential to investigate the existence of any post-
deployment syndrome by looking at clusters of symptoms using factor analysis
techniques if required.

170. More specific definitions of exposure will be investigated. For example,
particular forms of combat, locations or other specific operational/occupational exposures
such as sub-element task groups may be explored to define additional subgroups for
comparison and analysis. Stratifications used in previous DHSP studies include Service,
service type, gender, rank and period of deployment. Given the significant heterogeneity
of the deployments (and therefore exposures) and the design based on internal
comparisons within the cohort, the large sampling frame will allow these stratifications to
be made while retaining acceptable cell size.
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Study 3: Mortality and Cancer Incidence Study
Study Design

171. Study 3 will involve acquisition of data from the National Death Index and the
State/Territory Cancer Registries (via the National Cancer Statistics Clearing House).

172. Defence personnel records (from PMKeyS) will be accessed to obtain
information on personnel who were serving Australian Defence Force (ADF) members or
separated from the ADF at three separate time points (1 January 2001, 1 January 2006
and 1 January 2011).

173. These personnel will be separated into four key groups:

e ADF personnel never deployed to the Middle East Area of Operations
(MEAO);

e ADF personnel deployed to the MEAO between 2001 and 2005 inclusive, but
not between 2006 and 2010 inclusive;

e ADF personnel deployed to the MEAO between 2006 and 2010 inclusive, but
not between 2001 and 2005 inclusive;

e ADF personnel deployed to the MEAO between 2001 and 2005 inclusive, and
also between 2006 and 2010 inclusive.

These groups have been defined to allow for the cohort deployed between 2001 and
2005 inclusive to be analysed at specific time points (such as 10-year follow-up)
earlier. Five-year groups have been selected based on retention figures for the
Australian Defence Force during the timeframe being considered °.

In addition, this design allows for changes in prevalence of specific conditions among
personnel deployed at different times to be detected *°. Further subgroups will be
defined based on individuals’ dates of joining and separating from the ADF, to ensure
that comparisons are made between contemporaneously serving groups of
individuals.

Mortality Registry Data

174. Increased deaths from external causes have been found in studies of
deployments to the 1990/91 Gulf War. Therefore, investigating patterns of mortality in
veterans is an important focus of this study.

¥ J Reich, J Hearps, A Cohn, J Temple, P McDonald. 2006. Defence Personnel Environment Scan 2025,
p42. Department of Defence, Canberra. http://www.defence.gov.au/dpe/dpe_site/publications/DPES2025,
accessed 5 May, 2010.

* JF Kelly, AE Ritenour, DF McLaughlin, KA Bagg, AN Apodaca, CT Mallak, L Pearse, MM Lawnick,
HR Champion, CE Wade, JB Holcomb. 2008. Injury severity and causes of death from Operation Iraqi
Freedom and Operation Enduring Freedom: 2003-2004 versus 2006. J Trauma, 64(2 Suppl): S21-26.

®> O Horn, A Sloggett, GB Ploubidis, L Hull, M Hotopf, S Wessely, RJ Rona. 2010. Upwards trends in
symptom reporting in the UK Armed Forces. Eur J Epidemiol, 25(2), 87-94.
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175. The MEAO Health Study will utilise similar protocol and procedures as
developed by CMVH for the NNAI studies. The mortality study will be conducted by
linkage with the National Death Index which is managed by the Australian Institute of
Health and Welfare (AIHW), and is a compilation of the data held by the various
registries of death in the Australian States and Territories.

176. The timing of this study will have to take into account that the National Registry
takes approximately two years to compile mortality information from the State and
Territory Registries. For example, an analysis of mortality data conducted in 2011 would
include only data compiled at that time, which would be as of 2009.

Cancer Registry Data

177. All forms of cancer (with the exception of non-melanocytic skin cancer) are the
subject of compulsory registration in all States and Territories of Australia. While studies
of cancer in veterans of the first Gulf War have not shown elevated rates, studies of
Korean War veterans have shown excess rates of cancer decades after the end of the war.
Cancer remains a significant concern of many veterans.

178. CMVH has established protocols for the extraction of data from the cancer
registries and these protocols will be applied to the MEAO Health Study. Briefly, this
will involve extraction and cleaning of data from the National Cancer Statistics Clearing
House, which contains data derived from the eight State and Territory Cancer Registries.

179. Linkage to health registries formed one of the consent options in Study 2
(Census) of the Middle East Area of Operations Health Study. Cancer incidence data for
the subset participants who give their consent to this linkage will be able to be linked to
their responses to MEAO Study 2, in order to explore possible associations with specific
roles or exposures during deployment.

180. The timing of this study will have to take into account that the National Cancer
Statistics Clearing House takes approximately three to four years to compile cancer
incidence information from the State and Territory Registries. For example, an analysis
of cancer incidence data conducted in 2011 would only include State data compiled at
that time, which would be as at 2007.

Analysis of cancer and mortality incidence

181. A subject’s person-years of follow-up will be estimated from the end of the
deployment to their death or follow-up date. The person-years will be used to calculate
rates of mortality and cancer incidence in each arm of the study. Survival analysis
techniques such as Life Tables, Survival curves as well as Poisson and Cox models can
be used to analyse this time-to-event data. Long-term follow-up (10, 20 or 30 years post-
deployment) is expected to provide the most informative results on mortality and cancer
incidence.
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Design options and power

182. Tables A-J present the estimated statistical power after 10 and 15 years follow-
up for different effect sizes associated with cancer and mortality outcomes. Projections
of mortality and cancer incidence rates are based on the most current Australian national
estimates available (2005 for cancer and 2006 for mortality) and derived by applying
these rates to a lexis expansion of the data assuming 10 and 15 years follow-up.

183. It is estimated that the mortality study will have a good statistical power (0.86)
to detect relative differences of 30% in all-cause mortality after 10 years follow-up using
a comparison group two thirds the size of the nominal roll and accounting for a healthy
soldier effect (Table A). Using the same comparison group, after 15 years follow-up
there is good statistical power (0.81) to detect a 20% difference in mortality (Table B)
and a relative difference of 30% could be detected in the cancer incidence rates between
the veterans and comparisons with 96% power after 10 years follow-up (Table C).

Longer follow-up would be required to be able to detect differences in cancer mortality
and external cause mortality and detect relative differences of less than 20% in some of
the comparisons of those deployed in the early period of the deployment and those
deployed later (Tables E-J).

Hypothesis 1 — Is there an association between MEAO deployment and
cancer/mortality?

Table A: All cause mortality power based on 10 years follow-up (estimated number in
veterans arm 379 deaths (N = 26915))

All cause  Comparison group size Comparison group size with correction#
mortality

Relative N =26915 N=17943 N=13458 N =26915 N=17943 N= 13458
Risk

1.2 0.74 0.64 0.55 0.64 0.54 0.46
1.3 0.97 0.93 0.87 0.93 0.86 0.79
1.4 >0.99 >0.99 0.98 0.99 0.98 0.95

# Rates in the cohort assumed to be 20% less than the general population

Table B: All cause mortality power based on 15 years follow-up (estimated number in
veterans arm 693 deaths (N = 26915))

All cause  Comparison group size Comparison group size with correction#
mortality

Relative N =26915 N=17943 N=13458 N =26915 N=17943 N= 13458
Risk

11 0.44 0.36 0.31 0.36 0.30 0.25
1.2 0.95 0.89 0.82 0.89 0.81 0.73
1.3 >0.99 >0.99 >0.99 >0.99 0.99 0.97

# Rates in the cohort assumed to be 20% less than the general population
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Table C: All types cancer incidence power based on 10 years follow-up (estimated
number in veterans arm 447 cancers (N = 26915))

All cause  Comparison group size

mortality

Relative N =26915 N=17943 N= 13458
Risk

1.1 0.30 0.24 0.21

1.2 0.81 0.71 0.63

1.3 0.99 0.96 0.93

Table D: All types cancer incidence power based on 15 years follow-up (estimated
number in veterans arm 889 cancers (N = 26915))

All cause  Comparison group size

mortality

Relative N =26915 N=17943 N=13458
Risk

1.1 0.54 0.45 0.38

1.2 0.98 0.95 0.91

1.3 >0.99 >0.99 >0.99

Hypothesis 2 — Is there an association between early MEAO deployment and
cancer/mortality?

Table E: All cause mortality power based on 10 years follow-up (estimated number in
veterans arm 111 deaths (N = 8581))

All cause  Comparison group size Comparison group size with correction#
mortality

Relative N=4291 N=8581 N=17162 N=4291 N=8581 N= 17162
Risk

1.2 0.18 0.28 0.37 0.15 0.23 0.31
1.3 0.35 0.53 0.67 0.28 0.44 0.57
14 0.56 0.76 0.88 0.46 0.66 0.80
1.5 0.75 0.91 0.97 0.64 0.83 0.93

# Rates in the cohort assumed to be 20% less than the general population
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Table F:  All types cancer incidence power based on 15 years follow-up (estimated
number in veterans arm 255 cancer (N = 8581))

All cause  Comparison group size

mortality

Relative N=4291 N=8581 N=17162
Risk

1.2 0.40 0.57 0.71

1.3 0.72 0.89 0.96

1.4 0.92 0.99 >0.99

1.5 0.99 >0.99 >0.99

Hypothesis 3 — Is there an association between late MEAO deployment and
cancer/mortality?

Table G: All cause mortality power based on 10 years follow-up (estimated number in
veterans arm 201 deaths (N = 13978))

All cause  Comparison group size Comparison group size with correction#
mortality

Relative N=7000 N=13978 N=21000 N=7000 N=13978 N= 21000
Risk

1.2 0.32 0.47 0.55 0.26 0.38 0.46
1.3 0.60 0.79 0.87 0.50 0.70 0.78
1.4 0.84 0.95 0.98 0.74 0.90 0.95
1.5 0.95 0.99 >0.99 0.90 0.98 0.99

# Rates in the cohort assumed to be 20% less than the general population

Table H: All types cancer incidence power based on 15 years follow-up (estimated
number in veterans arm 474 cancer (N = 13978))

All cause  Comparison group size

mortality

Relative N=7000 N=13978 N=21000
Risk

1.2 0.66 0.84 0.90

1.3 0.94 0.99 >0.99

1.4 >0.99 >0.99 >0.99
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Hypothesis 4— Is there an additional effect of ‘early’ MEAO deployment on
cancer/mortality among ADF personnel deployed ‘late” MEAO?

Hypothesis 5- Is there an additional effect of late MEAO deployment on
cancer/mortality among ADF personnel deployed ‘early’ MEAO?

Table I:  All cause mortality power based on 15 years follow-up (estimated number in

veterans arm 129 deaths (N = 4056))

All cause  Comparison group size
mortality

Comparison group size with correction#

Relative N = 4056 N=8112 N=12168*
Risk

N =4056 N=8112 N=12168*

1.2 0.32 0.43 0.47
1.3 0.60 0.74 0.79
1.4 0.83 0.93 0.95
1.5 0.95 0.99 0.99

0.27 0.36 0.41
0.50 0.64 0.69
0.73 0.85 0.89
0.89 0.96 0.97

# Rates in the cohort assumed to be 20% less than the general population

*Not possible for Hypothesis 5

Table J:  All types cancer incidence power based on 15 years follow-up (estimated
number in veterans arm 171 cancers (N = 4056))

All cause  Comparison group size

mortality

Relative N =4056 N=8112 N=12168*
Risk

1.2 0.42 0.54 0.60

1.3 0.74 0.86 0.90

1.4 0.93 0.98 0.99

1.5 0.99 >0.99 >0.99

*Not possible for Hypothesis 5
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Data Collection Tools

184. The MEAO Health Study will utilise data collected from a number of different
sources including self-report questionnaires, physical tests, biological tests,
neurocognitive assessments and routinely collected electronic health data.

185. In order for data to be linked between the different sources, specific consent
must be obtained from participants for that data linkage to occur.

186. Individual studies will utilise data sources as described below:
187. Study 1: the Prospective Study will utilise data collected from:

Self-administered questionnaires;

Physical tests including saliva and blood samples;
Neurocognitive assessment;

Electronic health records held by the ADF; and
RtAPS and POPS.

188. Study 2: the Census Study will utilise data collected from:

e Self-administered questionnaires;
e Electronic health records held by the ADF; and
e RtAPS and POPS.

1809. Study 3: the Mortality and Cancer Incidence Study will involve:

e Linkage with State and Territory cancer registries; and
e Linkage with the National Death Index.

190. The data to be collected from each of these sources are described in detail
below.

Self-Administered Questionnaire

191. All participants will be asked to complete a self-administered questionnaire.
This questionnaire will be the primary method used to determine where individuals
deployed and for how long, deployment experiences, and health and wellbeing outcomes.

192. The questionnaire (Annex 1) is divided into three major components: 1) Brief
Deployment History; 2) Health Questionnaire; 3) Deployment Experiences
Questionnaire. These sections are described in more detail below.

193. Participants in Study 1 (Prospective Study) will complete an additional
Personality and Resilience Insert (Annex 1.6) at the pre-deployment assessment.

Brief Deployment History
194. This questionnaire will be used in the following studies:

e Study 1 — MEAO Prospective Study (Pre-Deployment only)
e Study 2 - MEAO Census Study
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195. All participants will be asked to indicate participation in active deployments.
The questions and format were designed in-house after experience with the NNAI Health
Studies.

196. Participants recruited to the MEAO Prospective Study will be asked to complete
this history prior to deployment only. The census study participants will complete this
questionnaire at the same time as they complete the Health Questionnaire and the
Deployment Experiences Questionnaires.

197. The list of operations includes warlike, non-warlike, UN peacekeeping and
peacemaking operations, and humanitarian aid and assistance operations.

198. Participants are asked to indicate the country they deployed to, the Operation
name, the year the deployment started, the number of times deployed in that year and the
total time (in months) deployed. Major recent operations are provided in boxes and space
is provided for participants to nominate additional deployments at the end of the
questionnaire. Following the question about history of deployments to the MEAO, three
questions are asked about feelings of pressure to deploy and if they deployed with their
home Unit. Questions about deploying with one’s home Unit were identified during the
Preliminary Study focus group as an important source of (di)stress. The items themselves
were sourced from the Kings College Gulf War study questionnaire.

199. In addition to formal ADF deployments, a question is asked about work in the
Middle East in a role outside of the ADF, such as working as a security contractor. The
inclusion of this item was based on anecdotal reports of ADF members working in these
roles, and which may contribute to the cumulative stress associated with working in the
MEAO environment.

Personality and Resilience Insert

200. The Personality and Resilience Insert will be completed by participants in the
following study:

e Study 1: MEAO Prospective Study (Pre-Deployment only)

201. This section consists of questions that will be completed at the pre-deployment
assessment in place of the Deployment Experiences Questionnaire, which is only
required at the post-deployment assessment.

202. The questions are drawn from a number of sources including the Ten Item
Personality Inventory, Schuster Social Support Scale, a single item each for negative life
events and prior psychiatric history, Symptom Interpretation Questionnaire, pre-existing
traumatic exposures, and the Toronto Alexithymia Scale.

Ten Item Personality Inventory (TIPI)
203. The TIPI is a very brief personality inventory that provides a measure of the
‘big’ five personality domains®.

® Gosling SD, Rentfrow PJ, Swann WB. A very brief measure of the big five personality domains. J Res
Person. 2003; 37:504-528
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204, The ten items ask directly about descriptors of each of the big five dimensions,
thus optimising content validity, and focuses on breadth of coverage, removal of
redundant and negation items. Each item represents each pole (extreme) of the big five
personality dimensions (e.g. extraversion vs. introversion).

205. While having somewhat inferior psychometric properties to standard multi-item
personality inventories, the TIPI is suitable for situations where personality is not the
primary topic of interest and/or where time and resources to conduct a more extensive
assessment for personality is not feasible.

Schuster Social Support Scale

206. The Schuster Social Support Scale is a ten item measure of social support that
was developed to enable investigation of the effects of social relationships on emotional
functioning’

207. This scale has been used extensively in community samples and is also used in
the LASERR Study (Longitudinal ADF Study Evaluating Retention and Resilience).

Negative Life Events
208. Negative life events and problems in childhood are an important predictor of
mental health and social problems.

2009. The single item used here is intended to provide an indicator of ‘good enough’
childhood. It is also used in the Longitudinal ADF Study Evaluating Retention and
Resilience (LASERR) study.

Prior Psychiatric History
210. Prior psychiatric history is an indicator of future mental health problems.
Professor Alexander McFarlane developed the single item used.

Symptom Interpretation Questionnaire

211. The Symptom Interpretation Questionnaire (S1Q) is a 13-item scale used to
determine attributional style, which is important for understanding self-report of
symptoms and distress®. It comprises three scales providing an indication of 3 different
attributional styles: psychologiser, somatiser, and normaliser.

Preexisting Traumatic Exposures
212. This set of 18 questions are adapted from the Composite International
Diagnostic Interview (CIDI) and modified by McFarlane et al.

213. The questions ask about exposure to a number of traumatic experiences, the
number of times exposed and the age of first and last exposure to the event. Experiences
considered are taken from both potential traumatic exposures encountered in the ADF
(e.g. direct combat) and events that may have occurred outside the ADF in adulthood
(e.g. serious assault, terrorism) or in childhood (e.g. child physical abuse).

" Schuster T, Kessler R, Aseltine R. Supportive interactions, negative interactions and depressed mood. Am
J Community Psychol. 1990; 18:423-38

® Robbins JM, Kirmayer LJ. Attributions of common somatic symptoms. Psychological Medicine. 1991;
21:1029.
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214, The questions are used in the ADF LASERR study and also form part of the
CIDI which is a widely used structured interview for mental health disorder.

Toronto Alexithymia Scale

215. Alexithymia is a cognitive-affective disturbance related to a reduced ability to
recognise and verbalise internal emotions, and thoughts that tend to be fixated on external
events. The Toronto Alexithymia Scale is a validated and reliable 20-item scale that has
been used in studies of general community and clinical populations to provide a measure
of the degree of alexithymia®.

Health Questionnaire
216. The health questionnaire will be used in the following studies:

e Study 1: MEAO Prospective Study
e Study 2: MEAO Census Study

217. The cohort recruited to Study 1 will be asked to complete this questionnaire both
prior to deployment and then on return from deployment. The cohort recruited to Study 2
will complete this questionnaire at the same time that they complete the Deployment
Experiences Questionnaire.

218. The questions are derived from a number of different sources and will provide
information about the major physical health, mental health, social function, and health
risk factors identified by the review of literature, consultation with stakeholders and focus
groups with serving and ex-serving personnel.

2109. The questions are grouped into sections each with a common theme. The
sections and the questions that make up each section are described in detail below.

Section 1: Background Details

1. This section is divided into two parts. All participants complete the first part that
asks 13 questions providing important demographic and social information. The second
part is only completed by Reservists and individuals who have left the ADF, who are
asked a further five questions about their income and employment outside of the ADF.

2. The first part asks participants their gender, date of birth and marital/relationship
status, which are used as confirmatory items to ensure information from PMKeys is
correct as these are essential covariates for assessment of health risk. Further questions
are then asked about education, satisfaction with significant relationships, change in
relationship status and the impact of military commitments on relationships and children.

3. A series of questions are also asked about workload and rank to provide
confirmatory information against the PMKeysS data.

° Taylor GJ, Bagby RM, Parker JD. The 20-item Toronto Alexithymia Scale. Reliability and factorial
validity in different languages and cultures. J of Psychosom Res. 2003;55(3): 277-83.
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Section 2: Recent Health Symptoms

4. This section comprises 2 measures: a health symptom checklist and questions
screening for mild traumatic brain injury.

Health Symptom Checklist

5. The 67-item self-report symptom questionnaire asks about recent (in the past
month) respiratory, cardiovascular, musculoskeletal, dermatological, gastrointestinal,
genitourinary, neurological, neuropsychological or cognitive, and psychological
symptoms.

6. The questions build on the 63 item symptom questionnaire used in the
Australian Gulf War Veterans’ Health Study, which in turn was adapted from the
symptom questionnaire developed and used by the King’s College Gulf War IlIness
Research Unit*® and which was based on the Hopkins Symptom Checklist™".

7. The items can be analysed individually or using factor analysis to identify
clusters of symptoms that might be indicative of ‘syndromes’.

8. The questionnaire enables internal comparisons of self-reported symptoms
within the study cohort, but importantly, use of the questionnaire allows comparisons
with the results of international studies as well as the earlier 1990/91 Australian Gulf War
Veterans’ Health Study and the NNAI studies.

Mild Traumatic Brain Injury Questions

9. The mild traumatic brain injury (TBI) screener is used to provide an indication
of mild traumatic brain injury. This screening tool comprises four questions and was
adapted from Pietrzak et al.*%. It was originally developed for use in Veteran’s
Administration medical facilities, and was based on a tool developed by the United
States Defense and Veterans Brain Injury Center. It has been implemented at
selected U.S. military bases to screen for TBI among returning OEF /OIF service
members.

Section 3: Your Health Now

10. This section comprises 51 questions that have been drawn from instruments
including the Short Form 12 (SF-12)*, the 45 and Up Study™* , the Kessler 10 Plus

9 Unwin C, Blatchley N, Coker W, et al. Health of UK servicemen who served in Persian Gulf War.
Lancet 1999;353:169-78

! Derogatis LR, Lipman RS, Rickels K, et al. The Hopkins Symptom Checklist (HSL): A self-report
symptom inventory. Behav. Sci. 1974;19:1-15.

12 pietrzak RH, Johnson DC, Goldstein MB, Malley JC, Southwick SM: Posttraumatic stress disorder
mediates the relationship between mild traumatic brain injury and health and psychosocial
functioning in veterans of Operations Enduring Freedom and Iraqi Freedom. ] Nerv Ment Dis 2009;
197(10): 748-53.

3 Ware JE, Sherbourne CD. The MOS 36-item Short-Form Health Survey (SF-36). Conceptual framework
and item selection. Med. Care 1992;30:473-483.

(www.45andup.org.au)
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(K10+)™, a question from the LASERR study, and medically diagnosed conditions from
the Solomon Island Health Study and the Australian Gulf War Veterans’ Health Study.

The Short Form 12 (SF-12)

11. The SF-12 is a multipurpose short form with only 12 questions, all selected from
the SF-36 Health Survey®®. Like the SF-36, it is a generic measure of health status and
quality of life. Only a subset of questions from the SF-36 are utilised that enable scores to
be calculated for general health, physical health, and mental function. The SF-12v2 to be
utilised in the MEAO Health Study can also be scored as an eight scale health profile.

Questions from the 45 and Up Study

12. A series of questions relating to general health and wellbeing have been
incorporated from those used in the 45 and Up Study (www.45andup.org.au). These
questions ask participants to rate, in general, their overall health, quality of life, eyesight
(with glasses or contact lenses), hearing, memory, and teeth and gums on a 5-point Likert
scale.

Kessler 10 Plus (K10+)

13. The Kessler 10 Plus (K10+) is a widely used and validated 14-item
questionnaire that is used as a general measure of psychological distress. Scores are
calculated to provide a measure of risk of mental health problems. The scales were
designed to be sensitive around the threshold for the clinically significant range of the
distribution of non-specific distress in an effort to maximise the ability to discriminate
cases of serious mental illness from non-cases. The K10 is used in the Australian Mental
Health and Wellbeing Survey enabling comparison with general community norms.
Additionally, it is currently used by the Australian Defence Force as part of the Return to
Australia Psychological Screen (RtAPS) and Post Operational Psychological Screen
(POPS). It was also used as a measure of psychological distress in the NNAI Health
Studies.

Questions from the LASERR Study

14. This question provides a short measure of coping ability using one question with
two subparts taken from the LASERR study. This item asks to what extent participants
agree with statements relating to adopting to change and ‘bouncing back’ from illness or
hardship.

Doctor Diagnosed Medical Conditions

15. A 23-item medical conditions questionnaire is incorporated here as an indicator
of medical problems or conditions that have been diagnosed or treated by a doctor. This
list is shortened from that used in the Australian Gulf War Veterans’ Health Study and
Solomon Islands Health Study such that it only incorporates the most common medical
conditions identified in those studies.

15 Kessler R, Mroczek D. Final Versions of our Non-Specific Psychological Distress Scale [memo dated
10/3/94]. Ann Arbor (Michigan): Survey Research Centre of the Institute for Social Research, University of
Michigan; 1994

18 Ware JE, Sherbourne CD. The MOS 36-item Short-Form Health Survey (SF-36). Conceptual framework
and item selection. Med. Care 1992;30:473-483.
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16. The questions are based on the medical conditions questionnaire originally
developed and used by the King’s College Gulf War IlIness Research Unit and adapted
for use in the Australian Gulf War Veterans’ Health Study to include several conditions
considered relevant to Australian veterans.

17. The term “medical doctor’ is used to qualify the person who diagnosed or treated
the problem or condition and the time frame is ‘last 12 months’ when the questionnaire is
completed pre-deployment, or since returning from the last deployment to the MEAO
when the questionnaire is completed post-deployment in order to standardise the
reference point and context for that diagnosis or treatment.

Section 4: Lifestyle behaviours

18. This section comprises 22 items to determine history of cigarette smoking,
frequency of alcohol use and current alcohol use disorders, and use of dietary and energy
supplements.

Cigarette smoking and tobacco use

19. History of cigarette smoking is assessed using a brief set of questions developed
for use in the Millennium Cohort Study. Participants are asked about smoking in the past
year (current smoking), ever smoking at least 100 cigarettes (ever smoking), age when
started smoking, how much is smoked and if they have tried quitting. Two additional
questions taken from the Kings College Study ask about smoking pattern on deployment.

Alcohol Use Disorders Identification Test (AUDIT)

20. The Alcohol Use Disorders Identification Test (AUDIT) questionnaire will be
used to quantify current alcohol use and detect alcohol disorders. The scale was
developed for the identification of currently active, hazardous and harmful alcohol
consumption'” . The AUDIT is used extensively in military research including the NNAI
studies and the Australian Gulf War Veterans’ Health Study. It is used by ADF
psychologists in the POPS.

Questions about dietary supplements

21. Three questions developed for use in the Millennium Cohort study will be used
here to assess whether participants currently use any body building supplements, energy
supplements, or weight loss supplements. These questions are all asked in the deployment
experiences questionnaire in relation to the use of supplements while on deployment.

Section 5: Life Experiences

22. This section comprises 60 items drawn from five separate questionnaires to
assess anxiety and affective disorders including post traumatic stress disorder (PTSD),
panic attacks, generalised anxiety disorder, major depression as well as anger and
suicidality.

" Babor T, Fuente J, Saunders J, et al. The Alcohol Use Disorders Identification Test:
Guidelines for use in primary health care. Geneva: Division of Mental Health, World
Health Organisation, 1989
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PTSD Check List (PCL)

23. Post traumatic stress symptoms will be assessed using the post traumatic stress
disorder checklist (PCL). The PCL is a widely used, 17 item self-administered
questionnaire for assessing symptoms of PTSD. The PCL-C to be used here is a civilian
version of the instrument that can be referenced to any specific traumatic event (hence the
C in the acronym). It has excellent test-retest reliability and internal consistency is very
high. It has been used extensively for population-based research and is also used by
Defence Force psychologists as part of the RtAPS and POPS, and was used in the NNAI
studies.

Anger

24. Items from the Dimensions of Anger Scale® and two additional items from the
AG21 questionnaire addressing anger and use of force are used. Items from the
Dimensions of Anger Scale were also used in the LASERR study providing comparison
to this study. Questions from the AG21 have not been published but are used by the US
Military and were used in the East Timor and Bougainville Health Studies.

Questions from the Patient Health Questionnaire (PHQ)

25. The PHQ is the self report version of the PRIME-MD (Primary Care Evaluation
of Mental Disorders) which was the first instrument designed for use in primary care that
specifically diagnoses mental health disorders using diagnostic criteria from the
Diagnostic and Statistical Manual of Mental Disorders, Revised Third Edition (DSM-111-
R) and Diagnostic and Statistical Manual of Mental Disorders, Fourth Edition (DSM-1V).
The full PHQ screens for five of the most common groups of disorders in primary care:
depressive, anxiety, alcohol, somatoform, and eating disorders. Just the items from the
anxiety and depression modules are used here.

Anxiety Module

26. Panic attacks and other anxiety disorders will be assessed by 22 items from the
Brief PHQ. The first 15 items are questions for panic attack and the final seven items
screen for other anxiety disorders.

217, The PHQ anxiety module has high sensitivity and specificity for detection of
anxiety disorders in primary care and medical settings*® and superior psychometric
properties to other screening instruments such as the Hospital Anxiety and Depression
Scale (HADS) for detection of panic attack.

Depression module

28. Depression is assessed from nine items from the Brief PHQ. Each item in the
PHQ9 evaluates the presence and severity (frequency) of one of the nine DSM-IV criteria
of major depression.

¥ Novaco, R. (1975). Dimensions of anger reactions. Irvine, CA: University of California.
19 Spitzer RL, Kroenke K, Williams J. Validation and utility of a self-report version of PRIME-MD. JAMA
1999; 282: 1737-1744.
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29. The nine item depression module has been validated against clinical diagnosis
from a medical professional®® and found to have superior operating characteristics to the
Hospital Anxiety and Depression Scale and WHOS5 instruments. In addition, a depressive
symptom severity score can be obtained.

Suicidality

30. Suicidality is assessed using four items relating to ideation, planning and
attempts in the previous 12 months.

Section 6: Respiratory Health

31. Respiratory symptoms are assessed using the European Community Respiratory
Health Survey screening questionnaire. This questionnaire comprises seven main
dichotomous items and two further items conditional on a positive answer to item

32. These nine items are drawn from the longer European Community Respiratory
Health Survey (ECRHS), which in turn is derived from the International Union against
Tuberculosis and Lung Disease (IUATLD) questionnaire.

33. Items within the screening questionnaire are weighted to produce a total score
indicating the seriousness of asthma like symptoms? such as wheeze, shortness of breath
and cough. A single question is included on allergy and hay fever which does not
contribute to the calculation of the total score, but may be used as an indicator of allergy.

Section 7: Reproductive History

34, Reproductive health items were developed in-house by CAPT (RAN) Sonya
Bennett. Participants are asked if they have ever had problems with fertility and if they
have ever been pregnant or fathered a pregnancy. If they have fathered a
pregnancy/become pregnant, detail is asked for each pregnancy including what the
outcome of the pregnancy was, whether the pregnancy resulted in a live birth, gestation,
gender of baby, weight of baby, and the presence of any birth defects or cancer.

Section 8: Recreation and Social Activities

35. Eleven questions are asked about current recreational and social activities. These
were adapted from a DVA instrument but have not been published in the scientific
literature. The questions were used in the NNAI Health Studies.

2 Kroenke K, Spitzer RL, Williams JBW. The PHQ-9: Validity of a brief depression severity measure. J
Gen Intern Med 2001; 16:606-613.

2! Grassi M, Rezzani C, Biino G, Marinoni A. Asthma-like symptoms assessment through ECRHS
screening questionnaire scoring. J Clin Epidemiol.2003; 56:238-247.
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Section 9: Evaluation Questions

36. These two items ask the participant if there are any other important health
concerns that were not addressed in the questionnaire or if they would like to add any
other comments.

Deployment Experiences Questionnaire

37. This questionnaire is used to identify health hazards and threats both real and
perceived, health on deployment, and experience returning to Australia. Questions are
answered in relation to the last deployment to the MEAO.

38. The questionnaire is presented with forms specific for Irag-based operations
(Part A), and Afghanistan-based operations (Part B). Having two separate forms is
designed to make participants feel that they are being asked questions specific to their
experience in the MEAO and enables tailoring of the questionnaire to exclude questions
not relevant to the experiences of personnel at some locations.

39. Participants are asked about a range of experiences they may have encountered
on deployment to the MEAO including their exposure and frequency of exposure to
hazards including airborne (e.g. dust, smoke), exhaust emissions/fumes/toxic industrial
chemicals, noise, vector borne and communicable disease, animals, ionising and non-
ionising radiation, combat, and perceived threats.

40. The items selected cover each of the major hazards personnel face in the MEAO
as identified by the review of literature and review of Hazard Assessment Team reports
conducted during Phase 1a. In addition, hazards reported by serving and ex-serving
personnel during the Preliminary Study focus groups have also been incorporated.

41. The items addressing these hazards are derived from multiple sources including
the Australian Gulf War Veterans’ Health Study, ADF post-deployment health screen,
Traumatic Stress Exposure Scale Revised (TSES-R), the Deployment Risk and
Resilience Inventory (DRRI), and the Kings College Phase 2 questionnaire. Additional
questions developed by the investigators to address health hazards identified during the
preliminary study process that are not covered by pre-existing items include “Were you
exposed to an environment where you inhaled fine dust or fibres?”, “Were you exposed
to others’ cigarette smoke on base in a recreational or work context?”, “Did you come
into contact with body fluids or blood?”, “Did you receive a blood transfusion?”, “Did
you use an NBC suit (not for training purposes)?” and “Did you use a respirator (not for
training purposes)?”
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Assessment of Physical Measures in a sub-group of
participants enrolled in Study 1

Standardised measurement of height, weight, hip and waist
circumference

42. Height will be measured in centimeters to one decimal place using a
stadiometer, as the maximum distance from the floor to the vertex of the head with shoes
removed.

43. Weight will be measured in kilograms, to one decimal place, in light clothing
and without shoes using electronic scales.

44, Waist and hip circumference will be measured using a tape measure, in
centimeters to one decimal place at the smallest circumference below the rib cage and
above the umbilicus taken at the end of normal expiration. Hip circumference will be
measured, in centimetres to one decimal place, at the largest circumference at the
posterior section of the buttocks.

Blood Pressure

45, Blood pressure (BP) will be taken by a trained research nurse using a calibrated
and validated digital sphygmomanometer with appropriate sized cuffs.

46. BP will be measured with the participant in a seated position and the arm
supported at heart level, after five minutes’ rest, and abstinence from food (including
nutritional supplements) and caffeinated beverages for a minimum of 30 minutes prior to
BP measurement. BP will be measured from the left arm of all participants unless there is
some contraindication (e.g. lymphoedema).

47. BP will be recorded as three serial measurements at intervals of at least one
minute. An additional three serial measures will be taken, if the difference between the
SBP and DBP readings is more than 8 mm Hg for SBP and more than 5 mm Hg for DBP.
The mean of three acceptable BP measurements will be used in the analysis.

Spirometry

48. Lung function testing will be conducted by a nurse using spirometry. The nurses
will be provided with training on how to perform spirometry following the
TSANZ/ANZSRS position paper on spirometry training.

49. Participants are asked to avoid using bronchodilators on the day of screening.
Height and age will be recorded in order to calculate predicted lung function, and patients
will then undergo spirometry using an Easy One™ spirometer and following American
Thoracic Society (ATS) guidelines for conducting spirometry.
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50. Briefly this involves:

e Participants are seated for the testing
e The forced expiratory manoeuvre is performed with maximum effort
immediately following a maximum inspiration
e Participants are required to perform a minimum of three technically
acceptable blows with acceptability defined as:
o Satisfactory start of test
0 Minimum exhalation Forced Vital Capacity (FVC) time of 6 seconds
o End of test criteria met
e Participant manoeuvres are required to meet ATS criteria for reproducibility.

51. Quality of spirometry will be monitored routinely by a respiratory physiologist
associated with CMVH, who will review spirometry results and provide feedback directly
to the nurses.

52. The EasyOne™ spirometer will be used due to its ease of use, portability, and
superior reliability. The EasyOne™ spirometer utilises digital ultrasonic flow
measurement technology. Ultrasonic flow measurement eliminates problems associated
with traditional methods of flow measurement and has no moving parts thus does not
require repeated calibration or maintenance.

The Step Test

53. The step test is a standardised assessment of an individual’s fitness and capacity
to sustain effort. Measurement of heart rate in recovery from a standardised step test is an
objective and efficient way to classify participants in terms of their aerobic fitness and is

a measure of fatigability.

54. The method of McArdle? as applied in the Australian Gulf War Veterans’
Health Study will be used. The test involves stepping at a designated cadence using a
digital metronome, up and back from a 41.3 centimetre platform for three minutes.
Women are required to complete 22 step ups per minute whilst men complete 24 step ups
per minute. Participants are timed using a stop watch. Pulse rate is measured at five
seconds and 20 seconds after completion of stepping using a heart rate monitor. The two
measures are then averaged to give a single recovery heart rate in beats per minute for
each participant, with lower rates indicating greater aerobic capacity.

Assessment of dermatological conditions

55. Photographs will be taken of participants’ backs, palms of their hands, soles of
their feet and side views of the cheek, lower nose and lips. This is done in order to assess
dermatological conditions that develop on deployment.

2 McArdle WD, Katch FI, Katch VL, Exercise physiology: energy, nutrition, and human performance. 2nd
ed. 1986, Philadelphia: Lea & Febiger. 696.
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Laboratory Investigations
56. Saliva and blood samples will be collected for the purpose of determining:

e Exposure to toxins;

e Exposure to infections known to be ubiquitous in the environment of the
deployment;

e Direct physiological and immunological changes as a consequence of the
stress to which the individual has been exposed in the course of the
deployment;

e Direct effects of being exposed to a militant environment where there may be
limitations on an individual’s diet, combined with physical demands and
potentially high altitude environments.

57. The measures proposed to be collected are based on the experience of the
investigators in the Australian Gulf War Veterans’ Health Study which provided
probably the most detailed examination to date of a veterans’ cohort in terms of their
physical health and the current scientific literature.

58. The investigations to be undertaken are listed in Table 2 below.

Table 2 Summary of proposed assessments of biological samples collected pre and
post deployment during the MEAO prospective Health Study

Assessment What is assessed
Purpose
Exposure to Blood chemistry and liver function specifically: Sodium, Potassium, Chloride,
Toxins Bicarbonate, Anion Gap, Glucose, Urea, Creatinine, total Cholesterol, Osmolarity,

Urate, Phosphate, calcium, lonised calcium, Albumin, Globulins, Total Protein,
Bilirubin, GGT, ALP, ALT, AST, LD, CK, Magnesium, Amylase, Lipase, and C-

Reactive Protein.

Heavy metal exposure specifically: Lead

Organophosphate exposure specifically: red blood cell cholinesterase

Exposure to Total Cell Count (CBE) specifically: haemoglobin, red cell count, packed cell volume,

Infections mean corpuscular volume, mean corpuscular haemoglobin, mean corpuscular
haemoglobin concentration, red cell distribution width, total white cell count and white
cell differentiation counts and percentages (neutrophils, lymphocytes, monocytes,

eosinophils, basophils and platelets).

Erythrocyte Sedimentation Rate (ESR) as part of CBE
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Viral infections specifically:
0 Epstein-Barr,
0 Cytomegalovirus,
© Herpes Simplex,

0 Hepatitis C

Bacterial infections specifically:
0 Mycoplasma,
0 Chlamydia (serology)

0 Helicobacter pylori (serology)

Parasitic infections specifically: Leishmaniasis

Physiological Inflammatory mediators specifically: Interleukin 1, Interleukin 4, Interleukin 6, C-
and Reactive Protein, and TNF Alpha,
Immunological

changes arising | Stress hormones specifically: cortisol, nor-adrenaline, adrenaline

from stress

Effects of the Cardiovascular Risk Factors specifically: Total cholesterol and High Density

deployed Lipoproteins, Glycated Haemoglobin (HbA1C)
environment

Dietary Components specifically: B12 and Folate

Storage of biological samples

59. Two aliquots of serum will be stored at -70° Centigrade for a period of up to 10
years in order to conduct investigations in the future as new diagnostic technologies
become available and/or as unexpected health concerns emerge among veterans.

Neurocognitive function

60. In addition to the measures listed above, neurocognitive assessments will occur
on a subgroup of 400 individuals who meet the eligibility criteria for neurocognitive
assessment. This testing will provide pre- and post-deployment assessment of the effects
of stress and mild traumatic brain injury on neurocognitive function.

61. Consenting participants will be fitted with a QuickCap and EDA electrodes and
receive pre-recorded task instructions. The testing environment is standardised and the
measurement of performance is computerised, which limits confounding due to the
impact of the environment and human interaction on participant performance. An
extensive database of normative data exists for this test against which results can be
matched.
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62. The battery of tests assess the following domains of cognitive function:

e Resting Electric Brain Function assessment allows for the measurement of
cortical arousal in the resting state, which reflects the priming of the
individual to deal with environmental challenge.

e The verbal working memory task taps into a domain of function that is known
to be abnormal in mild traumatic brain injury and psychiatric disorders and
allows the measurement of reaction times.

e Startle response assessment involves a measure of arousal modulation and
orientation to the environment that is known to change in PTSD. It is also a
symptomatic marker, the objective measurement of which may have the
capacity to be used as a screen of psychological symptoms independent of
self-report.

e The emotion processing task measures the processing of unconscious facial
expression providing information about the fear networks in the brain.
Important significant differences have been found in the processing of facial
emotion in individuals with post-traumatic stress disorder.

e The Go/No Go Task is a measure of the capacity of the individual to suppress
a natural tendency to respond to visual stimuli. This particularly captures
frontal inhibition of response by using both speed and accuracy of responses
as well as the ability to inhibit inappropriate automotive responses.

Health Records

63. Data from a number of existing health record databases will be collected
including psychological screening records, and future ADF electronic health records.

Psychology screening records

64. The Australian Defence Force conducts routine psychological screening for all
personnel returning from overseas deployment. These screens are known as the Return to
Australia Psychological Screen (RtAPS) and the Post Operational Psychological Screen
(POPS).

65. RtAPS is usually conducted in theatre immediately prior to returning to
Australia, while POPS is completed between three and six months post-deployment.

66. RtAPS and POPS are completed on paper and entered into a statistical package
(SPSS) by the Psychology Research and Technology Group (PRTG). This SPSS file can
then be accessed by the MEAO Health Study research team.

67. De-identified data will be requested for every individual deployed to the MEAO
from October 2001 and returning from the MEAO by December 2011. Some individuals
will have deployed more than once and will have multiple RtAPS and POPS files.
Individual consent is required to link this information with data from other sources.

68. The following information will be requested for RtAPS and POPS:
RtAPS POPS

e Major Stressors questionnaire e Kessler 10 (K10)
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e Traumatic Stress Experiences e Posttraumatic Stress Disorder
Scale (TSES-R) Checklist (PCL)

e Kessler 10 (K10) e Alcohol Use Disorders

e Posttraumatic Stress Disorder Identification Test (AUDIT)

Checklist (PCL)

ADF Electronic Health Records

69. The ADF is currently pursuing a standard electronic health record. It is unclear
at this point what information this record will contain. When the electronic record
becomes available CMVH will review the available data and access relevant information
for all personnel deployed to the MEAO from October 2001 to December 2009.

70. As with psychological screening records, participants are required to consent to
allowing the research team to link this information with other data sources.

Consent for data linkage

71. Privacy guidelines dictate that information provided by individuals can only be
used for the purposes for which it was collected.

72. De-identified data can be obtained from each of the data sources nominated in
this research plan; however, in order to link data, that is to match individual outcomes
from one data source to another, written consent is required from the individual
concerned.

73. Written consent will be sought from each individual in order to conduct data
linkage for:

e ADF psychological screening records
e ADF-held medical records.
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PART 2 - PROJECT MANAGEMENT

Data Management Plan

1. Data management for the MEAO Health Study is being handled by three data systems and data
are transferred between systems on a needs basis. A Memorandum of Understanding between UA and
UQ for data transfer is being developed for the sharing of MEAO Health Study data.

2. UA has established the Defence Health Research System at the Data Management and Analysis
Centre (DMAC) University of Adelaide. This facility is a member of the Defence Industry Security
Program (DISP) and is accredited as a restricted facility by the Department of Defence Information
Communications Technology Development Division. Certificates of accreditation are included in Annex
2.

3. CMVH UQ has established a Research Data Management System (RDMS). CMVH UQ has
DISP accreditation for the Defence Restricted Network (DRN) and RDMS server facility and Department
of Defence Information Communications Technology Development Division accreditation at restricted
level for its DRN system. Certificates of accreditation are included in Annex 2.

4. Health data for the MEAO Health Study will be obtained from four sources:

e Self-reported questionnaire data (Studies 1 and 2)

The health and deployment questionnaire data may be completed online, in hard copy or, if
required by the respondent, telephone interview. Online questionnaire data for Study 1 will be
collected and managed by the Defence Health Research System. Online questionnaire data for
Study 2 will be collected by a contractor to the Defence Directorate of Strategic Personnel
Policy and Research (DSPPR) and then transferred to the Defence Health Research System.
At the same time, participant tracking data will also be transferred to the UQ Research Data
Management System. Data provided on hard copy questionnaires will be scanned and
transferred electronically to the Defence Health Research System.

e Clinical and biological data (Study 1)

Capture of this data will be performed by CMVH staff and Healthscope Clinical personnel.
Data will be collected on hard copy case report forms, downloaded from testing equipment
and direct electronic downloads from Healthscope laboratories for download into the Defence
Health Research System at DMAC.

e Defence-owned psychological data (Study 1 and 2)

Data from ADF psychological screening records will be requested when consent is obtained
and transmitted electronically via the DRN or secure network to the Defence Health Research
System.

o National routinely collected data (Study 3)

Data for the Cancer and Mortality studies (Study 3) will be sourced from National Death
Index and State Cancer Registry data provided by the Australian Institute of Health and
Welfare (AIHW). These data will be provided electronically, either on disk or by the
establishment of a secure web portal and transferred into the Defence Health Research System.
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5. Databases will operate at CMVH UQ and the Data Management and Analysis Centre (DMAC)
at the University of Adelaide, and DSPPR contractor. Routine data handling regarding participation will
occur at each site.

6. Data from Study 1 will be held at the Defence Health Research System which in accordance with
the directions of SAC and PMB will be the primary database.
7. Study 2 data will be collected by DSPPR and will be transmitted to the Defence Health Research

System in a format compatible with the Defence Health Research System. Downloads of the Study 2 data
will be made available to CMVVH UQ by DMAC for analysis. The Defence Health Research System has
been accredited to a restricted status. At a minimum, all activities associated with and any data
transferred to and from the Defence Health Research System will be maintained in accordance with the
System Security Design Document approved by Department of Defence Information Communications
Technology Development Division.

8. Any other data maintained by the Research Data Management System (based at UQ) will be
maintained in accordance with the following specifications:

e Nominal rolls - maintained on DRN or DSN;

e The key linking allocated Study ID numbers to individuals’ identifying information -
maintained on DRN;

e Participant contact information and service data sourced from PMKeyS - maintained on DRN
or DSN,;

e Participant management data to track the participation status of eligible individuals, including
all contacts or attempted contacts made by CMVH or by other agencies assisting in data
collection.

Q. Datasets will be exported for statistical analysis in an appropriate format. All related datasets
created for the study will be linked by Study ID numbers.

10. A protocol has been developed and implemented by CMVH for management of requests for data
for DHSP sub-studies or follow-up studies. All such requests will need approval of the Investigator
Committee in addition to ethical approval from the relevant ethics committees.

11. A protocol for providing access to de-identified data obtained in the DHSP studies has been
established. Eligibility to apply for data access is restricted to CMVH Research Staff, investigators and
associate investigators. Approval to access data must be sought from the Investigator Committee. All data
requests and data sets provided are documented.

12. A Data Manager at each node will have responsibility for:

« Checking and maintaining data quality

. Developing and maintaining the consistency of data dictionaries

« Importing data from relevant sources

. Exporting datasets for analysis

« Ensuring compatibility and comparability of data collected at different sites
« Transfer of data between sites.

13. The Defence Health Research System operates at a minimum in accordance with the security
requirements as described System Security Design Document approved by Department of Defence
Information Communications Technology Development Division.

14, In addition to the above, CMVH UQ has approved Standard Operating Procedures for data
management and data security.
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Communication Plan

15. The MEAO Health Study communication plan is congruent with the CMVH Communications
Strategy.

16. The CMVH Research Manager, WGCDR Merilyn White, chairs the Communications Working
Group and coordinates Defence Liaison for the studies.

17. A detailed communication implementation plan outlines the form and timing of communication
to engage all parties and stakeholders associated with the project.

18. The Research Manager provides regular reporting against key Communications Performance
Indicators.

19. The MEAO Health Study Communications Plan is stored on the CMVH Project in a Box (PIAB)
project management system.
Organisational Structure

20. The Chief Investigators of the MEAO Health Study are Professor Alexander McFarlane (First
Chief Investigator), Associate Professor Susan Treloar, Professor Annette Dobson, Professor Malcolm
Sim, Dr Keith Horsley, and COL Stephanie Hodson.

21. Described below are the roles and responsibilities of the key entities and positions within
CMVH.

Director CMVH

22. Professor Peter Warfe is the senior supplier to Defence, has overall responsibility for the contract

and he or the acting Director represents CMVH on the DHSP Program Management Board. Professor
Warfe is the primary point of contact with the Commander, Joint Health Command in matters other than
the MEAO study.

23. Professor Alexander McFarlane the first Chief Investigator, will be the primary point of contact
with Defence for major scientific, contractual, management and budget issues pertaining to meeting the
deliverables of the MEAO contract.

Investigator Committee
The Investigator Committee comprises:

e Professor Alexander McFarlane (Psychiatrist), CMVH. first Chief Investigator of the MEAO
Health Study and Head University of Adelaide Node CMVH. Responsible for overall scientific
leadership of the MEAO Health Study, and leading the University of Adelaide components of the
MEAO Prospective Study. First point of contact for Defence on scientific issues for the MEAO
Health Study.

e Professor Annette Dobson (Biostatistician and Epidemiologist), CMVH. Chair of Research, CMVH
& School of Population Health, University of Queensland. Responsible for providing overall
scientific leadership to the DHSP and statistical and epidemiological advice.

e Associate Professor Susan Treloar (Epidemiologist and Principal Research Fellow), CMVH. Head
University of Queensland Node and First Chief Investigator of the East Timor and Bougainville
Defence Deployed Health Studies. Responsible for leading the University of Queensland components
of the MEAO Health Study (MEAO Census Study and Mortality and Cancer Incidence Studies).

e Professor Malcolm Sim (Occupational Physician and Epidemiologist), Monash University.
Professor Sim’s key contributions are as lead investigator on the Australian Gulf War Veterans’
Health Study and in hazard assessment and occupational risks.
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Dr Keith Horsley (Medical Consultant) adjunct Associate Professor University of Queensland and
Australian National University, formerly Department of Veterans’ Affairs and Australian Institute of
Health and Welfare. Dr Horsley’s contribution is extensive experience in veterans’ health research.

COL (Dr) Stephanie Hodson, Directorate of Mental Health, Department of Defence. LTCOL
Hodson has extensive mental health screening experience in a Defence context.
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Investigator Committee Terms of Reference
Terms of reference are as follows.

b)

d)

€)
f)

1.

Title

The name of the working group will be the MilHOP Investigators Committee.

2.
To
faci

3.

Purpose
ensure the scientific design, rigour, quality, and integrity of the MEAO Health Study and to
litate the distribution of research findings.

Members

Members to include but not limited to:

As

4.
The
The

e Professor McFarlane (First Chief Investigator)
e Professor Annette Dobson (Chief Investigator)
e Associate Professor Susan Treloar (Chief Investigator)

e Professor Malcolm Sim (Chief Investigator)
e Dr Keith Horsley (Chief Investigator)

e COL Stephanie Hodson (Chief Investigator)
observers:

Program Manager, Program Management Office (Ms Maxine Baban)
Project Manager for UQ

Study Manager for UA

Study Manager Mental Health Prevalence Study

Chairperson

Chief Investigator, Professor McFarlane will act as chair.

responsibilities of the Chair include:

e scheduling meetings and notifying members,

e inviting specialists to attend meetings when required by the Investigators Committee; and

e reviewing and approving key points and recommendations from each meeting before
distribution to members.

5. Frequency of Meetings
Meetings are held fortnightly or as required.

6. Functions
The function of the Investigator Committee is to ensure:

the scientific design, rigour, quality, and integrity of the individual components of the MEAO
Health Study, including compliance with the NHMRC Guidelines for Ethical Conduct for Human
Research, Australian Regulatory Authorities Regulation and Guidelines (eg privacy) and those of
other appropriate approving bodies,

the primary MEAO Health Study is conducted in accordance with the Detailed Research Plan and
the Statement of Works,

engagement with Defence and DVA to address emerging research questions that are relevant to
the Defence Deployed MEAO Health Study and/or its various component studies,

the results from the MEAO Health Study are published in high quality scholarly journal articles,
reports, book chapters, monographs, and texts,

that the research is presented at relevant conferences and other professional community forums,
regular correspondence and reports on scientific aspects of the MEAQO Health study are provided
to the PMB; and
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9)

24.

the performance of the study is monitored against key deliverables (including financial aspects
and timelines). Where significant changes to budget may be required or a potential impact on the
performance of the study is noted, they are to discuss this with the Director CMVH. If the MEAO
Investigator Committee and the Director CMVH cannot agree on the required actions to be taken,
the Director CMVH will seek the advice of the Executive Deans UQ and UA if necessary to

progress a satisfactory outcome.

7. Amendments

The Investigator group are listed in the acknowledgements in all research outputs but are only

authors on publications where they meet the VVancouver Protocol criteria. The terms of reference are able
to be reviewed as required so that the Investigators Committee remains responsive to the MEAO Health
Study implementation requirements.

Other key CMVH positions in the organisational structure

25.

The following positions within CMVH have specific roles in the MEAO Health Study:

University of Adelaide MEAO Study Manager and Research Fellow (Dr Carol Davy)
University of Queensland Project Officer (Finance and Contracts) (Anil Naidu)
CMVH Business Manager (Geoff Wickham)

CMVH Chief of Operations (GPCAPT Geoff Robinson)

CMVH Research Manager (WCDR Merilyn White)

CMVH e-health Officer (LCDR Steve Pullman)

CMVH Professional Development Officer (CAPT Mat Carroll)

CMVH Communications Officer (Alan Pinsker)

Other key entities in the organisational structure

26.
Study:

The following entities and individuals within CMVH have a specific role in the MEAO Health

Associate Investigators

217.

Current Associate Investigators and their particular contribution to the study are:

Dr Christopher Barton, CMVH, University of Adelaide (Research Fellow)

Professor Philip Ryan, University of Adelaide (Data management and statistical consultant)
Professor Catherine D’Este, University of Newcastle (Biostatistician, First Chief Investigator
Solomon Islands Health Study, Investigator SHOAMP study)

Professor John Spencer, University of Adelaide (Oral Health Epidemiology)

Professor Justin Beilby, University of Adelaide (Health Services Research)

Dr Carol Davy, CMVH, University of Adelaide (Research Fellow)

University of Queensland MEAO Health Study Research Team

28.

Key personnel in the University of Queensland DHSP Research team are:

Mr Michael Waller, statistician
Dr Katherine Kirk — Senior Research Fellow
Mrs Colleen Loos, Senior Research Assistant
Mr Gore Chen -- Data Manager
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e Ms Kara Pasmore, Research Assistant

e Ms Jeeva Kanesarajah, Research Assistant (Statistics)

e Mrs Fiona Grieve, Research Assistant (p/t)

e Ms Sarah McMullen, Project management assistant (p/t)
e Mrs Nadine Mammone, Administrative Assistant

University of Adelaide MEAO Health Study Research Team
29. Key personnel in the University of Adelaide DHSP Research team are:

Ms Miranda van Hooff, Research Fellow

Mr Roger Glenny, Adelaide Liaison Officer
Flight Sergeant Yvette Davies, SOC Administration Officer
Mr Chris Davies, Statistician

Ms Michelle Lorimer, Statistician

e Ms Jenelle Baur, Data Manager

e Mr Daniel Barnes, Research Officer

Ms Maria Abrahams, Research Officer

Ms Freya Goodhew, Research Officer

Mr Derek Browne, Research Officer

Ms Laura Jones, Research Officer

Matthew Robinson, Research Officer

Elizabeth Saccone, Research Officer

Ashleigh Kenny, Senior Administration Officer

e o ® 6 o o o

30. Curricula Vitae for staff are available on request.
Other Project Support

Data management and Data Management Working Group

31. Data management services will be provided by the Data Management and Analysis Centre
(DMAC) at the University of Adelaide and the University of Queensland CMVH Data Management
System. The Defence Health Research System and the Defence Directorate of Strategic Personnel Policy
Research will facilitate data collection.

32. A Data Management Working Group has been established and working to implement data
management protocols in accordance with Program Management Board and Scientific Advisory
Committee requirements.

33. A separate Data Analysis Working Group has been established for the MEAO Health Study.

34. Agendas and Minutes of the Data Management Working Group are held on the CMVH Project
in a Box (PIAB) project management system.

MEAOQO Operations and Communications Working Groups

35. A working group to include key contacts in the Department of Defence and DVA has been
established to implement and coordinate the logistics of operationalising the studies. Core membership
will include the following:

Mrs Maxine Baban (Program Management Office) (Chair, Operations Working Group);
WGCDR Merilyn White, CMVH Research Manager (Chair, Communications Working Group);
MAJOR Peter Collins (Joint Operational Command);

Single Service representatives; and

Page 63 of 71



CMVH Defence Deployed MEAO Health Study Governance Plan

o CMVH MEAO Research Team Study 1 and Study 2 representatives.

Other members will include but not be limited to:
o Ms Belinda Mitchell (Directorate of Strategic Personnel Policy Research)
o Ms Helen Benassi or other representative (Directorate of Mental Health)

36. Agendas and Minutes of the OpsComms Working Group are held on the CMVH Project in a
Box (PIAB) project management system.

Stakeholders Group

37. A Stakeholders Group will be formed to ensure regular input and communication for relevant
parties. Membership of this group will include: Study Investigators, Defence Personnel, Veterans / Ex-
Service Organisations and DVA.

Australian Institute of Health and Welfare

38. The Australian Institute of Health and Welfare (AIHW) will conduct the linkage to the National
Cancer Statistics Clearing House and the National Death Index for the Cancer Incidence and Mortality
Study, and provide linked data directly to the DHSP.

Risk Plan

Identification of risks

39. Risk logs for each Study (1, 2 and 3) and for the MEAO Health Study overall have been
developed and will be updated on a monthly basis by the UQ MEAO Project Manager and UA Study
Manager. Current risks logs are stored on the CMVH Project in a Box (PIAB) project management
system. The Investigator Committee and the PMO will be alerted to changes in risk after each review and
update.

Classification of risk

40. The risk strategy for Phase 2b of the MEAO Health Study uses a conventional approach. Each
risk is assessed against the Likelihood and Consequence Matrix below. Some of these risks were
identified during planning and conduct of the Near North Area of Influence projects. For each risk
appropriate responses will be determined in relation to avoidance, mitigation, acceptance or transfer.
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Likelihood and Consequence Matrix (L Low, M Moderate, H High and VH Very High)

Consequence
Likelihood —— - -
1 Insignificant | 2 Minor | 3 Moderate 5 Catastrophic

A Almost Certain M H H

B Likely M M H H

C Possible L M H H H

D Unlikely L L M M H

E Rare L L M M H

Risk Level is then determined according to the following table.

H High Risk Significant management attention required
. ______________________________________________________

M Moderate Risk | Some management attention required

Unacceptable Risks

AEBEIED RIS L Low Risk Manage by routine procedures

41. CMVH are committed to a comprehensive and systematic approach directed towards the
effective risk management of opportunities and adverse impacts. Responsibility for risk management of
each identified risk will be assigned to a specific risk owner. The University of Queensland carries overall
responsibility for coordination of risk management.

42. All risk management decisions and practices will be in accordance with the values, ethics,
leadership and behaviours of the University of Queensland and where appropriate the University of
Adelaide. The study will be conducted in accordance with The National Statement on Ethical Human
Research (NHMRC 2007). The investigators will endeavour to ensure that identified risks are managed
through the application of control measures that provide the best outcomes for all stakeholders, ensuring
that material risks are monitored through formal documentation and review with mitigation controls being
implemented.

Quality Plan

43. This Quality Plan is part of the CMVH Quality Management System and should be considered
relative to that framework. CMVH applies a systematic process of checking to ensure products and/or
services are being developed to meet specified requirements. The MEAO Health Study will be conducted
in compliance with the following corporate and nationally recognised research quality standards:

Corporate Quality Standards

Centre for Military and Veterans’ Health, Quality Manual

Centre for Military and Veterans’ Health, Research Standard Operating Procedures
Centre for Military and Veterans’ Health, Head Agreement

University of Adelaide Guidelines and Rules for Responsible Practice in Research
http://www.adelaide.edu.au/rb/policies/resprac.html

e University of Queensland Handbook of Policies and Procedures, (http://www.ug.edu.au/hupp/ - last
accessed, 24 June 2010)

e Australian Defence Human Research Ethics Committee (ADHREC) approval
e Department of Veterans’ Affairs Human Research Ethics Committee approval
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e Australian Institute of Health and Welfare (AIHW) Ethics Committee approval
e All eight State and Territory Cancer Registry Ethics Committees

e The University of Adelaide Human Research Ethics Committee

e University of Queensland Medical Research Ethics Committee (UQ MREC) approval.

National Research Quality Standards

¢ National Statement on Ethical Conduct in Research Involving Humans, National Health and Medical
Research Council and the Australian Vice-Chancellors’ Committee, 2007
(http://www.nhmrc.gov.au/publications/ethics/2007_humans/contents.htm - last accessed 24™ June
2010)

e National Privacy Principles, The Privacy Amendment (Private Sector) Act 2000, AGPS, February
2008 (http://www.privacy.gov.au/publications/nppsO1.pdf - last accessed 6th May 2009).

Customer’s Quality Expectations

44, The Study Protocol has been designed to meet contemporary scientific and ethical standards in
epidemiological research and governance standards as set by the Program Management Board. The aim
is:
a. to facilitate a study design capable of obtaining data useful in answering questions of interest to
Defence

b. assist in the validation and development of policy to address the health needs of personnel.

Customer Acceptance Criteria

Performance Reporting

45, Contract performance is to be assessed against the contract deliverables. Exception reports are to
be submitted to the PMO for resolution.

Deliverables

46. Where appropriate, the supplier shall provide two (2) hardcopies and one (1) softcopy (in
Microsoft products and in PDF format) of deliverable items. Notification of other deliverables will be
provided within each interim report.

Quality Management Approaches

47. Quality management of the MEAO Health Study incorporates project management (planning and
coordination of the operational aspects of the project) and management of the scientific components of
the project (the research aspects of the project). These two aspects are considered below.

Project Management

48. Research projects conducted by CMVH for the Department of Defence comply with the
“Projects IN Controlled Environments Version 2” (PRINCE?2) project management methodology.
Performance, risk and quality are specifically addressed through the use of the PRINCE2 system.

49. The management of the MEAO study will be undertaken in accordance with the PRINCE2
Project Management Methodology which aims to ensure the optimum risk reduction in achieving project
objectives, within the prescribed quality, time and cost criteria.

50. Day-to-day management of the project will be the responsibility of the MEAO Health Study
Manager at the University of Adelaide and the Project Manager at the University of Queensland.

Document Management - Quality Specifications for CMVH Research Manuscripts,
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Reports and other Written Documents

51. Activity Statements being submitted to Defence are to be prepared in consultation with PMO to
ensure that relevant information is presented in the format required by Defence. An Activity Statement
Template will be used as the basis of these reports.

52. Final versions of documents must be scientifically accurate, organised in a logical fashion,
comprehensible to the target reader, formatted consistently throughout and of a high standard of
presentation.

53. Manuscripts prepared for submission to a journal must comply with the DHSP Policy &
Procedures for Data Access, Analysis, Presentation & Publication and the respective journal ‘Guidelines
for Authors’.

54, Quiality Assurance of written documents:

e Review and approval by supervisor
e Review and approval by the first Chief Investigator
e Review and clearance by Department of Defence.

55. Documents will be stored on the CMVH Project in a Box (PIAB) project management system.
Scientific Quality

56. Quality checks will be undertaken for all products produced by the MEAO Health Study. These
checks will include reviews by the Investigator Committee and where appropriate review by individuals
with specific expertise, including Defence and DVA personnel. Further quality checks will be provided
by peer-reviewed assessment when results are submitted for publishing and presented at scientific
meetings.

57. For the MEAO Health Study the following specific data quality checks will be implemented:

e For data collected by the self-report questionnaire, the investigators have checked the reliability and
validity of the instruments, and where possible have only used instruments validated in military
samples

e The quality and accuracy of the database will be a consequence of Data Management Systems
operations and activities. The use of trained and experienced staff, the development of SOPs for
activities and data checking as outlined above will ensure data of the highest quality possible given
the study design.

Quality control and audit processes

58. Quality controls are developed for each of the primary MEAO Health Study Activities and are
documented within the study protocols.

59. Audits and reviews against these Quality Controls will be undertaken by the Project Manager at
the University of Queensland and the Study Manager at the University of Adelaide, to ensure variations to
acceptable criteria are reported and resolved. Quality assurance activity and audit report outcomes will be
reported to the Investigator Committee and PMO.

Problem Reporting and corrective action

60. The PRINCE2 methodology and template tools associated with Project In A Box (PIAB) project
management system will be utilised to document quality issues and actions. Issues logs, quality logs, and
project exception reporting will be reviewed quarterly reports to Defence.
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Change Control Procedures

61. Because of the dynamic nature of the research environment, the inherent uncertainty in
conducting research and the importance of being able to react to events and restructure the research
protocol accordingly it is necessary to develop principles for project changes.

62. For changes resulting in deviations from the agreed products, project scope, timeframes, quality
or budget originally approved by the Program Board, a Contract Change Proposal must be raised by
CMVH. Changes to the protocol once approved by the relevant Human Research Ethics Committees will
be submitted as amendments to those committees as per the instructions in the Australian Defence Force
Protocol ADFP 1.2.5.3. (Health & Human Performance Research in Defence: Manual for Researchers).

Configuration Management Plan

63. Configuration management will be put in place to ensure that the version of products, their
status, date of submission and location is clearly recorded.

Governance Plan

64. This Governance Plan provides details of the study deliverables, timelines, budget, and change
management strategies for the study.

Timelines - MEAO Health Study Phase 2

65. The proposed timelines for Phase 2 of the MEAO Health Study are January 2008 to June 2012.
These timelines have been set to take into account the timing of:

e establishment of a robust secure data management system for participant contact and data collection
tracking

e future deployments (for Study 1)

e time frames for ethics approvals

e time required to gain access to Defence-held data (for development of nominal rolls and health and
psychological data)

e time required for adequate recruitment of study participants

e availability of data for appropriate reference years for linkage (mortality and cancer registry data).

66. Some of these parameters are outside the control of CMVH such as ethical approval, provision
of data from Defence, DVA contact tracing and data linkage by AIHW and will require ongoing
monitoring. This schedule is also contingent on the timing of funding. These timelines have also been
coordinated to achieve efficiencies in the recruitment of staff.

67. Gantt charts showing summaries of the timelines for Studies 1 and 2 are included below.
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Gantt chart for Study 1 (Prospective)
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Gantt chart for Study 2 (Census)
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Deliverables / Milestones

68. The agreed deliverables/milestones for the MEAO Health Study Phase 2b are
documented in each Financial Year’s Statement of Works.

69. Each Statement of Works is stored on the CMVH Project in a Box (PIAB)
project management system.

Key Performance Indicators (KPIs)

70. Key Performance Indicators are reported against Quarterly to Defence, for
each Financial Year’s Statement of Works.

71. KPIs as well as Milestones and Deliverables have to be met before invoicing
can take place by the Universities.

72. Milestones and Deliverables as well as KPIs will vary between Financial
Years.

73. Agreed KPlIs are stored on the CMVH Project in a Box (PIAB) project
management system for the Program Management Office (PMO) and both the
University of Queensland and the University of Adelaide nodes to access.

74. CMVH reports against KPIs are stored on PIAB and will be provided to the
PMO.

Budget

75. The budget for Phase 2 of the MEAO Health Study has been adjusted
following revisions to the research protocols and changes in payment protocols.

76. Defence will pay salaries and travel costs on acquittal, but other operational
costs will be paid quarterly on completion of deliverables, milestones and Key
Performance Indicators as specified in the Statements of Works for each financial
year.

77. The budgets for each of the studies are stored on the CMVH Project in a Box
(PIAB) project management system. The budgets are appended to this plan (Annex 3).

Former contributors to MEAO Health Study
University of Adelaide
The late Professor Konrad Jamrozik (Chief Investigator)
SQNLDR Michel Devine (ADF Liaison Officer)
SQNLDR Jenny Dowling
Dr Nancy Briggs (Statistician)
Ms Penny Williamson

University of Queensland

Dr Christine McClintock (Deployment Health Surveillance Program Manager)
Dr Annabel McGuire (Head, Research Coordination Unit)

Jonathan Bleier (Statistician)

Paul Rivas (Research Assistant, Project Management)

Tegan Cosgrove (Research Assistant)

Lisa Nielsen (Research Assistant)
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1. INTRODUCTION

Currently serving ADF personnel will be recruited into the MEAO Prospective Study no more than four months
prior to their deployment and complete the study measures (Time 1). They will then be followed up no more
than four months after returning from deployment (Time 2) and complete the study measures again. At each
time point, participants will be asked to complete a Self Report Questionnaire, one of the three primary

components of the study.

Pilot testing of the questionnaire has indicated that it will take participants between 30 and 60 minutes to

complete at each assessment. Options for completing the Pre Deployment Questionnaire include:

a) A hard-copy briefing pack questionnaire on a scannable Tele-form (for eligible Special Forces (SF)

and non SF participants).
Options for completing the Post Deployment Questionnaire include:

a) A hard-copy briefing questionnaire on a scannable Tele-form (for eligible Special Forces (SF) and non
SF participants).

b) A web-based questionnaire (accessible via study ID number and password provided with the invitation
package: for non Special Forces participants only)

¢) A mailed hard-copy questionnaire on a scannable Tele-form (for eligible SF and non SF eligible

participants).

Participants who complete a hardcopy briefing questionnaire will be able to return it directly to the research staff
member providing the briefing or mail it back to CMVH in the supplied pre paid envelope. The data from
questionnaires completed via the web will automatically populate the DMAC database, removing the need to
enter data by hand. Participants who complete a hard copy version of the questionnaire will be able to return it
to CMVH via the supplied reply paid envelope. Following the processing and checking of completed forms,
returned hard copy questionnaires will be uploaded to the DMAC database as described in the Data

Management Plan.
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2. PRIMARY ROLES AND RESPONSIBILITIES OF STUDY TEAM
MEMBERS

Three primary roles will be responsible for the management of self-report questionnaires:

1. The Project Officer will primarily be responsible for sending hardcopy self-report questionnaires

completed by non Special Forces Personnel and receiving returned questionnaires from briefings or
via postal mail to CMVH (UA). Duties will include:
a. Printing invitation packs for non SF personnel
b. Sending out invitation packs to non SF personnel if required
c. Recording receipt of returned information packs on the DMAC Management Information
System (DMAC MIS),
d. Providing the completed self-report questionnaires to the CMVH Data Managers for
scanning,
e. Filing the returned hardcopy questionnaires once all information has been processed. and

f.  Providing the returned hardcopy consent forms to the SOC Administration Officer

2. The SOC Administration Officer with a ,Secret™ clearance will primarily be responsible for ensuring
that the identifying information pertaining to SF personnel is not provided to any other member of the
research team. For the questionnaire component of the study, this will involve:

a. Printing invitation packs to SF personnel,

b. Sending out invitation packs to SF personnel if required

c. Receiving completed invitation packs from SF personnel,

d. Recording receipt of returned information packs on the standalone SF Management

Information System (SF MIS),

Recording receipt of returned information packs by ID only on the DMAC MIS,

Forwarding de-identified self-report questionnaires to the Data manager for scanning,

Filing all SF identifiable documents such as consent forms etc within a secure location.

5w oo

Manning the SF 1800 freecall number

—

Filing all non SF consent forms within a secure location.

3. CMVH Data Managers will primarily be responsible for the extraction of data from the hardcopy self

report questionnaires. This will involve:
a. Scanning returned hardcopy self-report questionnaires; and

b. Electronically forwarding self-report questionnaire data to DMAC.

Research Officers and administration staff will be available to support the above roles as required.

The following information provides greater detail on the procedures associated with these roles.

4. Participant Liaison Officers will primarily be responsible for providing information to eligible non SF
participants who have contacted CMVH UA through the 1800 number and/or CMVH email.
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3. PRE-DEPLOYMENT SELF-ADMINISTERED QUESTIONNAIRE

The pre-deployment self-administered questionnaire (Appendix 20) comprises:

1) A Brief Deployment History Questionnaire

2) A Personality and Resilience Questionnaire

3) A Health Questionnaire.

3.1 Contents of the Pre-deployment Invitation Package

Pre-deployment Invitation Packages will primarily be distributed to eligible personnel during face to face

briefings conducted with either a deploying unit or alternatively during 39PSB briefings

Non Special Forces Personnel: The briefing invitation package will contain-

A letter of support from the Chief of the Defence Force and the Repatriation Commissioner (Appendix
2A);

A letter from the Principal Investigator (Appendix 2B);

Duplicate copies of the study consent form enabling eligible participants to consent to some or all
components of the study (Appendix 2E- for members not eligible to participate in physical and
neurocognitive tests; Appendix 2F- for members eligible to participate in physical and neurocognitive
tests);

A comprehensive information brochure identifying procedures and requirements related to
participation in the study (Appendix 2I- for members not eligible to participate in physical and
neurocognitive tests; Appendix 2J- for members eligible to participate in physical and neurocognitive
tests);

A supplementary information sheet —only to be sent to members eligible to participate in physical and
neurocognitive tests (Appendix 2K);

A contact form to aid tracking for future longitudinal follow-up (Appendix 2M);

A Pre-Deployment Study Questionnaire (Appendix 20);

A study investigators sheet (Appendix 2N); and

A reply-paid envelope (return address CMVH (UA node).

SF Personnel: The invitation package will include-

A letter of support from the Chief of the Defence Force and the Repatriation Commissioner (Appendix
2A);

A letter from the Principal Investigator (Appendix 2B);

An SF specific instruction sheet including a section for participants to register their refusal to
participate (Appendix 2D);

Duplicate copies of the study consent form enabling consent to some or all components of the study

including participation in the physical and neurocognitive tests (Appendix 2G);
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e A comprehensive information brochure identifying procedures and requirements related to
participation in the study (including information about the physical and neurocognitive tests-Appendix
2));

e A supplementary information sheet containing specific information about the physical and
neurocognitive tests (Appendix 2L);

e A contact form to aid tracking for future longitudinal follow-up (Appendix 2M);

e  The Pre-Deployment Study Questionnaires (Appendix 20);

e A study investigators sheet (Appendix 2N); and

e A reply-paid envelope (SOC Administration Officer return address).

3.2 Preparation and Distribution Pre-deployment Invitation Package

3.2.1 Hardcopy Pre-deployment Briefing Package

Pre-deployment questionnaires will primarily be distributed to eligible participants via a face to face briefing

conducted at a place and time negotiated with the deploying unit.

Non SF Personnel: The Study Manager and the Defence Liaison Officer will meet with identified non SF
deploying units and 39PSB as soon as practicable to schedule an appropriate time for the questionnaire briefing.
Please note: for all MTF units and ships, times will also be identified for physical testing and Neurocognitive
assessments. For Non SF eligible participants including 39PSB, the Study Manager will request the Project
Officer to make up the appropriate number of invitation packs (refer section 3.1) and arrange for them to be

transported to the place of briefing. Where possible at least two weeks notice will be provided.

The Project Officer will facilitate the hard copy versions of the study invitation packs following the process

outlined below:

e  Obtain relevant pre-printed information brochure (physical testing vs. non-physical testing participant)

e  Print the letter of support from the Chief of the Defence Force and the Repatriation Commissioner

e  Print the contact letter from the Principal Investigator

e  Print the study investigators sheet

e  Print the relevant instruction sheet

e Ifapplicable, print the supplementary information sheet for members eligible to participate in physical
and neurocognitive tests

e  Print duplicate copies of the relevant study consent form

e  Print the future contact form

e  Print the tele-form pre-deployment questionnaire

e Obtain a large reply-paid envelope and write participant®s ID on the back

e Collate all of the components of the invitation package in the order listed above and place into a

University of Adelaide envelope
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SF Personnel: The Study Manager and the Defence Liaison Officer will meet with identified SF deploying
units as soon as practicable to schedule an appropriate time for the questionnaire briefing as well as times to
conduct physical testing and Neurocognitive assessments. For SF eligible participants, the Study Manager will
request the SOC Administration Officer to make up the required number of invitations packs (refer section 3.1)
and arrange for them to be transported to the place of briefing. Where possible, at least two weeks notice will be

provided.

The SOC Administration Officer will prepare the hard copy versions of the study invitation packs following the

process outlined below:

e  Obtain relevant pre-printed information brochure containing information about the physical and
neurocognitive tests

e  Print the letter of support from the Chief of the Defence Force and the Repatriation Commissioner

e  Print the contact letter from the Principal Investigator

e  Print the study investigators sheet

e  Print the SF instruction sheet

e  Print the physical and neurocognitive testing supplementary information sheet

e  Print duplicate copies of the SF study consent form

e  Print the future contact form

e  Obtain pre-deployment questionnaire

e  Obtain a large reply-paid envelope addressed to the SOC Administration Officer

e C(Collate all of the components of the invitation package in the order listed above and place into a blank
envelope

e  Secure the SOC Administration Officer®s return address label to the back of the blank envelope

e Seal the blank envelope securely with sticky tape

3.2.2 Hardcopy Invitation Package

Non SF Personnel: DMAC will create an online invitation pack and upload it to the study website. They will
then send a personalised email to each deploying member, which will contain information about the study, as
well as a link to the online invitation pack (same contents as hard copy invitation package). Participants will be
able to access the online invitation pack by clicking on the link and entering their username and password

(which will appear on the email).

SF Personnel: SF personnel are not being provided access to a web-based invitation package and questionnaire.
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3.3 Procedure for Registering Consent in the Study

Non SF Personnel: Respondents can nominate to take part in the study by signing and returning one of the hard

copy consent forms to CMVH (UA node).

When a consent form is received by the CMVH (UA node), the participant will be considered enrolled in the
study. The Project Officer will be responsible for entering consent information from non SF Personnel onto the

DMAC MIS.

SF Personnel: SF personnel can nominate to take part in study by signing and returning the hard copy consent
form to the SOC Administration Officer. When a consent form is returned, the participant will be considered
enrolled in the study. The SOC Administration Officer will be responsible for entering consent information for

SF Personnel onto the SF MIS and unidentified information onto the DMAC MIS.

(Section 3.7 details the process for registering returned consent forms)

3.4 Procedure for Registering Alternative Contact Details

Non SF Personnel: Accompanying the consent forms in the invitation package is a form that requests
participants® current contact information and the contact information of two alternative contacts. The Project
Officer will be responsible for entering information obtained from this form into the DMAC MIS and will then
file the contact details form in the participant®s file.

SF Personnel: Any new or additional contact information obtained from SF personnel will be entered into the
standalone Special Forces Management Information System (SFMIS) by the SOC Administration Officer. The

SOC Administration Officer will then file their contact forms in a secure area.

3.5 Procedure for Opting Out of the Study

Non SF Personnel: Participants can opt out of the study by:

e Calling the CMVH research team on the toll free number 1800 232 904 — this phone will be answered
by the Participant Liaison Officers between 9am and Spm, Mondays to Fridays (the Protocol for
answering telephone calls in contained in Appendix 6A and the list of FAQs to be used by Participant
Liaison Officers is contained in Appendix 6B)

e Sending an email to cmvh@adelaide.edu.au registering their refusal to participate

e  Completing the refusal form contained in their hardcopy information pack and posting it to CMVH
(UA node) using the supplied reply-paid envelope

If a participant rings/emails/posts through their “refusal to participate” to CMVH (UA Node), the Participant
Liaison Officer will record their refusal on the DMAC MIS so as to ensure that no further follow-up contact is

made. Participant Liaison Officers will then file a hardcopy of all records in the participant's file.

SF Personnel: Participants can opt out of the study by-
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e C(Calling the SOC Administration Officer on (SOC phone number TBA) and registering their refusal

¢ Sending an email to the SOC Administration Officer at (SOC email address TBA) and registering their
refusal to participate

e  Completing the refusal form contained in their information pack and posting it to the SOC

Administration Officer using the supplied reply-paid envelope.

If a participant rings/emails/posts through their “refusal to participate”, the SOC Administration Officer will
record their refusal on the SF MIS so as to ensure that no further follow up contact is made. The SOC
Administration Officer will also record, by study ID number only, their refusal to participate on the DMAC

MIS. The SOC Administration Officer will then file a hardcopy of all records in a secure area.

3.6 Procedure for Answering Participants’ Telephone Queries

Non SF Personnel: If a participant rings the toll-free number with a general enquiry about the study, questions
regarding the individual study components, technical queries, complaints etc., the Participant Liaison Officers
will refer to the Protocol for telephone enquires in Appendix 6A or the list of FAQs contained in Appendix 6B

in order to best address their concern.

SF Personnel: If a participant rings the SOC Administration Officer with a general enquiry about the study,
questions regarding the individual study components, technical queries, complaints etc., the SOC
Administration Officer will refer to the Protocol for telephone enquires in Appendix 6A or the list of FAQs

contained in Appendix 6B in order to best address the participant™s concern.

3.7 Procedure for Processing Returned Study Consent Forms

Non SF Personnel: All hard-copy consent forms that arrive at CMVH (UA node) will be forwarded to the

Project Officer who will log their receipt and process them as follows:

® Record date of receiving hard-copy consent form on DMAC MIS

® Record the type of consent the participant has provided on the DMAC MIS, to ensure that no

unauthorised follow-up is made
® [dentify the correct Study ID from the DMAC MIS
® Record the Study ID on the top of the consent form

® Provide the consent form to the SOC Administration Officer who will file it in a secure area.

SF Personnel: All SF consent forms will be posted directly to the SOC Administration Officer who will log

their receipt and process them as follows:

® Record the date of receiving consent form on the standalone SF MIS and the DMAC MIS (using the
study ID only)

® Record the type or types of consent the participant has provided on the standalone SF MIS and the
DMAC MIS (using the study ID only) to ensure that no unauthorised follow-up is made
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® Assign a new study ID to the participant
® Record the new study ID on the consent form

e File the consent form in the participants file which is held within a secure area.

3.8 Procedure for Processing Returned Pre-deployment Questionnaires

Non SF Personnel: Pre Deployment hardcopy questionnaires returned to CMVH (UA) by non SF participants

will be managed in the first instance by Project Officer who will:

e Date stamp the questionnaire with the date it was received
e Log receipt of the questionnaire on the DMAC MIS

e  Check the questionnaires for completeness

If a non SF participant answers “Yes” to any of the suicide questions in the Health Questionnaire, the Project

Officer will immediately notify the Study Manager (refer to Appendix 8).
The Project Officer will then pass on the hardcopy questionnaires to the Data Manager who will:

e Record the Study ID on the front cover of the questionnaire (as per consent form see section 3.7)

e  Scan complete tele-form questionnaires (refer to Appendix 7 for Teleform scanning instructions) which
will automatically populate a CSV file

e Transfer data to DMAC via a secure FileTransfer Protocol (FTP)

o File the hard-copy tele-formed questionnaires in the participants files

SF Personnel: All SF personnel will provide their completed hardcopy questionnaire directly to the SOC

Administration Officer, who will:

o  Write the newly assigned Study ID on the front cover of the questionnaire

e Date stamp the questionnaire with the date it was received

e Log receipt of the questionnaire on the standalone SF MIS

e Record receipt of questionnaire by study ID number only on the DMAC MIS (as per consent form see

section 3.7)

If a SF participant answers “Yes” to any of the suicide questions in the Health Questionnaire, the SOC

Administration Officer will immediately notify the Study Manager (refer Appendix 8).

The SOC Administration Officer will then pass on only the hardcopy questionnaires identified by study ID only
to the Data Manager, who will:

e Scan complete tele-form questionnaires (Teleform scanning procedure is described in Appendix 7)
which will automatically populate a CSV file

e Transfer data to DMAC via a secure FileTransfer Protocol (FTP)

o Ensure the safe storage of hard-copy teleform questionnaires in the participants file identified by study

ID only.
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3.9 Procedure for Checking for Missing or Discrepant Data

When a participant ticks two or more boxes on the same question, the following rules will be adhered to:

1. If two responses contradict each other then leave the response blank. For example, if someone ticks
both ,yes“and ,no" in response to a single question, then leave the answer blank.

2. Take the highest value to questions where someone has ticked two boxes and the responses to the
question may be ordered from lowest to highest. For example, if someone is answering a question
about qualifications or income and they have ticked two boxes then take the highest value.

3. For scales (PCL-C, K10, AUDIT), or symptoms/conditions checklists, take the highest scoring of the
boxes that they have ticked. For example if someone ticked that they had not experienced dizziness in
the last month and also ticked that they had experienced moderate dizziness in the last month, then we

would record ,moderate®.

When a participant intentionally or unintentionally leaves an item or section blank, leave the item or section

blank.

3.10 Follow-up of Non-Responders

Given that the primary means of collecting pre deployment questionnaires is via face to face briefings, there will

be no need for pre deployment follow up.
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4. POST-DEPLOYMENT SELF-ADMINISTERED QUESTIONNAIRE

The post-deployment self-administered questionnaire (Appendix 5B) comprises:

1) A Health Questionnaire

2) A Deployment Experiences Questionnaire

Only participants who completed a pre deployment questionnaire will be invited to complete a post deployment

questionnaire.

As per the pre-deployment phase of the study, SF personnel will be sent a different information package to non

Special Forces personnel.
Post-deployment questionnaires can be completed by participants in one of three ways:

1) Via a hardcopy questionnaire mailed to the participant's postal address
2) Via a web-based survey

3) Via a face to face briefing

4.1 Contents of the Invitation Package

Non SF Personnel: The invitation package will include:

e A covering letter from the Chief Investigator (Appendix 5A);

e A comprehensive information brochure identifying procedures and requirements related to
participation in the study (Appendix 2H - for members not eligible to participate in physical and
neurocognitive tests; Appendix 2I- for members eligible to participate in physical and neurocognitive
tests);

e A supplementary information sheet — only to be sent to members eligible to participate in physical and
neurocognitive tests (Appendix 2K);

e A contact form to aid tracking for future longitudinal follow-up (Appendix 2M);

e A Post-Deployment Study Questionnaire (Appendix 5B);

e A study investigators sheet (Appendix 2N); and

® A reply-paid envelope (return address CMVH (UA node) for those completing a hardcopy

questionnaire.
SF Personnel: The invitation package will include:

e A covering letter from the Chief Investigator (Appendix 5A);
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e A comprehensive information brochure identifying procedures and requirements related to
participation in the study (including information about the physical and neurocognitive tests-Appendix
2] for those that did participate in the physical and/or neurocognitive tests)

e A supplementary information sheet containing specific information about the physical and
neurocognitive tests (Appendix 2L for those that did participate in pre deployment physical and/or
neurocognitive testing);

e A contact form to aid tracking for future longitudinal follow-up (Appendix 2M);

e A Post-Deployment Study Questionnaire (Appendix 5B);

e A study investigators sheet (Appendix 2N); and

e A reply-paid envelope (SOC Administration Officer return address).

4.2 Identifying Post Deployment Eligible Participants

The SOC Administration Officer is primarily responsible for identifying when eligible participants return from
deployment (see SOP Appendix 9). Definition of eligible participant are those personnel who at least partially

completed a self report questionnaire at pre deployment and have subsequently returned from that deployment.

4.3 Preparation and Distribution of the Post-deployment Invitation Package

4.3.1 Welcome Home Email/Letter

Non SF Personnel: Approximately one week after being identified by the SOC Administration Officer as
returning from deployment, the Participant Liaison Officer will send a generic ,welcome home* letter to all
those personnel who did not participate in a pre deployment physical test or neurocognitive assessment
Prospective Study advising them of the upcoming post-deployment components (Appendix 4A). As participants
who completed a neurocognitive assessment and/or physical test (MTF, Ship and SF units) will be targeted

through face to face briefs at various time points, they will not receive a welcome home letter.

If at all practicable, face to face briefings will be provided to other formed units where there are sufficient
numbers of pre deployment participants in the one location. Where face to face briefings are not possible, ADF
members eligible to participate in the post deployment questionnaire component will be contacted via email (see

below) and sent a hardcopy invitation pack in the post.

4.3.2 Hard-Copy Invitation Package

Questionnaires will be delivered to MTF, Ship and SF participants via face to face briefings between 2 and 4
months post deployment. All eligible personnel, will receive a hardcopy post deployment invitation pack in this

way
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Non SF Personnel: The Defence Liaison Officer will contact MTF units and the Ship as soon as is practical to
schedule an appropriate time for the post deployment questionnaire briefing. Please note: times will also be
identified for physical testing and where applicable Neurocognitive assessments. The Study Manager will then
request that the Project Officer make up the appropriate number of invitation packs and arrange for them to be

transported to briefing location. Wherever possible, at least two weeks notice will be provided.

SF Personnel: The Defence Liaison Officer will contact the identified SF deploying units as soon as is practical
to schedule an appropriate time for the questionnaire briefing as well as times to conduct physical testing and
Neurocognitive assessments. The Study Manager will then request that the SOC Administration Officer to make
up the required number of invitations packs (refer section 3.1) and arrange for them to be transported to the

briefing location. Where possible, at least two weeks notice will be provided.

4.3.3 Web-Based Invitation

Non SF Personnel: DMAC will create two post-deployment online invitation packs (one for ADF members
who completed the pre deployment questionnaire and one for ADF members who didn‘t) and upload it to the

study website.

Approximately three months post-deployment, DMAC will send a personalised email to each member who has
returned from deployment and is unable to participate in a face to face briefing. The email will contain
information about the study as well as a link to the online post-deployment invitation pack (same contents as
hard copy invitation package). As per the pre-deployment phase of the study, participants will be able to access
the online invitation pack by clicking on the link and entering their username and password (which will appear

in the email) (refer Appendix 10)

SF Personnel: SF personnel will not be provided access to a web-based invitation package and questionnaire.

4.3.4 Hardcopy Invitation Pack

Approximately three months post-deployment, Participant Liaison Officer will send a personalised
invitation to each member who has returned from deployment and is unable to participate in a face to
face briefing. The hardcopy invitation pack will contain information about the study as well as a contact

details form and post deployment questionnaire (refer Appendix 10).

4.4 Procedure for Registering Consent in the Study

ADF members who consented to the pre deployment phase will assume to have consented to the post

deployment phase.
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4.5 Procedure for Registering Alternative Contact Details

If a participant wishes to register alternative contact details, they can do so by following the process outlined in
section 3.4 of this protocol. Contact information provided as part of the post deployment phase will take

precedence over contact information provided as part of the pre deployment phase.

4.6 Procedure for Opting Out of the Study

If a participant wishes to opt out of the study, they can do so by following the process outlined in section 3.5 of

this protocol.

4.7 Procedure for Processing Returned Post-deployment Questionnaires

The procedure for processing returned post-deployment questionnaires is the same as that for processing pre-

deployment questionnaires — refer to section 3.8 of this protocol

4.8 Procedure for Checking for Missing or Discrepant Data

Refer to section 3.9 of this protocol for how to check for missing or discrepant data.

4.9 Follow-Up of Post-deployment Non-responders

e  Participants who do not respond at all to the hardcopy of email post deployment invitation will be
followed up in the following manner (see also Appendix 11). If not responded within two weeks of
receiving hardcopy pack, participant will receive an email from DMAC.

e Ifnot responded within three weeks of receiving hardcopy pack, participant will receive a telephone
follow up from CMVH research staff.

e  The participant will continue to be followed up by telephone for up to ten times until either the

o participant signals their intention not to participate;
o Requests no further follow up; or

o Completes the questionnaire.

Participants who only partially complete an online post deployment invitation will be followed up in the

following manner (see also Appendix 11).

e Ifno further action within previous two weeks and the questionnaire is not submitted, the participant
will receive a telephone follow up.
e The participant will continue to be followed up by telephone for up to ten times until either the
o participant signals their intention not to participate;
o Requests no further follow up; or

o Completes the questionnaire.
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5. QUALITY MANAGEMENT PLAN

[option

Ensure consistency of all data collection

Action Responsible Party Timeline
Questionnaire protocol is developed Study Manager Prior to commencing study
Questionnaire protocol is adhered to All CMVH U, staff At all times
Standard set of guestionnaires are approved by ethics Research Fellow Prior to use
Questionnaires coniain version numbers for tracking purposes Research Fellow Prior to use
Information packs are checked against nominal roll prior to sending Participant Liaison Officer Prior to mailing
to ensure that correct names, addresses and Siudy IDs or SOC Administration

Officer
Returned hardcopy questionnaires are checked for cbvious errors Data Manager Within one week of
and oversights receiving
A Participant Liaison Officer Protocol is developed to answer Study Manager Pricr to commencing study
questions from participants
A SOP for cleaning data is developed Statisticians Prior to analysis
Imputation rules are agreed Statisticians Prior to analysis

Ensure that all Protecol Deviations (see definition below) are recorded and followed up appropriately

Action Responsible Party Timeline

Record any errors or omissions to the protocol on the Protocol Ary CMVH UA staff As soon as the deviation is
Deviation Log member identified

Collect and collate the Protocol Deviation Reporis Study Manager Once per week

Take any action required to reduce the likelihood of any further Study Manager At all times

Protocol Deviations

Definition of a Protocol Deviation

A protocol deviation is defined as any action or inaction which digresses from the Questionnaire Protocol and which compromises the
integrity of any questionnaire data.
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APPENDIX 1: PRE-DEPLOYMENT WARM UP

Appendix 1A: Warm-up Letter for Participants Eligible for the Prospective Study Who Have
Not Completed Another MILHOP Study Survey

= date

M Ame
<< Addressss

Dear <<Mame==

The Middle East Area of Operations (MEAQ) Prospecrive Health Study 1= an
important resedarch initiative being conducted for Defence by the Centre for Military
and Veterans™ Health. This study is a comprehensive large-scale program aimed at
assessing the impact of deployment to the MEACQ on the physical and mental health of
ADF personnel. Your involvement will be important to the overall results independent
of whether you have any adverse health outcomes or not.

The program builds on the recent Health Studies concerning the Mear North Area of
Influence. This ongoing body of research is called the Military Health Qutcomes
Frogram (MilHOFP).

Shortly you will receive an email inviting vou to participate in this MITHOP stdy. At
the same time you will also receive a hardcopy invitation and information pack which
will be sent to your intermal Defence mailing address. Your chain of command has been
informed of this initiative and will assist in ensuring you have adequate time to
complete the study.

All ADF members deploving to the MEAC between September 2010 and
returning from deployment before December 2011 are being invited to participate
in this important initiative.

If wou have any questions or comments about this program please contact
the Centre for Military and Veterans™ Health
by email at cmvhig adelaide.edu.au
or by telephone on 180 232 904 (freecall number).

Yours sincerely,

(INSERT SIGMATURE)

Frofessor Annette Dobson

First Chief Investigator, Military Health Outcomes Program (MilHOP)

Centre for Military and Veterans™ Health
The University of Queensland
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Appendix 1B: Warm-up Letter for Non-SF Participants Who Have Already Completed a
MILHOP Survey

30 Aungust 2011

==MName>
= Address==

Dear <=MName==>
Re: MiIHOP Prospective Health Study

Thank you for your recent participation in the [Military Health Outcomes Program (MIIHOP)
Middle East Area of Operations Health Study OF MIIHOP Health and Wellbeing Study]. Your
participation in the MilHOFP has contributed to our understanding of the health and wellbeing of
Australia’s military men and women. We are currently analysing the group results and preparing to
present the findings to effect real change in the ADF.

The Depantment of Defence has advised the Centre for Military and Veterans™ Health that you
dre scheduled for deplovment to the MEAC in the near future. This letter is to advise you that as
part of vour deplovment vou will be eligible to volunteer to participate in the MEAQ Prospecrive
Health Study. The Prospective Health Study is a component of the MIITHOFP that seeks to identify
dny changes that occur in your health and wellbeing after deployment to the MEAQ compared
with your health and wellbeing from before vou deployed.

Shortly you will receive an email inviting you to participate in the MEAO Prospective Health
Study. At the same time you will also receive a hardeopy invitation and information pack which
will be sent to your internal Defence mailing address. Your chain of command has been
informed of this initiative and will assist in ensuring vou have adequate time to complete the
study.

All ADF members deploying to the MEAOQ from September 2000 and returning from
deployment before December 2001 are being invited to participate in this important
initiative.

It wou have any questions or comments atout the MilHOP program please contact the Centre
for Military and Veterans™ Health
by email at cmvhi@adelaide.edu.an
or by telephone on 1300 232 904 (free-call number]).

Yours sincerely,

(INSERT SIGNATURE)

Professor Annette Dobson

First Chief Investigator, Military Health Outcomes Program (MilHOP)

Centre for Military and Veterans™ Health
The University of Queensland
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Appendix 1C: Warm-up Letter for SF Participants Who Have Not Completed Another
MILHOP Study Survey

<= date==>

N amess
< A ddresgess

Dear <=<MName=>

The Middle East Area of Operations (MEAQ) Frospecrive Health Study i= an
important research initative being conducted for Defence by the Centre for Military
and Veterans™ Health. This study 15 a comprehensive large-scale program aimed at
assessing the impact of deployment to the MEAO on the physical and mental health of
ADF personnel. Your invalvement will be important to the overall results independent
of whether you have any adverse health outcomes or not.

The program builds on the recent Health Sindies concerning the Mear North Area of
Influence. This ongoing hoddy of research is called the Military Health Outcomes
Program (MIIHOF).

Shortly you will receive a hardcopy invitation and information pack which will be sent
to your Internal Defence mailing address. Your chain of command has been informed
of this initiative and will assist in ensuring you have adequate time to complete the
atudy.

All ADF members deploving to the MEAQD between September 2010 and
returning from deployment before December 2011 are being invited to participate
in this important initiative.

It vou have any questions of comments about this program plezase contact
the Centre for Military and Veterans™ Health
by email at MILHOP SpecialForcesi@ defence. gov_an
or by telephone on LEHF 735 078 (freecall number).

Yours sinceraly,
(INSERT SIGNATURE)

Professor Annette Dobson

First Chief Investigator, Military Health Outcomes Program ( MilHOP)
Centre for Military and Veterans™ Health
The University of Queensland

Questionnaire Procedure Manual Full-MEAO-CD-20110615-V18.docxPage 22 of 188



Appendix 1D: Warm-up Letter for SF Particiapnts Who Have Already Completed a
MILHOP Survey
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APPENDIX 2: PRE-DEPLOYMENT INVITATION PACK

Appendix 2A: Pre-deployment Letter of Support from the Chief of Defence Force and
Repatriation Commissioner
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Appendix 2B: Pre-deployment Cover Letter from the Chief Investigator
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Appendix 2C: Pre-deployment Instruction Sheet including Study URL and Login
Information for the Online Questionnaire and Tear Off Slip to Decline the Invitation to
Participate
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Appendix 2D: Pre-deployment Instruction Sheet for Special Forces including a Tear Off Slip
to Decline the Invitation to Participate

Middle East Area of Operations (MEAQO) Prospective Health Study

¥ If you wish to participate, please:

*  Complete and refurn the enclosed questionnaires and consent booklet in the reply paid
envelope provided.

¥ If vou do not wish to participate. yvou can decline this invitation in any of these ways:

* Call the study team on foll free number 1500 XXX XXX

* Send an email fo 303000 F adelaide edu.au with vour Study ID and “Declined” in the subject
line

* Complete and return the form below

{Declining the invitation will prevent vou from getting reminders about the study)

Middle East Area of Operations (MEAQ) Prospective Health Study

To Decline the Invitation

I DO NOT wish to participate in the Middle East Area of Operations (MEAQ)
Prospective Health Study

[Study ID]
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Appendix 2E: Consent Form for Non-SF Participants who are Not Eligible for Participation
in the Physical, Biological and Neurocognitive Tests

MEAOQ Prospective Health Studyv Questionnaire Consent Form

I. . ...Zlve my consent to participate in:
fpiease circle below rheparfs afr}re sma‘; Jau wish to consent n'.'r;

# ALL PARTS OF THE STUDY imcluding all procedures and linking of Yes [ No
personal information as described below

OR

# ITHE FOLLOWING PARTS ONLY:
* Completing the Middle East Area of Operations (MEAO) Prospective
Health Study Cuestionnaire approximately 3 months before my Yes / No
deployment and again 4 months after my deployment.

*  Allowing linkage of information contamed in electronic ADE health

records (e.g. Health-Keys) with the study data Yes | No
*  Allowing linkage of information contained in my electronic ADE Yes | N
psychological screening records with the study data € A0
*  Allowing linkage to information held in other health registries including
cancer registries and other health registry systems as outlined in the Yes / No
mformation sheet
* Being contacted for follow-up stdies Yes / No
*  Allowing CMVH to obtain ADF contact details of any listed Yes / No

partuer/spouse so that they may be invited to participate in a family study

My consent is provided on the following basis:
. I have read the MEAQ Prospective Health Study Questionnaire information sheet provided to me about
the aims of this research, how it will be conducted and my role in it.
. I understand the risks involved as descnbed in the information sheet.
. I am cooperating in this project on the condition that:
o My personal information and details will be kept confidential.
o The information that is collected for this study will enly be used for the Military Health
Outcomes Program (MilHOP) research.
o My participation will be from the commencement date to the end date specified on this form,
of to the end of this project (June 2012). I can elect to withdraw from the project at any time.
. I can discuss my participation at any time with the Principal Investigator, a FResearch Team Member or a
representative of one of the relevant Ethics Committees.
. Iunderstand that Defence and D'VA are interested in understanding the impacts of deployments and
service life. Further studies may include: telephone mterviews and family studies.
o I understand that CAMVH 15 conducting a family study this year and I allow CMVH to use
family contact information held by the ADF to invite my family to participate if selected. My
family will be able to decide whether they wish to participate at the time of contact.

Continued over page
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[ understand that:

There is no obligation to take part in this study.

[ understand that this project is/may be ongoing, unless I am otherwise notified. In the event that the
project exceeds the five year maximum period of consent, the project will be required to obtain a new
consent form signed by me.

If I choose not to participate there will be no detriment to my career, fture health care, service pension,
DVA pension of compensation claims.

[ am free to withdraw from the study at any time. If I do, there is no detnment to my career, future
health care, service pension, DVA pension or compensation claims.

My answers will be completely confidential and any personal details, which may identify me in any
way, will not be passed to the Department of Veterans™ Affairs or the Department of Defence. My
answers will not in any way affect my pension, benefits or any health services I am entitled to from
DVA.

I can, at any time, withdraw my consent to participate in the project. Should I withdraw my consent, I
can do so by contacting the study team at the Centre for Military and Veterans™ Health on 1800 232 904
(free call) or coovhig adelaide edu.au

Thave kept a copy of the information and consent sheet, signed by me for my records.

Thave also been given a copy of Australian Defance Human Research Ethics Committee’s
(ADHEREC) Guidelines for Velunteers.

The study report will be made available to me at my request and any published reports of this study
will preserve my anonymity.

Please forward results and findings to:

Participant Signature:

O My email address

O My home address

MWame in Full:

Date:

Please sign and return to the Centre for Military and Veterans® Health
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Participant Copy

MEAO Prospective Health Study Questionnaire Consent Form

L ... FZlVe My consent to participate

iplease cirele below the paris of the study you wish fo consent to)

#ALL PARTS OF ITHE STUDY mcluding all procedures and linking of Yes [ No
personal information as descnibed below

OR

» THE FOLLOWING PARTS ONLY:
* Completing the Middle East Area of Operations (MEAO) Prospective
Health Study Questionnaire approximately 3 months before my Yes / No
deployment and again 4 months after my deployment.

*  Allowing linkage of information contained in electronic ADF health

records (e.g. Health-Keys) with the study data Yes [ No
*  Allowing linkage of information contained in my electronic ADF Yes / No
psychological screening records with the study data )
*  Allowing linkage to information held in other health registries including
cancer regisiries and other health registry systems as outlined m the Yes / No
mnformaticn
* Being contacted for follow-up smdies Yes / No
*  Allowing CMVH to obtain ADF contact details of any listed Yes / No

partner/spouse so that they may be invited to participate in a family study

My consent 1s provided on the following basis:
. I have read the information sheet provided to me about the aims of this research, how it will be
conducted and my rele in it.
. I understand the risks involved as descnbed mn the information sheet.
. [ am cooperating in this project on the condition that:
o My personal information and details will be kept confidential.
o The information that is collected for this study will only be used for the Military Health
Outcomes Program (MilHOP) research.
o My participation will be from the commencement date to the end date specified on this form,
of to the end of this project (June 2012). I can elect to withdraw from the project at any time.
. I can discuss my participation at any time with the Principal Investigator, a Eesearch Team Member or a
representative of one of the relevant Ethics Committeas.
. I understand that Defence and DVA are interested in understanding the impacts of deployments and
service life. Further studies may include: telephone interviews and family studies.
o I understand that CMVH 15 conducting a family study this year and I allow CMVH to use
family contact information held by the ADF to mvite my family to participate if selected. My
family will be able to decide whether they wish to participate at the time of contact.

Continued over page
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[ understand that:

. There is no obligation to take part in this study.

. If I choose not to participate there will be no detriment to my career, future health care, service pension,
DVA pension of compensation claims.

. I am free to withdraw from the study at any time. If I do, there is no detriment to my career. future
health care_ service pension, DVA pension or compensation claims.

. My answers will be completely confidential and any persenal details, which may identify me in any
way, will not be passed to the Department of Veterans™ Affairs or the Depariment of Defence.
My answers will not in any way affect my pension, benefits or any health services T am entitled to from
DVA.

. I can, at any time, withdraw my consent to parficipate in the project. Should I withdraw my consent, I
can do s0 by contacting the study team at the Centre for Military and Veterans™ Health on 1800 232 204
(free call) or covhi@adelaide edu.an

v Thave kept a copy of the information and consent sheet, sizned by me for my records.
v I have also been given a copy of Australian Defence Human Fesearch Ethics Committee’s
(ADHREC) Guidelines for Volunteers.
v The study report will be made available to me at my request and any published reports of this study
will preserve my anonymity.
Please forward results and findings to:
O My email address

O My home address

Participant Signature:

MName in Full:

Diate:

Please detach and retain for your records
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Appendix 2F: Consent Form for Non-SF Participants Eligible for Participation in the MEAO
Prospective Physical and Neurocognitive Tests

MEAOQ Prospective Health Study Questionnaire, Phyvsical and Neurocognitive Testing Consent Form

L e 1V Y cOnSent o paTticipate in
{please circle below the parts of the study you wish to consent ta)

# ALL PARTS OF THE STUDY mcluding all procedures and linking of Yes [ No
personal information as described below

OR

» THE FOLLOWING PARTS ONLY:

* Completing the Middle East Area of Operations (MEAQ) Prospective
Health Study Questionnaire approximately 3 months before my Yes /| No
deployment and again 4 months after my deployment

*  Allowing linkage of information contained in electronic ADFE health

fes | N
records (e.gz. Health-Keys) with the study data Yes / No

*  Allowing linkage of information contained in my electronic ADE Yes / N
psychological screening records with the study data g e

*  Allowing linkage to information held in other health registnies including
cancer registries and other health registry systems as outlined in the Yes / No
information sheet

* A physical assessment 3 months before deployment and again 4 months Yes | N
after deployment as desenbed mn the imformation sheet g

* Providing a blood and saliva sample 3 months before deployment and Yes / No
again 4 months after deployment as described in the information sheet oo

* Performing a neurocognitive test 3 months before deployment and again 4 Yes /| N
months after deployment as described in the information sheet g e

* Being contacted for follow-up sdies Yes | No

*  Allowing CMVH to obtain ADF contact details of any listed Yes | No

partner/spouse so that they may be invited to participate in a family study

Prospective Study Physical Test Consent Form-CB-20100421-V4 docx
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My consent is provided on the following basis:

I have read the MEAO Prospective Health Study Questionnaire, Physical and Neurocognitive Testing
information sheet provided to me about the aims of this research, how 1t will be conducted and my role
m 1t AND the supplementary information sheet for physical and neurecognitive testing that details the
testing to be conducted.
I mmderstand the risks involved as descobed in the information sheet.
I am cooperating in this project on the condition that:
o My personal information and details will be kept confidential.
o The information that is collected for this study will only be used for the Military Health
Outcomes Program or MilHOP research.
o My participation will be from the commencement date to the end date specified on this form,
of to the end of this project (Tune 2012). I can elect to withdraw from the project at any time.
I can discuss my participation at any time with the Principal Investigator, a Besearch Team Member or a
representative of one of the relevant Ethics Committees.
I'nimderstand that Defence and D'WVA are interested in understanding the impacts of deployments and
service life. Further studies may include: telephone interviews and family studies.
o Tunderstand that CMVH 15 conducting a family study this yvear and I allow CMVH to use
family contact information held by the ADF to mvite my family to participate if selected. MMy
family will be able to decide whether they wish to participate at the time of contact.

Iu.uderstand that:

There is no obligation to take part in this study.

If I choose not to participate there will be no detriment to my career, future health care, service pension,
DVA pension of compensation claims.

[ am free to withdraw from the study at any time. If I do, there is no detnment to my career, future
health care, service pension, DVA pension or compensation claims.

My answers will be completely confidential and any personal details, which may identify me in any
way, will not be passed to the Department of Veterans’ Affairs or the Department of Defence.

My answers will not in any way affect my pension, benefits or any health services I am entitled to from
DVA.

I can, at any time, withdraw my consent to participate in the project. Should I withdraw my consent, I
can do so by contacting the study team at the Centre for Military and Veterans® Health on 1800 232 904
(free call) or cmvhigadelaide edu.an

Thave kept a copy of the information and consent sheet, signed by me for my records.

I have also been given a copy of Australian Defence Human Research Ethics Committee’s
(ADHEREC) Guidelines for Voluntesrs.

The study report will be made available to me at my request and any published reports of this study
will preserve my anonymity.

Please forward results and findings to:

Participant Signature:

O My email address

O My home address

MName 1n Full:

Date:

Please sign and return to the Centre for Military and Veterans® Health
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Participant Copy

MEAO Prospective Health Study Questionnaire, Physical and Neurocognitive Testing Consent Form

L i FiVe MY consent to participate in:

iplease civcle below the paris of the study you wish to consent to)

#ALL PARTS OF THE S5TUDY mmcluding all procedures and linking of Yes [ No
personal information as descnibed below

OR

# THE FOLLOWING PARTS ONLY:

*  Completing the Middle East Area of Operations (MEAO) Prospective
Health Study CQuestionnaire approximately 3 months before my Yes / No
deployment and again 4 months after my deployment

*  Allowing linkage of information contamed in electronic ADE health

records (e.g. Health-Keys) with the study data Yes / No
*  Allowing linkage of information contained in my electronic ADE Yes / No
psychological screening records with the study data ST
*  Allowing linkage to information held in other health registries including
cancer registries and other health registry systems as outlined in the Yes / No
mmformation sheet
* A physical assessment 3 months before deployment and again 4 months Yes | No
after deployment as described in the information sheet T
* Providing a blood and saliva sample 3 months before deployment and Yes /| N
again 4 months after deployment as described in the information sheet a0
* Performing a neurocognitive test 3 months before deployment and again 4 Yes /| N
months after deployment as described i the information sheet g
* Being contacted for follow-up studies Yes / No
*  Allowing CMVH to obtain ADF contact details of any listed Yes | No

partner/spouse so that they may be invited to participate in a family study

Prospective Study Physical Test Consent Form-CB-20100421-V4 . docx
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My consent is provided on the following basis:

. I have read the MEAQ Prospective Health Study Questionnaire, Physical and Neurocognitive Testing
information sheet provided to me about the aims of this research, how it will be conducted and my role
in it AND the supplementary information sheet for physical and neurecognitive testing that details the
testing to be conducted.

. I'nmderstand the risks involved as descnbed m the information sheet.

. I am cooperating in this project on the condition that:

o My personal information and details will be kept confidential.

o The informatien that is collected for this study will only be used for the Military Health
Outcomes Program (MilHOP) research.

o My participation will be from the commencement date to the end date specified on this form.
of to the end of this project (June 2012). I can elect to withdraw from the project at any time.

. I can discuss my participation at any time with the Principal Investigator, a Fesearch Team Member or a
representative of one of the relevant Ethics Committees.

. I'mderstand that Defence and DWVA are interested in understanding the impacts of deployments and
service life. Further studies may include: telephone mterviews and family studies.

o Iunderstand that CMVH 15 conducting a family study this year and I allow CMVH to use
family contact information held by the ADF to mvite my family to participate if selected. My
family will be able to decide whether they wish to participate at the time of contact.

[ understand that:

. There is no obligation to take part in this study.

. If I choose not to participate there will be no detriment to my career, future health care, service pension,
DVA pension of compensation claims.

. I am free to withdraw from the study at any time. If I do, there is no detriment to my career, future
health care, service pension, DVA pension or compensation claims.

. My answers will be completely confidential and any personal details, which may identify me in any
way, will not be passed to the Department of Veterans™ Affairs or the Department of Defence.
My answers will not in any way affect my pension, benefits or any health services [ am entitled to from
DVA.

. I can, at any time, withdraw my consent to participate in the project. Should I withdraw my consent, I
can do so by contacting the stady team at the Centre for Military and Veterans® Health on 1800 232 904
(free call) or cnvhiwadelaide edu.au

v Thave kept a copy of the information and consent sheet, signed by me for my records.

v Thave also been given a copy of Australian Defence Human Fesearch Ethics Committee’s
(ADHEEC) Guidelines for Volunteers.

¥ The study report will be made available to me at my request and any published reports of this study
will preserve my anonymity.

Please forward results and findings to:
3 My email address
O My home address

Participant Signature:

MName in Full:

Diate:

Please detach and retain for vour records
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Appendix 2G: Consent Form for SF Personnel Eligible for Participation in the MEAO
Prospective Study Physical and Neurocognitive Tests

MEAO Prospective Health Study Questionnaire, Physical and Neurocognitive
Testing Consent Form

L e e e e e give my consent to participate in:
(please circle below the parts of the study you wish fo consent to)

# ALL PARTS OF THE STUDY including all procedures and linking of Yes [/ No
personal information as described below

OR

¥ THE FOLLOWING PARTS ONLY:

+ Completing the Middle East Area of Operations (MEAQ) Prospective
Health Study Questionnaire approximately 3 months before my Yes [/ Mo
deployment and again 4 months after my deployment

+  Allowing linkage of information contained in electronic ADF health

records (e.g9. Health-Keys) with the study data Yes [ No

+  Allowing linkage of information contained in my electronic ADF

peychological screening records with the study data Yes [ No

*  Allowing linkage to information held in other health registries including
cancer registries and other health registry systems as outlined in the Yes [/ Mo
information sheet

+ A physical assessment 3 months before deployment and again 4

months after deployment as described in the information sheet Yes [ No
*  Providing a blood and saliva sample 3 months before deployment and Yes [ No
again 4 months after deploymeant as described in the information sheet
*  Performing a neurocognitive test 3 months before deployment and Yes [ No
again 4 months after deploymeant as described in the information sheet
* Being contactad for follow-up studies Yes [/ Mo
s Allowing CMVH to obtain ADF contact details of any listed
partner/spouse so that they may be invited to participate in a family Yes [/ Mo

study

5F Prospective Smdy Physical Test Consent Form-CB-20100421-V3 . docx

Questionnaire Procedure Manual Full-MEAO-CD-20110615-V18.docxPage 36 of 188



My consent is provided on the following basis:

1 have read the MEAD Prospective Health Study Questionnaire, Physical and Neurocognitive Testing
information sheet provided to me about the aims of this research, how it will be conducted and my
role in it AND the supplementary information sheet for physical and neurocognitive testing that
details the testing to be conducted.
I understand the risks involved as described in the information sheet.
1 am cooperating in this project on the condition that:
= My personal information and details will be kept confidential.
o The information that is collected for this study will only be used for the Military Health
Qutcomes Program (MilHOP) resaarch.
= My participation will be from the commeancement date to the end date specified on this
form, or to the end of this project {June 2012). I can elect to withdraw from the project at
any time.
1 can discuss my participation at any time with the Principal Investigator, a Research Team
Member or a representative of one of the relevant Ethics Committeas.
1 understand that Defence and DVA are interested in understanding the impacts of deployments
and service life. Further studies may include: telephone intarviews and family studies.
= I understand that CMVH is conducting a family study this year and I allow CMVH to use
family contact information held by the ADF to invite my family to participate if selected.
My family will be able to decide whethar they wish to participate at the time of contact.

understand that:

There is no abligation to take part in this study.

If I choose not to participate there will be no detriment to my career, future health care, service
pension, DVA pension or compensation claims.

1 am free to withdraw from the study at any time. If I do, there is no detriment to my career,
future health care, service pension, DVA pension or compensation claims.

My answers will be completely confidential and any personal details, which may identify me in any
way, will not be passed to the Department of Veterans® Affairs or the Department of Defence. My
answers will not in any way affect my pension, benefits or any health services I am entitled to from
DVA.

1 can, at any time, withdraw my consent to participate in the project. Should I withdraw my
consent, I can do so by contacting the study team at the Centre for Military and Veterans' Health
on 1800 XXX XXX (free call) or XX{XX@adelaide.edu.au

I have kept a copy of the information and consent sheet, signed by me for my records.

I have also been given a copy of Australian Defence Human Research Ethics Committea’s
(ADHREC) Guidelines for Volunteers.

The study report will be made available to me at my request and any published reports of this
study will preserve my anonymity.

Please forward results and findings to:

Participant Signature:

3 My email address

3 My home address

Name in Full:

Crate:

Please sign and return in the reply paid envelope provided

5F Prospective Study Physical Test Consent Form-CB-20100421-V3.docx
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Participant Copy

MEAO Prospective Health Study Questionnaire, Physical and Neurocognitive
Testing Consent Form

D e give my consent to participate in:
{please circle below the parts of the study yvou wish to consent to)

including all procedures and linking o es o
» ALl PARTS OF THE STUDY includi 1l d d linki F Y N
personal information as described below

OR

# THE FOLLOWING PARTS ONLY:

= Completing the Middle East Area of Operations (MEAQ) Prospective
Health Study Questionnaire approximately 2 months before my Yes / MNo
deployment and again 4 menths after my deployment

* Allowing linkage of information contained in electronic ADF health

records (e.9. Health-Kevs) with the study data Yes [ No

*  Allowing linkage of information contained in my elactronic ADF

Y N
psychological screening records with the study data es /[ No

* Allowing linkage to information held in other health registries including
cancer registries and other health registry systams as outlined in the Yes / No
information sheet

* A physical assessment 3 months before deployment and again 4

Y N
months after deployment as described in the information sheet es /[ No
*  Providing a blood and saliva sample 3 months before deployment and ¥ /N
again 4 months after deployment as described in the information shest es o
* Performing a neurccognitive test 3 meonths befors deployment and v /N
again 4 months after deployment as dascribed in the information shest es -
* Being contacted for follow-up studies Yes / No
*  Allowing CMVH to abtain ADF contact details of any listed
partner/spouse so that they may be invited to participate in a family Yes / No

study

5F Prospective Study Physical Test Consent Form-CB-20100421-V3 docx
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My consent is provided on the following basis:

] 1 have read the MEAD Prospective Health Study Questionnaire, Physical and Neurocognitive Testing
information sheet provided to me about the aims of this research, how it will be conducted and my
role in it AND the supplementary information sheet for Physical and Neurocognitive testing that
details the testing to be conducted.

. I understand the risks involved as described in the information sheet.

g 1 am cooperating in this project on the condition that:

o My personal information and details will be kept confidential.

= The information that is collected for this study will only be used for the Military Health
Outcomes Program (MilHOP) research.

= My participation will be from the commencement date to the end date specified on this
form, or to the end of this project {(June 2012). I can elect to withdraw from the project at
any time.

] 1 can discuss my participation at any time with the Principal Investigator, a Research Team
Member or a representative of one of the relevant Ethics Committees.

- I understand that Defence and DVA are interested in understanding the impacts of deployments
and service life. Further studies may include: telephone interviews and family studies.

o I understand that CMWVH is conducting a family study this year and I allow CMVH to use
family contact information held by the ADF to invite my family to participate if selected.
My family will be able to decide whethar they wish to participate at the time of contact.

I understand that:
] There is no obligation to take part in this study.

. If I choose not to participate there will be no detriment to my career, future health care, service
pension, DVA pension or compensation claims.

] I am free to withdraw from the study at any time. If I do, there is no detriment to my carser,
future health care, service pension, DVA pension or compensation claims.

] My answers will be completely confidential and any personal details, which may identify me in any

way, will not be passed to the Department of Veterans' Affairs or the Department of Defence.
My answers will not in any way affect my pension, benefits or any health services 1 am entitled to
from DVA.

] I can, at any time, withdraw my consent to participate in the project. Should I withdraw my
consent, I can de so by contacting the study team at the Centre for Military and Veterans' Health
on 1800 XXX XXX (free call) or XXX Hadelaide.edu.au

v I have kept a copy of the information and consant sheet, signed by me for my records.

L I have also been given a copy of Australian Defence Human Research Ethics Committee’s
(ADHREC) Guidelines for Volunteers.

v The study report will ba made available to me at my request and any published reports of this
study will preserve my anonymity.

Please forward results and findings to:
O My email address
O My home address

Participant Signature:

Mame in Full:

Drate:

Please detach and retain for your records

5F Prospectve Study Physical Test Consent Form-CEB-20100421-V3 .docx
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Appendix 2H: Information Sheet for Non-SF Members Eligible only for the MEAO
Prospective Health Study Questionnaire
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Appendix 2I: Information Sheet for Non-SF Participants Eligible for MEAO Prospective
Health Study Questionnaire, Physical Testing and Neurocognitive Testing
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Appendix 2J: Information Sheet for SF Personnel Eligible for MEAO Prospective Study
Questionnaire, Physical Testing and Neurocognitive Testing
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Appendix 2K: Supplementary Information Sheet for Non-SF Members Eligible to Take Part
in the Physical and Neurocognitive Test

Physical and Neurocognitive Testing Supplementary Information Sheet
Why have I been given this information sheet?

Thus sheet provides mformation about the physical, blood and neurocogmitive testing components of the MEAO
Prospective Health Study. You are one of approximately 730 individuals who have been invited to take part in one
or more of these tests. The tests will occur approximately 3 months before your deplovment to the MEAO and
then agamn approximately 4 months after you have retumed to Austrahia.

Why are we doing this?

Deployment in the Middle East involves the nisk of exposure to a range of infectious, biclogical and
environmental hazards. This smte of tests has been chosen to detect mmportant exposures. The tests also measure a
range of baseline blood and biochemical parameters that tell us about the effects of stress on your body. We are
interested in measuring these dimensions of your system before vou deploy so we can more accurately determine
if they have been altered by your deployment and the exposures that you may have faced. We have aimed to make
these tests comprehensive for the most probable exposures you face.

What do I need to do?

If you are interested i taking part in one or more of these tests, please indicate this on the attached consent form.
A research officer from CMVH will then contact you and your Officer Commanding to schedule a suitable time.

What does physical and blood testing involve?

The physical test will take approximately 2 hours to complete and compnse of:
Lung Function Test

Lung function testing will be conducted by a murse using spirometry. You will be asked to avoid asthma
medication (eg bronchodilators) on the day of screening. Bnefly, spirometry mvolves attaching a nose clip and
then making a forced expiratory manceuvre with maximum effort. You will be asked to perform a minimum of
threa technically acceptable blows.

Saliva and blood sample

The day before testing you will be given instructions on how to collect a saliva sample in the moming and again
in the evening at your home in a special collection tube. You will need to brng this with you the following day
when you undertake the physical testing.

During the physical testing, a 40m] blood sample will be collected by a research nurse.

Storage of samples

A sample of your serum will be stored for a penied of 10 years. Any additional tests to those hsted over the page
will only eceur with your written consent. ¥ ou will be notified prior to the sample being discarded after 10 years.
Standardised measurement of height, weight, lnp and waist circumference

Your height will be measured using a stadiometer. Weight is measured mn kilograms while wearing light clothing
and without shoes using electronic scales. Waist and hip circumference will be measured using a tape measure.
Assessment af changes to skan condifion

A photograph will be taken of your back. the palms of vour hand, the soles of your feet. and your cheek. This is

dene to deternune any dermatological (skin) changes duning deployment. ¥ou will not be able to be identified
from these photographs.

Blood Pressure

Your bloed pressure will be taken by a tramed research nurse using a calibrated and validated digital
sphygmomanometer. It is measured while in a seated position, after 5 munutes rest. BP will be measured from
vour left arm (unless there is some contraindication (e.g. lymphoedema).

Step test:

The step test is a standardised assessment of your fitmess and capacity to sustain effort. Measurement of heart rate
in recovery from this test is an objective and efficient way to classify your aerobic fimess and fatigability. You
will be asked to step up and back from a 40cm platform for 1 minute.
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Appendix 2L: Supplementary Information Sheet for SF Members Eligible to Take Part in the
Physical and Neurocognitive Tests

Physical and Neurocognitive Testing Supplementary Information Sheet
Why have I been given this information sheet?

This sheet provides information about the physical. bleed and neurocognitive testing components of the MEAQ
Prospective Health Study. You are one of approximately 750 individuals who have been invited to take part in one
or more of these tests. The tests will occur approximately 3 months before your deployment to the MEAQ and
then again approximately 4 months after you have retumed to Australia.

Why are we doing this?

Deployment in the Middle East mvolves the nisk of exposure to a range of infectious. biological and
environmental hazards. This suite of tests has been chosen to detect important exposures. The tests also measure a
range of baseline blood and Mochemucal parameters that tell ns about the effects of stress on your body. We are
mterested m measunng these dimensions of your system before yon deploy so we can more accurately determine
if they have been altered by your depleyment and the exposures that you may have faced. We have aimed to make
these tests comprehensive for the most probable exposures you face.

What do I need to do?

If you are mterested in taking part in one or more of these tests, please mdicate this on the attached consent form.
A research officer from CMVH will then contact you and vour Officer Commanding to schedule 2 swtable time.
VWhat does physical and blood testing involve?

The physical test will take approximately 2 hours to complete and comprise of:

Lung Function Test

Lung fimetion testing will be conducted by a nurse using spirometry. You will be asked to avoid asthma
medication (eg bronchedilators) on the day of screening. Briefly, spirometry involves attaching a nose clip and
then making a forced expiratory manoeuvre with maximum effort. You will be asked to perform a mimimum of
three technically acceptable blows.

Saliva and blood sample

The day before testing you will be given mstructions on how to collect a saliva sample in the mommg and again
n the evening at your home in a special collection tube. You will need to bring this with you the following day
when you undertake the physical testing.

During the physical testing, 2 40ml blood sample will be collected by a research nurse.

Storage of samples

A sample of your senm will be stored for a period of 10 years. Any additional tests to those listed over the page
will only occur with your written consent. You will be notified prior to the sample being discarded after 10 years.

Standardised measurement af height, weight, lnp and waist cirenmference

Tour height will be measured using a stadicmeter. Weight is measured in kilograms while wearing light clothing
and without shoes using electronic scales. Waist and hip eircumference will be measured using a tape measure.

Assessment of changes to shin condifion

A photograph will be taken of your back, the palms of vour hand, the soles of your feet, and your cheek. This 13
done to determine any dermatological (skin) changes duning deployment. ¥ ou will not be able to be identified
from these photographs.

Blood Pressure

Your bleod pressure will be taken by a trammed research murse using a calibrated and validated digital
sphysmomanometer. It is measured while in a seated position. after 3 minutes rest. BP will be measured from
your left anm (unless there is some contraindication (e.g. lymphoedema).

Step fest:

The step test is a standardised assessment of your fitness and capacity to sustain effort. Measurement of heart rate
in recovery from this test is an objective and efficient way to classify your aerobic fimess and fatigability. You
will be asked to step up and back from a 40cm platform for 3 minutes.

5F Supplementary Information Physical Test-CB-20100512 4 doex
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Appendix 2M: Contact Details Form to Aid Tracking for Future Follow-up Studies

YOUR CONTACT DETAILS

To ensure that we have your correct contact details, please provide your current residential address.
Note: to ensure confidentiality of your information. these pages will be removed by the Study team
and stored separately from your questionnaire responses. Your questionnaire will be identified by a
unique study number only.

If you have changed your name, please provide details here

Previous surname

Given names if different

Please give your current address, contact numbers and email address

Number and Street

Suburb / Town

State Postcode

Mobile phone

Home phone Work phone

Email

Please complete and return in the reply paid envelope provided
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Appendix 2N: Study Investigators Sheet
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Appendix 20: MEAO Prospective Health Study Pre-deployment Questionnaire
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Dirarft

Part 1:
Brief Deployment History
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Questionnaire Procedure Manual Full-MEAO-CD-20110615-V18.docx
Page 54 of 188



Questionnaire Procedure Manual Full-MEAO-CD-20110615-V18.docx
Page 55 of 188



Questionnaire Procedure Manual Full-MEAO-CD-20110615-V18.docx
Page 56 of 188



Questionnaire Procedure Manual Full-MEAO-CD-20110615-V18.docx
Page 57 of 188



Questionnaire Procedure Manual Full-MEAO-CD-20110615-V18.docx
Page 58 of 188



Questionnaire Procedure Manual Full-MEAO-CD-20110615-V18.docx
Page 59 of 188



H aX

Diraft

1.7 Hawve you worked in the Middle East in a role outside of the ADF (e.g. as a securnity contractor

please write NA)

or for an NGO)? CYes (O MNo
K YES:
“;: C:JL;"E'-LR:N COMPANY MAME NO. OF TIMES TOTAL TIME
mmen?l.her or do not (If you do not remember or YEAR(S) WORKED IN THIS | WORKED IN THIS
wish to report this do not wish to report this STARTED LOCATION IN LOCATION
P please write NA) YEAR (MOMNTHS)

Fage 10 of 47
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. E Teleform Predeployment Health Questionnalre_JE_201004D6-7.paf

Draft

Part 2:
Pre-deployment
Health Questionnaire

. Page 11 of 47
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Draft

Section One: Background Details

1.8 Overall, what impact have your military commitments (now, or in the past if you have left the military) had on your:

a) Marriage [ relationship? b) Children?
) No impact ¥ No impact
() Positive impact ¥ Positive impact
) Hegative impact ) Megative impact
Ct Not applicable 2} Mot applicable
1.8 Which category best describes the highest educational ) Primary school

gualification you hawve completed? Choose one.
2 Secondary school up to grade 10

2 Secondary school grades 11-12

 Certificate (trade, apprenticeship, technicians etc)
 Diploma (associate, undergraduate)

3 Bachelor degree

» Post-graduate qualification

1.10 How many hours per week are you in paid employment, when you are not on deployment? hours

1.11 To the nearest year, how long have [ had you served with the Australian Defence Force: (if less than 1 year,
please enter 1)

a) As a regular? Years or } Not applicable

bl As a resenvist? years  or ) Mot applicable

1.12 What is your CURRENT rank or what ) Senior Commissioned Officer (CMDR / LTCOL / WGCDR and above)
m‘lu.”nﬁ:;”r rank when you left the O Commissioned Dfficer (LCDR / MA / SQMLDR and below)
) Senior Non-Commissioned Officer (PO / SGT and abowe)
1 Jumior Mon-Commissioned Officer (LS / CPL and below)
() Othier ranks (AB / SMN / PTE / LAC / AC or equivalent)

1.13 In the past THREE YEARS, roughly how many months in total have you been away on

Operational deployment? (if less than 1 moenth, please enter 1) manths

If you are still a member of the regular Australian Defence Force, please go to Section Two.

If you are a Reservist or have discharged from the regular Australian Defence Force, please complete the
following questions.

. Page 13 of 47 .
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Diraft

Section Two: Recent Health Symptoms

2,68 During your lifetime, did you experience any of the following events?

Blast or Explosion IED (improvised explosive device) ONo O Yes
RPG (rocket propelled grenade), Land Mine, Grenade, etc. O Ne (OYes
Vehicular accident ! crash (any wehicle, including aircraft) O MNo O Yes
Fragment wound or bullet wound above the shoulders OMNe O Yes
Fall TMo O Yes

I HO to all events in 2.68: please skip to question 3.1. Otherwise, continue.

events listed above?

268 How many times in total have you expenienced each of the following symptoms immediately after any of the

Loss of consciousness / "knocked out" times
Being dazed, confused, or "seeing stars” times
Mot remembering the event times
Concussion times
Head injury times
2.70 Did any of the following problems begin or get worse after any of the events listed abowe?
Memory problems or lapses D No O Yes Irritability O He O Yes
Balance problems or dizziness O HNo O Yes Headaches O Ne O Yes
Sensitivity to bright light CiMe O Yes Sleep problems CNe OYes
2.71 In the past week, have you had any of these symptoms?
Memory problems or lapses O Ne O Yes Irritability O Ne D Yes
Balance problems or dizziness O HNo O Yes Headaches O MNe O Yes
Sensitivity to bright light O No O Yes Sleep problems DO Ne ) Yes

. Page 18 of 47
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This next set of questions ask for your views about your health. This information will help you to keep track of how you
feel and how well you are able to do your usual activities.

For each of the following guestions, please shade the circle that best describes your answer.

3.1 Im general, how would you say your health is? 0 Excellert O Verygood O Good O Fair O Poor

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

Maderate activities, such as moving a table,

pushing a vacuum cleaner, bowling, or ) Yes, limited a lot ) Yes, limited a little (O Mo, not limited at all
playing golf?
Climbing seweral flights of stairs? ) Yes, imited a lot 2 Yes, limited a little O Mo, not imited at all

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

ALL OF | MOST SOME (ALITTLE| NONE
THE OF THE | OF THE | OF THE | OF THE
TIME TIME TIME TIME TIME

Accomplished less than you would like o o O O O
Were limited in the kind of work or other activities . . 3 L) -

3.4 During the past 4 weeks, how much of the time have you had any of the following problems with your work or
ather regular daily activities as a result of any emotional problems (such as feeling depressed or anxious)?

ALL OF | MOST SOME (ALITTLE| NONE
THE OF THE | OF THE | OF THE | OF THE
TIME TIME TIME TIME TIME

Accomplished less than you would like o (] o o o
Did work or other activities less carefully than usuwal ) ) (e L) )
3.5 During the past 4 weeks, how much did pain interfere with your normal work (including both work cutside the
home and housework)?
2} Mot at all O A little bit ) Moderately 2 Quite a bit O Extremely

3.8 These questions are about how you feel and how things have been with you during the past 4 weeks. For each
question, please give the one answer that comes closest to the way you have been feeling. How much of the time

during the past4 weeks ..

ALL OF | MOST SOME (ALITTLE| NOMNE
THE OF THE | OF THE | OF THE | OF THE
TIME TIME TIME TIME TIME

Have you felt calm and peaceful? '» o 1 'e] -
Did you have a lot of energy? o o O O o
Have you felt downhearted and depressed? - ” L L o

3.7 During the past 4 weeks, how much of the time has your physical health or emotional problems interfered with
your social activities (like visiting friends, relatives etc.)?

O All of the time 2 Most of the time O Some of the time 3 A little of the time ) Mone of the time

. Page 19 of 47 .
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Draft

Section Three: Your Health Now

The next few questions are about how these feelings may have affected you in the past four (4) weeks. You need not
answer these guestions if you answered 'Mone of the time’ to all of the previous ten questions about your feelings.

3.24 In the past four (4) weeks, how many days were you TOTALLY UMABLE to work, study or da
manage your day to day activities because of these feelings? Vs

325 [Aside from those days], in the past four (4) weeks, HOW MANY DAYS were you able fo work
or study or manage your day to day activities, but had to CUT DOWRM on what you did because days
of these feelings?

3.26 In the past four (4) weeks, how many times have you seen a doctor or any other health .
professional about these feelings? =

O Mone of the time (O A little of the time

) Some of the time

) Most of the time

3.27 In the past four (4) weeks, how often have physical health problems been the main cause of these feelings?

3 All of the time

3.28 Please rate the following statements based on how you have felt in the past 30 days using the scale below.

NOT SOME- TRUE
TRUE AT R'.?:EIE_Y TIMES ?I":?TLIFE: HEARLY ALL
ALL TRUE THE TIME
a) |l am able to adapt to change O O ) i
b} | tend to bounce back after iliness or hardship o o] ] C L]
. Page 21 of 47 .
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Draft

Section Three: Your Health Now

YES [ [+]

3.50 Other psychiafric or psychological condition needing treatment or counselling. please o o
specify type:

3.51 Any other medical condition, please specify type: o o
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Section Four: Lifestyle Behaviours
LESS
THAN DAILY OR
NHEVER MONTHLY| WEEKLY | ALMOST
ONCE A DAILY
MONTH
4.14 How often during the last 12 months have you
needed a drink in the morning to get yourself going 9] o (@] o (o]
after a heavy drinking session?
4.15 How often during the last 12 months have you had
a feeling of guilt or remorse after drinking? 2 © © o =
4.16 How often during the last 12 months have you been
unable to remember what happened the night O i . O O
before because you had been drinking?
fes, es,
4.17 Have you or somecne else been injured as a Mo but not in the last during the last
result of your drinking? 12 months 12 months
» ] .
. . ‘fes, fes,
4.18 Has a relative, a friend, a doctor or other health L . )
: o Mo but not in the last during the last
professional been concemed about your - . _
o ; 12 months 2 months
drinking or suggested you cut down? - -
o o o
Probably
418 Do you presently have a problem with drinking® No not Unsure Paossibly  Definitely
. L L o o
Meither
420 In the mext 3 months, how difficult would you Very Faidy  difficult Fairly WVery
find it to cut down or stop drinking? 2asy 2asy nor easy  difficult difficult MIA
o o o o o o
421 On an average day, how many 250 - 375m| beverages containing caffeine do you drink (such as caffeine
containing ensrgy drinks, coffee, tea, coca-cola)?
) Mone {1 1-2 per day ) 3-5 per day ) B-10 per day ¥ 11 or more per day

. Page 28 of 47 .
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Section Four: Lifestyle Behaviours

4.22 Do wou Guiranitky lake ary af the Tellowineg sppplaments T

) Body buiding supplements [auch as aming aoads, weighl gain prodhcts, cresfline, el )
O Mower O Less than onoe amonth O Monthly O'Weekly O Daily or almost daiy

IT YES, what weas e siame (genanc or brand nams | of e supplamend Tl you uasd?

by Erergy suppde ments (sich a8 anergy drinks, pille, of ecergy enhancng Fele)
) Mewer O Less thanonce amenth O Monthly  ©'Weekly O Daily or almost daily

it YES, what was the name (genenc ar brand name |} of the supplement thal you used?

&) Weight loes supplemants
3 Mewer O Less than onoe amonth O Monthly Q0 Weekly O Daily or almost daily

It YES, what vias tha name (genens or brand nams | of the supplemaent thal you used?

In thi last 12 months...

MOST OF | ALMOST
HEVER ®5| THE TIME | ALwWaYS
4.23 Harse yorl bl more than you could realy atiord fo lose? (] =] [»] Q
4.24 Harve ywoul needad s gambls with langer amaunie of money o £ £ £y o
gotb ther sama feeing of exckemant?
4,25 Whery wiu gaarniled, dd pou go back andther day s ey o win
back the money youl lost? o o o o
ljﬁhnp?.lmmm:wnrwqmmhgltmm a & o &
&.27 Hanva youl Tell thal yoo meghd Fone & peolilam wilh gambling? 0 [ &) [ & [
4. 20 Has gamiling causssd ywois &y heallh problems, inchading o o o ]
siress ar aroiaty?
4.29 Have people criticized your beting or bold wou thal you had a
gambling problem., regardiess of whedher or not wou fhought # (8] [ [+ &
was Inw?
4,30 Has vour gaeniling caussd any Bearcial peoblams Far ol oF o o] o (o]
[ T T

£.31 Havon yani Tal guilly ksl The way i gamids o whal o o o o
happaers. when you gamble?

. Page 27 of 47 .
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Section Five: Life Experiences

Bulow is a st ol probiemrs and complainks that people sometimes have inresponss o sressful Ifs openionoes. Ploass
mad each one carefully, hen shade the ciroks fo e dght e indicabe how much you hae been bothened by that problem

i [ peal Evn i,
HOTAT | ALTTLE | MODERA- | QUITE | EXTREM-
ALL BIT TELY ABIT ELY
£.17a Having sirong negalive beliets aboul yoursel
clfer pacple, of Fre woild (o sxarmils, Faning
thezsgihits such as: | am bad, there is something ] iQ (] o ]
aaimE by wrang wilh me, o o e De nsbed,
thes wearkd B complalaly dangercua)?
597k Blaming youirsall of gomedces aae saveraly Tor the 0 0 o o o
alresalul axpariance of whal happaned afer il?
£.17c Hawing srong negatwe fealings such as fear
Farrar, anger, guil, of ghame? o o o o o
B.17d Taking o0 many risks or dong Tengs that cause
Bl 0 g 0 0 0

5,18 Thesking of the svaniig] thal you uisd ko anewer quesions 5.1 - 5174, pleais G teds evanla and s yoars Dy

oooumed bk,
Ewvend desoripbion far
1
z
]
5.19 Did this ccour while deployed ta the MEADT 5 Yag OiMa
5.20 If NO. dd this ooowr dunng anciher overseas deploymsent? L T O
5.21 |8 Ware army it awen] Thel has caussd o D Ren aimilar reaclions ik Mz
O g - whils daployed
2 vas = whiks NOT deplopsd
IT e, bl v Tl el ?
Faar of ayanl

Page 20 ol 47
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Section Five: Life Experiences

Please shade the circles that best describe your experience.

5.87 In the last 12 months, hawe you ever felt that life was not worth living 7 O He O Yes
5.588 In the last 12 months, have you ever felt so low that you thought about committing suicide? O Mo O Yes
5.50 In the last 12 months, have you made a suicide plan? O He O Yes
5.80 In the last 12 months, have you attempted suicide? O He O Yes

refer to the contacts provided on Page 3.

If you require support in relation to any issues you have identified in this survey, we encourage you to

. Page 33 of 47
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Draft

Section Six: Your Respiratory Health

The following questions ask you about any respiratory symptoms you may have experienced in the past 12 menths.

NO YES
5.1 Have you had wheezing or whistling in your chest at any time in the last 12 months? O .
If YES:
a. Hawe you been at all breathless when the wheezing noise was present? O .
b. Hawe you had this wheezing or whistling when you did not have a cold? . O
5.2 Have you woken up with a feeling of tightness in your chest at any time in the last 12 O e
months?
6.3 Have you been woken by an attack of shorness of breath at any time in the last 12 o 4
mamnths?
G4 Have you been woken by an attack of coughing at amy time in the last 12 months? O .
5.5 Have you had an attack of asthma in the last 12 months? O O
5.8 Are you currently taking any medicine for asthma (including inhalers, aerosols, or o 3
tablets)?
8.7 Do you have any nasal allergies including hay fever? o O

. Page 34 of 47

Questionnaire Procedure Manual Full-MEAO-CD-20110615-V18.docx
Page 84 of 188



Questionnaire Procedure Manual Full-MEAO-CD-20110615-V18.docx
Page 85 of 188



Questionnaire Procedure Manual Full-MEAO-CD-20110615-V18.docx
Page 86 of 188



Questionnaire Procedure Manual Full-MEAO-CD-20110615-V18.docx
Page 87 of 188



- H

Diraft
Section Nine: Evaluation Questions
B.1 Are there other important health concerns we have not asked you about? O ¥es (O Mo

If YES: please give details in the space provided

8.2 Do you have any additional comments you would like to add? OYes O Mo

If YES: please give details in the space provided

You are 2/3 of the way through. Keep going!

. Page 38 of 47 .
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Drraft

Part 3:
Pre-deployment
Personality and Resilience
Insert

. Page 39 of 47
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APPENDIX 3: REMINDER LETTERS

Appendix 3A: MEAO Prospective Health Study Non-SF Reminder Email Content
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Appendix 3B: MEAO Prospective Health Study SF Reminder Letter Content
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APPENDIX 4: POST-DEPLOYMENT WELCOME HOME

Appendix 4A: Post-deployment Welcome Home Letter for Non-SF Pre-deployment
Participants
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Appendix 4B: Post-deployment Welcome Home Letter for SF Pre-deployment Participants
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APPENDIX 5: POST-DEPLOYMENT INVITATION PACKAGE —
ADDITIONAL MATERIALS (TO PRE DEPLOYMENT PACK) ONLY

Appendix SA: Post-deployment Letter from the Chief Investigators for Participants Who Did
Complete Pre-deployment Assessment

<<DATE>>

ccMAME=>
<<ADDRESS>=

Dear =<MAME ==

Thank you for your participation in the pre deployment phase of the Middle East Area
of Operations (MEAC) Prospective Study. However, in order to better understand
the impact of deployment on your physical and mental wellbeging, we now need you
to complete the post deployment phase of this study.

The results from this research will help in the future to better prepare individuals for
deployment. It will also provide Defence and the Depariment of Yeteran Affairs with
the best possible advice on how to support the mental and physical health needs of
Australian Defence Force service personnel.

Confidentiality of your personal information is of utmost concemn. As CMVH is
independent from Defence we can assure you that any individually identifiable
information you choose to provide us with, will not be accessible by Defence. Neither
will any party outside of the immediate research team have access to your
identifiable information.

Even if you do not believe that your deployment will have any adverse conseguences

on your health, your contribution to the post deployment phase is still important.

Yours sincerely,

A —
HMueehe Dobton

Professor Annette Dobson

First Chief Investigator, Military Health Outcomes Program (MIlHORP)
Centre for Military and Veterans' Health

The University of Queensland
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Appendix 5B: MEAO Prospective Health Study Post-deployment Questionnaire
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section Une: Background Detalls

1.1 Wit s woday's Saia? dddimin by I I ] f I ] ] ] I ] ] | |
1.2 Ara you maka of femalu? OMde O Famak
1.3 ¥l i eiar dala of birh? (Sdvmmber] I I ] i I ] | ! I ] | | |

O¥es - go to quinlion 1.4a
ke - g0 b uedlion 1.4b

1.4 Aia you ity in o Signiloant islmet fdatisnship?

143 A ywou R TTECTREOTR
2 Maiviind Grvd Invineg fogethed O M ddtiiad - g0 1o quaslon 1.8
) Mamied Wil Uratsompanied spolss
S Mivied parner carren iy b sewhers) 0 Prasisiisby e but o Sreonad - g6 15 goatlon 1.5

D Ly it pariner (ADF racognisesd)
£ Livireg it pariner (nod A0F recogn mad )
O in @ loryg i eelatbsns hip But not fsng Logaiisar O Oilfear, plisasa spacily - go o guesion 1.8

iZ Pravicushy maried but now separsted - go to question 1.0

1.5 Wit s i 5 Tt intiana il coshiie tafore s Dagireieg of yiur 1 Vs - gn o quesion 1 5a

Il dplpypment bo the WEAD CiMo - g0 W quesion 1.5b
1 56 Wira yin 150 Wers you
& Warries and Ining fogether & Mavar ndavisad - 50 4o gusslion 1.2
O Wil Wi USS O el & polita
(e meamied pariner comeniy e slsewhene) 'O Provieusly marisd bul now dhvoroed - go o qussiion 18

3 Livieg with, puarinar | racognid] 2 Prasisdsky marsd but nee separaed - go Lo gusstisn 1.8
3 Lining with pariner (nof ADF recognisad|

& Ini &l S eedaticons hip bud nok Feing opether O Oifwar, i Spsacity: - (30 1o GussSon 1.8

1.6 Hos satistind are wou with wur curment mamisge ¢ relaborshin? O Extremaly sabefiad
0 Salbfod
O Mestherr sabisfied or dmsatisfed
) Dmaaistiad
) Extritily sl il
O Mot apphoatdi

1.7 M o oF our Speeine | parined sanously sugpested the das of
A EiEw GF PaIT el Saparabor s e Dajpneicg & your s e Do O kel applcalk
Japloymant io the BEADT
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Section One: dackground Letalls

1.0 Sraprall, what impact have your milany commEments: (nos, or in B pas 0 yos Fave le® he milkan) had on your

a) Mamage ! reloegeie? bl Chikirar?
G b impact O b fimpuacd
& Posires impact 3 Posires impoact
O Wagattes impact Cr Kagatis mpact
G applicabia G kil applicalia
1.0 Whech catogsry bt dises isas P FEghe adosalnmel O Py 4cheal

i e b v eompdidad? oot o,
i Wi tpcdd v L *' 0 Secondany eciool wp o grads 10

0 Secendany ool grades 11-12

O Carbleaia (Wade azprastceshp, olimodng o)
O Cgloma [assacists, urdeegradiale)

0 Bachaior degress

O Pocat-grado ke qualifcakion

1.0 Hiww ivsarey Do i Wikl 0 o el work, wihisn you e nol o dephygimant? |:|:|:|m

1.1 T thid rvissiras | piadr, Feven long hans vou samvad with 91a Suerabias Dl Forca: (] more than O, bl lass a1
wyear, pheams snler 1)

a) A @ regular? [D-,un af 0 Mot apphea

b A @ e ety |:|:|_-'Mr$ or O Nol applicahis
1.12 What is your CURRENT rank orwhat 0 Senior Commissioned Dficsr [CMOR ( LTGOL | WGRDR and above)
gt ks whan yeds il (e O Commissinmd Oficer (LCOR { MA ! BOMLDR and balw)

O Banier Man-Campiisioned Ofoar (PO 80T and dbie)
Cr.Juniar Mon-Commissionessd OHicar L5 ) CPL and el
0 Crhee ranks (AR ) SKAN / PTE ) LAG ! AL or squivalent)

1.3 I the past THREE WYEARS ioieghily Mesas s inai i in %l hirss v D iy oey ;
Operatonal degloymeni™ [F more than 0, bul less fham 1 month, plasse enter 1) monthe

Hyou g glill o mamber of the requiar Assiralise Dedence Force, plapse g2 be Seclion Twa

I you dre & Aeserial of Buve disehamged lrem (he regdar Sustrsllan Dulisee Foros, phiais complite e
Tollewieg quistions,
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tion Une: Bac nd Detalls

114 Whiat vair ded you decka s os P Regoler Sostvalon Deloss Forea D]:D

ar
Ol applicablo, | am @ Risansst

.15 Did by W Flickiswics
“mm ol ety O Rmesrves O Ol ol ADF 01 Mot appdcable. | haee sy baen s ramsnis]

1,16 ‘W hat i your curenl employment sisbas? O Pard employmest kl-time
O Pard amploymest par-time ¢ casusl
O Vol ndsir ¢ cofam Lty work
O Eliesant
O Home Dhdies
O Ratired
O Ml waiirbane dhod B3 @-hieildi J TR
2 Limss oy
O Dbear, pleass specity:

117 Sings you separaied rom the ADF, Fave wou had g period of
; i ar han % o Qives OMo O Mol applcaiie
W ¥ES, wae this period of insmployment primarity dus to heakh probleme? Ovem OHa
W WES, pdsisa 5psacity by
178 Whal i your main scurs of ncome noeT Chodss one 0 W i o Bakiry

0 Cwm business or shans in 3 parineship

D g Herdice pensban

O Imepldity Sarvics Pension

0 Compensabon banelf urdes e VEA,

{0 Compensaion baneli urder e SHCA

0 Compensation bansl urder e MRCA

Q) Dther govsmmen] persion | alpwancs | el
0 Child aligwance

D Superannustion | annuwity

3 Diadends { inlerest §incomas from insesiments
0 Gther. please speciy:

HEEEEEEEEEEEEENNEEENEEEEEEEE
B Paga 7 of 42 ]
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section Two: Hecent Health Symptomsa

B b i o s P o e S oAt
RS i nalure

In i past ment Rave pou sullened fraim: HO YES

2.1 Crest pain Cbe | CMEd | O Medirate 0 Sirvara
2.2 Headaches Qi i Q) Moderals 0 Sevara
2.3 Rapi Faarheal Crpan | Cowand | O Moderats O Sesnrn
2.4 InFatiity { optbersts of snger 6 L (=10 1] D Moderaln 0 Sepera
25 Uniichs 1o baaihe deaply snough Cmo | Swd | O Moderals O Sevara
2.5 Fecitar braaihing than nosval 6 L (=30 1] D Moderaln 0 Sepnra
2.7 Fusaling shor of Eraath al ficl g | Cowad | D Mcderatn O Severe
22 Whiiazing g | Ol O Maderals 0 Sepnra
28 Skeping atficubise Oee | SwEd S Maderala O Swsara
2.10 Fagling jumpy | amsly startied {m ] O Wiid D Maderaia O Servira
2.11 Fasityg uniafresad abar skap Qe | M 0 Madirala O Swsara
2.12 Faligues Mg L1 1] D Moderals Q) Hepera
2.11 Daubia wisinn Oz | Qw0 Moderats O Severa
2.14 inlobinanca W akeahol Qg | Swn | O Moderats 0 Severe
2.18 Exhy or paindul syes. O | S 2 Moderals O Sppara
2.16 Rash e skin imilakkn O s 2 Wl D Madirala 0 Sireara
2.17 Skim inleciors 5 .q kol e | O3S 0 Madinala O Sinsiia
ERL BT G | Qwad | O Moderats 0 Seeere
2.19 Bhakifg s | ki S Moderals O Semre
220 Tinghneg i Tngars ard ams £ Mg [#3 % 1] 0 Moderaln 0 Herpera
2.1 Tinghng i kg and lods One | SMd | O Mederala O Sevara
222 Nuymbness in hegers | lnes O e 2 Wl 0 Madirala O Sirvara
223 Fanling distan] ar cul olf from others Qe | ChEd 0 Medirala O Bwsara
2.3 Cormapaton (n oo 2 Wl O Madirala O Sirvara
335 Flauikanes of buiping Crmig | e | O Moderals O Seeeere

. Page 8 of 43 .

Questionnaire Procedure Manual Full-MEAO-CD-20110615-V18.docx
Page 110 of 188



C LT o TTTTTTT] ™

[t

In the past monts have you sutemed fom: 2 [=] fES

226 Siamech cranes DHo | Ouid | O Moderais 0 Savars
22T Duroea QN i O Medenale 0 Savaia
220 Indigastion Obo | Ouid | O Medirak 2 Savaia
229 Dry moath OMo | OMid | O Medanaie D Bavara
230 Pain i e tace, . infronl ol the sar, or e the sar QMo ik O Waderale 2 Gavary
231 Parsistai coush Qrn | OMid | O Madsrale 0 Savam
2.2 Lumg in throst DMo | OMid L Madanala O Bavare
2.X) 5o thral QMo i O Madinale [ER= T
2.34 Forgatubticis COhio | QM | O Medirat 0 Sirsiia
2.9 Dirrimase Isnkieg or biackouss 0 [+ 1T 75| 0 Moderals 0 Bepara
236 Seizieis of porralsiem Oro | OMid | Moderaie 23 Savars
237 Fauliry) ahoiesdined O | OMid | O Moedeials 0 Eavaia
238 Loss of eoniasinalon Ol | Cedid L Woderale 3 Gavern
2.8 Detfcuity Snding the right wond QO No Ddid O Modenale 0 Savaia
240 Pain on passing urine O Mo Cridiid C Woderale 2 Favern
2 A1 Pamging urime mars ohien Qro | QMg O Widerale O Gavers
243 Burring & ersalinn i e S o Cro | Csid | O Moderale ) Savars
243 Loss of intarc in s 2 Mo [+ 15T H] & Moderais 2 Savars
244 Problems. wilh sl funclioning ) Mo Cradid O Woderale 0 Savarn
245 il §arclhity W Fo e £ Mo it Cr Moderais 2 Savarns
2 A0 Incraased sarmiyity o light OMo | OMdid 2 M denala 2 Bavara
2AT Increased serinity o smels or odours QMo | Osid | O woderale O Savars
2 A8 Rirging ie ifa Gars Oho | OMid | O Mederais 0 Bavara
248 fomiding doing things o sheations Oho | OMid | O Medanak O Bavara
250 Pain sttt swelling o radness, i saveral jonis Do | Oid | O Moderaie O Saverm
251 Joink sliffrics Qro | OMid | O Moderale 0 Favers
253 Faulity it your bwsal s B eol e had Cino | Osid | © Moderale ) Savarn

. Page 0 o 43 .

Questionnaire Procedure Manual Full-MEAO-CD-20110615-V18.docx
Page 111 of 188



n Iy o [T ™

[k

I the past month hive you sofleed from: HO ¥ES

e m’:ﬂ‘;ﬁlw"‘ Rl [l of Mo CHe | DMl | O Modersts C Severe
254 Gananal sk aokos of pains QMo | Cwed | O Moderaie 0 Gevers
Z 5% Loss of halanca or oomrdination Qnn | Oued | O Moderale 0 Sevare
256 Difficulty spaaking Obo | CMEd | O Medaraia 0 Savara
2 57 Low back pain Oro | Cwed | O Moderals {3 Havare
25B Night swaals mkich scak iha bad shaes Ono | Cwed | O Moderals 0 Sevarn
250 Fuiding Nl QMo | Owwd O Maderale £ Savmre
B e e ONo | OWid | OModeraie | O Severs
2061 Loms of, or decrapss in, appalin £ Mi O Wid D Mederala 0 Sawanm
2062 Mowman QMo | OMEd | D Medarali L) Savan
63 ¥Womiling O Mo O Wil O Madarala D Savara
264 Disfressing dreams Obe | CMid | O Madaraia L Savara
Z % Swnmach bioaling QMo | Quwed | O Moderals Q) Gavars
ZB56 U ninendsd weighl gain graser than kg QMo | Cwed | O Moderale Q) Gevers
26T Unimanded weighl loss grealer than dkg O Mo O Wi D Madaiidla 0 Bavana
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Section Two: Recent Health Symptoms

2.0 Since e begnning o your bt deplogment, fave wou sapermnced sy of The loliosing sssnis?

Blast o Exphasizn BED (miproessd asphesive dereoa) D HMa OYi
RPG okl piopelled pranida), Land Wics, Grenada, abe. DIha Yo
Yahicular accideni ! orash [ary vehicle. nchading aircad) Do Oves
Frigrnanl word or bullil wound e i shivaks m Oho O Yes
Fadl OHo O Yes

W HO to all evests in LEE- pladsi skip 1o guislion 1. Dahersise, conlinue.

.53 Mo mary bimes in botal haee you ssperienced aach o the following sympioms immadsbely afer any of the
eaenis aled above?

Lo of commciousrees | rocked out” i
Beng dazsd, conhmed, or “seaing san” D]lrrrﬁ
Mol remamberng the senl it

Cancusson Eljll'lni

2.7 [ad ary ol tha falosing pmslems bagin or pel wanss mtar any of the reents Bsied aboss?

Mharrasry probika e of lapsas DHa Y Ity Qe D Yas
Balance probiems o dEniness Do CYes Hapdaches O O Yas
Semstrity o bright light QMo O Yes Shaig probian Crg O Ves

2T I e peasl s, Perve o e aew ol Ui S4m pcin

i ory prebloms of kfsds OHo O Yes Irvilaisiliy OMo O ves

Blalants probiems or dzziness OHo 0¥ vaadaches Ono O Yas

Sensfivty Io bright kgit OHe O Ve Slaep probiames OMo O Yas
- Dans 11 ~l AR -
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ection Three: Your Health Mo

Thi Peanl et of Gussisns ok Tor wol wirws alioll pouf baalth. Ths sfoefmlon will bl yoi 15 baed esk of hiw yoiu
fesel anad how el yoa are able 1o do vour ususl actvities.

Far sadctt of e Tl Krwirng gpuicalions, priaicis shiesa fri cncda thal bast deses dich peur answir.

1.1 In gemaral, Faw ekl v say gur heatih is? ¥ E s Bt Warygoeed O dosd O Far O Posr
32 Tha ara aboul aenies vou might de dufing @ ypical day. Dous v el eom Eril s in
Feisa s, Fav e ?
Pladintale activilig, Sush a5 iessing & lad,
pushing & vacuum clansn, bewling, o O Ve, brrwlesd o bt 0 W Wendiad & Kie O Rio, o limiked ot al
playrg goil™
Gimbing sevem| fights of s O ves. bmited abot ) Yes Wmiled 3 bide O Koy, nol lmiled a1 2l

2.3 During thes past & wsskos, horw masch of tres imes have you had amg of Fa folowing problem e sih your work o
oirar meguiar daily acteties a8 g rasuk of your physical Fasls?

ALL OF | MOST | SOME |ALITTLE| MONE
THE | OF THE | OF THE | OF THE | OF THE
TRAE | TIME TE | TIME TIME

fepgnmpshed less than you winld iin a o o o =
Wira Eitad in Lha kired of we of o slvities o o 2] ] ]
1.4 During Ui gt & sk, Bow ey of Uhea Bive hassa yous fad airy of T felowing probliam s silh wour wiork of

airar reguiar daily scteties Az a resik of any amational probisms (mich s fesling deprassed or Brsime|?

ALL OF | MOST | SOME |ALITTLE| MONE
THE | OF THE | OF THE | OF THE | OF THE
TME TIME TIME TIME TIHE

fcompighad iy than wou wiekd lks G O & (o) [

D wark or other actietiss lses coraluily than weg) 0 %] (] (] ]

.5 Darireg o pastd meaks. how much gkl pain nlerlere with your normal work gncliding both work geleids e
Fesivnn i P iy 77

D Mot @t al A i B O Iuco ek rir by O Chaita @ bil O Exlrafiuaky)

3.8 Theisa SiieciBors aia aboil Row you el and how S Bave Bean il you doring P Sasl 4 weaks . Fof @ach
quesion, pleass ghe the ons ansmer that comas closet io e way you have baen lesling, Mow much of the bme

ehuien) T ikl 4 s .
ALL OF | MOST | SoME | &LUTTLE| MORE
THE | OF THE | OF THE | OF THE | OF THE
TME | TIME | TIME | TIME TME
Hirwa yviou fall e and paasatal? o o (o] (o] a]
D wous heawe & bl ol sneegy T o o o [#] ]
Hase you fell gownhearied and depresssd 7 =) o v o o

1.T During the poet 4 weeks, R moach of the ime has your physical beatis or smotionsl problame intsrdered with
i weesml eshvitess Jime asitneg Fands rasbves oo 7

12 Al ol i limia 0 Msal of th e O Soiia o T i 00 A Bl ol T tdia O Konie of thi lime

. FPage 12 ol 40 .
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section Three: Your Health Now

In generl how workd yos mie your:
| opop | 5998 | FaR | pooR

A8 Owernll health™ o O o i Lo
3.9 Duality of a? o o o o o
310 Epaight [mith glassas o onii lanss, if you waie ham)? | O o o o o
%11 Huaring? o o o o o
3.12 Mamary? & o o & &
313 Tauth and gums? o o o o o

Thiia Moleaing qusislicio e aBoul e pod Bave Besn Maleg Swar P kil o () wesks. Pl naed aach
quastion carsfuily and then indicals. by shading the ciecls, the resporss thal besl describes how you hases e fesing.

AL oF | WosT oF | somE oF [ AETHLE | wowE oF
THE TIME | THE TIME | THE TIME THAE THE TIKE

3.74 In the pasl four (b weskes, aboul how ofen did you

Paed Bred for mao godsd reason 7 a o = 2 o
A5 In ths pas fowr () wesks, abour hoey oten did o

Pl foa i 7 o e 2] [+ ] ]
1.6 In shes pasl four () wesks, aboul how ofen did you o o o o o

Tl B0 fifun UhGE ialhing could cals pou Sl
A7 In the pas four () wesks, abou] how ofen did you

fanl hopeians? o [ 5} =] O
398 In tha pasi fouw (4] wsks, absu how olan dd pou

fanl mesiese o o o o o o
A.18 In ths pas four (4] wesks, abour hoey oten did o

Panl 50 resless et you could sl sl a6l 7 o @ o o o
.20 In the pasl four ) wesks, aboul how ofan did you

Pl b i e o e o @ o
33 in tha pasi foue () wesks, abea how ofan dad pou

Pl ral aversihing wae an etgr? . b o o L
.22 n the pasl four () weskes, aboul how ofen did you o 0 o o o

faal 80 sadd Sal nodhing could shaar pol op?
A27 In the pasl fowr () wesks, aboir hosy oten did o

fasd warhisgs? o [+ o o o

. Page 13 ol 48 .
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Section Three: Your Health Now

T Puanl b SuiecaBons ane aboul Bonw s fealieags frsay My afTeskid w0 i e pic Mo o) wesabs. Fod nesd sl
angmer thase queshions i poo snswersd ‘Kone of the lime' 5o 8l of the pressoes e quesions shoul pur fssings

324 In fra el four (4] wesks, how many days wara you TOTALLY UNAELE (o work, sludy o D]
marags your day in day actrlieg: because of thess Issings ™ .

A.2% [Aside from those davsl in the past four (4] wesks, O FARNY D&Y mere you abile 1o work
o shiidhy of sl fee your diry W Sey dctieilis, Dol Beid o CUT DOV K an whal you dd mﬂl_ﬂ

brec s of [hage lealings?

1.36 Ini ther poaed four (4} weeke, hom many imes haees you se2em g doclor or any odher Fapls
professionsl shodt fiese feslngs 7 |:|:|"""

327 In T pac foi G wesks, oy oftan s pRysacal haalth problass Disin bie mais chie of tieke TesbnesT
OHmenlthetms QA Mscithetima O Someoithelime O kogtof theime QA1 ol 8 Sma

328 Ploass e T folowing sialements hased on Row you hevs Tellin e peest 30 ders using e scale below,

NOT SOME- TRUE
TRUE AT F'.:‘:“E'E"" Tiwes | O 'UEE" HEARLY ALL
ALL TRUE THE TIME
af | an abla o adipl W changa L8] 2 o L] 9
511 42nd In bounce back mar iness or haedseis o o o o o

. Pajia 14 ol 46 .
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Section Three: Your Health Mow

Enca relurning Troms pour last MEAD daplipHant, s o mee ol doclor S e sad e with, of lasled yvou Fo any of
the Inllosing medical probleme or conditions ¥

X 28 High blond pressurs

530 Migrainas

B Bowel disordar &0, diarhosa, constipadion, bHesdng

317 Eps o wimion problames &g, glaucomas
2335 Hiaaring oss

534 Malaiia

315 &rw phher sigrilicand inlecliors, plesse pecify by

CLIL LI P LTI Pl

536 Ariibs of Fieusalsm

2T Back or reck proddems,

3,348 Jodnd pr o
3.0 Asihvia

340 Broncsids

41 B problems

.42 Hay lavar

343 Enr imdachion
144 Darmatitis

345 Lvp olfear shin problem , pheea s crky Dy

3 A S canecar o squamcis el of basal cal skis cancers

o |lg|ol|o|la|lo|la|la|Q| (oo o |C|a

2o/ |(g|ofja|aja|a|a|o|O|—O OO0 3|00

= e

AAT &y ohar kind ol cancer. emour or malignancy. plesss specity fypa:

]

348 Anukaly, sirasd of depiasson o
148 Post rmumpdc stress. disorder o O

| | Page 12 ol 48 [
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Section Three: Your Health Now

YES Ma

.50 Olfwar pepchiaieic or prpchological condiios nesding Faalman of contaling, dese
spansly tyea. ':'

EEEEEEEERNEREEEEEEEEREERENER

A5 Aurvp oliwar mdisdl ooiedilory Bt & cily Dy o [
T I
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4.1 Biresd trea Deagpivdnng of yoor last de byt (o tha MEAD, haa pou weid @y oF B dellowiey) Sbaso prodicls?

MO YE=
n. Cigarsties & o
b. Cigars ] o
& Figas w} ]
d. Smokeless kobecco (2.0, chew, dip, snuft) o o]
A F low oo [T, Pare i sroked ai least 100 caratie (5 packs
i W - please skip o question 4.8
¥l - conlinue be nexd geestion
4.3 Al what age dd you start smoking? | IE"“'“
4.4 Migm many yEans haes youL or gkl vou, smcks o averane ol atlesst 1 cigaraties per day
Lol e e e s ) pEE i
4.5 Wi simoking, how miary pechs (25 cpantes) ot day dd wou, of & C Lass than Fall & pack par diy
vou, Smiake? O Half i 1 pack per Sy
1 o 2 packs par day
O Wiore then 2 packe per dey
45 Hawsa yodi irear hind b6 guil simokling? £ Vem . and sucomesdies
O Y, bk resd St eadabiilly

0 by

4.7 Ws your anoking panem dilenanm whila on pour kil Saplopsant 1o ha MESDT
{lemmmw
Ol empi e laex then ] winis on degloyment
Crl emoked tha sama smounk o deploymesnd as whes ot deplogsd
O vy oo s e e il i on ekl oyl

O Dy 1 i tied Simoking on digkzyTisnt

4B T pzur smobing pabern ciarged duriceg pour o ploymnd, whe wies Su mean ko

HREENENENEEEENENEEEEEEEEEEEE

u P 7t u

Questionnaire Procedure Manual Full-MEAO-CD-20110615-V18.docx
Page 119 of 188




Questionnaire Procedure Manual Full-MEAO-CD-20110615-V18.docx
Page 120 of 188



I o TTTTTTT] ™

[rayh

hnes DALY oA
HEVER MONTHLY| WEEKLY | ALMOST
OMCE A DAILY
WONTH
4 Mo oiften since the baginning of your st
dhisp kel Nirei poi nesdiad & dirk nE
eI W gl polifsal poiryg et & My dinking o o 2 o o
razzinn?
4,15 Wgw olien since the hegirning of your kst
i plerm el P pod Peid o bealieg of guil or [s] (] [s] (] o
remorss aher dricking 7
A 15 Firew oitmn ginecs the heginning of v Last
dep ke hirea you besn unabla b ramamie
whal Fapperad the gl tsslore becauss o Fad 9 e Q o o
hesan dricking?
s, Bl Aol s the Wi, sinsa thi
AT Heves you or somaons akse bean injursd 3z M egineing of my et beginning of my st
sl of your diisking? dnphoym oek daployment
o el (2]
. Fas, bul naf mnce the Yem, mnce the
418 Has a mizkva, 2 frand, & doclor or cthar heath i Dagpneicay of niy licst Deesgiening ol my ksl
prodesceorsl Disin conoaimed aboil s . — dapis ;
drinking o saggested you cut dowen? - o ; o
Probsasly
4.1% Do o preckenilly hirss @ problam with drinking M noi Urmure  Posshly  Delinely
[ b= [ L ()
(LT
420 I Ui et 3 i oo, s dRiTacu it sl pou Wery Fary  dficuli Fairly Vary
1ind il in Gt down or slop drinking? aay aisy  nofaasy  difcuk difiedi WA
o = o o = o
4.21 On an avaraga day, how many 250 - 75wl bavaragas containing callens oo you denk [such as callens
O v £1-2 par day 3.5 par dirg CHE-AD pont Sy O 1 o A P Sy

. Pana 19 of 48 .
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secilon Four: Litestyle Behaviours

422 Doy wour curranily ke any of Fa iglowing supplemantz?
i} Body building sapeleimenls [such & &mifes e2ids, waight gais praducts, Shaaliie, aie.]
OrMosed O Lac e odeed amonth O bonthly  O'Weekdy O Daily o almest daily

IT 'EB, whiah mas [hi i (earsaiic oF bearid reioe b of e S pgkisin 8] el ol wssad T

HEEEEEENEEEEENEEREEEEEEEEEEE

b} Enviagy Sugpkaiivents {such as awngy Srinks, gk, of enaegy anearneng b
DrMewer (0 Less thon oece amonth O Wonthly  C'ieskly O Doty or pimest daily

IF WIEB, 'whinh mad [h il (earaains & begaid e b of Uhei S P ki8] il psii wssad ™

) Waig lirks Spskemnis
O O Lig e oo o month O Monthly O'Waeelly O Daily of almest daily

If YES, what was the name (geranc or beand rama | of the supplamens) ihal Fou pmed?

HNENEEENEEEEENENENENEEEEEEES

Sinca the beginning ol wur st deplogmant

MOST OF | ALMOST
i THE TIME | ALWAYS
A, 71 Have pod kel moes than pou copkd replly a¥ond o loss’ [+ [+ o o
424 Have ou Paesod |o gambie with leeger asounis of meney o
gl the mame Tesbng of sacismeni? o o
4. Wihen wou gamisded, did o g% back another day o irg o s o o o o
back the money ywou losT?
4.2 Mave wou Bamossed moreay o sokd argthing In get money bn
gankk?
42T Hav i el thal woii foesh Hirsi o preblas milh gamblngy
4.28 Has gambling causied you any halh probiess. nduling
shess o anuielyT
4.23 Have people crilicized your beting or fobd vou thal you kad a
arnilng prolkm, regandsss of whithsr or feel psu Seagin i [+ [+ o Q
was brus?
d. 3} Has your gambieg caussd any firancil peoblems dor you or o o o o
o Iesuisalehl?
4. 57 Hawva o el guilly aboul e way pou gambl or whal
Fapgpene when pou gambia T el o O o

. Page 20 of 40 .
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Dearh

Secilon Five: Lite Expenences

Balow is = kel of problsms and comelsinie fal paopkes somaimes hss noresponss o seessiul e spaniesnces, Plapss
e daeh Snd canabally, o sl Bia Gicka Lo dhi Al Dok P miezh yod R bisn BoSieead by thal

[prodviam o e past mah.
HOT AT | ALTTLE | MODERS- QATE EXTREM-
ALL 10 TELY BT ELY

5.1 Repasied. deurbing memonies, thoeghis or

enagpes of @ sirassiul aapanenca Fom P gasi o 2 o L o
5 2 Rapaated, dstwurbing dissis of & st

superancs from the past? o o o o fal
5.3 Suddenly aling of Feaking i il & siassiul

ExpErEnGs [m the past wers happsning sgan (] (] o] o (o]

di T s waana ralivieg Y
5.4 Fealing wery upged when ing remi !

& o strassibol anparesos Tnom P gasl? =) o o o =)
5.5 Harding Tl pamidineg.

tropbs breairing, swvepting | o] o o o o

% B Fomiding [hinging aboul ar laking aboul & syl
aaparsance fnom ihe past of avesding [Lireng w3 i o 0 [#]
g maatad Do iy

e —

remingad wou of A sresshel supeneece fom fhe (] (n] Lx] o (n]
Easly
5U:ff:m_mmwnz;ﬁﬂmlmﬂw‘a sireseiu o a & o o
5.0 Lok of inlares] in eciviies il you used io anjoT (] (s L8] o
5 10 Fading distant of @il all e ol psogke? (] [a] o o
R by e iy o o o o o
512 Faaling a8 ¥ your e somatom wll bd cul & a o o a
513 Troukds (alkng o saying asleap™ Cr o 0 o Cr
514 Fudding it or havicg @nate Sulursla? o o o 4] o
5.15 Haning sificully somenicatiog 7 4] (+] o] (s 2]
5UG Being “sugeralen® or waicslul or an quand? [#] [ o e ] [#]
51T Feeling jampy or casily siocied? (=] =] o o =]

. Page 21 ol 48 .
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on Flve: Life Expernences

Blidew i a I of probleis and comphanmts Bl pesple 5o airias heis in radorss 10 swrascbol 1T s res . Plisisa

read sach ore canfuly, then shade the circke i the righl [ indicats Faow mucs vou s s2an bothersd by ihal problem
iri the poed mecinfs

HOT AT | AUTTLE | MODERA- | QUITE | EXTREN-
ALL BT TELY AT ELY

5,178 Ferang simng negaliee heliets aboul youmat
ot paaigpka, & i msild (for aeimpla, hessng
thaughis such as: | am bad, fhers is something w] (n] (%} (%] [
o ot E by 0P WIS frea, Pl S G e DSl
the waarkd is compleisly dangenous)?

517k Eliming weirsal o Soimiadig alsd Saweraly far B
siressful sparience o what Fapgsned atisr B a o o = o
5.17¢ Favieg shimeg regalve lesing e mich s fear,
hever, i, gul, of shata? o < o o o
5.17d Taking fo0 mary isks or doing things that cause
s har? [+ L+ L] i 0
518 Thinking ol f=a syantis| f=al you ussd o ansssr quastions 5.1 - 5,170, plasse bel ags avanis and [he yean thay
ez bl o
Enril die e fiptinm Waar
! (1111
2 |
3 [1TT1]
.18 D oy of thess pogur whils on your deplkoymenl io Fa MEADT i e (4] "]
5.20 Did any of faes cocir durng anclher meerseas degloyment? [+ R 5 2] 153
53 s theaia divy otfvir svant Pl Bas S poul 0 fuva Similar meciorsT L] ]
O Yas - whis deployed

& ¥as - whils NOT daploged

[[1T]

Wi of sl

. Page 22 ol 48 .
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Section Five: Life Experiences

522 Thinking cawer The pasl 4 wesks, shade the circls hat best describes e ameund of bme you Pl Thal way.
ALITTLE
MONE OF | "o pue” | SOME OF | MOST OF | AL OF
THETME [ “ppp | THE TIME | THE TIME | THE TIME

ap | hound mivsal gellng angny @l pespla oF siuabors ] [+ o [ o
) Wi | ol angry, | gol really mad o 4] O Cr aQ
1 W e | ok arggiy, | Shayead angey a) o 0 ] 0
1 Whan | pol angry al somacne. | wanksd o hit tham o (=] w (2] e ]
a| by arger interfered Wi my ability to gel my wark

iy & ol Brsduclva aclialy S o 2 o 2 o
1} My prger prevenisd me: from geling along with ] o o] o o

piapia as well & P have B io
gl | =rcame angry ok mset when | did ral perlorm

i vl or ashiess wial | waikd 2 Qo 2 2 0
B e angry st meesel] when | did ral handis

sovial sihebors as el o | wsnbed o o o o o
0 Mty anger tad 2 bad alect on my Faslis (=] o (=] o] 0
52N Hoaw ot oeer the et monis did you get inio 3 Tight wilh someons and hit s paman?

Cr kbawr O One lime ) Two timas: O Trras or four limes Cr Py o mons limes
524 How often oeer the Last mon i did you thiesten someons wiis physical wiolenoe
O Bawai 2 O lima D T i O Thirsa G Foiir L O Fivwa of middi Limis

. Page 35 ol 48 .
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Section Five: Lite EXxperiences

Dhwer the | 2 weekis. how olen bass wou been Bolamed by amy of s folewing problems?

MORE
wot ar | severaL| Tiaw | et

DAYS | MALFTHE| paw

oaYS
525 Limle inlerset or pleasurs in doing Fings o Q2 [= o
506 Faalicy) Sirar, e, of hopalins o o Q o
527 Troubk kaling of Sliing ke, & sisping o5 much Q 0 Q o
5.0 Faaling Gred or bawing lis snengy o ] (o] (]
5.9 Poor appedis or cosraating o (%] ] (%)
Eﬂmﬂmw;iﬂlﬂ“lmu{m o o o o
5.3 Troshls concantrating on things. such @5 reading e o o o o

P P o Waarke feneg ladirasicn

uxmwmmmmmmmmﬂm
O T SpPosi i - Dy 50 Mgely of peliss Tl yeu Lo r Q o
Iu'rubunmﬂmurmidnﬁrrmlunumd

5.3 Thoughts that you woukd b= =xter of! deasd o ol horiing

peiisal H S0 Wy o o o o

5.34 I o ehozbad ofl arry ol Tase probiems, e difel e hise probkans masa il tsf you o do wour work, 1ake
i ol g al Baf, of get alosg with sller pespk?

O ok ekt ok oll > Somawhat dfticel O imry dficult O Estramety dificult

Thia el Grows of gualcn & ool arisiely.

NO YES

5 A5 In the st & g, Hired you hisd G Grisiely alsch - sodsanly badlicy ks & i [}

o

W WD please skip §o geesiion 5,50
56 Hes fhis aver tappaned belore

.27 Do some of thess aliacks come suddenly ouf of the blus - that is. in sfuptions whers o o
il 0 @i 10 bo fafvous of ioemieialia?

5 38 Do ihass amacks bode pou @ kel o an peu worried absui hasng ansifar axack?

. Pajia 24 ol 48 .
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Section Five: Life Experiences

Think sbiout woor last bad ainealy @il

5.8 ‘Wers you shorl ol braath?
540 Dl yoeor hisail fese, padind, & skip?

541 Dl yins hawa chast pais of prassn?

542 Dl yiea samesal?

5.43 Dl yora Fimal a8 T yors wira choking?

5 A4 D youg hawe bl Aushae or chills?

HAN Dl yong hawss ruse oF an ups et siomach, or the faalng that vwou wers going 50 have
didivlioa T

546 Did yous Tesal dizry, uresieady, o fainl?
5 AT Dl you have Bnglhing or rumbreaes in parts of your body?

5 A0 D4 you irembles or shake™

olo|le|lal| o |alo|alje|ale| &
olo|e|o| o [olo|o|eolale| @

548 Wers vou alrsid you wens ding?

v i [l 3 o, P aifban Faiw you besin ExlFared by airy of B flowing problems?

MORE

MOT AT | SEWERAL THAK
AL LAYSE | HALF THE

OaYS

5 40 Fagling ranous, ancious, on sogs, orsomdng & kot abouk dfierand things 0 n) (o}
HMOT AT ALL; please skip 5o qpaesiion 557

5.5 Faaling resfiess =0 that § s kand to sk osil

552 Geting red very sasly

550 Muscle leneion, aches, or pperaes

954 Troohks fallnig askap of Sl ibbeg
555 Treubla concantraling of thirgs, sich as raading & boak of walshing T

554 Becoming aasiy snnoves or imishis

gla|olS|a]o
gla|ololo|a
IO |Q ]
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Sectlon Five: Life Experiences

Flaasa shads fa crshis Nl Bas] S b vior anpenos.

55T Since the beginning of ywour lest degloyment. hvs you ever fek thal lifs was nol worlh Iving 7 QMo O ves

5 A8 Snce the beginning :-\':.'q:l_:_rla-.-'. deplaymeni. hese yoa seer Pk g Fow Fal o Thogghi Obn O Yas
ksl G g auide

550 Sinca tha baginning of your [ deglesnant, hies yoo made & Sucka slan? DOmMn O Yes

5 80 Sinda thi bagnning of vour lisl degleynainl, hess vou alaimplad Siecida T O Mg 0 Fas

mules 1y thie conliacts previdid on Page 3

IT il PigiaiF Sipparl i Felalion 1o Ry e you R danliled in his suviy, Wwe ehesurigs you 1o

B Page 26 of 48
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Thia Follownig quastiong il you dsoul aew s piralany S pionTs you iy have aparaneal o P boegnmig of
vaour s deslovment.
HD YES
.1 Fave v had whesging or whistieg in ywour chast @t any lime mnce the beginning of o o
your last dephoytiantT
I ¥ES:
. Have pou Eben ol all Diaethie & e U sPsedineg Do wic Sisan? o 0
b, Hawa pou Fad lhes wieoadng o whding whan geu ded ool Fave @ cold 7
6.2 Hara yors makan op wilh b Teaking of Gghines s o your checl al any i sno fa
bagnning of your leest degloymeni?
8.3 Harsa yira beisan wobiant bep an afack of & hoitneco of braalh ol dirg e snoa the o o
Beginning of your ket deplovmeni?
6.4 Flave yooa baan woken by an siack ol coughing st ary lime gincs the bagineieg of your o o
kasx o o grrsa nt?
5.5 Favss yo had an atinck of asioma sinee the beginning of your et deploymen|™ =] o
1.5 Are you curmanily Saking any madiciea for ssihms (ncluding nralsne, ssromle, or o o
iabshats?
6.7 Do you heess ary nasal alengies including Ray dever? =] o

- poear ot .
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Section Seven: Recreation and Social Activities

Plisisa divimad’ U [0l ki gos s fagarding goor moaalon arid ssoal wEhvtbes. How oftar o5 v ..

— | wEEKLY RARELY O
B PER OR FOART- [MONTHLY| OR SPECIAL| MEWER
WEEK HIGHTLY DCLAEONRE

T.1 Hirs o ivacd wa i arh an-Ssnice

organiation? o o o v] L] o
7.2 Mawe social cominc] with cther

il anis? o o o
T3 Hirss cosimaicd wal® Trkaiess oF rakiivas? s ] i ]
Tk Emand sockal acipilss such as

winching sport, aaling meals or o o L&) o 3 Q

b i O ET
7.5 Play mpar fen. goil, Ashing, scercima)? o ] ]
7.6 Sl ik i it 0o S0 @ heobiby (5.

wood wark. orafl, musici? o o o
T.7 Hed paide tme i redecs {o.g. weabch P 6 £

T, read, bl 1o muse)?
T.0 Do woluniary work? O O 0
7.8 D0 you commamorale sgritcant mikan-reiabed oorasions much as akend ANEZAT Day oy BN

s, parREEaE i e b o ] S Sanvidis T o °
T M0 Dio you keaow of olfer sandce weterane being nesr you'™ Cves D Mo

O bl - plinaga & kg 16 guashisn 7.13

T Do your heves amy miblings T
- - " £ ¥em - conbings bo nest qusstion

742 Plasise ansswer D folkeeing guastiem bor aec of v sbiegs.

GENDER GATE OF BIRTH CAURRENTLY MEMBER OF THE ADF

Dklak D Famvak OV OMe

f !
Critale D Female I | |.l| | I.l | | | | OYes SHo
I

Ciwtalm O Femals ! OYas  CiNo
Ouam O Famals Oves DMa
2 Walk O Feraks Oves CiMo
TN Are arye o your closs relpiives (cther than sblinge) mikjary welerane? O Do

. Page 28 ol 48 .
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Sectlon Elght: Evaluation Questions

21 Aia i ofhe imgorian Baahlh concerms me have fol ased you aEou? O Yem  CiHo

If YES: please gies delalls in the epace provided

E.2 Do s Parwa airy adesiional commeanis you waeild L 1o add 7 Civax Ko

IT YES: phadca giva o lails is e Space povdad

You gre 27 af tha wey threugh, Kesp going!

. Pagyia 20 ol 48 .
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[k

an Une: eployment etalls

1.1 On your MOST RECEMT daployman In e MEAD, wars B3 Tarie et
s manly Based n: plaacs shada al hiat apply)
0 Kansahar
O Habud
O Saher @rais in Alghansan
£ Cther areps supporting Adghanisian
2 Irag
O Oahior i Suppeiticyg adg
D Amachimnt 1o Mg miliknes or LIk
1.2 Fioay rrary wissks lead s wars g ghien prioe i your et deplogmant 1o the READT
(i e than 0, Bul lisis Tan 1 woik, phise anbar 1) Ejm
1.3 D your Leest deploymen] o the MEAD, whal wers your MAIK duliesT [plapss shads all fral apedil
O Combal (a.g. Infantry, Ailery, ) 2 Gl Platbanm Prokecten
O Mtz i gy AMYD, Eviwieowiiimaivial of Pravanties Hisilh, Mirsas, Mefes] O Martisia Ogaiabons - Baabwss e Dol
O Geimty & Martima Dparadone - Aboes Deck
O EOD (Bomb heposal, IED Tachnician) O Clearance Oresr
3 Teminirgy Local Poalea ¢ Ay ) Buarieg Py
O Erejirissiiing O Al re s LT
O Logislics | Supphy 2 Headquarism
0 Ferca Proliacio O GIMIC [C el Millary Co-opanaticn]
2 D 10 P b 1
Or'iveilars (ag Craplsin Pepchologiest) 2 Calering
O Traxdes {0, Fiker, Machanic O Irieligance
O A Crorw - Rladany Wing 2 Camilin cabors
O i Crorai - Fieiad 'Wiieg O My Fobza
O Flightt Cperations Cal O OHhear, pleass specity
SEEEEEERENEENEENEERENRENEEED
e gy o o csle (e, day- OGfen  OSomesmes O Ramly O Nevor
1.5 Wiers yTaa prmanently on night shifts during voer Last deployment o the MEAD? OFas  Orbe
1.5 Abot hom many hours per day. o FeErage. wers you mnsdened on duly? [:Du-l.n
TN e e o e 1T [ Joos o moe

. Page 21 of 48 .
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Section One: Deployment Detalls

1.8 i had i ol Paib dor fey) podin kast 0 Sartiar Coinfnn sisniad Oloar [CROR ¢ LTCOL D WWECDR aid abova)
dnploymond fo the MEAD? D Comimnssnmmd Officiar (LCEOR 7 A BONLDA aid bl
0 Senior Mon-Commissioned OHicer PG ¢ SGT and aboes)
0 Junior Mon-Commissioned Oficar (LS ) CPL and balow)
O Crdver ranks (&8 J SkiM | FTE ) LAC ) &L of squivalasi)

1.9 Pl idicals your sersics SIS during your last deployman o te MEAD.
0 Ragaraet on bl s pardce O Full ime member (O Oiher, pleass spescity

HNEENEEEENEENEENENNEEEEEEEEN

. FPage 32 of 40 .
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section Two: Chemical and Environmental Exposures

Doriey weoiai basl o plosfraaind 1o i MEADS, P ollen... D
noven | onct | (1S | raes | Tnes
2.1 Wara you sponsd o smaoks from S ) emoks from wasis
i rabor § el Bra ek o o o 2 o
2.2 Were you aapesad e dusl slermaT ] o 4] 4] (4]
2.3 Ware you aapredeid W G arivieon i i wieang o0 nifakd firg
dust or lhres |8 g, driving vehicles, nesr aperaing sest, 0 0 o 0 o
diafragad binkling| 7
28 \Wira anpEgend b olfvers” chparala Sk in an ancksoed
“I!:dl Of Wik direienda o o = o o
2.5 Wrh you anpoeid W il @it o o o ] o
206 Wem you axposesd o seaion, marine or selomaive fsls? ] L8] L] L] L)
2.7 Wers you sxposed fo prrall demesT (%) o [+ [+ [+
28 Whata i axpiiad 15 e nduYial chinmicak 7 o (] (o] (o] (]
2 0 hane P aapocad 1S bt D - hincais, o, pants) s o o [ [ [
270 D wous i i % iveiad, rescintlly spraipiad o e wilh
chemical? G G L+ L+ o
211 Diid o i yor cams o presend insect biles 7 (%] [ [ [ [
212 Did wouy Saks madical om lo preveen] or supprass malana o o o o o
(a5 Dusmyirpzlire, Pristasguin
213 W yira chodei 10 kaiid notie and did rel Feiee Nssinng
prmsction =0, sEpnsions, wespo fra)? o o o o o
2,14 Wisrs wou ssposesd bo noise for sxlendsd periods of Gme
WP P Erokection dey. mechitaiy, @il o o ] [+] x
operptiong
215 Wers yma bitlen by e, mand fies, lags, mosquio ss of
nfer nyscls al requires madical ahemon? " " " " "
214 Dl yau heres cioss contack weth kocal animals (dogs, cals
T, ST Cr r L4 L+ L4
217 D o 2o il 2o s wilth Body Muels oF blasd ¥ £ e [a] [a] [a]
218 Did oy pecetes o blood ransheson? (] (] (] (] (]
218 Oid wou drink om ocal taps. o wels 7 (%] [ [ [ [
220 Did wou ol Incal toad? L+ 2 #] #) 2
221 i this Il eaiiaisle: s B negates allest on wir
parfaimanca T ' =2 2 2 e 2

. Paga 33 of 48 .
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Cupriea poapr baet derplorgman 1o the MEAD, Raw obien. .7
neven | once |82 | Sl | d0s

T2 Dhad i saien of B i ocal kkas, fhears o e saa? (] ] o] o] o]
2.7 Did you haves comtact wis Ihe local popalaticn (o] (s (x] (o] (o]
2.24 [id you ged sunkumi? L8] o L+ L+ L+
2.2 Wam ywou choss o sogrces ol rorHomising radiafion (8.9

el o miroeirei of EOD couinbaivivesiin |7 o o o o @
.26 Diel yioui Nireln ciiact with e chasical o bokgical

P L& L+ 0 L+ 0
2.27 [id you haes condact withs depleied wranium ehell casings? L) i L L] L
2.0 DRl woui @it oF Coimi if Cloces proccinnily e ned el

dairoyed wehicles? & o] o s o
2.7 Did you ander or come n close progimity o ecently o o o o o

e slropiad Sruclures (ag. Doidng, bk, e |7
2. 30 Wiana o aapoead 15 Eiesineg iedialien o red o ol

raatsin i i i i i
2,37 Dal you uss an BB sut (N0 100 iranng pupases? o o o o o
350 Dl o Liss & rasperaier (ol Dof WPRoie P s [+ o L+ [+ [+
2.7 Déd you cear ( search elidings? (o] (o] [+ o] o
2.3 [ you clear | search caves? [+ [+ L&) L] D
2.35 i vou come under small arms oF and-pieept i T 4] ] 2 ] 2
2.36 Did vou come urder quided or diracisd monar ) adiisny lre

or mizsile pinck? [+ [+ [+ [+ [+
2,37 Dl youl anparienca in-dinecl S deg. recked aeeky? (o] (o] L#] o] =]
2.0 Did vou sarioushy fasr you would sncountsr an IEDT o L&) L&) L+ &}
2.38 Did you ssperience an 1ED ¢ EQO Fal detonatesi? L8] L] L L L
24N Did you ssperience a sukcide bombing? [ i [#] i L&)
2 41 Diel you anparienos @ landmine sriks? 4] 4] ¥ L#] ¥
242 Did you ancounier small s ies from an unkngee enamy

it il [y, Snipsar, crelias milh waspen [T 2 2 2 2 2
247 i you dischams your wespon in diees] combal 7 i (] L] L] 0

. P 34 ol 48 .
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[y

Dhgring yorar Las? deploymend o the MEAD, howm ofisn, 7

-1 ¥
HEVER | ORCE ™eEs | TMMES 104

Fd Cid wou maperence A hresisning siuation whens yoe mene. o o o o o

it bl 1 e ord i Lo i fubis ol @i gainens
245 Dl youi go on oombal patrsh oF imisdinm T o (a3 [+ o [
246 Dol youl pinSoissts i SLSDOM CoTeingd {ing. re-aisaly, VP o o o o o

emcol?
ZATW 3 ConCaimd @bl wall of slhars Jinchidi

alies] harving an unaihoeed Saehinga of & wiapen? o ¢ | @ | e | o
FAA Wiarh pe in diger of Bsing klad?

0. combal, moior vebicls pocident |RWAD, mesauk hosiage O Ch (5] (s a

AL s
ZA% W pou b daeger of B g injured T

p.. combal, MYA. assaull. hostage siuadon o & o o o
.50 Did yeu bl S bodie?

0. combal, ceiian coasabiae o 2 = o =
251 Oid youy e dead bidies?

s eombat, Sralon Cor ualtes o & o o o
.53 Déel youi haar of 4 chesa bned o cosworkar who hied bian

i o kiled? o ] L#] o o

). oomizal, MVA, Ssasler slualion

F51 Wiaing pol prasant mFn o 2 eea ond o coworkar was
nured or kilsd? o s} o 0 (5.
. caimnibal, MV, disasied sl

254 D you Tear Taal yeu had Dian axpesad b @ conlagiou
disaass, lowic agsn or nuny? o Cr L8 Q Cr
a5 rassatlvly, HIV, chamcal warking

2 85 Wens vy wiinees bo human degradabion and misery on s

larga scala’ o o k= = O
n.q huges camps, siarsation
256 Did woup hear of o kowved one wita Bad besan injuesd o killess? O (] L] Q (4]
257 Wiana o prasant s o o one win inguned of Kikd? o > =] o %]

58 Do v bedierss wour action oF racion resuked i mmeors
5 of i @ rasull of rukes of angeeginsnt of LW o =) o a &)

resiricione not allysing you 1o acl
212 Doy bedbirae your actions o iraction ressaliad in someans
b vt il et o o o o o

. i conlal OF il B sl of rubed of it of LN
s iricione not allosing v Io acl
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[t

Sectlon Two: Chemical and Environmental Exposures

2 60 During yoir Lasi deployment W the MEAG for Bow long wers yo maleide yoorbass n O ksl ol all
o Pl s’
O Ll I o wemis
O Lk 10 o it

O i i @ malh

281 Ara thara ey eddilonl aeperioscss you wiukd B sl s abeut? Plase csmmnt

. Fage 36 ol 48 .
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section Thre

our Work on Deployment

1 i wou fessl that the wark asked of you in thesims genamly malkchad your rade asperences and shibby?
0 Yas

0 Mo, work wae generally shose my rades esparencs and abiiy
Q) Mo, work wae generally beneafs my irade sxpsrience and abdiby

1.2 Thinking of gne very dificul scpariencs an this deploymenl. do you l'eel that

g} Your ool dd shal was e pached ol ST DYes O Mo

b} i il whil was e pacted of wouT Oves ONo

Tra fcliowie) slalemants ralals o the squipmen] wu wees proeides] wils shils on ywour lasl deglovmenl 5o s MEAD
Prhaicai irddicala Ui degies 10 which o sitied dgies of Siegnae with aesh b leamesl.

Lumunl
STRONALY |SOMEWHAT AGREE STAONGLY
MISAGREE | HSAGREER WA ELREEE AGREE
DIEAGAEE

33 | anpaiieraad pen of Ripny (Mo usrng te

squipment prosided o me o o o o o
54 | feil thavt | head adequmie pracical ssperence

i iy g 0 ik o Cr o
5 1 hesd pll e suppies and squipmen nesded

#3-gal my job dore o o o (o] o
A0 Plzass ghes sxpmples:

Page 37 ol 40 .
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Saction Thres: Your Work on Deployment

benedied the el communty.

1.7 The Inikzeing quastizng sk shmd wour sok Surng wor iasl declovmenl 10 e MEAD, Pisass snewes Faw ohan
ol pate el Pesa dutes Surng o Saploemest, and i you did pailoem the doly, whther pou think B

IF GLLASIGHGLLY
CiR FRECIUENTLY,
HEVER DLOAS- FRAEZ- 0o Yol THNK
IOMALLLY | WEMTLY |THIS BEMEFITED
THE LsCAL
COMMUNITYY
YES MO
a) Wark with the Mational Palios | Ay {e.g. poirels)? () 0 %] ) ()
b.'m:!;hlhﬁ buiding of imfrastnichrs s q. wels | o o o o o
4 Taks partin Heards and Minds campaigrs. a.q.
wikana el wilh U cofmimiusiy? 2 o o 2 2
) Wil with DFAT™ { WGOC® or Akl erganisaions"™ 1
it Thes locale? Cr 0 L] L Ch

' DFAT = Deparimani of Forsign Affains and Tradse
= PG = P Csd ne n Cgiar a on
™ Akl Dmanisation = s.g. Red Cross

1B Fow rrasch dio oy agres or disagras with the follzaing stalemenis?

Pliapss shade ONE croe lor sach sistemant under the anewer tral bes) describes how you tell during vour degkoyment

o B MEAD
NEITHER
ETAOMGLY AGADE ESTAOAGEL
acaps | "FFEE | Twop | DRAGREE |G aGREE
NEBAGREE
a) | Tl 2 mareme of commadsship (or cdoseness)
Dbty Sl G Gl paopdi e i Uil o 2 2 o o
b} Thears was somaons | cowd go b in my Unk £ 1
hid & parsnial otk o o C c <
o] My Sugafion wis mlrestod s el | dd o
thaught 0 o] (=] 0 0
o | 1 Pl swall v il il wics goineg o i a o o o a
my Uni
) | e o o e cslaon with ol Ausinaian
forces ¢ Austraian WG, from my Linit o o o] (5] o]
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aectlon Four: Your Health on Deploymeant

4.1 Horw iy isias die you aband sick pasadis during your LAST deglsyment i B MEADT

8

¥ you & sHiend sick parads: What s the mason 7 (pleass shade ol that apply)

IHJ“ EI-FI

e No DAYE oUT

OF AOLE

i igiify o & sl walibch @os il [} [} | | |
bl injery pusiained n combat (] (] | | |
2 Wi g bkl i i | i pory sastamiead in esun ok ol (el Gomial fedatad) [} =} | | | |
) Museuoska kel injury suslsined dusing lraining o o D]j
=) Masculosisistal injury sustaines during recrastion o spor 0o o D]]
11 Maad injury | corcussion s} [} [[D

H

HYES. how long wees you unconsscipe T

) Heal sieess / axhaustion | detrydration

:

- T I | ||h.vI.II5. I ||'|l|!.l|ﬂ
L)
O

] Efacis ol cokd or Sxpasurs

Q

) Pespienin ry iiness. [e.g. cold ( fu]

Q

JH-H E

IF WEE, oid you heres o fever Y

1 Daivlal problims

| Skir raikhiic ¢ Feladons

C= I LS e B
ol o | oo

I} Dbz aeedled vaiabing

o

o

mj OfFar, pleass specity

HENEEREENEENENRERENEEEER

—
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Dearh

ton Fowr: Youwr Health on Deployment

I e s chiaethemaia OF wiok g Shuiicy) pour ksl daploprant 15 e MESG:

4.2 Dad tha symploing of darhoas asdsn
wom iting prevent you fom cameng ot 0 fas Crhe OBl Sephcasle, | did nol Bae dianioss o vomiiing
Ll L
4.7 D4 you nessd intravenous Suds |a drig) as
& nasul of disehoan andios wemdings Qves Crrp O NolSpphcatie, | did nol haee damhoea or vomiiing

“mmmm Oves Crho 0 Mol Appicasle, | did nol Favn diahosa or vamiting

I ragand b your shisap aed rasl whilbe on your sl degleytoin o die MESND

A5 Mow wedl did you sleep? O Werypoorty ' Pooely O Meither good rorpoody O Good O ey good
4 A Hom saliifed i yol il yoor sesp T
O ey diszateded O Dissabefied O Neifer soislied nor dissaielied O Salefied O ey salistied
4.7 Dl you hawa sificullias wilh sesping?
Crsaialad QA Rde O & modsrste smoeni O Verymuch O & sxiesms ameant

4.0 Horw meech did any desp problemes worrny you'?
Obnlalal O&lk O8&smofaios anoar O Vany idch 0 B @olfiima aimsint

A8 Did you Iake amy mesdcation io helg you seap? O O Yo, oo of it O Y, regulany

410 Durng your Lt degloyment o the MEAG, om e gveesge derg, how many 2050 - 375ml beverages conlaining
calfeine did you drick (such o catlenes conlaining sneegy drinks. colfes, fea. coca-colal?

 Wans 212 par day Q3-8 por day 2 6110 pear day 211 o maon per doy
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[

section Four: Your Health on Deployment

.11 During your las! degdeament o fra MEAS, did ywou fake any of [he llowing supplemams T

a) Body building supplemanis (such as smino ackds seighi gain prodecis. creaiine, sic )
O Haver O Lessitanonce a month O Monily O Waskly O Dusily or almosi daily

HEENEEEEEEERENERNNNNNEENEENY

H YES. wral was fra rama (ganenc or brand name] of the sepplement Fal wou pssd?

= Ermipy sopplariasils et b anergy dembs plls, oF ansngy e hanoieg o)
O Maver O Lese than once g manth O Monisly O Waeskly O Dy or almos] daiky

H YES, sl wich P raaresa {gananie of Erand nami) of i sepplem el Bl yeu usad?

HIISEEEEEEENEEEEEENEEEEEEEE

o} Wiight loss mupplemants
2 Maver O Lese than once g manth O Monfsly O Waeakly O Dol or almos] daily

H YES. whal wos fra rame {ganenc or brand name| of the sepplement Fai wou ussd?

412 Hirsd yioa haad & pressons oF Cuimant mollaey Spory oo i alisn gaiknn aisang Mo your [t Oes O He
deplgsmeni o the MEAD?Y

HYES: Wi i b
O Hianarig hics, phisisi sessibe

iNENERERNNERERENEEREEEEEREEN
ITHEIEFEF"IJJIHHIIIIIIIHHII

INEEEENEEEEEEENEEEERENREEEE

[ S u
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Section Four: Your Health on Deployment

4,13 Doz wira pliary OF il e o rolay i Ly S s ol alion S imian . e
aising o wolr sl daplorgirant 1o i MEAS in @ fulora? Qe Crble CriDon' ke | Usdicidad

B YES: Whal i thie foe'?

 NEENEEEREEEREREEERERERRRERE
 INEEEEEEEEENANEREENEEENEEEN
 INEEEEEEEEENAEEEEEEENEEEEEN
 NENREEEEEERRNERRRRRNEREREN

Cr Difrar reaman,

SEEEENEEEEEENEEEREEEREEEEEE

414 Congsined 1o vour haallh BEFORE s licil degdsyrnenl i e MEAD, howw waoild e nile pod Feaed I 5 ganenal
RN

O Wuch Batar now D Somaswhal batsr now D ABoul 1he Sadia D Someaiel voise fod O Much worsa saw

4,15 Tor whal sstan de you agras with e fallwing stalemet?
Thea hhai g it sty haslth i6 bavairse of sy kst daplogssant 1o th MEAD,
) Etrengly fgran O Agran O Meithar Agees nor Disagees O Mol apgicabls O Disegres O Skongly Disagraa

. Page az ol 40 .
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5.1 Dy yaodi licl depksyrnal B P MEAD did poii Beiva iy imis)of gaisenad problems o homa? [u.g Bnancal
probieme, tsmily probieme, sic]. Pisass shade OME o ole lor each statemant

AOREE DiSAGREE .I.PH."H'T‘.I

o}l raceied snough perecnal support fom my famiky o =] (w]
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APPENDIX 6: PARTICIPANT LIAISON PROTOCOL

Appendix 6A: Protocol for Answering Participants™ Telephone Enquiries

Answering telephone enquiries:

Answer telephone “Good <<morning/afternoon>> Military Health Outcomes
Program. <<Name>> speaking, how can I help you?”
Identify the caller byfull name
Identify which study they are involved in (they should be able to identify this from the
title on each webpage or the front page of hardcopy questionnaire).
o If they dont know which study they are involved in, look up their name
and/or their PMKeyS number on DMAC Management Information System
(MIS)
Address enquiry as required (see Section 3 below)
If the enquiry cannot be addressed immediately refer the call to the Study Manager
concerned.
Ask them if this has addressed their needs.
Thank them for their enquiry
Record details on the Message Form
File hardcopy of the Message Form in appropriate participant files

Replying to emails:

Identify who the email is from

Identify which study they are involved in. If they haven‘t identified this, look up their
name and/or their PMKeys number on the MIS.

Address enquiry as required (see Section 3 below) on an email Reply

If the enquiry cannot be addressed immediately forward the email to the Study
Manager concerned.

Record details of the enquiry on the Message Form

Print out the original email and the reply email.

Staple printout to the back of the Message Form

File hardcopy of the Message Form with attachments in appropriate participant files

Types of enquiries:

Technical problems with the web-based questionnaire
Lost username / password

Questions about how to answer the specific items on the survey
Want to know more about the study

Want to register a complaint

Want to register their participation

Want to register their refusal to participate

Want to request another hardcopy questionnaire
Want to update their own contact details

Want to reschedule their physical testing test

Want to reschedule their neurocognitive test

© O O O OO O O OO0 0 O
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Want to know where and/or when their physical test is

Want to know where and/or when their neurocognitive test is
Want access to own personal data

Third party wants access to participants data

0 O O O

Technical problem with web based questionnaire:

1.

Nk

Ask for participant™s contact details — best phone contact and also an email address
just in case can‘t contact

Ask for a short summary of the technical problem i.e. can‘t open web page etc.
Make note of technical problem on Message Form

If possible, provide participant with an answer

If unable to solve problem:

a) For Health Wellbeing Survey forward an email immediately providing details
of enquiry to Belinda Mitchell (bel.mitchell@defence.gov.au) or call Belinda
Mitchell (ph: 02 6127 2158), provide details of enquiry, obtain solution to
problem, and contact participant with the solution

b) For Prospective Study email immediately, providing details of enquiry, to
dmac.support@adelaide.edu.au or if very urgent, transfer participant™s phone
call to Andrew Holton (08 8303 4890)

If an email is sent notify caller that they will receive a response to their query within
<<48 hours>>

Lost username or password:

1.

3.

e

7.

Ask participant for details of lost username or password
Make note of the technical problem on the Message Form
For security purposes, ask participant for 3 pieces of identifying information:
a) Full name
b) Date of birth
c) PMKeyS number
Look up the participant on the DMAC MIS by inputting their name and/or PMKeyS
number
Cross check that the details they have provided are correct
If the participant™s details are correct, look up their username and/or password on the
DMAC MIS
Provide participant with their username and/or password

Questions about how to answer the specific items on the survey:

MRS

—

Identify Item number/s where there is a query.

Look up the question on the questionnaire

Answer query if possible

If can not answer the query:

Ask for contact details — best phone contact and also an email address just in case cant
contact

Make note of item query on the Message Form

Provide details to the appropriate party:
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a. If Health Wellbeing Survey forward call to Miranda Van Hooff or if not
available forward an email immediately to miranda.vanhooff(@adelaide.edu.au
b. If Prospective Study forward call to Christopher Barton or Carol Davy or if
not available forward an email immediately to either
carol.davy@adelaide.edu.au or christopher.barton@adelaide.edu.au
8. If the query is forwarded by email, notify the caller that it will be answered within 48
hours

Want to know more about the study:

Identify specific information that is required.
Provide information if possible by referring to FAQ"s
If can not provide the information:
Ask for contact details (best phone number to contact and an email address just in
case they can‘t be contacted by phone)
Record details of query on the Message Form
6. Provide details to the appropriate party:
a. If Health Wellbeing Survey forward call to Miranda Van Hooff or if not
available forward an email immediately to miranda.vanhooff(@adelaide.edu.au
b. If Prospective Study forward call to Christopher Barton or Carol Davy or if
not available forward an email immediately to either
carol.davy(@adelaide.edu.au or christopher.barton@adelaide.edu.au
7. If request is forwarded by email, notify the caller that will be answered within 48
hours

=

W

Want to register a complaint:

1. Obtain a short summary of the complaint and record on the Message Form
2. Ifnot able to deal with it to the satisfaction of the caller or the participant liaison
officer then provide details to the appropriate party:
a. If Health Wellbeing Survey forward call to Miranda Van Hooff or if not
available forward an email immediately to miranda.vanhooff(@adelaide.edu.au
b. If Prospective Study forward call to Christopher Barton or Carol Davy or if
not available forward an email immediately to either
carol.davy(@adelaide.edu.au or christopher.barton@adelaide.edu.au
3. Ifrequest is forwarded by email, notify the caller that will be answered within 48
hours
4. Note action taken to follow-up complaint on Message Form, photocopy and put copy
in the Complaints Log

Want to register their participation:

1. Explain to them that they are registered.
2. Establish where they are in the recruitment process (ie which letter they have
received)
Explain the rest of the process to them
4. Establish whether they are happy to do the questionnaire hardcopy or web based:
a. If the participant wishes to do it via the web, then confirm their email address
b. If the participant wishes to fill out the hardcopy questionnaire, then confirm
their postal address
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Want to register their refusal to participate:

1. Establish reason for refusal

2. Attempt to overcome any barriers they have to participation by referring to the
Barriers to Participation document.

3. If barriers cannot be overcome, suggest that they may want to leave out areas which
they don‘t feel comfortable with.

4. 1If they still wish to withdraw, verify identity by either PMKeys or Study ID number.

5. Ifin the prospective study explain that they are able to withdraw from the pre
deployment but still participate in the post deployment component.

6. If they do not want to participate in any MilHOP Study, record this on the Do Not
Contact List located on the CMVH Share Drive
S:\HealthSciences\SPHCP\CMVH\Projects\ MILHOP PROGRAM\Do Not Contact
List .

7. Register refusal on MIS

8. If a consent form has already been completed and they wish to change the consent
provided then complete a Revocation of Consent Form

9. Place one copy in hardcopy participant file

10. Send one copy to the participant

Want to request another hardcopy questionnaire:

Ask for Study ID or PMKeys

Verify address

Inform them that hardcopy questionnaire will be sent to them within the week
Inform data manager to develop questionnaire with study ID on it and post out

b

Want to update contact details:

1. Ask for Study ID or PMKeys
2. Ask for new contact details
3. Update DMAC system

Want to reschedule their physical testing test:

Ask for Study ID or PMKeyS

Ask for reason for requested change

Check availability of other times/dates

If another time slot is available book in

Change sms reminder for saliva to new date if appropriate

Nk W=

Want to reschedule their physical testing test during Special Forces test period (after

July 2010):

1. Ask for Study ID or PMKeyS
2. Forward call SOC Administration Officer
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Want to reschedule their neurocognitive test:

MRS

Ask for Study ID or PMKeyS

Ask for reason for requested change

Check availability of other times/dates

If another time slot is available book in

Change sms reminder for saliva to new date if appropriate

Want to reschedule their neurocognitive testing during Special Forces test period (after

July 2010):

1.
2.

Ask for Study ID or PMKeyS
Forward call SOC Administration Officer

Want to know where and/or when their physical test is:

b=

Ask for study ID or PMKeyS

Check PT schedule

Advise participant

Check participant is available on day

Want to know where and/or when their neurocognitive test is:

b

Ask for study ID or PMKeyS

Check neurocognitive schedule
Advise participant

Check participant is available on day

Want access to own personal data:

1.

Ask for study ID or PMKeys

2. Verify identity

[99)

a. Date of Birth
b. Check PMKeyS matches with name
Identify what information they want
Explain that it will need to be passed on to a senior member of staff and will take up
to 1 week
Provide details of request in an email immediately to Alexander McFarlane
alexander.mcfarlane@adelaide.edu.au to decide what action should be taken.
CC: details to the appropriate party:
a. If Health Wellbeing Survey forward call to Miranda Van Hooff or if not
available forward an email immediately to miranda.vanhooff(@adelaide.edu.au
b. If Prospective Study forward call to Christopher Barton or Carol Davy or if
not available forward an email immediately to either
carol.davy(@adelaide.edu.au or christopher.barton@adelaide.edu.au
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Want access to third party personal data:

1. Advise that not able to provide that information to any third party
2. If they require further information than immediately Provide details to the appropriate
party:
a. If Health Wellbeing Survey forward call to Miranda Van Hooff or if not
available forward an email immediately to miranda.vanhooftf(@adelaide.edu.au
b. If Prospective Study forward call to Christopher Barton or Carol Davy or if
not available forward an email immediately to either
carol.davy(@adelaide.edu.au or christopher.barton@adelaide.edu.au

Appendices

FAQs

Message Form

Process for transferring 1800 number calls Frequently Asked Questions
Barriers to Participation

Revocation of Consent Form

List of study IDs

Copy of all questionnaires
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Appendix 6B: Frequently Asked Questions

Prospective Study

1.0 ABOUT MilHOP

1.1 WHAT IS MilHOP?

The Military Health Outcomes Program (MilHOP) is a comprehensive large-scale program
aimed at assessing the physical and mental health status of currently serving and ex-serving
ADF personnel. This program has been set up in response to a Government decision in 1999
to conduct health reviews on future overseas deployments, and builds on recent CMVH
health studies that explored deployments to the Near North Area of Influence.

There are three different studies being rolled out in 2010/11 under the MilHOP banner:
(i.) The Middle East Area of Operations (MEAQ) Prospective Health Study

The aim of this study is to understand the changes that occur to health and wellbeing
during your deployment to the MEAO. As such, we will complete an assessment
before you deploy and then again when you return from the deployment.

(ii.) The Middle East Area of Operations (MEAQ) Health Study
The aim of this study is to better understand the long term health of ADF personnel
who have already deployed to the Middle East Area of Operations between 2002 and
2009.

(111.) The Health and Wellbeing Survey

The aim of this survey is to better understand the health and wellbeing of Australian
Defense Force Members. It*s part of the Federal Government®s commitment to
conduct health reviews of military personnel.

1.2 WHO IS CONDUCTING THESE STUDIES?

These studies are being conducted by the Centre for Military and Veterans™ Health at the
University of Adelaide and the University of Queensland. We*ve been contracted by the
Australian Defence Force (ADF) Joint Health Command to conduct the MilHOP studies,
with the support of the Chief of the Defence Force and the Repatriation Commissioner.

1.3 WHO IS RESPONSIBLE FOR THIS STUDY WITHIN DEFENCE?

The ultimate responsibility for this study lies with the Head of Joint Health Command,
Major-General Paul Alexander. Within Defence Health Services we report the study
outcomes to our Program Management Board, which is chaired by Brigadier Steve Rudzki,
the Director General Strategic Health Coordination, Joint Health Command. The Service
Chiefs and Ministers for Defence and Veterans™ Affairs will also be briefed on the study
outcomes.
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2.0 PRIVACY/CONSENT

2.1 WHAT WILL HAPPEN TO THE INFORMATION I GIVE?

The information from all participants combined will be summarised in a report to Defence
and in articles in the scientific literature. These will include summary information only and
neither you nor anyone else will be individually identifiable.

2.2 HOW WILL MY PRIVACY BE ASSURED?

Everything you tell us is completely confidential and won‘t be passed to any other person or
organisation, including the Departments of Defence or Veterans™ Affairs. Answers from your
questionnaire and data from your Defence health records (or any other health assessments)
will be identified by a unique study number and treated anonymously, so that your name will
never be associated with any of the information collected by us. Any reports or published
articles  resulting from the study will also preserve your anonymity.

Any personal data collected will be used only for the deployment health studies conducted by
the Centre for Military and Veterans™ Health, unless you give your express permission for it
to be used in other research. Data are accessed only by authorised personnel and are be
stored on password-protected computers and in secure storage facilities at the Universities of
Queensland and Adelaide

2.3 HOW DID THE STUDY INVESTIGATORS GET MY NAME?

Your contact details, including PMKeyS, and Unit contact information have been provided to
CMVH by the Department of Defence for the purposes of conducting the Prospective Study.

Defence has contracted CMVH to conduct this study because they specifically want to
improve the health services in the ADF. CMVH was chosen because we have extensive
experience in identifying and seeking solutions to military and veterans® health issues.

In addition, as CMVH is not part of Defence you will be able to provide your personal
opinions freely and anonymously. All of information collected as part of this study will be
treated confidentially. No identified data will be passed to the Department of Defence. Any
reports or published articles resulting from the study will not include any personally
identifying information and will preserve your anonymity. Data are able to be accessed only
by authorised personnel and will be stored on password-protected computers and in secure
storage facilities. All personnel working on the study will have restricted security clearances.

You also need to remember your participation is completely voluntary and the Department of
Defence will not be told about whether or not you agree to take part in this study. Your
details will not be forwarded to any other individual or agency and will not be used for any
purpose without your specific agreement, as indicated by signing the Consent Form that is
supplied with your questionnaire.
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2.4 WHY DO YOU WANT MY CONTACT DETAILS?

We need your contact details so we can send you the questionnaire and contact you for
further follow-up. Because Defence personnel move around a lot we also ask for the names
of up to two relatives or friends who may be able to tell us where you are. These individuals
will only be contacted if we cannot contact you at the address you have given us. To ensure
confidentiality of your information, contact information will be stored separately from the
rest of your information. Your questionnaire will be identified not by name but by a unique
study number only, which will be linked by a code stored securely and separately from your
study information.

2.5 WHY DO YOU WANT PERMISSION TO CONTACT MY SPOUSE/PARTNER?

The Centre for Military and Veterans Health is concerned with all aspects of health and
wellbeing that could be affected by ADF personnel deployments. This would include how
deployments may also affect loved ones involved, so future research could look at these
areas. However, your consent to this action would provide us only with permission to contact
your spouse to invite him or her to take part in any such research. It does not mean that she or
he has to participate.

3.0 STUDY PARTICIPATION

3.1 WHY HAVE I BEEN INCLUDED IN THIS STUDY?
Questionnaire

You have been invited to complete the self administered questionnaire component of the
Middle East Area Of Operations (MEAQ) Prospective Study as you have been identified by
Defence as deploying to the MEAO after the 1% June 2010, and will return from deployment
before the end of November 2011.

Physical Testing

You may also have been invited to complete a physical test comprising of measurement of
height, weight and waist to hip ratio; lung function test; step test; a photograph of hands, feet,
back and non identifiable sections of the face; and provide a blood and saliva sample to
assess a range of biochemical, cellular and immunological factors that may contribute to
health states. The physical tests will take approximately one hour to complete.

Neurocognitive Assessment

Some ADF members are also invited to undertake a test of neurocognitive assessment. This
test will measure resting electrical activity, emotion recognition, response inhibition, target
detection and your reaction to a loud sound.The neurocognitive testing component will also
take approximately one hour to complete.
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3.2 DO I HAVE TO TAKE PART IN THE STUDY?

Your participation in the Study is entirely voluntary. There is no obligation to take part in
the study and you can withdraw from the study at any time by contacting the Study Team on
1800 886 567 or emailing milhop@cmvh.org.au.

Information about whether you have participated or not will not be passed on to the
Departments of Defence or Veterans™ Affairs. Nor will your decision to take part impact in
any way on your career, pension, future health care or any current or future claim for
compensation.

3.3 WHY SHOULD I PARTICIPATE IN THE STUDY?

The results of this study may assist you and other current or former Service personnel in
gaining recognition for Service-related ill-health. It may also assist the ADF in developing
the most appropriate supportive and protective measures against future health threats.

3.4 IS THE STUDY ONLY FOR CURRENT SERVING MEMBERS OF DEFENCE?
The MEAO Prospective Study involves only currently serving ADF members.

3.5 WILL I BE DISADVANTAGED IF I DON’T PARTICIPATE?

Your decision to take part will not impact in any way on your career, pension, future health
care or any current or future claim for compensation. If you are interested in the results of the
study, you will be welcome to review summaries of findings which will be published on the
MilHOP website in due course.

3.6 WHO IS RESPONSIBLE FOR THIS STUDY WITHIN DEFENCE?

The ultimate responsibility for this study lies with the Head of Joint Health Command,
Major-General Paul Alexander. Within Defence Health Services we report the study
outcomes to our Program Management Board, which is chaired by Brigadier Steve Rudzki,
the Director General Strategic Health Coordination, Joint Health Command. The Service
Chiefs and Ministers for Defence and Veterans™ Affairs will also be briefed on the study
outcomes.

3.7 WHAT COMMAND APPROVALS HAVE BEEN OBTAINED?

The MEAO Prospective Study has been endorsed by Chief of the Defence Force, Air Chief
Marshal Angus Houston, AC, AFC, and the Vice Chief of the Defence Lieutenant General
David Jurley, AO, DSC.

3.8 1 COMPLETED A CMVH DEPLOYMENT SURVEY ON SOLOMON ISLANDS,
BOUGAINVILLE / EAST TIMOR - DO I HAVE TO DO IT AGAIN?

We really appreciate the participation of those who have already taken part in the Near North
Area of Influence studies. However, the MEAO Prospective and Health Studies will be
gathering information specific to the MEAO deployments. We would also like to take the
opportunity to gather current information from you as your health and other circumstances
may have changed over time.
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3.9 CAN I VOLUNTEER FOR THE STUDY?

All participation in the study is voluntary. If you haven‘t received an invitation and would
like to participate please ring 1800 886 567 or email or milhop@cmvh.org.au.

3.10 WHY HAVEN’T I RECEIVED AN INVITATION?

If you are currently a Regular member of the ADF and you are about to deploy to the
MEAO you should receive an invitation for the MEAO Prospective Study approximately
three months prior to your deployment. If you are deploying within the next three months
and haven‘t received an invitation, please contact 1800 232 904 or email
cmvh@adelaide.edu.au.

3.11 WHAT WILL THE STUDY INVOLVE?

You will be asked to complete a questionnaire three months before you deploy and four
months after you return regarding:

e Your previous deployments
e Your health now
e Your deployment experiences

You will be provided with the option of completing the questionnaire in an online format or
on paper. If you have difficulty with either of these methods we can collect the data by a
telephone interview. Filling out the questionnaire should take between 30 and 60 minutes,
however, the time will depend on individual responses.

A number of people (~750) will also be asked to undergo the following physical health
assessments:

Measurement of height, weight and waist to hip ratio;

Lung function test;

Step test to assess aerobic capacity;

A dermatological assessment which involves photographing hands, feet, back and non
identifiable sections of the face; and

e Blood and saliva sample to assess a range of biochemical, cellular and immunological
factors that may contribute to health states.

The physical tests will take approximately one hour to complete.

A number of people (~n = 400) will also be asked to undertake a neurocognitive assessment.
This test will measure:

resting electrical activity;
emotion recognition;
response inhibition;
target detection; and
reaction to a loud sound.

The neurocognitive testing component will also take approximately one hour to complete.

With your consent, data from routine Defence health assessments including RtAPS and POPS
may also be linked to the data we have directly collected from you during the study.
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All aspects of the study are voluntary and you can choose which aspects of the study you do
or do not wish to participate in when completing the Study Consent Form. The ADF Chief of
Defence has given permission for you to complete any component of this study during work
time.

3.12 DOES MY COMMANDING OFFICER KNOW ABOUT THIS STUDY?

Your CO should have been informed that the study is taking place. If you are currently
serving in the Defence Force you can complete the questionnaire in work time. This study
has the support of the Chief of the Defence Force and the Repatriation Commissioner.

3.13 CANI DEFER MY PARTICIPATION?

If you are unable to take part at present, but would like the opportunity to consider
participating at a later date, please contact the MilHOP team on 1800 886 567 or by email
milhop@cmvh.org.au and tell us your Study ID number and the date when you“ll be
available, and we will arrange to contact you again then. We will suppress any study
reminders which you would have received in the meantime.

3.14 WILL MY ANSWERS AFFECT MY DEPLOYMENT ELIGIBILITY?

No. Individual information collected as part of this study will not be passed on to the
Department of Defence.

3.15 WHAT WILL HAPPEN TO THE INFORMATION THAT I GIVE?

Y our responses to the questionnaire, information from your Defence health records and data
from any physical health assessments conducted by CMVH (if applicable) will be collated
and analysed to determine whether the health of Service personnel differs in relation to their
deployments and the nature of those deployments.

3.16 WILL I BE ABLE TO GET A COPY OF THE RESULTS OF THE STUDY?

The MEAO Prospective Study involves collection of your answers to a questionnaire. You
may find it helpful to make a copy of your questionnaire before you return it, if you would
like to keep your answers for future reference. Otherwise, you can request a copy of your
answers from the Study Team.

Both summary and final reports of aggregated data will be available on the Defence, DVA
and Centre for Military and Veterans™ Health (www.cmvh.org.au) websites.

If you would like to receive individual feedback on the information you have provided as part
of this study, please phone 1800 232 904 or email cmvh@adelaide.edu.au.

4.0 COMPLETING THE QUESTIONNAIRE

4.1 DO I HAVE TO ANSWER EVERY QUESTION?

It*s fine to omit any question that you would prefer not to answer; just leave it blank and
move on to the next one. Also, note that not every question will be applicable to you.
Therefore, the questionnaire may appear longer or bigger than what you will end up
completing.
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4.2 WHY ARE THE QUESTIONS REPETITIVE?

The questions we are using come from standardised questionnaires which have been used in
other similar studies. They have therefore been tested to ensure that they capture the
information we need. Using them also allows us to compare our results with previous studies.

4.3 WHY DOES THE QUESTIONNAIRE SEEM SO LONG?

The questionnaire is divided into different parts, or booklets to help simplify the types of
questions that you are asked to complete. Keep in mind that not every question will be
applicable to you and there will be questions or even entire sections that you will therefore be
asked to skip.

Also, you are able to save your progress in the web based questionnaire at any point so that
you may continue the rest of the questionnaire at a later time. There is no limit on how many
times you save your progress, so you can complete the questionnaire at your leisure.

4.4 WHAT HAPPENS IF I CAN’T PARTICIPATE IN THE PRE-DEPLOYMENT
COMPONENT?

If you are unable to take part before you deploy, but would like the opportunity to consider
participating post deployment, please contact the MilHOP team on 1800 232 904 or by email
cmvh(@adelaide.edu.au and tell us your Study ID number, and we will arrange to contact you
once you return from deployment. We will also suppress any study reminders which you
would have received in the meantime.

4.5 THE QUESTIONS ARE DISTRESSING.

If you find any of the questions distressing and would like to seek help, there is a list of
support organisations included in the information sheet. If you prefer, you can also complete
the questionnaire by a telephone interview. It is also fine to omit any particular question
which you would prefer not to answer

4.6 1l HAVE HAD / MY PARTNER HAS HAD MORE THAN FOUR PREGNANCIES
— HOW DO I COMPLETE SECTION SEVEN ‘YOUR REPRODUCTIVE HISTORY’
IN THE HARD COPY VERSION OF THE QUESTIONNAIRE?

Please call the MilHOP team on 1800 232 904 and a team member will take down the details
of these pregnancies over the phone.

4.7 WHY DOESN’T THE ONLINE QUESTIONNAIRE DISPLAY / OPERATE
PROPERLY?

Our online survey has been tested using most common browser programs. However,
depending on your particular settings in your own browser software, it may not always
display or operate as intended. If you experience this problem, please contact the Study
Team on 1800 232 904 or cmvh@adelaide.edu.au and we can send you a hard copy of the
questionnaire or arrange to collect your data by a telephone interview. Alternatively, if you
change your browser settings or have access to another computer, you could try again.
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4.8 WHY AM I NOT RECEIVING EMAILS THAT I SHOULD BE GETTING?

Emails (e.g., invitation emails, reminder emails, and emails to resume online questionnaire
completion) are sent out using online survey software. Depending on the settings you have
for your own email program, study emails may be diverted to the junk email folder. Make
sure to check your junk mail in case this has happened. Sometimes these emails may be

undeliverable if your mail server was down at the time the email was sent or if your mailbox
is full.

Alternatively we may have an outdated or incorrect email address for you. Please contact us
on 1800 232 904 or by email at cmvh@adelaide.edu.au if you think this may be the case and
provide a team member with your current email address.

4.9 1 HAVE LOST MY PASSWORD OR WEBLINK.

If you have lost your password or web-link, please ring the MILHOP free-call number on
1800 232 904 and you will be referred to a database specialist who will be able to assist you
with your problem. Alternatively, send an email with your query to cmvh@adelaide.edu.au
and you will be contacted via email/telephone with a solution to your problem.

4.10 WHERE CAN I GET MORE INFORMATION ABOUT THE STUDY?

To obtain more information about the Study you can contact the MilHOP Team on the toll
free number: 1800 232 904 or by email at cmvh@adelaide.edu.au.

The contact details of the study investigators are provided on the back panel of the
information sheet and in a separate link on the landing page of the website.If you have any
concerns and wish to speak to someone not directly involved in running the study you can
also contact any of the ethics committees who have given approval for this study, whose
contact details are also listed in the information brochure.
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Appendix 6C: Telephone Message Form
Message Form

Date; { { Time: : am/pm

Taken by: 0 Live call O Phone Message [ Email Message

Caller Identification:

Study ID: o e PMKEYS NO:....ceercercsrsmresmsmss s nesssesensssnasens
NaMe: DOB: ..o e
Study: Health & Wellbeing / Prospective / Census

Reply via: Phone: (......... SO OO OO T VTSPV UO PO OOV POV

EMIL oo ettt R bbbkt n et
Reason for enguiry: & Withdraw from study once started (not data)
U General study enquiry (inc. confidentiality) U Withdrawal from study and of data
U Specific survey item query U Distressed
L Technical problems with onfine survey U Retuming ...cc..covrvveeeneiseres s 's calt/ email
0 Username / password or link lost [ Reschedule interview
O Update contact details O Reschedule physical testing test
O Request hardcopy questionnaire 1] Reschedule neurocognitive test
0 Register a complaint O Want to know where/when their physical test is
O Register participation O Want to know where/when their neurocognitive test is
L Deferral of participation 0 Want access fo own personal data
U Do not contact at home O Third party wants access to participants data
O Refusal to participate L OhBI..cvrsersssssn e e ss s s

[ Query status: O Query dealt with

Additional details of enquiry:

(continue overleaf if required)

Response to enquiry:

(continue overleaf if required)
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Appendix 6D: Barriers to Participation

e Don‘t have time/too busy to do questionnaire

e Don‘t have time/too busy to do physical/neurocognitive testing

e Too many surveys

e Not a good time for them due to too many problems or issues in life

e Want to spend time with family/friends before deployment- not fill in surveys
e Been on other deployments before and have not had negative effects

Don’t have time/too busy to do questionnaire

It is not essential that the questionnaire be filled in all in one sitting. If you are doing the
questionnaire online, make sure that you click the save the button and you will be emailed a
new login in order to return to the questionnaire at a later time.

Don’t have time/too busy to do physical testing/neurocognitive testing

The Chief of Defence has endorsed and your Commanding Officer has allocated a specific
time slot for you to complete these components. Would you like us to ring and verify that this
time is acceptable to your particular work circumstances?

Too many Surveys

Health and Wellbeing Study
This is the first time that the entire ADF is being surveyed (HWB + Census).

This is happening as an outcome of the Dunt review of mental health problems in the ADF
which means that from a government perspective this study is intended to bring about
positive change for ADF personnel.

If you don‘t participate results may not be entirely representative of everyone

Prospective Study

This is the first time that ADF members are being surveyed before and after deployment
which will let us see specific changes that occur during deployment.

The overall results of the study will inform Defence about the effects to the health and
wellbeing of Defence members while on deployment, which will highlight the specific issues

to health and wellbeing that occur as a result of deployment to the Middle East.

Not a good time for them due to too many problems or issues in life?

If you feel it*s too difficult to take part at present, but would like the opportunity to consider
participating at a later date, we can arrange to contact you again when things have settled
down. Would it be alright if I called you in a few months time? We will suppress any study
reminders which you would have received in the meantime.
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Want to spend time with family/friends before deployvment- not fill in surveys

I completely understand and know that this is a busy time for you, but a study such as this
can have important long term benefits for you and your family.

Specific health issues and well being issues will be looked at, including the impact of the
deployment on your family.

You should be able to arrange time during work hours to do the questionnaire.

I’ve been on other deployments before and have not had any negative effects

We want to get a representative sample; if only people with problems filled out the survey
then would we would get a very negative view of deployment and its outcomes.

Your individual point of view won“t be represented if you don‘t participate.

Each deployment is different, and the effect of multiple deployments can also be important.
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Appendix 6E: Revocation of Consent Form
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APPENDIX 7: TELEFORM SCANNING INSTRUCTIONS

PRINTING QUESTIONNAIRES FOR MAIL OUT

L.

Open Teleform Auto Merge Publisher using the shortcut on the desktop or the following link:
Start Menu>Programs>Cardiff Teleform>Teleform Auto Merge Publisher

Once it opens, go to File>Schedule Print.

You are in the form tab. Click in the box next to the word Form. It will bring up a box to open
the questionnaire. Pick the questionnaire you want and press ok.

Change the number of copies you want.

**IMPORTANT** Click the Auto Increment Fill tab. Tick the box that says “Enable
automatic fill”. Fill the ID field from the prepared database.

PRINTING A SINGLE QUESTIONNAIRE

1.

Open Teleform Auto Merge Publisher using the shortcut on the desktop or the following link:
Start Menu>Programs>Cardiff Teleform>Teleform Auto Merge Publisher

Once it opens, go to File>Schedule Print.

You are in the form tab. Click in the box next to the word Form. It will bring up a box to open
the questionnaire. Pick the questionnaire you want and press ok.

**IMPORTANT** Click the Auto Increment Fill tab. Tick the box that says “Enable
automatic fill”. Fill the ID field.

SCANNING A COMPLETED QUESTIONNAIRE

1.

Open Teleform Scan Station, Teleform Reader and Teleform Scan Station in Start
Menu>Programs>Cardiff Teleform

Put booklet/interview in the photocopier feeder (face up). On the photocopier, go to the
“scan” tab, and press online.

On the computer, go to Scan Station. Press the “new batch” button at the top left. If you want
to scan double sided make sure that the process tab>feeder says “front & back”. Press start.

This will scan the document.

A window followed by another window will pop up. Press OK at the first window then
Cancel at the second window. Press Accept.

Remove booklet and press offline on the photocopier.

Go to teleform reader. The text moving at the bottom of the screen is reading the data. That is
all this window does. When the text stays still and says “Idle”, it has finished reading.
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7. Go to teleform verifier. Press the refresh button on the right. The batch that you just scanned
will be added to the bottom of the list. If there are things you need to verify it will tell you.
Click on your batch and press the “process button”. TAB through the fields that need to be
verified, changing them as necessary. Save the changes when prompted.

8. Press refresh again. Your batch should now say ready to be committed. If not, go through
process again. When ready to commit the data, make sure your destination file is NOT open.
Right click on your batch and press commit. Your data will be committed to a CSV file.
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APPENDIX 8: SUICIDAL IDEATION RESPONSE PROTOCOL

MEAO Prospective Study
Suicidal Ideation Response Protocol

The purpose of this Suicidal Ideation Response Protocol is to set out the process for
responding to and offering further support for participants in the MEAO Prospective Study
who respond positively to a suicide ideation question on either the pre deployment or post
deployment questionnaire.

1. Identifying Participant Who May Require Additional Support

e All questionnaire data including the answers to the questions pertaining to suicidal
ideation will be reviewed by the research team on a weekly basis.

e The file of any participant suggesting suicidal ideation will be further reviewed by the
Principal Investigator (a psychiatrist).

e Any participant answering yes to any of the questions pertaining to suicidal ideation
would be provided with additional support as described below.

2. Identifying the Correct Support Process

The MEAO Prospective Study is inviting all ADF members deploying to the Middle East Area
of Operations (MEAO) after June 2010 and returning from deployment by December 2011 to
participate in a MEAO Prospective Study. Pre deployment data (including a questionnaire)
may be collected sometime within the four months prior to deployment, with post deployment
data collected up to four months after returning from the MEAO.

During the pre deployment phase of data collection, a small number of ADF members may
complete the questionnaire just prior to deploying and therefore may have already left
Australia by the time that the questionnaire is posted back to the research team and
reviewed. Therefore, two separate processes have been identified (see Section 3 for those
not deployed and Section 4 below for those already deployed).

3. Supporting Participants Who Have Not as yet Deployed

A research staff member who has completed an Applied Suicide Intervention Skills Training
(ASIST) Course will contact all identified participants who have not as yet deployed (refer
Section 2 above). This staff member will
e make sure they are speaking with the right person,
e introduce themselves and where they are from,
e remind them about the MEAO Prospective Questionnaire and emphasise once again
that no information provided by them has been passed onto Defence,
¢ note the reason for the phone call relates to some of the answers given in the MEAO
Prospective Study questionnaire; and
e ask if they have time to talk and are in a private environment (if not, the staff member
will arrange for the most suitable time to ring back).
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The ASIST protocol suicide intervention program will then be administered. This protocol is
designed to identify someone who may be at risk of suicide; respond in ways that help
increase their immediate safety; understand why suicide thoughts are present and link the
identified participant to further help.

In addition, to offering to follow up the initial phone conversation at a later date, information
pertaining to and encouragement to contact the following support services will be provided:
o ADF ALL HOURS SUPPORT LINE
o LIFELINE
o VETERANS AND VETERANS’ FAMILY COUNSELLING SERVICE
VETERANS’ AFFAIRS NETWORK (VAN)
o DEPARTMENT OF VETERANS’ AFFAIRS
o NATIONAL OFFICE FOR THE MILITARY COMPENSATION AND
REHABILITATION SERVICE

Identified participants will also be invited to participate in a Composite International
Diagnostic Interview (CIDI) (refer to 5 below for information pertaining to the CIDI). Another
time suitable for the participant, will be organised for undertaking the CIDI if required.

4. Supporting Participants Who Have Already Deployed

As discussed in section 2 above, a very small number of identified participants may have
already deployed. Where an identified participant is found to have already deployed, a letter
addressed to the identified participant and marked confidential will be placed within a sealed
envelope and sent to the units psychologist with instructions deliver the letter unopened.
This letter is designed to:
e reassure the participant that their information has not been passed on to Defence
and that the person delivering the letter is unaware of its contents,
e raise the issue/s of concern,
encourage them to seek support; and
e provide information pertaining to the support services available to them including
contacting the person who delivered the letter.

The letter will also include a return slip as well as a reply paid envelope which they will be
asked to return to ensure that the letter has been received. If this reply is not received within
three weeks, a follow up letter will be sent (refer Appendix B).

5. CIDI Interviews

The CIDI, which has already been adopted by both the MEAO Census Study and Health and
Well-being Survey, is recognised internationally as the gold standard for assessing mental
health as well as psychiatric disorders in epidemiological settings. Administered by
telephone, the CIDI will be able to assess disorders including depression, mania, panic
disorder, specific phobia, social phobia, agoraphobia, generalised anxiety disorder, PTSD (in
relation to their worst lifetime event and a random event), obsessive compulsive disorder
and separation anxiety disorder. Clinical calibration studies have demonstrated the validity of
measures collected through CIDIs (Haro, Arbabzadeh-Bouchez et al. 2006).

If an identified participant accepts an invitation to participate in a CIDI, the research staff
member will:
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Prior to Conducting the CIDI

o Provide verbal information to the participant about the CIDI interview including the
length of the interview and the type of questions which may be asked.

e Arrange a suitable time for the participant (including after hours if requested) to
undertake the CIDI. At least 24 hours will lapse between acceptance of the invitation
to participate and the CIDI taking place.

e Send the participant an email containing information pertaining to the the agreed date
and time of the interview (refer Appendix C).

Conducting the CIDI

Interviewers who have completed the ASIST course will administer all CIDIs. A strict
protocol for administering the CIDI can be found in Appendix F. In particular, this protocol
ensures that the identified participant is provided with detailed information about the process
prior to commencing and that they are made aware of their right to not answer any of the
qguestions and to cease the interview at any time. At two separate time points during the
information stage of the CIDI, identified participants are specifically asked about their wish to
continue with the CIDI.

Most importantly for the identified participant, CIDIs provide an opportunity for research
team member trained in applied suicide intervention skills to assess the participant and if
necessary provide suicide first aid and encourage them to seek further support.
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APPENDIX 9: SOC LIAISON OFFICER SOP

SOP: POST DEPLOYMENT ADMIN OF NON-SPECIAL FORCE PERSONNEL

PROCESS BREAKDOWN:
STEP | DESCRIPTION RESPONSIBILITY | When
1. Retrieve RTA Dates from OP LOGS within | SOC As early as
PMKeyS for formed body returns or within | Administration possible
HOJOC PERS PLAN cell. Officer
2. Liaise with HQ JOC to retrieve RTA dates for | SOC On a weekly
the following groups: Administration basis
Officer
1. Early return for no reason
2. NOTICAS — medical reason
3. COMCAS — compassionate reason
3. Annotate the RTA dates on the deployed units | SOC Weekly
database Administration
Officer
4. Identify all eligible post deployment | SOC Weekly
participants: Administration
1. members who did not participate in | Officer
any pre deployment activities
2. participants who completed just the
pre deployment questionnaire
3. participants that completed the
questionnaire and physical and/or
Neurocognitive assessments
5. Provide the following to the Study Manager | SOC Weekly
and PLO as soon as unit and individual | Administration
deployment RTA dates are identified for each | Officer
of the three lists noted in item 4 above. For
each participant indicate:
e Participant ID
e Participant Rank, first and last name
e RTA date
e Whether associated with a formed unit
e Reason for return as per item 2 above
or alternatively “return as per
deployment”
7 Liaise with unit CO/OC for the return of Team | Study Manager in Within 1
for the post deployment follow up activities, ie | collaboration with month of
questionnaires, physical and/or neuro testing | DLO RTA

approximately 2 — 4 months post deployment.
These units include:
Army:
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e MTF — members should be returning to
their place of embarkation — members
complete Questionnaire, Physical and
Neuro

e FSU — members should return to their
place of embarkation

Navy:

e Ships — members should be returning

to their place of embarkation

Air Force:
e (130 — members will be returning to
their place of embarkation
e P3 —members will be returning to their
place of embarkation
e C17s — members will be returning to
their place of embarkation

Send participant welcome home letters to
those members who completed the pre
deployment questionnaire, and new eligible
participant welcome home letters to those who
did not complete the pre deployment
questionnaire

PLO

One month
after RTA

10

Send questionnaire to those participants not
included in a unit with face to face post
deployment follow up (see item 7). This will
include:

Army

e FCU — members will be returning to
their nominated units located around
Australia — mail out of questionnaire.

e 39PSB member will be returning to
their nominated unit located around
Australia — mail out of questionnaires

Airforce

e CSU — members will be returning to
their nominated units located around
Australia — mail out of questionnaire.

e TK - member will be returning to their
nominated units located around
Australia — mail out of questionnaire.

PLO

1.5t02
months after
RTA

11

Undertake post deployment questionnaire,
physical  testing and  Neurocognitive
assessment base visits as appropriate (see item
7)

Study Teams

As agreed
schedule in
item 7
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APPENDIX 10: PROSPECTIVE STUDY FLOWCHARTS
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APPENDIX 11: POST DEPLOYMENT NON RESPONDER FOLLOW
UP PROTOCOL

Questionnaire Procedure Manual Full-MEAO-CD-20110615-V18.docx
Page 180 of 188



Questionnaire Procedure Manual Full-MEAO-CD-20110615-V18.docx
Page 181 of 188



Questionnaire Procedure Manual Full-MEAO-CD-20110615-V18.docx
Page 182 of 188



Questionnaire Procedure Manual Full-MEAO-CD-20110615-V18.docx
Page 183 of 188



Questionnaire Procedure Manual Full-MEAO-CD-20110615-V18.docx
Page 184 of 188



Questionnaire Procedure Manual Full-MEAO-CD-20110615-V18.docx
Page 185 of 188



Questionnaire Procedure Manual Full-MEAO-CD-20110615-V18.docx
Page 186 of 188



o MO -> “0K, that's not & problem. | there a reason why you feel you cannot participate
at this time?”

Then -= “l understand. The results from this research will help in the future to
better prepare individuals for deployment. It will also provide Defence and the
Department of Veteran Affairs with the best possible advice on how to support
the mental and physical health needs of Australian Defence Force service
personnel. Your contribution to this research is vital because we would like results
that are representative of everyone who deployed. Do you think that filling out
thiz survey is something that you might be able to do?”
| MO -> "0k, thank you for your time.”

Record ‘refusal to participate’ as the outcome of the call, and enter the refusal
im the ‘alert’ tab

o YES -= “Excellent!” Confirm emailfaddress details & record in MIS to either ‘send
online link', or “send hardcopy survey’, then thank you and goodbye.

* |f person answers YES, say:

“Thiis is just a courtesy call to check how you are progressing with the survey, and to help you
resolve any difficulties you may be experiencing that have prevented you from completing it #"

o If person states that they HAVE been experiencing difficulties:

Help to resolve their problem and encourage them to complete the survey as
soon as possible = “Would you be willing to complete they survey in the nexst

week or 507"
® |f person answers YES, say:

"Great! Do you still have the link we sent you via email, or do you need me to
email it to you again? Alternatively we can post you a hard copy version of the

survey. What would you prefer?”

“Excellent, we'll organise to send that to you very soon. Can | just confirm
your email address/mailing address for our records? (If necessary)

Record in MIS to either “send online link', or ‘send hardcopy survey’, or
‘Agreed to finish- no further action required’, then thank you and goodbye.

* |f person answers NO, say:

MO -= “0K, that's not a problem. Is there a reason why you feel you cannot
participate at this time!"

Then -= “| understand. Howewer, the results from this research will help in
the future to better prepare individuals for deployment. It will also
provide Defence and the Department of Veteran Affairs with the best
possible advice on how to support the mental and physical health needs
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of Australian Defence Force service personnel while on and directly after
deployment. Your contribution to this research is vital because we would
like to gain an understanding from as many deploying members as
possible. Do you think that filling out this survey is something that you
might be able to do?”

NO -= “0Ok, thank you for your time.”

Record ‘refusal to participate’ as the outcome of the call, and enter the refusal

im the ‘alert” tab
o If person answers NO, say:

“Great. I'm glad to hear that you didn't experience any difficulties. Would you still be
willing to participate in the survey?

#  |f person says NO, say:

NO -> “0K, that's not a problem. |s there a reason why you feel you cannot
participate at this time?"

Try to address any of the concerns they voice

“l understand. The results from this research will help in the future to
better prepare individuals for deployment. It will also provide Defence
and the Department of Veteran Affairs with the best possible advice on
how to support the mental and physical health needs of Australian
Defence Force service personnel while on and directly after deployment.
Your contribution to this research is vital because we would like to gain an

understanding from as many deploying members as possible . Do you
think that filling out this survey is something that you might be able to

do?”

NO -= "0k, thank you for your time.”

Record ‘refusal to participate’ as the outcome of the call, and enter the refusal

im the ‘alert” tab
* |f person says YES, say:

“Great! Do you still have the link we sent you via email, or do you need me to
email it to you again? Alternatively we can post you a hard copy version of the

survey. What would you prefer?”

“Excellent, we'll organise to send that to you very soon. Can | just confirm

your email address/mailing address for our records?

Record in MIS to either ‘send enline link', or ‘send hardcopy survey’, or
‘Sgreed to finish- no further action required’, then thank you and goodbye.
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1. BACKGROUND

The Middle East Area of Operations (MEAO) Health Study is part of the Centre for Military and
Veterans™ Healths (CMVH) Deployment Health Surveillance Program (DHSP) and consists of three

major components: a Prospective Study, a Census Study, and a Mortality and Cancer Incidence Study.

Data for the MEAO Prospective Study will be collected at two time points, both pre- and post-
deployment. At each of the time points, participants will be asked to complete a self-administered
questionnaire. One subset of deploying Australian Defence Force (ADF) personnel will also be invited

to complete a physical assessment, which includes the provision of both saliva and blood samples.

Clear scientific benefits and the potential to define future risk that can be modified for individuals
could be achieved through a rigorous and thorough physical assessment program. In addition, physical
assessment programs can communicate a concern and conviction by the ADF about the wish to protect
ADF members. Defining health characteristics and their impact on performance also has a major

capacity to sustain and develop the capability of the ADF.

2. PHYSICAL TESTING OBJECTIVES

The primary objective of the physical testing and blood/saliva collection component of the MEAO
Prospective Study is to utilise a series of validated physical and laboratory tests on a subset of ADF
personnel both pre and post deployment in order to identify the impact of MEAO specific defence
force deployment on their health. This information will then be linked to the broader aims of the

MEAO Prospective Study investigation.

3. PHYSICAL TESTS TO BE CARRIED OUT

The physical and laboratory tests being carried out are as follows:

e  Measurement of height

e  Measurement of weight

e Measurement of waist circumference
e Measurement of hip circumference

e Blood pressure

e  Spirometry

e  Step test

e  Collection of a saliva sample

e  Collection of a blood sample

e Photography of skin on hands, feet, back and portion of the face.

These measures are described in greater detail in section 6.3 of this protocol.
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4. PHYSCIAL TESTING TEAM

The Physical Testing Team consists of up to two CMVH research staff members and eleven
professional health staff from Healthscope. The Healthscope members comprise of one project
coordinator to assist University of Adelaide CMVH staff to manage the movement of participants on
the day, and ten allied health workers who are also qualified to collect blood. Staff from Healthscope
will be responsible for conducting the physical assessments, collecting the blood samples, and

preparing and transporting the biological samples for testing.

At least one Healthscope staff member at each testing session will be appropriately trained and certified
to handle, pack and freight blood and saliva samples including those that require the use of dry ice.
This Healthscope staff member will be responsible for preparing, packing and freighting each of the

samples.

At least one CMVH research staff member will also be onsite as part of the Physical Testing Team to
oversee the session and provide project coordination support. The CMVH staff member assigned to the
Physical Testing Team will be responsible for meeting Healthscope staff at the Defence establishment,
facilitating gaining access to the building and acting as a liaison with the Defence Point of Contact on
base. Due to the strict security requirements on base, gaining access to the testing facility may take a
significant amount of time and hence Healthscope staff will be required to present at the base a
minimum of one hour before the Physical Testing session is due to commence with some form of photo

identification.
The primary responsibilities of the CMVH staff member also include:

e ensuring that the Healthscope staff undertaking the tests have been adequately trained,*

e ensuring that facilities are suitable and appropriate for data collection,

e ensuring that all portable equipment and IT systems are on-site and set up and that the
appropriate calibration procedures have been undertaken,

e being the onsite contact for participants,

e providing briefings, together with Healthscope staff, to study participants,

e providing a real time assessment of data quality,

e troubleshooting on-site,

e overseeing the transport of equipment to the appointment site and then back to CMVH
Adelaide; and

e ensuring that all data collected during the physical testing session/s are returned to CMVH

Adelaide.

*CMVH will provide training in the equipment and the standardised procedural manual that will be
utilised at each Physical Testing session from March 2010 onwards. If necessary, additional training

will be provided to Healthscope staff the day prior to each physical testing trip.
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5. PHYSICAL TESTING STUDY PARTICIPANTS

A sample of ADF personnel deploying to the MEAO after June 2010 and returning to Australia by
December 2011 will be invited to participate in the physical assessment component of the MEAO
Prospective Study. Throughout this document these ADF personnel will be referred to as Physical
Testing Participants. In comparison to other deploying ADF personnel not selected for the physical
testing component, the Physical Testing Participants will be sent an invitation package (refer
Questionnaire Protocol) containing an information sheet that will describe in detail the physical
assessments, blood tests and laboratory investigations to be performed pre- and post-deployment.
Eligible Physical Testing Participants will be able to consent to completing just the questionnaire

component or both the physical testing and questionnaire components.

5.1 Selection of Physical Testing Participants

Eligible Physical Testing Participants will be selected from MEAO Prospective Study participants
deploying as part of a frontline element at high risk of combat related exposures or who work within a
stressful environment, and who have indicated on the consent form (returned at the time the

questionnaire is completed) that they are willing to take part in this component of the study.
5.1.1 Inclusion Criteria

In order to be eligible to participate in the MEAO Prospective Study Physical Testing, individuals

must:

e be eligible to participate in the Prospective Study questionnaire (refer sections 78 and 79
MEAO Prospective Study Detailed Research Plan);
e have completed a pre deployment questionnaire (refer to section 3 of the Questionnaire
Protocol) ; and
e be assigned to either:
»  Special Operations Task Group (SOTG)
» Mentoring Task Force (MTF)
»  Ships to be selected by Defence.

5.1.2 Exclusion Criteria

There are no specific exclusion criteria applicable to the MEAO Prospective Study Physical Testing.
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6. PHYSICAL TESTING

Each Physical Testing Participant will be asked to complete the tests described in section 6.3 of this

protocol on two separate occasions:

1. Before Deployment - Participants will receive their first physical assessment approximately three
months prior to their deployment to the MEAO
2. After Deployment — Participants will receive their final physical assessment approximately four

months post deployment to the MEAO.

6.1 Scheduling of Pre Deployment Appointments for Physical Tests

Special Forces: Once a Special Forces deploying unit has been identified, a Defence Liaison Officer
and the Study Manager will make contact with the Officers in Command /Commanding Officers of the
deploying Front Line Unit to provide further detailed briefs about the MEAO Prospective Study, and
subsequently arrange suitable facilities and appropriate times for the Physical Testing Team to visit the
base and test personnel. If possible, dates should be finalised with Defence at least one month prior to
each testing trip. The Officers in Command/Commanding Officers of the deploying unit will then use
the scheduling template provided to them by CMVH to allocate members to suitable testing timeslots.
Complete testing schedules will then be forwarded to the SOC Administration Officer approximately
one week prior to testing. The SOC Administration Officer will remove any identifying information

and provide this list to the Physical Testing Team, who will inform Healthscope of the timetable.

One week prior to testing, the SOC Administration Officer will provide information to the
Commanding Officers/ Officers in Command (or their point of contact) about the tests being conducted
as well as what participants will need to bring with them and wear (i.e. light clothing). This

information, as well as the testing dates and tines will then be relayed to participants.

All Other Personnel: Once a deploying unit eligible to participate in the physical testing component
of the study has been identified, a Defence Liaison Officer and the Study Manager will contact the
Officers in Command/Commanding Officers of the unit to provide a detailed brief about the MEAO
Prospective Study, and arrange suitable facilities and appropriate times for the Physical Testing Team
to visit the base and test personnel. If possible, dates should be finalised with Defence at least one
month prior to each physical testing trip. The Officers in Command/Commanding Officers of the
deploying unit will then use the scheduling template provided to them by CMVH to allocate members
to suitable testing timeslots. Testing schedules will then be forwarded onto the SOC Administration
Officer approximately one week prior to testing. This list will then be given to the Physical Testing
Team who will enter the confirmed schedule into the Management Information System (MIS) and

inform Healthscope of the timetable.

One week prior to testing, the SOC Administration Officer will provide information to the

Commanding Officers/ Officers in Command abut the tests being conducted as well as what
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participants will need to bring with them and wear (i.e. light clothing). This information, as well as the

date and time of testing, will then be relayed on to participants.

All Physical Testing Participants: Participants will be allocated by their Commanding
Officer/Officer in Command to one of four Physical Testing sessions (2 morning groups and 2
afternoon groups) on each designated testing day (see Appendix A). This will allow for up to 24
Physical Testing Participants (six groups of four) to be tested in the two morning sessions and up to 24
Physical Testing Participants (six groups of four) to be tested in the two afternoon sessions (up to 48

Physical Testing Personnel completed on each designated Physical Testing day).

6.2 Scheduling of Post Deployment Appointments for Physical Tests

As soon as a unit returns from deployment a CMVH Defence Liaison Officer or their delegate will
contact the Commanding Officer or nominated POC to arrange a suitable physical testing time
schedule and facilities for research staff to visit the base and conduct the investigations, taking into

consideration the post-deployment assessments and other required activities.

The CMVH Defence Liaison Officer or their delegate will notify the Physical Testing Team of the
Physical Testing time schedule and make arrangements for access to the various Defence Force

establishments for the Physical Testing Team.

SF Personnel: The SOC Administration Officer will provide a list of SF Personnel who completed the
pre deployment physical tests, together with a blank testing schedule to the CO of the SF unit or POC,
who will be responsible for allocating these participants an appointment time on the testing schedule.
In addition, the SOC Administration Officer will liaise with the CO and provide further information
about the physical tests being conducted, including preparation instructions and confirm the date, time
and location of the physical tests. The SOC Administration Officer will also enter the participants*
scheduled appointment times into a stand alone SF Management Information System (SF MIS) and the

DMAC Management Information System (MIS) by study ID only.

The SOC Administration Officer will advise the other members of the Physical Testing Team of all

schedule appointments made for conducting the Physical Tests.

All Other Personnel: A SOC Administration Officer or their delegate who has been cleared to the
appropriate security level will contact the POC and provide list of participants from that unit who have
completed the pre deployment physical tests, together with a blank physical testing schedule. The POC
will then identify a time which is most convenient to these participants and is within the agreed
schedule for physical tests. In addition, the Participant Liaison Officer will liaise with the POC to
provide further information over the phone about the physical tests being conducted, including

preparation instructions and confirm the date, time and location of the physical tests.
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The SOC Administration Officer or their delegate will advise the other members of the Physical

Testing Team of all schedule appointments made for conducting the Physical Tests.

6.3 Calibration of Equipment Prior to Testing

6.3.1 Calibration of the Lufikin TM W606PM 2 Steel Measuring Tapes
Steel tapes will be checked against a 1 metre engineer's rule every 12 months.
6.3.2 Calibration of the A & D Personal Precision Scale (UC-321)

Scales will be calibrated by the supplier, AUC Health, before arriving at CMVH. The accuracy of the
scales will be checked prior to each deployment via the use of precise calibration weights. Table 1

below shows maximum permissible error for the scales.

Table 1. Maximum permissible error for scales

MPE For loads, mass, expressed in units of scale resolution

+/- 50g Reading less than 25kg

+/- 100g Reading between 25kg and 100kg

+/- 150g Readings above 100kg

6.3.3 Calibration of the Omron HEM-907 Digital Sphygmomanometer

The Omron HEM-907 digital sphygmomanometer will be sent to Omoron Healthcare once every 12

months to be calibrated.

6.6.4 Printing Case Report Forms

Prior to leaving for each Physical Testing trip, the CMVH Data Manager will input the study IDs of
participating personnel onto individual Case Report Forms (see Appendix B). These will then be

shipped, along with all of the other physical testing equipment, to the various locations.

7 Testing Day Procedures

7.1 Setting Up Physical Testing and Blood Sampling Testing Points

The CMVH staff members assigned to the Physical Testing Team will travel to each of the designated
barracks the day before the first designated testing day to set up five of the six testing points (blood
pressure point, body measurement point, spirometry point, step test point, skin photography point).
This includes setting up all of the portable equipment and IT systems required to undertake the physical
tests, and performing all of the calibration procedures outlined in section 6.2.2 below. The blood

collection testing point will be set up by Healthscope staff on the day of testing.
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7.2 Calibration of the EasyOne Spirometer

Prior to each physical testing day, the EasyOne Spirometer will be calibrated via the use of a 3 litre
calibration syringe and by following instructions outlined below. Once calibration has been performed,
the EasyOne Spirometer will then produce and save a full calibration report. Calibration of the
EasyOne Spirometer will initially be performed by spirometry expert, A/Prof Alan Crockett, who will

also train the Physical Testing Team in how to use and calibrate the machines.

Calibration of EasyONE Spirometer:

1) Turn on spirometer, use arrow buttons to navigate, and press ENTER to select “check

calibration”

2) Select “calibration check” and press ENTER

3) Remove red cap from calibration syringe

4) Insert rubber adapter to calibration syringe by twisting in

5) Insert spirette into rubber adapter, ensuring that the arrows are facing upwards

6) Attach spirometer to spirette, arrow to arrow

7) Select “ENTER” to accept that set up is DONE

8) Set baseline- place hand over spirette

9) Pump syringe 3 times slowly and evenly

10) Spirometer will display Expiration and Inspiration = Both need to be WITHIN 3.5%
*Repeat calibration process up to 3 times until Expiration and Inspiration are both within 3.5%. If, after

3 repeats, the reading is still not within 3.5%, the spirometer is not fit for usage.
7.3 Calibration of the Panasonic DMC-G10

The manual exposure of the camera will be set at the beginning of each session:

Make sure the main floor lamp is switched on and any lights on the ceiling, which will be on during the
photography session, are on during the setting of the exposure. Hold the 18% Digital Grey Card against
a staff members chest while they stand over the x and facing towards the tripod. This staff member
should take care not to have their fingers obscure the surface of the “Digital Grey Card. Another staff
member will zoom the camera towards the Digital Grey Card so that the centre of the LCD screen is
filled with this Grey shade. With the camera set to M, use the scroll button to set the light meter to a
zero value. With the Card in view, press the scroll button once and the aperture and shutter speed will
appear on the LSD screen. You can alternate between aperture and shutter speed by depressing the
scroll button on the rear of the camera. Firstly, set the aperture to 5.6. With the aperture selected, scroll
backwards or forwards so that the value 5.6 is displayed above the centre line of the display. Secondly,
adjust the shutter speed. Depress the shutter button once so that shutter speed is now highlighted in the
display. Use the light meter at the very bottom of the LCD screen to calibrate your adjustment. Scroll
the button backwards or forwards so that: With the Grey card at the centre of the cameras field of view
the light meter will show a zero value. That is; no bars on the light meter will display towards a

positive or negative value. After gaining a zero value, the camera has now had it"s exposure set. Do not
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press the scroll button again during the session of photography as this will change the setting of the

camera‘s exposure. The grey card can now be put away.

Take one photograph of the MacBeth Colour Checker Card at the beginning of each session. A staff
member will pick up the MacBeth Colour Checker Card and hold it against their chest. This staff
member then stands at the position of x and faces towards the tripod. This staff member should take
care not to have their fingers obscure the surface of the MacBeth Colour Checker. Another staff
member operates the controls of the tripod so the Cameras LCD screen shows the “MacBeth Colour
Checker” at its centre. The MacBeth Colour Checker should be square with the borders of the LSD
screen. That is; the colour checker should be perpendicular with the camera, and not at a diagonal
angle. The camera is then zoomed to the point where an edge of approximately 10 cms is still visible

around the borders of the “Macbeth Colour Checker”. Depress the shutter button once to take a photo.

7.4 Commencement of the Testing Session
On arrival at the physical testing session:

Special Forces personnel: A member of the SOC Liaison Team will be present to link SF Physical
Testing Participants with their study ID*S, record their attendance on the Participant Attendance

Checklist and complete the front page of the Case Report Form.
The participant will then be given:

e A Case Report Form, pre-printed with the participant's correct study ID identified at the top
right hand of each page (Appendix B)

e A flow chart for order of stations they are to attend

e Pre-printed identification labels for sticking on vacuette tubes for blood samples

e  Pre-printed laboratory referral form

All Other Personnel: A CMVH research officer will identify each of the Physical Testing Participants
by their study ID, record their attendance on the Participant Attendance Checklist, and complete the
front page of the Case Report Form. The participant will then be given:

e A Case Report Form with the participant™s correct study ID identified at the top right hand of
each page (Appendix B)

e A flow chart for order of stations they are to attend

e Pre-printed identification labels for sticking on vacuettes of blood samples

e  Pre-printed laboratory referral forms

Briefing: All Physical Testing Participants will then be briefed by a CMVH coordinator. This will
involve explaining the rationale for the physical assessments/laboratory tests being conducted and

briefly describing the procedure that each test will require.
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8 Data Collection

All Physical Testing Participants will then undertake the tests in the specified order that is outlined on

the flow chart they are provided on arrival. Testing points will include:

e Blood Pressure Point - Four stations to measure blood pressure (10 minutes)

e Body Measurement Point - Two stations to measure height, weight, hip circumference and
waist circumference (5 minutes)

e Spirometry Point - Three stations to measure spirometry (10 minutes)

o  Step Test Point - Three stations to administer the step test (10 minutes)

e Blood Collection Point- Five stations to collect blood (10 minutes)

e Skin Photography point- Two stations to take skin photographs (10 minutes)
A detailed time schedule is contained in Appendix A.

General Rules Regarding Completion of Case Report Forms:

e Testing outcomes for each Physical Testing Participant should be recorded on their Case
Report Form (see Appendix B)

e  All Case Report Forms should be completed using a blue or black pen

e Ifa Physical Testing Participant chooses not to or is unable to complete a test for a particular
reason, this reason must be recorded in full on the Case Report Form by the Healthscope staff
member undertaking the test

e  Each protocol deviation should be recorded on a Test Station Protocol Deviation Summary
sheet (see Appendix C)

e Ifboxes are intentionally left missing, Healthscope staff should cross out the missing item
numbers

e Changes and additions must be legible

e In order to indicate a deletion, two single horizontal lines must be placed through the content
to be deleted

e Changes, additions and deletions must be signed by the person making the change and dated

e Liquid paper must never be used

8.1 Measurement of Height
Equipment Provided
e Seca 214 Stadiometer
Procedure
e Height will be measured in centimeters (cm) to one decimal place using a Seca 214
stadiometer as the maximum distance from the floor to the vertex of the head with shoes
removed
Recording of Height

e Height should be recorded on the Case Report Forms in centimeters, to one decimal place
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8.2 Measurement of Weight
Equipment Provided
e A & D UC-321 Personal Precision Scale
Procedure
e Weight will be measured in kilograms (kg), to two decimal places, in light clothing and
without shoes using the A & D UC-321 Personal Precision Scale.
Recording of Weight

e  Weight should be recorded on Case Report Forms in kilograms, to two decimal places.

8.3 Measurement of Waist Circumference
Equipment Provided
o LufikinTM W606PM 2 metre metal tape graduated in millimeters
Procedure
e  Waist circumference will be measured according to the protocol recommended by the World
Health Organization (WHO Expert Committee, 1995).
e Instruct participants to remove any belts or heavy outer clothing as the measurement of waist
circumference should be taken over, at most, one layer of light clothing.
e Instruct participants to stand comfortably with their weight evenly distributed on both feet,
and their feet separated about 25-30 cm. Participants™arms should hang loosely at their sides.
Measurement of Waist Circumference
e Taken midway between the inferior margin of the last rib and the crest of the ilium, in
the mid-axillary plane (refer to Figure 1 below) = Ensure that you feel for the inferior margin
of the participant's last rib and the crest of their ilium with the side of your finger, not the tip
(to ensure the participant®s comfort) so as to determine the exact position of the tape.
e To position the tape, hold the case in the left hand and the stub in the right. Stand facing the
side of the participant, pass the stub end around the participant, from their back to the front.
Then take hold of the stub with the left hand which then holds both the stub and casing. At
this point the right hand is free to manipulate the tape to the correct level. Apply sufficient
tension to the tape to hold it at the position while the right hand reaches underneath the casing
to take hold of the stub again. The tape is now around the waist. The middle fingers of both
hands are free to exactly locate the tape at the landmark for measurement and to orientate the
tape so that the zero is easily read (cross-handed technique of measurement: Norton,

Whittingham, Carter, Kerr, Gore & Marfell-Jones, 1996).
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Figure 1. Measurement of waist circumference

e  Waist circumference will be measured with the inelastic tape maintained in a horizontal plane,
at the end of normal expiration. The tape should be snug, but should not compress the
underlying soft tissue.

e  When reading the tape, the measurers eyes must be at the same level as the tape to avoid any
error of parallax.

Recording of Waist Circumference

e  All raw measurements should be recorded on the Case Report Form.

e The measurement should be recorded at the end of a normal expiration to the nearest 0.1 cm.

e A repeat measurement should be taken and recorded to the nearest 0.1 cm.

e If'the two measurements disagree by more than 1 cm, a third measurement should be taken.

o The subject's measured waist circumference should subsequently be calculated as the mean of
the two observations, or the mean of the two closest measurements if a third is taken.

e [t may be necessary to round the mean value to the nearest 0.1 cm. If so, rounding should be
to the nearest even digit to reduce systematic over-reporting. For example, a mean value of
72.25 cm would be rounded to 72.2 cm, while a mean value of 72.35 cm would be rounded to
72.4 cm.

Extreme values at the lower and upper end of the distribution of measured waist circumference should
be checked both during data collection and after data entry. Individuals should not be excluded on the
basis of true biological difference.

Last-digit preference, and preference or avoidance of certain values, should be analysed in the total

sample and (if relevant) by observer, survey site and over time if the survey period is long.
8.4 Measurement of Hip Circumference

Equipment Provided
e LufikinTM W606PM 2 metre metal tape graduated in millimeters
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Procedure

Hip circumference will be measured according to the protocol recommended by the World
Health Organization (WHO Expert Committee, 1995).

Participants should wear only non-restrictive briefs or underwear (most preferred), or light
clothing. Instruct participants to remove any belts or heavy outer clothing as the measurement
of hip circumference should be taken over, at most, one layer of light clothing.

Instruct participants to stand erect with their arms at their side, feet together and their gluteal

muscles relaxed.

Measurement of Hip Circumference

Will be taken with the tape passed horizontally around the body at the position of the

maximum circumference around the buttocks, when viewed from the side.

Figure 2. Measurement of hip circumference

To position the tape, hold the case in the left hand and the stub in the right. The measurer
should sit at the side of the subject so that the level of maximum posterior extension of the
buttocks can be seen. Pass the stub end around the participant, from their back to their front,
and then take hold of the stub with the left hand which then holds both the stub and casing. At
this point the right hand is free to manipulate the tape to the correct level. Apply sufficient
tension to the tape with the left hand to hold it at the position while the right hand reaches
underneath the casing to take hold of the stub again. The tape is now around the hip. The
middle fingers of both hands are free to exactly locate the tape at the landmark for
measurement and to orientate the tape so that the zero is easily read (cross-handed technique

of measurement: Norton et. al., 1996).
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e The inelastic tape should be placed around the buttocks in a horizontal plane. The tape should
make contact with participants skin but not compress the underlying soft tissue.

e  When reading the tape the measurer*s eyes must be at the same level as the tape to avoid any
error of parallax.

e Fatty aprons should be excluded from the hip circumference measurement.

Recording of Hip Circumference Measurement

e  All raw measurements should be recorded on the Case Report Form.

e  The measurement should be recorded to the nearest 0.1 cm.

e  Repeat measurements should be taken and recorded to the nearest 0.1 cm. If the two
measurements disagree by more than 1 cm, then a third measurement should be taken.

e  The subject's measured hip circumference should subsequently then be calculated as the mean
of the two observations, or the mean of the two closest measurements if a third is taken.

e It may be necessary to round the mean value to the nearest 0.1 cm. If so, rounding should be
to the nearest even digit to reduce systematic over reporting. For example, a mean value of
102.25 ¢cm would be rounded to 102.2 cm, while a mean value of 102.35 ¢cm would be
rounded to 102.4 cm.

e Any reasons for the non-collection of hip circumference data should be stated on the

participant"s case record form.

Extreme values at the lower and upper end of the distribution of measured hip circumference should be
checked both during data collection and after data entry. Individuals should not be excluded on the

basis of true biological difference.

Last digit preference, and preference or avoidance of certain values, should be analysed in the total

sample and (if relevant) by observer, surve y site and over time if the survey period is long.

8.5 Measurement of Blood Pressure
Blood pressure will be taken by trained Healthscope nurses or allied health professionals using a digital

calibrated sphygmomanometer with appropriate sized cuffs (Omron HEM-907).

Equipment Provided
e Omron HEM-907 digital sphygmomanometer
e Large/medium sphygmomanometer cuffs
Procedure
e  Ask participants if they have been at rest for at least 5 minutes — mark on Case Report Form.
e  Ask participants if they have abstained from food and caffeine for a minimum of 30 minutes —
mark on Case Report Form.
e Instruct participants to resume a seated position.
e  The participant's left arm should be supported at heart level via the use of a cushion resting on
a table.

e Blood pressure is to be measured on the participant's left arm only.
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e Remove any tight or restrictive clothing covering the participants left arm.

e Secure an appropriate sized cuff onto the participant™s left arm: Align the artery position mark
(ART.) with the brachial artery so the lower edge of the cuff is 1.2cm-2.5cm above the elbow.
The monitor has been pre-set to take 3 serial measurements at intervals of 1 minute.

e  Measure blood pressure using the HEM-907 digital sphygmomanometer.

» Mode set on AVG
» P-SET on AUTO
» Press START

Recording of Blood Pressure

e  BP should be recorded onto the Case Report Form as three serial measurements at intervals

of at least one minute (the blood pressure machine is to be pre-set).

e An additional three serial measures should be taken if the difference between any two

measurements of SBP is more than 8 mm Hg and DBP is more than 5 mm Hg.

8.6 Spirometry

Lung function testing will be conducted by a trained Healthscope nurse or allied health professional
using an EasyOne™ spirometer according to the guidelines for conducting spirometry specified by
Miller et. al,. 2005b, in the series of papers titled ,,ATS/ERS Task Force: Standardisation of lung

function testing"

The EasyOne™ spirometer will be utilised due to its ease of use, portability and superior reliability.
The EasyOne™ spirometer utilises digital ultrasonic flow measurement technology. Ultrasonic flow
measurement eliminates problems associated with traditional methods of flow measurement and has no
moving parts, thus does not require repeated calibration or maintenance. However, for research
purposes the EasyOne™ spirometer will be calibrated prior to testing via the use of a 3 litre calibration
syringe and by following the spirometer®s inbuilt protocol. Once calibration has been performed, the

EasyOne™ spirometer will then produce and save a full calibration report.
At the end of the first day of testing, the spirometry .mdb file will be emailed to A/Prof Alan Crockett
who will review the quality of the spirometry conducted and provide feedback directly to the

Healthscope staff if adjustment to technique is required.

Equipment Provided

EasyOne™ spirometer

Spirettes

Ventolin and spacer

3 litre calibration syringe
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Procedure

There are three distinct phases to the forced vital capacity (FVC) manoeuvre, as follows: 1) maximal

inspiration; 2) a ,,plast™ of exhalation; and 3) continued complete exhalation to the end of test (EOT).

The technician should demonstrate the appropriate technique and follow the procedure for recording
FVC described below:

EASYONE Spirometer instructions

Need 3 acceptable and 2 reproducible tests
Most common errors: (a) Inspiration not deep enough, (b) Hesitant start of test, (c)

Less than maximum effort, (d) Exhalation not long enough.

EASYONE Ratings

A =Best2 FEV1 & FVC within 100ml
B=Best 2 within 150 ml
C, D & F are not acceptable — trials should be repeated (only up to 8)

Button Functions

ON/OFF- press and hold for 2 seconds
ESC- press and hold for 1 second

<- delete last character or scroll back
>-scroll right or down

ENTER- confirm or go to next field

Number Buttons- press once for number, repeatedly for letters

Spirometry Steps
1.

2
3
4.
5
6
7

10.
1.
12.

1

Insert Spirette

Turn on and press ENTER to select ,Perform Test™

Press ENTER again to select ,NEW*

Enter study ID, press ENTER

Leave name blank, press ENTER

Enter age, press ENTER

Refer to participant data sheet and enter height, DO NOT press ENTER. (press and
hold ESC to return to previous menu item if needed)

Refer to participant data sheet and enter weight in kilograms, press ENTER

Press ENTER to select CAUCASIAN (note: select Caucasian regardless of
participants ancestry)

Use < or > buttons to select gender, press ENTER

Use < or > buttons to select ,,YES®, ,NO“or ,FORMER" for Smoker, press ENTER
USE < or > buttons to select ,,YES* ,NO“or ,POSSIBLE* for Asthma, press ENTER
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13.  Enter Tech ID (your payroll number), press ENTER
14. Explain the test to participant
15. Prepare the Physical Testing Participant:

e  There are certain activities that should preferably be avoided prior to lung
function testing. Ask participants if they have: (if participants say yes to any of
the below activities, mark on Case Report Form)

e Smoked within at least 1 hour of testing

e  Consumed alcohol within 4 hours of testing

e  Performed vigorous exercise within 30 minutes of testing

e  Worn clothing that substantially restricts full chest and abdominal
expansion

o Eaten a large meal within 2 hours of testing.

e  There are conditions where suboptimal lung function results are likely to occur.
Ask participants if they are experiencing any: (if participants say yes to any of
the below conditions, mark on Case Report Form)

e  Chest or abdominal pain of any cause
e  Oral or facial pain exacerbated by a mouthpiece
e  Stress incontinence
e Dementia or a confusional state
e Respiratory infections
16. Instruct and demonstrate the test to the subject, including:
e Correct posture with head slightly elevated
o Inhale rapidly and completely
e Position of the mouthpiece (open circuit)
e  Exhale with maximal force
17. Have subject assume the correct posture- testing should preferably be done in the

sitting position, using a chair with arms and without wheels

Perform Maneuver: refer to steps below

18. Press ENTER to select FVC (Expiratory)

19. Instruct participants to inhale completely and rapidly with a pause of <1 second at
total lung capacity (TLC)- The test assumes a full inhalation before beginning the
forced exhalation, and it is imperative that the subject takes a complete inhalation
before beginning the maneuver.

20. Block Spirette, press ENTER until prompted to ,BLAST OUT*

21. Give Spirometer to participant and commence test.

22. Instruct participant to place mouthpiece in mouth and close lips around the

mouthpiece making sure the lips are sealed around the mouthpiece and that the tongue
does not occlude it.

23. Instruct participants to exhale maximally until no more air can be expelled while
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eee

maintaining an upright posture- The subject should be prompted to ,,blast,” not just

eee

,»plow,““the air from their lungs, and then he/ she should be encouraged to fully
exhale.

24. Repeat instructions as necessary, coaching vigorously- throughout the manocuvre,
enthusiastic coaching of the subject using appropriate body language and phrases,
such as ,, keep going™ is required.

25. After the participant has completed their blow, the display will show ,BEST TRIAL"

Press enter to see session quality and any instructions. For example: ,deeper breath

,blow out harder* etc. Coach participant accordingly.

Message Explanation Action required

Don't hesitate Back-extrapolated volume The patient must exhale all air
greater than at once and not exhale in short
150 ml or 5% whichever is bursts.
greater

Blast out faster

Time until peak flow greater
than 120
ms

The patient must exhale more
explosively and as firmly and
quickly as possible.

Blow out longer

Expiration time less than 2
seconds or volume
accumulation has not dropped
below 100 ml per 0.5 seconds

The patient stopped exhaling
too early. The patient must
exhale still further and force
as much air as possible out of
his or her lungs

Good effort, do next

Test meets above criteria
Good test. Only one to two
more good tests and the test is
complete.

Blast out harder

Peak flow not reproducible.
Difference with respect to best
test greater than 1.0 1/s

The test differs greatly from
previous best test. The patient
can blow even more firmly
and achieve a higher peak
flow.

Deeper breath

FEV1 or FVC* not
reproducible. Difference with
respect to best test greater
than 150 ml

The test differs greatly from
previous tests. The patient can
inhale even more deeply

and exhale even more air.

Test complete

Three acceptable tests, FEV1
and FVC* within 200 ml / 250
ml (after 5 trials)

The test is complete. An
adequate number of good

tests is available. **

** Not necessarily. The easyone will read ‘test complete’ after a ‘C’ result. For our
protocol we require ‘A’ or ‘B’ so additional blows may be required.

26. In addition to following the quality messages displayed by the spirometer after each

effort, staff should also view the graph for each blow to ensure that there are no

coughs etc.

27. Press ENTER to select ,NEXT“and have participant blow again.

28. An adequate test requires a minimum of three acceptable FVC manoeuvres.

Acceptable repeatability is achieved when the difference between the largest and the
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next largest FVC is < 0.200 L and the difference between the largest and next largest
FEV, is <0.200 L (Ferris et. al., 1978 cited in Miller et. al., 2005). If these criteria are
not met in three maneuvers, additional trials should be attempted, up to, but usually no
more than, eight maneuvers. When the participant has completed 3 acceptable
AND 2 reproducible blows ,SESSION QUALITY* will read , A or ,B*“and the
screen will display ,SESSION COMPLETE" If a participant obtains a session quality
C in less than 8 trials, but the spirometer indicates that the session is complete, staff
should add further blows to ensure that at a minimum, a session quality ,B“is
obtained. To add further blows, scroll across using the > key to ADD and select field
by pressing ENTER

29. Press and hold ,ESC*to return to start screen in preparation for next participant.

To ensure the early identification of a bronchospasm (an excessive and prolonged contraction of the
smooth muscle of the bronchi and bronchioles, resulting in an acute narrowing and obstruction of the
respiratory airway- a cough with generalized wheezing and/or volume of FEV1 decreases by more than
500mls across trails usually indicates this condition) please adhere to the following:

If a participant records a ,[D*on the 3rd blow and the message on the spirometer reads ,deeper breath™
OR ,plast out faster™ you need to start recording the FEV1 for each subsequent blow on the Case
Report Form to see if there is a continual decrease. To access the FEV1, use > key to select ,DATA*
and press enter. The most recent results will be displayed, record FEV1 on case report form. Press
LENTERthree more times to display the ,BEST TRIAL®, record the highest FEV1 on the case report
form then press ,ESC*“to continue the test. Repeat this process for each subsequent blow.

If the FEV1 decreases from the best trial by 500ml or more discontinue test, administer ventolin and
notify supervisor. After 15 minutes rest, Healthscope staff should administer the test one more time
(single blow) so as to ensure that the participants lung function is back to normal (their start point).

If the FEV1 increases from the previous blow you can stop recording each result and continue testing

as normal.

It is particularly helpful to observe the subject with occasional glances to check for distress, and to
observe the tracing or computer display during the test to help ensure maximal effort. If the patient
feels ,,dizzy*™, the maneuver should be stopped, since syncope could follow due to prolonged
interruption of venous return to the thorax. This is more likely to occur in older subjects and those with

airflow limitation.

8.7 The Step Test
The Queens College Step Test (McArdle et. al., 1972) as applied in the Australian Gulf War Veterans*
Health Study will be utilised.

Equipment Provided
e 41.3cm step
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e Digital stopwatch
e Digital metronome
e  Heart rate monitor

e Resuscitation equipment - * tests should be supervised by operators trained in CPR.

Procedure Part A: Assessing Suitability for Test
Prior to conducting the test, each person®s suitability to undertake the Queens College Step Test should

be assessed by referring to the following criteria:

e  Ask the participant if they have any of the absolute contraindications (a situation that makes
a particular procedure absolutely inadvisable) listed on page 5 of the Case Report Form (ask
participant to read and mark Case Report Form). These include:

» Ischaemic Heart Disease

Unstable angina

Aortic Stenosis

Uncontrolled hypertension

Uncontrolled asthma

YV V. V V V

Epilepsy
» Respiratory failure

e Ifa participant indicates ,,YES“on the Case Report Form to any of the above conditions, they
should be advised that they are not to complete the step test.

e  Ask the participant if they have any of the relative contraindications (a condition which
makes a particular procedure somewhat inadvisable but does not rule it out) listed on page 8
of the Case Report Form (ask participant to read and mark Case Report Form). These include:

» Participant older than 50

Currently pregnant, or childbirth in previous three months

Surgery in previous three months

Systolic blood pressure greater than 150

Diastolic blood pressure greater than 95

History of heart disease

Treating physician's advice not to exercise

Musculoskeletal problem likely to be aggravated by the exercise

vV V V V V V V V

Any other reason given by the participant for not doing the test

e Ifa participant indicates ,,YES*on the Case Report Form to any of the above conditions, they
should be advised that they are not to complete the step test. This should then be marked on
the Case Report Form.

Procedure Part B
o Instruct the participants to remove their shoes and socks — the participant should have bare

feet.
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Fit chest strap firmly around chest ensuring that the transmitter is positioned at the front, over
soft tissue below the sternum. AFTER positioning, moisten the underside of the transmitter
with a wet sponge.
Secure the heart rate monitor ,watch*to the participants wrist.
Press the button on the wrist monitor repeatedly until ,EXE* appears on the screen. A timer
will start and within 15 seconds the pulse rate should display. If the pulse does not display
check that chest monitor is snug and in the correct position.
Start the metronome ticking at 88 BPM, for females, and 96 BPM for males.
Have the participant start with both feet on the floor and facing the 41.3 cm step. Ask
participants to practice the stepping cycle as follows:

» Up - right foot up (on first tick of metronome)

» Up - left foot up (on second tick of metronome)

» Down - right foot down (on third tick of metronome)

» Down - left foot down (on fourth tick of metronome)
Ensure that, at the top of the box, the participant"s legs are straight. Only allow practice to
continue as long as it is necessary to determine that the participant can correctly complete the
test.
Once the participant has started stepping, ensure that he or she keeps in time with the ticking
of the metronome.
The participant must maintain the stepping cycle for three minutes. After 1% minutes instruct
the participant to change his/her lead leg.
Immediately following 3 minutes of stepping, ask the participant to stop stepping and to

immediately sit on the stepping box.

Recording of Step Test Performance

Table 2:

Record the heart rate from the monitor within five seconds of completing stepping, and
again 15 seconds later (at 20 second time point), directly on the Case Report Form.
Throughout the test the instructor should regularly monitor how the participant is feeling. If
the participant feels any discomfort, or if the person cannot keep up with the metronome (after
encouragement), the test should be stopped. Record the duration of the test, the reason for
stopping, the heart rate within five seconds of completing stepping and again 15 seconds later,
directly on the Case Report Form.

If a participant asks for feedback on his or her performance, multiply the 15 second heart rate

by 4 to give a heart rate per minute. Compare this with the ratings in Table 2 below.

Step Test scores

Exercise Pulse

Rating Men Women

Very Good <110 <116
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Good 100-124 116-130

Average 125-140 131-146

Poor 141-155 147-160

Very Poor >155 >160
8.8 Blood Test

Equipment Provided by HEALTHSCOPE

Sharps containers

Vacuette tubes

Vacuette holders
Tourniquets

Alcohol swabs

Small pressure pads (Purzellin pads)
Tape

Protective gloves

Hand sanitising gel

Syringes

Needle

Butterfly collection systems
Protecta pads

Biohazard specimen bags
Request forms

Eskies

Ice-bricks

2 Centrifuges

Tube racks

7 pillows

7 pillow cases

2 sheets

Biohazard bin bags

Alcohol wipes

Pens

Scissors

Box of tissues

Transport chain of custody form
Sample checklists

Transport consignment notes

Site Operating Procedure
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Equipment Provided by CMVH
e 5 desk lamps
e  Soft drink
e  Paper cups
e Blanket
o  First aid kit

e Pens

Equipment Provided by Defence

10 tables (approx 700cm x 700cm)

30 chairs

1 bench/long table (approx 2m)

1 fold-up bed / stretcher / reclining chair

14 small screens

Procedure

40.5 ml of blood will be collected from consenting participants in vacuette tubes (2 x 4.0 ml EDTA
tubes, 1 x 2ml EDTA tube, 3 x 8.5 ml serum tubes, 1 x 5 ml serum tubes) following the procedure

outlined below.

1. Seat the patient comfortably in the chair. Assess both arms for the most suitable vein. Remove any
tight clothing from the upper arm. Ask the patient to extend his/her arm along the arm of the chair. Add

a pad or cushion for extra support if necessary.

2. Check if the patient has a tendency to faint. Lie the patient down if this is the case, or if he/she is

feeling unwell.

3. Ensure that there is good lighting immediately above the selected venepuncture sight.
4. Prepare all of the equipment ensuring it is in easy reach.

5. Wash hands or use alcohol hand rubs as recommended.

6. Select an appropriate vein. Apply tourniquet to the upper part of the extended arm for as short a time

as possible, and no longer than 1 minute.

7. Swab the selected site with an alcohol wipe in a circular motion concentrically from the centre

outward with sufficient pressure to remove superficial dirt.

8. Do not touch the vein site after swabbing as far as possible, but if necessary to palpate vein
immediately prior to venepuncture, first wipe finger with alcohol wipe. If the phlebotomist is not
confident at this stage of performing a clean venepuncture, loosen the tourniquet and repeat the

procedure from point 6 above.

9. Perform venepuncture evacuation method below.
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a) Select the appropriate tubes for the tests required — 2 x 4.0 ml EDTA tubes, 1 x 2ml EDTA
tube, 3 x 8.5 ml serum tubes, 1 x 5 ml serum tubes

b) Select an appropriate size gauge vacutainer needle. While firmly grasping the cover of the
needle in one hand, twist and remove the grey cover with the other hand. Do not touch the
exposed rubber sleeved needle. Carefully but firmly screw the needle into the plastic barrel.

¢) Remove the cover from the needle. With the patient"s arm in a downward position and tube
cap uppermost (to prevent backflow), insert the needle into the vein. The needle should pierce
the skin quickly, bevel side up, at approximately a 45 degree angle to minimise the amount of
skin tissue it must pass through before it enters the vein.

d) Recommended order of collection for blood containers:

1. Plain tubes with no additives
2. Tubes with additives

e) Firmly grasp the barrel with one hand to restrict movement and introduce the tube into the
barrel with the other.

f) Place forefinger and middle finger on the flanges of the barrel and thumb on the base of the
tube.

g) Centre the tubes in the barrel when penetrating the cap to prevent sidewall penetration and
subsequent premature vacuum loss.

h) Advance the tube into the barrel and onto the needle valve, puncturing the diaphragm on the
stopper.

i) Hold in place by pressing the tube with the thumb to ensure complete vacuum draw. Blood
will follow immediately if the needle is in the vein.

j)  When vacuum in tube has been exhausted and blood ceases to flow, apply soft pressure with
the thumb against the flange to remove the tube from the barrel. Repeat step 4 with further
tubes if necessary. Gently invert each tube with anticoagulant 8-10 times, as soon as it is
filled. DO NOT SHAKE.

k) Dispose of needle immediately with needle notcher, directly into sharps container.

1)  Place the barrel into the used barrel bucket for sterilisation.

10. Release the tourniquet once blood flow is established or before the last 2 mls have been collected —
should the blood flow slow or stop you may want to re-apply the tourniquet pressure. Never leave a
tourniquet on for more than 1 minute total time — to do so is uncomfortable and may result in haemo-
concentration or a variation in blood test values. If a tourniquet must be applied for a preliminary vein

selection, it should be released and re-applied after a wait of 2 minutes.

11. When collection is completed, remove the tourniquet, apply a small piece of purzellin lightly over
the site, withdraw the needle then apply firm pressure over the puncture site, keeping the patient's arm
straight. Bending the elbow does not always apply pressure at the correct point and can result in
bruising. The patient can be asked to apply this pressure. Time for pressure will vary from patient to

patient but extended time (5 minutes) will be required for anticoagulated patients.
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12. When the bleeding has stopped, apply micropore tape over a small piece of purzellin to the
puncture site. Do not rub puncture site before applying, as this will disturb the clot. If patient is allergic

to micropore, apply a bandaid.

In the event of a participant fainting, please refer to Appendix E for a full fainting protocol.

6.3.8.1 Centrifugation, Packing and Freighting of Blood Samples

The bloods will then be prepared on-site for transport and storage by the nurse. This will involve
centrifugation where appropriate, using a portable centrifuge, of the whole blood to separate serum.
Aliquots of the serum will be taken and placed on ice for transport by courier to specified laboratories

with appropriate expertise and capacity to conduct each pathology test for the study.

Preparation

e Prepare a sample Checklist (Register) for each esky at the beginning of each test day — up to
four will be required. Fill each checklist in as you place samples in each esky (refer to
Appendix H for Sample Packing Checklist).

e Have 4 eskies prepared at the beginning of each testing day; two eskies with ice- bricks in the
esky pockets; two eskies without ice-bricks.

e  Using the pre-prepared labels provided, each esky should be labelled with the test type in the
clear sleeve on the side of the esky. This makes sorting the samples easier on-site and in the
laboratory.

e  The eskies without the ice-bricks are for all the main samples and the saliva samples and
should have a label: “MAIN SAMPLES FOR ADELAIDE”.

e  The eskies with ice-bricks are for the TNF Alpha/Interleukin samples ONLY. Use one chilled
esky for the morning TNF Alpha/IL samples and one for the afternoon TNF/IL samples.
These eskies should be labelled “TNF/IL SAMPLES — TO BE ALIQUOTTED AND
FROZEN ASAP”.

Centrifugation

e Seven blood sample tubes would have been collected from each Physical Testing Participant;
» 2 x4 ml EDTA (mauve top),
» 1x2ml EDTA (mauve top),
» 3 x 8.5 ml serum (gold top),
» 1 x5 ml serum (gold top).

e When the serum samples (gold tubes) have clotted, centrifuge every gold top tube for 10
minutes at 3000 rpm. Do not spin the mauve (EDTA) tubes.
e  After centrifugation, place the spun gold top samples, their mauve top tubes and the saliva

samples if present with their correct request forms.
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Saliva Samples:
Three saliva tube samples will have been collected by study participant prior to the test day (2
x evening samples, 1 x morning sample).
Keep each patient episode samples together with their correct saliva request forms:
Salivary Adrenaline/Nor-Adrenaline — 1 x 2000h (approx) sample
Salivary Cortisol - 1 x 2000h (approx) sample and
- 1 x early morning sample

- 2 samples in total

Procedure for Loading the Centrifuge:

» Collect blood into a gel separator tube. Ensure that both the specimen and request
form are labelled correctly with the participant's study ID and the lab reference
number.

»  Allow specimen to 'stand' for a minimum of 20-30 minutes allowing blood to clot.

»  Place specimens into tube holders, then put aerosol prevention caps on the loaded
holders, ensuring correct balancing of the rotor.

» Close the lid and lock the latch. Do not operate this instrument with the lid catch
disengaged.

»  Start the centrifuge. When centrifugation has ceased ensure the rotor has completely
stopped turning before opening the lid.

» Remove the blood tubes.

Sorting the samples

Sort the samples for each patient episode in the following way:

Place 1x5 ml gold top with the TNF Alpha, Interleukin (IL) request form in a biohazard bag —
check the sample ID against the form to ensure the form & sample matches

Place the remainder of the blood samples in a biohazard bag (3x mauve, 3x large gold,) with
the main request form (the one with the large number of test requests) — check the sample ID

against the form to ensure the form & samples match.

Place one evening saliva sample and the morning sample with the salivary Cortisol form in a
biohazard bag

e  check the sample ID against the form to ensure the form & samples match
Place the other evening saliva sample with the Adrenaline and Noradrenaline
request form.

e  check the sample ID against the form to ensure the form and sample match.

Packaging
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e Place the TNF/IL samples & form for each patient episode in the biohazard bags in the esky
with ice-bricks as soon as the samples have been spun and sorted. It is important to keep these
samples chilled as soon as possible after centrifugation. Fill in the sample checklist for that
particular esky every time you place a sample in it.

e  Place the other sorted samples for all the main tests and the saliva samples, all with their
request forms in a biohazard bag in the esky without the ice-bricks. Fill in the sample checklist

for that particular esky every time you place a sample in it.

Sending the Samples

e The TNF/IL samples are sent to the designated laboratory twice per test day because they need
to be aliquotted and frozen ASAP. Send the morning samples once they have all been
processed and packed. All of the other samples are sent at the end of the test day, along with
the afternoon TNF/IL samples.

Morning: one esky sent after the morning tests (TNF/IL samples in a chilled esky)
Afternoon: all the remaining eskies sent after the afternoon testing (TNF/IL samples

in one chilled esky; the other samples in one or more other eskies)

e  After the morning samples have been centrifuged, checked, sorted and packed, place the
sample checklist for that esky in a plastic sleeve inside the esky on top of the samples and seal
the esky. Send the TNF/Interleukin esky only to the designated Healthscope Laboratory in
that state via the Gribbles Pathology courier. This is because these samples must be aliquotted

and frozen ASAP.

e  After the afternoon samples have been centrifuged, checked, sorted and packed in the eskies,
place the sample checklist for each esky inside the esky on top of the samples. These are to be

sent by Gribbles courier to the designated laboratory in that state.

Courier and Laboratory
Phone the courier number in that state to arrange a courier. Preferably the courier should be arranged
the evening before or first thing in the morning for both the morning and afternoon pick-ups. The

Healthscope Project coordinator should ring the courier and notify the laboratory prior to the test days.

NSw:

Courier: Tel: 02 9736 7000

Laboratory Address: Davies Campbell De Lambert
2 Leeds St

Physical Testing Protocols-MEAO-CD-20110616-v20.docx Page 30 of 74



Rhodes NSW 2138
Tel: 02 9736 7000
Cut-off time for last samples to arrive in laboratory that evening: 1900 hrs

Courier Contact: Sam Michail; Tel: 02 9736 7000 (M: 0407 780 185)

Laboratory Specimen Reception Manager: Mukerrem Ildes; Tel: 02 9736 7000 Laboratory Operations

Manager: Shelley Fox; Tel: 02 9736 7000 (M: 0457 766 348)

WA:
Courier: Tel: 08 9430 4850
Laboratory Address: General Pathology Laboratories
223 High St,
Freemantle WA 6160
Tel: 08 9430 4850
Cut-off time for last samples to arrive in laboratory that evening: 1800 hrs
Courier Contact: Pierre Rozells Tel: 08 9430 4850
Laboratory Specimen Reception Manager: Alison Fraser Tel: 08 9430 4850
Laboratory Operations Manager: Sam Moorthy; Tel: 08 9430 4850

SA:
Courier: Tel: 08 8205 5678
Laboratory Address: Gribbles Pathology

1 Goodwood Rd,

Wayville SA 5034

Tel: 08 8205 5655
Cut-off time for last samples to arrive in laboratory that evening: 1730 hrs
Courier Contact: Julie Hester Tel: 08 8205 5681
Laboratory Specimen Reception Manager Spiro Pazios Tel: 08 8205 5637
Laboratory Operations Manager: Richard Pierce; Tel: 08 8205 5677
General Reception Number: Tel; 08 8205 5655

NT:
Courier: 08 8945 2506
Laboratory Address: Healthscope Pathology

C/- Darwin Private Hospital,

Rocklands Drive

Tiwi NT 0810

Tel: 08 8945 2506
Cut-off time for last samples to arrive in laboratory that evening: 1600 hrs
Courier Contact: Tim Lane Tel: 08 8945 2506 (Mob: 0418 623 945)
Laboratory Specimen Reception Manager: 08 8945 2506
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Laboratory Operations Manager: Michael Colyer 08 8945 2506

Commercial Manager: Kate Koleff Mob: 0419 146 543 — for any problems or issues all states

8.9 Skin Photography

Equipment Provided

Panasonic DMC-G10

Two 150W Quartz Halogen floor lamps.
Swivel stool

High backed chair

White screen

Screens/patitions for privacy

18% Grey colour chart

Macbeth Colour Checker chart

Mask to partially cover participants face

Masking Tape

Setting up the picture station

1.

The area where the pictures are to be taken should be away from strong sources of natural
light such as a window.

The screens/partitions should be set up in a rectangle to provide privacy for the study
participant while the photographs are taken.

Once the position has been found, the picture station should be set 1.2 meters from the wall
and an x should be marked on the floor with white tape.

Place the stool over the x on the floor and the second chair should be behind the stool.

Tape the white sheet to the wall so that the bottom of the sheet is 22cm from the bottom of the
floor

Set the tripod to the height of 940cms, and attach the camera to the tripod. The camera and
tripod should be placed 80 cm from the marked X on the floor. Adjust the zoom on the camera
and the angle of the camera so that the markings on sheet labelled ,pack’ match the upper
boundaries of the cameras LCD screen

The lamps are placed on the floor at a 30 degree angle to the marked X as per figure 3 below.
The distance of the main lights to the x is 1.2 metres. The height of the lamps is set to 120 cm.
Turn the camera on.

The Camera should be set to manual (shown on the central dial on top of the camera as M).
The manual settings for this camera are: variable shutter speed, with an aperture size of F5.0.
The manual settings can be seen on the rear LCD screen as ¥4 F5.0. This has been pre-set by

CMVH and the shutter speed will need to be set for the lighting conditions of the
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environment. With the manual setting selected, highlight the shutter speed and use the dial at
the rear of the camera to scroll upwards and downwards until the light bar is in the middle.
This setting must be done with all the lights on.

10. Set the white balance of the camera at the beginning of each session as per the calibration

instructions (Section 6.2.3).

Sheet taped to wall

Chair

Partition

Partitions

Figure 3. Picture Station

Procedure: Taking the photographs for assessment of dermatological conditions

1. Describe the photography session to participants and ask for them to provide verbal consent to
continue. If they agree, mark this on the appropriate place on the Case Report Form.

2. Instruct the participant to stay as still a possible during each shot.

Photograph 1:
3. Photograph the front page of the participants Case Report Form. Ask the participant to stand

in front of the x position with their CRF at stomach height. Make sure that their participant
number is visible on the LCD screen and that their face or any other identifying feature is not

visible on the LCD screen. Depress the shutter button once to take a photo.

Photograph 2:
4. The second photo will be of the participants back. Ask the participant to remove their shirt.

For female participants, undergarments such as bra“s do not need to be removed.
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10.

11.

12.

13.

14.

15.

Check for any identifying markings such as tattoos on the participants back. If the participant
has a tattoo care is taken not to photograph the section of torso covered with the tattoo. If this
is not possible, do not take a photograph of the participants back.

Ask the participant to sit on the swivel stool facing the screen with their back to the camera —
ensure that participants are sitting up straight, with their shoulders back and square.

The borders of the camera LCD screen at the rear of the camera should be zoomed so that the
black rectangle on the screen behind the participant is just visible at the edges of the camera

LCD screen. Depress the shutter button once to take a photo.

Photograph 3:
The third photo will be of the right hand. Swivel the camera so that the rectangle marked

“right hand” on the screen behind the participant is in the centre of the camera LCD screen.
Use the zoom function to zoom the camera so that the boarders of this rectangle are at the
edges of the LCD screen.

Ask the participant to raise their right hand so that it is in the centre of the rectangle labelled
“right hand” when viewed from the LCD screen on the camera. Depress the shutter button

once to take a photo.

Photograph 4:
The fourth photo will be of the left hand. Swivel the camera so that the rectangle marked “left

hand” is in the centre of the LCD screen. Use the zoom function to zoom the camera so that
the borders of this rectangle are at the edges of the camera LCD screen.

Ask the participant to raise their left hand so that it is in the centre of the rectangle on the
screen when viewed from the LCD screen on the camera. Depress the shutter button once to

take a photo.

Photograph 5:
The fifth photo will be of the right side of the face. Ask the participant to turn so that the right

side of their face is toward the camera.

Have the participant align their head with the markings on the mask. The mask should be
oriented so that the words “right side” are facing the camera.

The mask should be positioned between the camera and the participant so that it obscures the
area of the face not being photographed. Arrange the mask so that the participant™s full ear and
nose is visible, but their eye is covered.

Swivel the camera so that the rectangle on the outer edge of the mask are at the centre of the
camera LCD screen. Use the zoom function to zoom the camera so that the borders of this
rectangle are at the edges of the camera LCD screen. Depress the shutter button once to take a

photo.

Photograph 6:
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16. The sixth photo will be of the left side of the face. Repeat the procedure above for the left side
of the face, but with the mask oriented so that the words “left side” are facing the camera.

17. Swivel the camera so that the rectangle on the outer edge of the mask are at the centre of the
LCD screen. Use the zoom function to zoom the camera so that the borders of this rectangle

are at the edges of the LCD screen. Depress the shutter button once to take a photo.

Photograph 7:
18. The seventh photo will be of the soles of the feet. Ask the participant to remove their shoes

and socks. Have the participant spread their toes.

19. Ask the participant to sit on the second chair with their legs resting on the stool in front of
them.

20. Swivel the camera so that both feet are visible on the LCD screen. If the face is visible from
the LCD screen, have the participant pick up the mask labelled “mask,” and hold it so that

their face is not visible from the LCD screen. Depress the shutter button once to take a photo.

8.10 Saliva Collection

Once participants have completed all 6 testing stations and have handed in their case report form, they
will be provided with a saliva collection pack, containing 3 salivette tubes (labelled with the
participant‘s study ID, the date the sample is to be collected, and the time the sample is to be collected -
AM or PM), and a set of instructions, Participants will be asked to collect three saliva samples using

the enclosed tubes, and return them to the study team the following day.
The collection instructions will read as follows:
Dear Participant,

As part of the Physical Testing component of the Middle East Area of Operations Prospective Study, we

will require you to provide three saliva samples using the salivette tubes enclosed, and following the

instructions outlined below. Two samples are to be collected at 2000hrs the evening of your testing
appointment and one sample is to be collected 30 minutes after waking the morning after your physical

testing appointment.

IN PREPARATION FOR THE EVENING SALIVA COLLECTION AT 2000hrs:
e Avoid alcohol on the day of the 2000hrs saliva collection.
e Avoid all foods and drink (except water) 60 minutes prior to collection of each specimen
e Avoid exercise for 60 minutes prior to collection
o Do not brush your teeth or apply make-up/lipstick prior to saliva collection

o [fyou use hormone creams, wait 12 hours after the last dose before collecting saliva

IN PREPARATION FOR THE MONRING SALIVA COLLECTION 30 MINUTES AFTER
WAKING

e Avoid alcohol the evening before the morning saliva collection

o Fast overnight from 2200hrs the night before the morning saliva collection (water may be consumed

during this time).
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o Avoid the use of hormone creams (unless specifically prescribed by a medical practitioner), from 6pm
the night before saliva collection until after the morning saliva sample has been collected.
e Avoid exercise for 60 minutes prior to collection

e Do not brush your teeth or apply make-up/lipstick prior to saliva collection

SALIVA COLLECTION:

Remember you need to:

o Collect 2 saliva samples at 2000hrs, the evening prior of your physical testing appointment.

. Collect the final saliva sample 30 minutes after waking, the morning following your physical testing

appointment.

AT THE DESIGNATED TIME FOR SALIVA COLLECTION:

o Wash your hands thoroughly before handling the saliva specimen tubes as creams or other substances
may contaminate the saliva.

e Rinse your mouth out with water.

e Fill the saliva collection tube with saliva from the front of your mouth up to the red line on the label.

e [mportant — do not express mucous or sputum from the back of the throat into the saliva tube.

e Replace the cap evenly and securely and wipe off any saliva on the outside of the tube.

e Place each saliva specimen tube in the sealed section of the clear plastic specimen bag provided.

o Seal the bag closed and place in the fridge (to maintain the integrity of the saliva specimens).

e Bring the sealed bag with saliva tubes with you of the day following the physical testing for collection by

CMVH staff. Please keep stored in a cool, dark environment until collection.

If you have any questions about your saliva collection please call the MEAO Prospective Health Study
information line: 1800 232 904.

The following day, when participants return with their saliva samples, they will be directed to a
Healthscope or CMVH staff member, who will complete the relevant section of their Case Report
Form, ensure that all three saliva tubes have been labelled appropriately, and pack the saliva tubes for
transport. The Healthscope co-ordinator will then organise for a courier to come to the base, collect the

samples, and transport to the appropriate laboratory for testing.

9. DATA COLLECTION AND QUALITY CONTROL

Data for each of the physical assessments will be collected on a separate Case Report Form (see
Appendix B) for each Physical Testing Participant. Physical Testing Participants will carry their Case
Report Form with them from station to station. Once Physical Testing Participants have completed all
six stations, they will report to the Healthscope Project Coordinator who will check over their Case
Report Form looking for missing data, outlier scores, and discrepancies (refer to Quality Management
Plan in Appendix F for full details). Only after the Healthscope Project Coordinator is satisfied that the
Case Report Form has been appropriately completed will they sign-off the Case Report Form and thank
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the Physical Testing Participant for their time and effort. Case Report Forms will then be forwarded to
the CMVH research staff member or SOC Administration Officer who will then double-check them for

completeness.

If the protocol is deviated from in any way for any reason (refer to Appendix F for what constitutes a
protocol deviation), Healthscope staff will need to note this on the Case Report Form and the Test
Station Protocol Deviation Summary (see Appendix C). At the end of the testing session, the
Healthscope co-ordinator will need to provide this log to the CMVH coordinator who will transfer this
information onto the Protocol Deviation Log (Appendix D), which will be forwarded to the Study
Manager at the end of the physical testing day.

If any Serious Adverse Event (refer to Appendix F for definition) takes place, Defence health staff will
be notified. The Healthscope coordinator will firstly take all action required to assist the Physical
Testing Participant and notify the CMVH coordinator who is on site. The CMVH coordinator will be
required to notify the Chief Investigator and the Study Manager of the event in writing within two

hours.

At the end of each testing session, a check will be undertaken by the Healthscope coordinator and
CMVH Coordinator to ensure that for each Physical Testing Participant listed on the Participant
Attendance List, the following items have been collected and correctly labelled with the participant™s
study ID:

e A completed and checked Case Report Form

e  six vacuette tubes

If any of the above items are missing, the SOC Administration Officer or the CMVH coordinator must
investigate the circumstances leading to the missing item, ensure it is recorded in the Protocol

Deviation Log (Appendix D) and send this log at the end of each testing day to the Study Manager.

10. END OF DAY TASKS

10.1 Download spirometry data
At the end of each physical testing day data from each spirometer will be downloaded to the physical

testing laptop. To do this:

e  Turn on the laptop and log in

e Open the EasyWare program

e  Connect the spirometer base station cradle to the laptop using the supplied USB cable
e Place the spirometer in the cradle

e Turn the spiromteter on.

e Data will transfer automatically
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At the end of each physical testing day, study ID numbers entered by Healthscope nursing staff
(viewable via EasyWare) should be cross checked with a list of correct study ID numbers, to ensure
that numbers are being entered accurately. If an ID is recorded incorrectly: EasyWare—> Edit—> Patient

Data—> *edit incorrect numbers*

At the end of the first day of physical testing, the spirometry data base should be emailed to A/Prof
Alan Crockett for review and continuous quality feedback to the Healthscope staff. To send the data

base to A/Prof Crockett:

e  Open Microsoft Outlook.
e  Open a new email message. In the subject line write “MEAO Spirometry for review (date)”
e Attach the EasyOne .mdb file. This is located in the following path:
C:\ProgramData\ndd\EasyWare.mdb
o  Compress the file (zipped folder): right click=> send to = compressed zip folder
e In the Message please indicate the mobile phone number that A/Prof Crockett should use to
contact you to advise of the spirometry quality and requirement for further instruction

e Send the zipped file to A/Prof Crockett.

10.2 Download photography

1. At the end of each session the pictures will be downloaded to the physical testing laptop.

2. Attach the interface cable KIHAO8ADO0003 (black cord) from the computer to the camera.

3. Turn the camera on.

4. A new hard drive will appear in the computer. It will probably be labled: Removable Disk (E:)

5. Open this hard drive and navigate to the DCIM folder, where another folder called
“102_PANA” will be located

6. Copy this file to the computers hard drive via the path way
Computer>Public>OffsitePictures>Camera A (or Camera B)

7. If the camera is camera A; copy the pictures to the folder Camera A. If the camera is
cameraB; copy the pictures to the folder Camera B.

8. When this process has been completed rename the folder which you have just created in the
hard drive. Start with the date, followed by the Camera identifier. i.e: 1502201 1CameraA.

9. After the pictures have been copied exit the camera‘s hard drive by ejecting it in the task bar
located on the lower right. Left click the flash drive icon, select “Safely remove USB Storage
Device _ Drive (E). The computer will confirm the operation with “This device can now be
removed from your computer.” Disconnect all cables and turn off the camera.

10. Each photograph file should be labelled as follows studylD-photograph tag-body part-date
photo taken (For example 1045657-A1-Left face-20100511.jpeg)

11. A hue adjustment will be made to all photos in a session based on the second photograph (of
the MacBeth Colour Card) with the Adobe DNG Profile editor.

12. On completion of adjustment and relabling of files they are transferred to a CD which is taken

to DMAC to transfer the photograph files to the Defence Health Database.
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13. Once it is confirmed that the photos are transferred, the files on the CMVH computer and any

remaining photo“s on the camera memory card/storage device are deleted.

10.3 Charge camera batteries
At the end of each testing day, CMVH research officers will need to charge the camera batteries for the

following day"s use.

10.4 Store Case Report Forms
At the end of each testing day, completed Case Report Forms will need to be transported to, and stored

at the CMVH Coordinator's accommodation.

10.5 Fax Logs to Study Manager
At the end of each testing day, CMVH Research Officer will fax Protocol Deviation and Adverse Event
Logs to the Study Manager, if applicable.

10.6 Back up external hard drive
At the end of each testing day, the CMVH Research Officer will ensure that the physical testing lap top
is backed up using an external hard drive- each day should have its own separate folder on the hard

drive.

11. DATA MANAGEMENT

11.1 Participant Attendance
Once back in Adelaide, the CMVH Research Officer who attended the physical testing will use the

hardcopy participant attendance list to log which participants attended each testing session on the MIS.

11.2 Case Report Forms
Once back in Adelaide, the CMVH Research Officer who attended the physical testing will log receipt
of the Case Report form on the MIS, and check the Case Report Form for completeness.

If any part of the Case Report Form is found to be unintentionally incomplete or discrepant, the CMVH
Research Officer will establish why the discrepancy has occurred and whether any follow-up action is

required.
The CMVH Research Officer will then pass on the Case Report Form to the Data Manager who will:

e Scan complete Teleform Case Report Form (refer to Appendix G for Teleform scanning
instructions) which will automatically populate a CSV file
e  Transfer data to DMAC via a secure FileTransfer Protocol (FTP)

e File the hard-copy Teleformed Case Report Form in the participants files
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11.3 Laboratory Test Results

Healthscope are responsible for ensuring that all post deployment tests are completed at the laboratory

at which the pre deployment tests were conducted (see Appendix H).

Upon completion of each test laboratories will forward two copies of each hardcopy result to CMVH

and one electronic copy to DMAC.

The Project Officer will log receipt of all hardcopy and electronic pathology test results that come back
from the laboratories, and follow up any which are missing with Healthscope. In addition, the Project
Officer will forward one hardcopy of each laboratory report to Dr Keith Horsley. Dr Keith Horsley
will check for abnormalities and sign each hardcopy result (see Appendix I). If a result is identified as
abnormal, Dr Keith Horsley will draft a letter identifying their abnormal results and provide them with
information about actions to be taken (see Appendix J). Dr Keith Horsley will forward all signed
hardcopy results and an electronic letter for those identified as abnormal to the Project Officer. The
Project Officer will send to the identified participants an abnormal results letter, together with a copy of
their blood results which they can then forward on to their personal GP (for more detail refer to section
12.3). The Project Officer will also send other participants™ whose bloods come back as normal a letter
(see Appendix K) thanking them for their participation in the physical testing component of the study.
The Project Officer will record both letters on the MIS.

Upon completion, Dr Keith Horsley will also be responsible for directing the analysis of all data
collected as part of the physical testing except for spirometry and skin photography (refer Statistical
Analysis Plan).

11.4 Spirometry

After each physical testing trip all spirometers will be forwarded onto Associate Professor Alan
Crockett (spirometry specialist), who will download a copy of participants™results, in order to assess
the quality of individual blows so as to advise CMVH what may be improved upon in the future, and to
identify participants who exhibited abnormal results (e.g. bronchial spasm). All spirometry results will

then be forwarded on to DMAC via FTP or via the use of a CD.

To copy spirometry data onto CD:

e  Open the EasyWare program.

e Click File, and a drop down menu will appear. Select ,Export Data“and then Text Export
(CSV) New Records.

e  The files will be exported to the following folder:
Desktop\Users\Public\PublicDocuments\ndd

e Copy the files to a CD.
The CD will then be walked to DMAC who will upload the data to the Defence Health

Research Database.

Upon completion of each post deployment spirometry data collection, Professor Alan Crockett will

also analyse the results (refer Statistical Analysis Plan)

Physical Testing Protocols-MEAO-CD-20110616-v20.docx Page 40 of 74



11.5 Photography

After each physical testing trip, all of the photographs that were taken will be downloaded, labelled (in
the form [Participant ID]-[Folder/Camera ID]-[Part of anatomy]-[Date of photo] e.g. 1000000-A1-
Back-20101012) and appropriately adjusted to ensure both consistency and accuracy. Once this process

has been completed, each participant's set of photographs will be forwarded onto DMAC via FTP.

Upon completion of each post deployment skin photograph, the pre and matching post deployment skin
photos will be analysed by a dermatologist (see Appendix L and Statistical Analysis Plan).

12. QUALITY MANAGEMENT

All members of the Physical Testing Team will adhere to the Quality Management Plan (Appendix F),

in accordance with the Quality Control Measures specified above (refer to Section 7).

13. REPORTING

Healthscope will provide to CMVH within one month of undertaking each Physical Test a report for

each individual participant, which will include at a minimum:

e Study ID

e Date of physical testing

e Number of blood tubes collected

e  Number of saliva tubes collected

e Date samples sent to each laboratory

e Laboratory unique sample identified

Healthscope will notify the CMVH coordinator who is on site for physical testing of any of the
following incidences:
e Any adverse or serious adverse event which affects or potentially may impact upon the health
of any Physical Testing Participant (on occurrence of the event)
e Any incident which may lead to an occupational health and safety claim as a result of the
activities within this contract (notify within 24 hours)
e  Any other risk or potential risk which could impact upon the CMVH and/or Defence (notify
within 24 hours)

The on-site CMVH Coordinator will provide the CMVH Study Manager with the following reports:
e Adverse or serious adverse event log (within 2 hours of an event)
e List of non-attenders (at end of each physical test day)

e Protocol deviation log (at end of each physical test day)

* Refer to Quality Management Plan (Appendix F) for full details.
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14. ETHICAL CONSIDERATIONS

12.1 Ensuring Voluntary Participation

The initial information pack will emphasize the voluntary nature of the study and reassure participants
that Defence will not be informed of their participation or lack of participation, and that their future
health care, status within Defence, entitlements with DV A or compensation will not be affected by
whether or not they choose to participate. However, the Physical Testing Team will ensure that
Physical Testing Participants are aware that they will be free to withdraw from the study at any point.
In addition, a cooling off period of at least 24 hours between study information sessions (briefings) and
recruitment will ensure that Physical Testing Participants have time to carefully consider their

involvement.

If at any time, during the physical testing a potential participant indicates that they have not consented
to participate in the study, the physical testing team member must ask them if they wish to now consent
to undertaking physical testing. If the participant has any concerns about participating the physical
testing team member will attempt to address these concerns and if the participant is then willing to
continue with the physical testing, the Physical Testing Team Member must then ask them to complete
a new consent form. This consent form should be sealed in an envelope and given to the Participant

Liaison Officer.

If after attempting to address any concerns, a participant still does not want to participate, the physical

test must cease immediately and the participant must be free to leave at any time.

12.2 Data Security and Confidentiality

Data on Physical Testing Participants will be de-identified by the use of specifically generated study
numbers. De-identified paper copies of Case Report Form will be kept in a locked, restricted facility.
Blood and saliva samples will be de-identified at the time of collection, labelled with a study ID
number and stored in a recognised laboratory facility. The keys linking study numbers to individuals*
identifying information, self-report data and Defence-owned data will be kept and maintained by a
facility that meets Defence physical and information security requirements applying to the particular

participating personnel.

12.3 Testing of Biological Samples

Both the saliva and blood samples will be tested by the same recognised testing laboratory (see
Appendix H for list of Laboratories) for pre and post samples. These laboratories are bound by the
laws, regulations and obligations for testing human biological samples. The results of each of the

pathology tests will be reviewed by Dr Keith Horsely. In the case of any abnormal results which may
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indicate the need for a medical consultation, a plain language summary of the outcomes of the

abnormal test s will be prepared and provided as part of feedback only to the participant involved (see

Appendix J). In this case, the participant will also be provided with a copy of the original pathology

results, which may be taken to their own doctor should they choose to take this course of action.

Table 2: Final list of pathology testing for the MEAO Prospective Health Study

Assessment What is Assessed How Collected Freezer
Purpose Storage
Exposure to Blood chemistry and liver function specifically: Clotted blood Yes
Toxins Sodium, Potassium, Chloride, Bicarbonate, Anion white top tube
Gap, Glucose, Urea, Creatinine, total Cholesterol,
Osmolarity, Urate, Phosphate, calcium, lonised
calcium, Albumin, Globulins, Total Protein,
Bilirubin, GGT, ALP, ALT, AST, LD, CK,
Magnesium, Amylase, Lipase, and C-Reactive
Protein.
Heavy metal exposure specifically: Lead Whole blood No
K-EDTA tube
No
Organophosphate exposure specifically: Whole blood
paroxinase and red blood cell cholinesterase Li-Hep or K-EDTA
tube
Exposure to Total Cell Count (CBE) specifically: haemoglobin, | Whole blood No
Infections red cell count, packed cell volume, mean K-EDTA

corpuscular volume, mean corpuscular
haemoglobin, mean corpuscular haemoglobin
concentration, red cell distribution width, total white
cell count and white cell differentiation counts and
percentages (neutrophils, lymphocytes, monocytes,

eosinophils, basophils and platelets).

Erythrocyte Sedimentation Rate (ESR) as part of
CBE

Viral infections specifically:
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o Epstein-Barr, Clotted blood White
o Cytomegalovirus, Top
o Herpes Simplex,
o Hepatitis C,

Bacterial infections specifically Clotted blood White
o Mycoplasma, Top

o Chlamydia (serology)

o Helicobacter pylori (serology)

Parasitic infections specifically: Leishmaniasis

Serum White Top

Physiological Inflammatory mediators specifically: Interleukin 6, Clotted blood White Yes (6
and C-Reactive Protein, TNF Alpha, IL-1, IL-4 Top months
Immunologic only)
al Changes
Arising from
Stress Stress hormones specifically: cortisol, nor- Morning/evening Yes
adrenaline, adrenaline Saliva (est. 6
months
only)
Effects of the Cardiovascular Risk Factors specifically: Total Clotted blood White | Yes
Deployed cholesterol and High Density Lipoproteins. Top (fasting not
Environment Glycated Haemoglobin required)
Dietary Components specifically: B12 and Folate | Clotted blood White | Yes
Top (fasting (30 days
preferred) only)

Refer to Appendix J for review of MEAO Prospective Study pathology results

12.4 Storage of Biological Samples

Unused serum will be stored at -70° centigrade for a period of up to 10 years in order to conduct
investigations in the future as new diagnostic technologies become available and/or as unexpected

health concerns emerge among veterans.

12.5 Further Advice

For all general study enquiries, please contact: Dr. Carol Davy
For advice pertaining to this protocol please contact: Dr. Carol Davy/ Ms. Maria Abraham
For advice pertaining to equipment please contact: Dr. Carol Davy/ Ms. Maria Abraham

For advice pertaining to appointment schedules and participants please contact: Dr. Carol Davy
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For advice pertaining to CMVH in general please contact: Dr. Carol Davy

For all after hours enquiries, please contact: Dr. Carol Davy

Dr. Carol Davy

MEAO Prospective Study Manager and Research Fellow
Centre for Military and Veterans' Health

The University of Adelaide, AUSTRALIA 5001

Ph: +61 8 8313 0676

Mobile: 0424 751 192

email: carol.davy(@adelaide.edu.au

Should you have difficulty contacting any of the above please direct your enquiry to:
Centre for Military and Veterans® Health

The University of Adelaide, AUSTRALIA 5001

Ph: +61 8 8313 5200
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APPENDIX A: PLAN FOR PHYSICAL TESTING
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APPENDIX B: CASE REPORT FORM

| ;ﬂ@ o- N

Teleform Pregeploymeant Physlcal Testing_JE_20100<15-v4.pdf

. Page 1 of @ .
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. m Tester 1D 1D: .

Draft
Saliva Collection
1.1 Did you have a drink containing alcohol in the 12 hours prior to collecting your saliva sample? O Yes O No
1.2 Time AM saliva sample was collected: z HRS

Lab reference mumber:

3 AM salivette tube collected

2 AM salivette tube labelled with study ID

1.3 Time PM saliva sample (1) was collectad: z HRS

Lab reference number:

O PM salivette tube collected

1 PM salivette tube labelled with study ID

1.4 Time PM saliva sample (2} was collectad: N HRS

Lab reference numbern -

3 PM salivette tube collected

0 PM salivette tube labelled with study ID

1.5 If saliva samples were not collected, please specify reason(s) for mon-collection:

. Page 2 of 8 .
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. @ Tester ID: ID: .

Draft

Blood Pressure

2.1 Has the participant abstained from food for a minimum of 30 minutes?

i Yes O No

2.2 Has the participant abstained from caffeine for a minimum of 30 minutes? O Yes O No

2.3 Has the participant been at rest for at least 5 minutes? O Yes O No

2.4 Blood Pressure measurements:

1 2
Systelic 1 Diastoelic 1 Fulse Systolic 2 Diastolic 2 Pulse
3
Average 1-3
Systolic 3 Diastolic 3 Pulse Systolic Ave |Diastolic Ave | Pulse Ave

2.5 If the difference between any 2 measurements of SBP is more than 8 mm Hg and DBP is more than 5 mm Hg:

4 5

Systolic 4 Diastolic 4 Fulse Systolic 5 Diastolic 5 Pulse
& Average 4-8

Systolic 6 Diastolic & Fulse Systolic Ave |Diastolic Ave | Pulse Ave

2.8 If blocd pressure data was not collected, please specify reason:

. Page 3 of 8 .
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W I

Draft

Tesbar |0

- '

6.1 3 x 0.5ml gold top [serum fube): [pleass shads as completed)]

| |

LAS REF. NO. SAMPLE IF HH:'I.E NOT ﬂﬂI.I.El.:TH}.
SAMFLE ) | a
1
] A5 ABDVE
SAMPLE =] o
AS ABOVE
SAMFPLE L 5

.21 % B.0mi gold top (ssrum tube): (please shade as completed)

SAMPLE IF SAMFLE NOT COLLECTED,
LAR REP. NO. COLLECTED SPECIFY REASON:
SAMPLE ) o
1

I

.5 2 x 4.0m| mauve top (EDTAL (peass shade a8 compaled, samples MOT 0 ba spun)

SAMPLE IF SAMPLE NOT COLLECTED,
LAR REF. N COLLECTED SPECIFY REASON:
SAMPLE . | o |
1
SAMPLE [las E o ‘
e LU T
G.d 1 x 20ml mauve top (EDTAL: (please shade as complaled, samples NOT ta be spunj)
SAMPLE IF SAMFLE NOT COLLECTED,
LAB REF. NO. COLLECTED SPECIFY REASON:
ZSAMPLE . o | |

6.5 |Ask participant] When did you lest do ary vigorous phivsical activity which made you breatha harder
aor pult and pant? (a.g. Stranuses Gym workout, 8 manch with & 1ull pack, athar fleld axarcisa)

fimes

Plaasa ansura that gl crcles have Dean shadacd
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B A o o

Drait

Completeness Check

8.1 This Physical Testing Form has been checked for completeness.

PRINT NAME:

. Page B of @ .
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APPENDIX C: TESTING STATION PROTOCOL DEVIATION LOG
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APPENDIX D: TESTING STATION PROTOCOL DEVIATION SUMMARY
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APPENDIX E: FAINTING PROTOCOL

Clinical Laboratories

Manual: Patient Centre Manual — Volume 1 Document Mo.:  ACC-PV1-00T7
Type: Frocedure Issue Date: 25/03/2008
Document: sACC - Fainting {Syncope) Page: 1of3

sACC - FAINTING (SYNCOPE)

1. FPURFOSE

This procedure is designed to instruct all collection centre staff in the steps to follow in the event of a
patient fainting.

2. SCOPE
This procedure applies to all collection centre staff working in Accredited Collection Centres operated
by Clinical Laboratories andfor its subsidiaries in South Australia, Broken Hill and the Morthem
Termitory.

3. DEFINITIONS

Mot Applicable
4. OHE&S

Ensure the safe management of a patient, protected from injury.
5. ACTIONS

51 PROTOCOL

Fainting is due to a temporary disturbance of the nervous control of the blood vessels, allowing
the arterioles to dilate so that blood is pooled in the tissues. Mot encugh blood retums to the
heart and an inadequate supply of blood to the brain results.

Fainting in lay terms is used to describe a condition of sudden, brief loss of consciousness with
the potential for full recovery. Fainting should not be confused with loss of consciousness from
shock or any other cause.

Some conditions, which may cauwse fainting, include:

" The sight of needles, particularly pricr to or after an injection.

" The sight of blood.

" Strong emotions like fear.

. Pain.

" Standing for prolonged perieds in hot weather or a hot shower / bath.
" Lack of food [ sleep.

5.2 RECOGNITION

Prior o loss of conscicusness the wvictim wsually feels light-headed, may feel nauseated,
anxious and appears pale.

Other symptoms may include:

. Giddiness, unsteadiness and blurred vision.

" Caold and clammy skin.

" ' @Wning ooours.

" Shallow breathing.

. The pulse is weak and slow.

" Weakness and lethargy are followed by collapse with loss of consciousness

The diagnosis is confirmed by a rapid retum of consciousness while lying flat.
Cecasionally, fainting may be associated with local or generalised fitting.

Brain damage or death may occur if the wvictim is left supported in an upright position such as in
a chair.

Author: ZIC Patient Centre 34 Authorised by: Patient Centres Manager - Wayville
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Clinical Laboratories

Manual:
Type:

Document:

FPatient Centre Manual - Volume 1 Document Mo.: ACC-PV1-007
Frocedure Issue Date: 25/03/2008
sACC - Fainting (Syncope) Fage: 2of3

5.3 PREVENTION

Be aware that fainting may occur as a result of venepuncture or other specimen collection.
Check if the patient has had any previous reactions or fainting episodes, or appears anxious.
Abways consider lying the person down in this instance.

It may be worth giving the patient a drink prior to the procedure, unless contraindicated for the
test. This is particularly relevant to patients undergoing venesection

5.4 MANAGEMENT

1.

10.

12
13.

15.
18.

Should patient begin to feel faint 02 NOT try to finish collecting a sample. Ensure patient
safety and protect from injury. (Samples may be collected once their condition is
stabilised.)

Do not leave the patient and where possible call for assistance.

Lay the patient flat with legs raised and head lowered. NOTE: Newver sit the victim on a
chair with the head placed between the knees.

Ensure the ainway is maintained.

Encourage deep breathing if conscious. Ensure a liberal supply of fresh air (the use of an
electric or hand held fan might help).

Lowosen clothing around the neck, chest and waist. Offer a cool wet face washer.

Reassure the patient

Flace all unconscicus patients on their side- see below “Positioning am Unconscious
Wictim”™.

Monitor heart rate, blocd pressure (if BF machine awvailable) and level of consciousness
every few minutes.

If Oxygen is available administer via a mask at 8-8 | per minute.

A Pregnant woman should be turned on to the left side if conscious or unconscious.
Assess the patient for any injuries resulting from the episcde.

As the patient recovers, move them to a bed and encourage them to remain resting for 15 -
20 minutes. Offer them a cool drink.

Emnsure the patient is fully recovered before allowing them to leave. If necessary arange for
a relativelfriend to drive.

Discuss lying down for future tests.

Prolonged loss of consciousness indicates a condition more serious than simple fainting
and should be treated by a physician. If the patient does not recover in a few minutes, re-
check their pulse, respirations and blood pressure.

AT WAYVILLE - Contactone of our doctors for assistance. Phone for an ambulamce if
required.
AT OUTER CENTRES - Phone for an ambulance. (The requesting doctor should be

naotified of any complications)

Fainting constitutes a patient incident, and a "Report of Patient Clinical Problem™ form must
be completed and forwarded to the Patient Centre Manager. These are located in the
Patient Centre Forms Register and are ordered via stores.

5.5 POSITIONING AN UNCONSCIOUS VICTIM

With an unconscious patient the care of the airway takes precedence over any injury including
the possibility of spinal injury. All unconscigus patients must be handled gently with no twisting
or forward movement of the head or spine.

Author: ZIC Patient Centre 54 Authorised by: Patient Centres Manager - Wayville
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Clinical Laboratories

Manual: Patient Centre Manual — Volume 1 Document Mo.:  ACC-PV1-007
Type: FProcedure Issue Date: 25/03/2008
Document: sACC - Fainting (Syncope) Fage: 3of3

The unconscious persen is tumed on their side to:

" Obtain and maintain a clear ainvay.

" Provide ready access to the ainway.

" Facilitate drainage and lessen the risk of inhaling foreign material.
= Avoid unnecessary bending and twisting of the neck.

" Permit continuing cbservation of the person.

Principles to be followed when positioning a person on their side:

" They should be as mear a true lateral position as possible with the head in a low position to
allow free drainage of fluid.

- The peosition should be stable.

" Any pressure in the chest that impairs breathing should be avoided.

. It should be possible to turm the victim ento their side and retumn to the back easily and
safely, having particular regard to the possibility of cervical spine injury.

" Good observation of and access to the airway should be possible.

- The pesition itself should minimise further injury t2 the persan.

5.6 FIT/SEIZURE ASSOCIATED WITH FAINTING

Oeccasionally some patients once they have fainted will have a fit'seizure. This often starts with
the patient's eyes rolling back and can be accompanied by a groaning sound. The fit usually
consists of a few body andior limb jerks ower 5-10 seconds. Patients who experience this will
often take longer to recover and may fell unwell for the rest of the day.

561 Management
" Protect the patient from injury.
- Mlaintain the airway.
" Lie patient on their side.
" If available administer oxygen via @ mask at 6-8 litres per minute.
B. FORMS
. Repaort of Patient Clinical Problem

7. REFERENCES

#  First Aid Principles

Author: ZIC Patient Centre 34 Authorised by: Patient Centres Manager - Wayville
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APPENDIX F: QUALITY MANAGEMENT PLAN

Ensure All Required Data is Approg

iately Collected for Each Participant

Acticn

FResponsible Party

Timeline

Hecord sach partcpant on the Participand Atberdancs Cheokist

CRVH Coardinatansog
Mdministratian Officer

At start of each Physical
Tasling Sessicn

Holity he Giudy Manager of any parsopant wha does nol aftend the
scheduled physical testing appoiniment

CRIVH Coardinafan=og
Administration Officer

Al and of each day af
fesfing

Enszure [hat The required number of sultably rained and qualiied

Healthscope Frojecl

Friar ba each scheduled

staff are available at exch lesting statian Coordinator tesiing session
Check the caze repart form far each partcipant io ensurs all stations | Healthscope Froject Hriar ba e participant
hawe been complated ard recorded Coordinator lzasing the physical testing

facility

Check each item on the Case Repot Fom fo ensure resulls are
within allowable ranges

Healthscope Froject
Coordinalor

Friar ba the parlicipant
leawing the physical {esting
facility

Check that thers is ane fully comphebed Case Hepart Farm far each
participant recarded an the Paricipant Attendance Checklist and
give o the CMVH Coordinalor

Healthscope Froject
Coordinalor

A1 the end of each physical
testing session

Frowde a wrilten repon By individual parficipant which includes:
= Study ID

= Daste of physical lesting

*  MWumber of blood tubes collected

= MWumber of saliva tubas collecied

= Dafe samples sent fo each laboratory

*  Labaratory unique sample identified

Healthscape SA BOM

Within ane mandh of

undertaking the physical
fesl

Check the wntlen reporl with DRAL records 1o ensune that all da@
has baen recemed

Sludy Manager

Within ane week of
receiving repart

Frovide Healhscope BOM with a copy of pratoccl deviation 1og

Sludy Manager

Al completion of physical
fesfing series

Conduch an audd of T randomily sedected Case Repard Forms ta Sludy Manager Guarledy
ansure apprapnate data is callecied and has been enlered inta

DAL

Ensure that Samples are Stored and Shipped Appropriately

Action Responsible Party Timeline

Enter defals of each sample 1o be shipped on the Sample Shipping
Log

Healthscope Skaff

Al pomt of packing the
sanmple

=nzure a Sample Checklist accampanies all he samples when
packed in the eskiss to enable the labaratory stadf to check that all

Healthscope Skalt

At poant of packing the
amphe
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L prataccl deviation is defined as any action or inactian which digresses from the Physical Testing Protocal and which compromises
tha |nl=gm5| of ary physical testing data. This includes but is not limited bo:
One or mare of the physical bests not being completed by the participant

*  One or mare physical tests nal being compleed in accordance wilth the method presonbed by the Physical Testing Protacal

= Dala maot baing recorded on the Case Report Fomm

* Incarrect data being recorded an the Casa Repord Farm

= Any information missing from the Casa Repart Farm

= MAny missing Case Report Forms

Page 5 of 5 Physical Testing-MEADQ Quality Management-UB-20] 07 26védoox
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APPENDIX G: TELEFORM SCANNING INSTRUCTIONS

PRINTING QUESTIONNAIRES FOR MAIL OUT

1.

Open Teleform Auto Merge Publisher using the shortcut on the desktop or the
following link: Start Menu>Programs>Cardiff Teleform>Teleform Auto Merge
Publisher

Once it opens, go to File>Schedule Print.

You are in the form tab. Click in the box next to the word Form. It will bring up a box
to open the questionnaire. Pick the questionnaire you want and press ok.

Change the number of copies you want.

**IMPORTANT** Click the Auto Increment Fill tab. Tick the box that says “Enable
automatic fill”. Fill the ID field from the prepared database.

PRINTING A SINGLE QUESTIONNAIRE

1.

Open Teleform Auto Merge Publisher using the shortcut on the desktop or the
following link: Start Menu>Programs>Cardiff Teleform>Teleform Auto Merge
Publisher

Once it opens, go to File>Schedule Print.

You are in the form tab. Click in the box next to the word Form. It will bring up a box
to open the questionnaire. Pick the questionnaire you want and press ok.

**IMPORTANT** Click the Auto Increment Fill tab. Tick the box that says “Enable
automatic fill”. Fill the ID field.

SCANNING A COMPLETED QUESTIONNAIRE

1.

Open Teleform Scan Station, Teleform Reader and Teleform Scan Station in Start
Menu>Programs>Cardiff Teleform

Put booklet/interview in the photocopier feeder (face up). On the photocopier, go to
the “scan” tab, and press online.

On the computer, go to Scan Station. Press the “new batch” button at the top left. If
you want to scan double sided make sure that the process tab>feeder says “front &

back”. Press start. This will scan the document.

A window followed by another window will pop up. Press OK at the first window
then Cancel at the second window. Press Accept.

Remove booklet and press offline on the photocopier.
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6. Go to teleform reader. The text moving at the bottom of the screen is reading the data.
That is all this window does. When the text stays still and says “Idle”, it has finished
reading.

7. Go to teleform verifier. Press the refresh button on the right. The batch that you just
scanned will be added to the bottom of the list. If there are things you need to verify it
will tell you. Click on your batch and press the “process button”. TAB through the
fields that need to be verified, changing them as necessary. Save the changes when
prompted.

8. Press refresh again. Your batch should now say ready to be committed. If not, go
through process again. When ready to commit the data, make sure your destination
file is NOT open. Right click on your batch and press commit. Your data will be
committed to a CSV file.
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APPENDIX H: HEALTHSCOPE TESTING LABORAGORIES

Test

MBA20

CBE +ESR

Epstein Barr Virus
Cytomegalovirus
Hep C

Chlamydia
Helicobacter

B12

Red Cell Folate
Glycated Haemoglobin
Leishmaniasis
Lead

Herpes
Mycoplasma

Cortisol

Outsourced Tests

Red Cell Cholinesterase
Interleukin 1

Interleukin 4

Interleukin 6

TNF-alpha

Adrenaline/Nor Adrenaline

Laboratory Name

Healthscope - Wayville SA
Healthscope - Wayville SA
Healthscope - Wayville SA
Healthscope - Wayville SA
Healthscope - Wayville SA
Healthscope - Wayville SA
Healthscope - Wayville SA
Healthscope - Wayville SA
Healthscope - Wayville SA
Healthscope - Wayville SA
Healthscope - Wayville SA
Healthscope - Clayton VIC
Healthscope - Clayton VIC
Healthscope - Clayton VIC

Healthscope - Functional
Pathology - Clayton VIC

IMVS
WCH
WCH
WCH
WCH
CPR
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APPENDIX I: REVIEW OF MEAO PROSPECTIVE STUDY PATHOLOGY
RESULTS
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APPENDIX J: ABNORMAL BLOOD RESULTS LETTER TEMPLATE

Dear

Re: Participant ID Number

This letter is about your pathology tests that you had performed as part of the
MILHOP research into the health of Defence Force members who are being
deployed to the Middle East Area of Operations.

The pathology tests have shown the following result:

While the condition is not life-threatening at the moment, it does need to be
fully investigated and treated. (Further information is inserted depending on
test). We suggest that you consult your doctor at your convenience.

For your information, | have enclosed a copy of your results.

| would like to thank you for your participation in the study.

Yours sincerely

L.(,L*Z—'\“T~w \ :

Dr Keith Horsley

Chief Investigator (Medical)

Centre for Military and Veteran Health
University of Adelaide
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Specific to Helicobacter Pylori

Dear
Re: Participant ID Number

This letter is about your pathology tests that you had performed as part of the
MILHOP research into the health of Defence Force members who are being deployed
to the Middle East Area of Operations.

The pathology results have shown that you are serologically positive for an infection
with a bacterium called Helicobacter pylori.

This means that you may currently be infected with Helicobacter pylori, or you may
have been infected in the past. While the condition is not life-threatening, it does need
to be fully investigated and treated. Studies have shown that, in the long-term,
infection with Helicobacter pylori is associated with a number of diseases, such as
peptic ulcer, and more rarely, gastric cancer. Infection with Helicobacter pylori can
usually be treated by oral medication. For this reason we suggest that you should
consult your doctor.

For your convenience, I have enclosed a copy of your results.
I would like to thank you for your participation in the study.

Yours sincerely

L'("QJ’%‘“‘"\ :

Dr Keith Horsley

Chief Investigator (Medical)

Centre for Military and Veteran Health
University of Adelaide
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APPENDIX K: NORMAL BLOOD RESULTS LETTER TEMPLATE

<< Date>>

<< Name>>

<<Address line 1>>
<<Address line 2>>
<<Address line 3>>
<<Address line 4>>

Dear <<Rank>> <<Name>>

We are writing in regard to your recent participation in the physical testing component of the
Middle East Area of Operations (MEAO) Prospective Study. As part of the this component a
blood sample was taken in order to run a series of tests as described in the information sheet
provided to you prior to participation (see attached).

These blood tests have now been completed and we are pleased to inform you that no
significant abnormal results were reported. Should you require any further information
regarding these tests or any other component of the MEAO Prospective Study, please do not
hesitate to contact us on free call 1800 232 904 or email cmvh@adelaide.edu.au

We would like to take this opportunity to once again thank you for your valuable contribution to
developing the future health services of the Australian Defence Forces. In addition, we look
forward to meeting with you once again approximately three months after you return from your
deployment in order to complete the study.

Yours sincerely

Professor Annette Dobson

Chief Investigator

MEAO Prospective Study

Centre for Military and Veterans’ Health
University of Queensland
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APPENDIX L: SOP REVIEW OF SKIN PHOTOGRAPHY

Standard Operating Procedure:
Review of Skin Photography

| What | Who

When

Reviewing Skin Photography and Providing Result Data

1. | Notify Dr Jennifer Menz of anticipated post deployment Research As soon as Post
physical testing schedules Officer deployment
dates are
identified
2. | Copy all pre and post deployment skin photographs for Research Within 5 working
each participant to a separate file on a password Officer days uploading
protected CD of post
deployment
photos
3. | Courier the password protected CD containing one file Research Within 5 working
per participant of pre and post skin photography to Dr Officer days of
Menz uploading post
deployment
photos
4. | Email the password to Dr Menz with date of despatch. Research As soon as CD
Officer couriered
5. | Review pre and post skin photography and complete a Dr Menz Within 10
Skin Photography Case Report Form for each working days of
participant (see attached) receiving CD
6. | Shred the CD. Dr Menz Once review
completed
7. | Send completed Case Report Forms to Dr Davy at Dr Menz Once review
CMVH. completed
8. | Review Skin Photography Case Report Forms for Research Within 2 working
completeness and request any required additional Officer days of receiving
information from Dr Menz
9. | Teleform Skin Photography Case Report Forms and Data Manager | Within 2 working
send file to DMAC. days of receiving
10. | File hardcopy of Skin Photography Case Report Form Research Within 5 working
in the participant’s restricted hardcopy file. Officer days of receiving
Notification of Abnormal Skin Conditions which require Urgent Medical Attention
1. | Identify any skin condition which requires urgent Dr Menz Within 10
medical attention from photos*. working days of
receiving CD
2. | Complete the standard skin condition letter (see Dr Menz Within 10

attached) with study ID, relevant clinical information and

working days of
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electronic signature

receiving CD

3. | Email the letter to the Research Officer. Dr Menz Within 10

working days of
receiving CD

4. | Send letters from Dr Menz to participants either at their Research Within 2 working
Australian base address Officer days of receiving

notification
5. | File copy of letter in the participant’s restricted file Research Within 2 working
Officer days of receiving

notification
6. | Enter date and type of letter sent onto the MIS Research Within 2 working
Officer days of receiving

notification

*The participant is notified of any abnormal skin conditions which are deemed to require urgent
medical attention, as it is assumed that the participant will not have previously consulted a

medical partitioner.
Agreed contact information:

Dr Jennifer Menz

Head of Dermatology,
Repatriation General Hospital,
Daw Park, South Australia 5041
Telephone: 08 8402017131
Email: jennifer.menz@gmail.com

Professor Annette Dobson
First Chief Investigator
University of Queensland
Telephone: 0417 214501
Email: a.dobson@ug.edu.au

Dr Carol Davy

Study Manager

Level 2, 122 Frome Street
Adelaide SA 5000

Telephone: 08 83130676 and 0424751192 (please leave message on both if not available)

Email: carol.davy@adelaide.edu.au

Ms Maria Abraham

Research Officer

CMVH

2/122 Frome Street

Adelaide SA 5000

Telephone: 08 83036965

Email: maria.abraham@adelaide.edu.au
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1. BACKGROUND

Psychiatric disorders are increasingly being understood in relationship to the associated abnormalities of
information processing and psychophysiological arousal. To date the impact of these impairments in
Defence personnel has not been investigated. It is important to understand this dimension to ensure the
safety and performance of those deployed in combat zones. Of particular interest are major depressive
disorder and post-traumatic stress disorder (PTSD) being the most common post-war psychological
disorders in Australian Gulf War veterans [1, 2]. Studies have also suggested that PTSD and major
depression are more prevalent in veterans who had been deployed to Iraq and Afghanistan, in

comparison to those who were not deployed [3-7].

The level of combat exposure of Australian Defence Force (ADF) personnel deployed to the Middle
East Area of Operations (MEAQ) means that there is a significant risk of these disorders. A further risk
factor complicating the current combat environment is mild traumatic brain injury (MTBI) which is
often associated with and can exacerbate psychiatric disorders [8]. Investigating the impact of MTBI in
ADF members is important because of the attention and debate this has provoked, particularly in US
veterans. Furthermore, in both MTBI and PTSD similar information processing disorders are acquired
[9] and it is important to characterise their inter-relationship. It should not be forgotten that this
relationship is not a new question; with PTSD being labelled as “shell shock” in World War I.
Therefore, the ADF needs to monitor and investigate the relationships between these factors, which can

impact on memory and concentration in deployed personnel and are critical to capability and

performance.
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2. OBJECTIVES

The MEAO Health Study is part of the Deployment Health Surveillance Program (DHSP). The DHSP
aims to establish and maintain an integrated data system for monitoring the physical and mental health

of deployed ADF personnel.

The MEAO Prospective Study is part of the MEAO Health Study. The MEAO Prospective Study has the

following specific objectives:

e to investigate changes in health outcomes between pre- and post-deployment in ADF personnel
scheduled to deploy to the MEAO in 2010/11,

e to investigate links between specific chemical, physical, biological and psychological
exposures potentially encountered during the MEAO deployment and physical and
psychological health outcomes,

e to understand the interrelationships between short-term and long-term physical and
psychological health effects associated with deployment,

e to increase the utility of electronic ADF health records for monitoring of the physical and
psychological health of serving members,

e to identify protective (resilience) factors for psychological health outcomes,

e to determine the trajectory and pattern of psychological morbidity and its somatic
manifestations and antecedents,

e to understand the impact of deployment on information processing and decision making,

e to investigate the potential emergence of any post-deployment syndrome(s),

e to identify patterns of health care utilisation by personnel deployed to the MEAO,

e to investigate relationships between deployment, exposures and non-specific symptoms and
specific health problems; and

e to identify health indicators that are predictive of disability and where early intervention or

program change may minimise disability in ADF members and veterans.

Neurocognitive Assessments, one component of the MEAO Prospective Study, aim to utilise a
psychophysiology assessment battery to investigate the relationships between factors which can impact

on memory and concentration in deployed personnel and are critical to capability and performance.

Assessments will be conducted approximately three months pre-deployment and then again no longer
than four months post-deployment. These two assessments will be compared to objectively measure
clinically relevant change. This information wil