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A B S T R A C T  

Background : Many vet er ans suf fer from Post - Traumatic Stress Dis or der (PTSD) af ter re turn ing from mil i tary 
mis sions. This im plies com plex phys i cal and psy choso cial prob lems for vet er ans and their fam i lies. Treat ment 
op tions to day are pri mar ily med ically and psy cho log i cally founded but treat ment re sponse is in com plete. Body 
ther apy for PTSD is scarcely re searched though sub ject of in creased at ten tion. In 2015, a Dan ish pi lot study 
was con ducted ex plor ing body ther apy for PTSD. The study showed pos i tive re sults and formed ba sis for a ran - 
domised con trolled trial. This pa per out lines the pro to col for this trial. 
Methods : The in ter ven tion will be eval u ated in a two - arm ran domised con trolled trial (1:1). The trial will in - 
clude 42 vet er ans with PTSD re cruited by the Dan ish Mil i tary Psy chi atric Cen tre. The in ter ven tion group re - 
ceives treat ment as usual and weekly body ther apy treat ment as add - on. The con trol group re ceives treat ment 
as usual (TAU). Par tic i pants will com plete four ques tion naires as sess ing PTSD, de pres sion, qual ity of life, func - 
tion level and body aware ness: at base line, and at 3 months, 6 months and 12 months post base line. Lin ear re - 
gres sion mod els and mixed ef fects mod els will be used to as sess in ter ven tion ef fects. Fur ther more, an ethno - 
graphic study will ex am ine how the par tic i pants ex pe ri ence the treat ment and changes in their every day life. 
The ethno graphic study is based on in - depth in ter views, par tic i pant ob ser va tions and fo cus groups. A mixed 
method, con ver gent par al lel de sign will be ap plied. 
Discussion : This study ex am ines the ef fi cacy of body ther apy for vet er ans with PTSD and how the treat ment is 
ex pe ri enced and af fects daily life. The study will con tribute with im por tant knowl edge on an al ter na tive treat - 
ment for PTSD. 
Trial registration : Clin i cal Tri als.gov Iden ti fier: NC T03777800. 

1 . Introduction 

To carry out mil i tary mis sions a sol dier must rely on a well - trained 
au topi lot that is able to re act quickly. This abil ity is cul ti vated 
through mil i tary train ing that may in volve com pro mis ing per sonal 
thoughts, feel ings and bod ily sig nals. How ever, the sever ity of real - life 
com bat can pose a great threat to the men tal and phys i cal health of 
sol diers; con se quently, some sol diers and vet er ans de velop Post - 
Traumatic Stress Dis or der (PTSD) [ 1 ]. 

PTSD is a per sis tent con di tion that may in ten sify over time [ 2 ]. Of 
all Dan ish vet er ans posted on mis sions be tween 1992 and 2009, 2.4% 

were reg is tered with PTSD based on the Dan ish Health Reg is ter, how - 
ever, the preva lence is es ti mated to be 5 – 10% [ 3 ]. A study found that 
14% of Dan ish vet er ans de ployed to Afghanistan in 2009 had a high 
PTSD symp tom level 6.5 years af ter their re turn [ 4 ]. These num bers 
are com pa ra ble to US vet er ans de ployed to Viet nam [ 5 ]. The ex act 
num ber of vet er ans suf fer ing from PTDS is dif fi cult to de ter mine; the 
symp toms fluc tu ate over time and not all cases are reg is tered [ 3 , 5 ]. 

Symp toms of PTSD are typ i cally clas si fied within three sub - groups: 
1) Flash back/ re - experience of the trauma, of ten set off by stim uli on 
the senses. It of ten in volves night mares and sen si tiv ity to high - volume 
sounds as well as phys i cal ex cite ment in volv ing in creased heart rate 
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and sweat ing, 2) Avoid ance char ac terised by with drawal from so cial 
sit u a tions that re sem ble the trau matic events as they can push so cial 
anx i ety, 3) Hy per arousal , of ten de scribed as be ing stuck in bat tle - 
mind, in volves in creased at ten tion to wards po ten tial dan gers, lead ing 
to over stim u la tion of the sym pa thetic ner vous sys tem cre at ing a 
down stream ef fect of dis tur bances in sleep, mem ory, ap petite, sex ual 
de sire, so cial com pe tences, tem per and cog ni tive func tions [ 1 , 4 , 6 , 7 ]. 

There is a com plex in ter play be tween the psy cho log i cal and so - 
matic ex pres sions of the ill ness; the two are bound to gether in a rec i p - 
ro cal re la tion po ten tially main tain ing and ag gra vat ing each other [ 8 – 
10 ]. A ma jor chal lenge for vet er ans with PTSD is emo tional con trol 
and dif fi culty read ing their own and oth ers’ emo tional state [ 11 ]. 
They ex pe ri ence prob lems en gag ing with close so cial re la tions [ 12 ], 
which may lead to rel a tives also suf fer ing from psy cho log i cal dis tress 
[ 13 ]. The emo tional and re la tional chal lenges may also lead to in ca - 
pac ity for work [ 11 , 12 ]. The com plex pathol ogy places spe cial de - 
mands on treat ment, which must in te grate these mech a nisms. 

PTSD - treatment is pri mar ily based on med ical and psy cho log i cal 
premises [ 14 , 15 ]. There is ev i dence of phar ma co log i cal treat ment 
[ 16 ], in di vid ual and group trauma - focused cog ni tive – behavioral ther - 
apy (CBT), eye move ment de sen si ti za tion and re pro cess ing (EMDR) 
and stress man age ment [ 17 , 18 ]. How ever, many do not ben e fit sig nif - 
i cantly [ 19 ]. Fur ther more, lim i ta tions to these ther a pies in clude drop - 
out rates of 50% [ 19 ]. 

Dur ing the last decade, mind - body ori ented treat ments have come 
in creas ingly in fo cus and may be an im por tant sup ple ment to med ical 
and psy cho log i cal treat ment [ 20 – 30 ]; and are deemed more rel e vant 
than a cog ni tive ap proach in some cases [ 12 , 28 , 31 – 35 ]. De spite the 
en cour ag ing re sults, mind - body ori ented ap proaches to the treat ment 
of PTSD is still a new field that needs fur ther ex plo ration. In 2015, a 
Dan ish study eval u ated pre lim i nary ef fects of a body ther a peu tic 
treat ment (called Manu Vi sion) for vet er ans with PTSD. The study 
showed re duc tions on sev eral par tic i pants' PTSD symp toms (not pub - 
lished). These re sults en cour aged us to test the treat ment in an RCT 
and in ves ti gate the vet er ans’ ex pe ri enced gains more in - depth. 

2 . Methods 

The pro to col fol lows the SPIRIT guide lines as pro vided in Ad di - 
tional file. 

Our aim is to eval u ate the ef fi cacy of a 6 - month Manu Vi sion body 
ther apy in ter ven tion as add - on to treat ment as usual (TAU) among 
vet er ans suf fer ing from PTSD and ex plore the vet er ans’ per cep tions 
and ex pe ri enced gains of the in ter ven tion. More specif i cally, the study 
in ves ti gates: 

• The effects of the intervention on PTSD symptoms (primary 
outcome), quality of life, function level, depression and body 
awareness (secondary outcomes) 

• The dose - response relationship between body treatment session 
frequency and outcomes 

• How is the treatment implemented, how do participants 
experience and respond to the treatment, including the interaction 
with the therapists? 

• In which ways do the veterans experience transformation e. g. in 
terms of their body, feelings, social relations, everyday lives, 
quality of life, and PTSD symptoms? Furthermore, we include the 
perspectives of the relatives? 

2. 1 . Study design 

The de sign is a par al lel two - arm ran domised con trolled trial (RCT) 
com par ing the Manu Vi sion body ther apy treat ment against a TAU 
con trol group. More over, we will use a mixed - methods ap proach [ 36 ] 
com bin ing the RCT study with ethno graphic field work in or der to 

gain in sight into the multi - dimensional na ture of PTSD and the par tic - 
i pants’ ex pe ri ences with the in ter ven tion. Specif i cally, we will use a 
con ver gent par al lel de sign con cur rently con duct ing the quan ti ta tive 
and qual i ta tive el e ments, weigh the meth ods equally, analyse the two 
com po nents in de pen dently, and in ter pret the re sults to gether [ 37 ]. 

The pro ject in te grates re search and prac tice in a col lab o ra tion be - 
tween the Na tional In sti tute of Pub lic Health, Uni ver sity of South ern 
Den mark, the or ga ni za tion Manu Vi sion, the Mil i tary Psy chi atric Cen - 
tre (in Dan ish: Mil itærp syki a trisk Am bu la to rium) of the Cap i tal Re - 
gion in Den mark, and the Pa tient Or ga ni za tion Den mark (in Dan ish: 
Pa tient forenin gen Dan mark). The pro ject prepa ra tion pe riod was 
2018 and the im ple men ta tion of the in ter ven tion will be run ning from 
2019 to 2020. 

2. 2 . Study setting 

El i gi ble set tings will be the Mil i tary Psy chi atric Cen tre, Cap i tal re - 
gion of Den mark and at Manu Vi sion body ther apy cen tre in Copen - 
hagen, the cap i tal of Den mark. The vet er ans will be re cruited, ran - 
dom ized and of fered TAU at the Mil i tary Psy chi atric Cen tre. The in - 
ter ven tion group will re ceive the body ther apy treat ment at the 
Manu Vi sion body ther apy Cen tre. 

2. 3 . Inclusion and exclusion criteria 

Vet er ans will be in cluded in the study based on the fol low ing cri - 
te ria: 

• Age ≥18 
• Meet criteria for clinical PTSD assessed by The Structured Clinical 

Interview for DSM - 5 (SCID - 5) 
• Demonstrate understanding of informed consent and normal 

cognitive skills. 

Par tic i pants will be ex cluded if they have al co hol or drug de pen - 
dence, se vere men tal dis or ders such as schiz o phre nia, bipo lar dis or - 
der, or cur rent psy chi atric con di tions such as psy chosis, ma nia, de - 
men tia or cog ni tive im pair ment. 

2. 4 . Recruitment 

In to tal, 42 vet er ans are re cruited and al lo cated to in ter ven tion or 
con trol group by ran dom iza tion through the Mil i tary Psy chi atric Cen - 
ter, which pro vides psy chi atric sup port to vet er ans in the East ern part 
of Den mark. Vet er ans are ini tially as sessed as to whether they have 
PTSD based on a Struc tured Clin i cal In ter view for Di ag no sis (SCID) 
with a psy chi atric spe cial ist. Vet er ans who ful fil the in clu sion cri te ria 
will be in formed about the trial and in vited to par tic i pate. The screen - 
ing and the study in for ma tion will be given by the psy chi atric spe cial - 
ist at the Mil i tary Psy chi atric Cen ter. In or der to in clude ad e quate 
par tic i pants, the psy chi atric spe cial ist will in vite both newly ar rived 
vet er ans and vet er ans who have been or still is in treat ment at the 
Mil i tary psy chi atric cen ter. 

2. 5 . Randomization 

Vet er ans who ac cept to par tic i pate in the study and pro vide writ - 
ten in formed con sent are ran domly as signed to ei ther the in ter ven tion 
or the con trol group. The ran dom iza tion is done through a com puter - 
generated process prior to the in ter ven tion by a sta tis ti cian, who is 
not in volved in the trial. The ran dom iza tion codes are held in se quen - 
tially num bered sealed en velopes placed at the Mil i tary Psy chi atric 
Cen tre. Here, the en velopes will be dis trib uted by the psy chi atric spe - 
cial ist to whom the ran domised or der is un known in con sec u tive or - 
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der at the time of each par tic i pant en rol ment. The sta tis ti cian and the 
ef fect eval u a tor will be held blind to the al lo ca tion of par tic i pants. 

2. 6 . Intervention 

Manu Vi sion is a Dan ish de vel oped body ther apy. It is pro vided in - 
di vid u ally, and the ther a pist works with di rect phys i cal treat ment of 
the body and with the clien t's psy choso cial re sources. Draw ing on 
neu ro phys i o log i cal the ory de vel oped by Steven Porges [ 38 ], the treat - 
ment is based on the as sump tion that chock, trauma and stress is 
stored in the body thereby block ing mus cles and breath ing and af fect - 
ing the nerve sys tem. By work ing di rectly with those places of the 
body, the ther a pist seeks to re lease emo tional stress as well as the 
breath. In volv ing the body through breath ing tech niques alone or in 
com bi na tion with fo cused at ten tion train ing can be ef fec tive in the 
treat ment of PTSD by stim u lat ing the parasym pa thetic ner vous sys tem 
and thereby re duc ing the heart rate and stress hor mone lev els 
[ 24 , 25 , 39 – 43 ]. The body ther apy ses sions are based upon the ther a - 
peu tic al liance which refers to the dy namic re la tion be tween the 
client and the ther a pist and their con tin u ous ne go ti a tion of ther a peu - 
tic goals. A pos i tive al liance is a pre req ui site for ther a peu tic change 
and im prove ment in symp toms [ 44 – 46 ]. 

More over, group meet ings where par tic i pants ex change ex pe ri - 
ences, fa cil i tated by the ther a pists is in cluded in the in ter ven tion. Re - 
search shows nu mer ous ben e fits to peer sup port pro grams sup ple - 
ment ing PTSD treat ment [ 47 , 48 ], for ex am ple fa cil i tat ing so cial sup - 
port, pur pose and mean ing, nor mal iza tion of symp toms and hope. 

2. 6. 1 . Intervention content 
The in ter ven tion group re ceives 24 body ther a peu tic treat ment 

ses sions once or twice per week for a du ra tion of max i mum 6 months. 
The ses sions are of 1 - h dura bil ity and is de liv ered by an ed u cated 
Manu Vi sion ther a pist. Each vet eran is as signed the same ther a pist 
through out the trial. In - session time will in clude home prac tice in 
med i ta tion with the aim of re duc ing stress, hy per arousal and other 
symp toms as so ci ated with PTSD [ 25 , 49 ]. The par tic i pants re ceive a 
dig i tally recorded med i ta tion pro gram, which they are en cour aged to 
fol low daily. In or der to im prove ad her ence to in ter ven tion pro to cols 
and en sure proper af ter - care, a co or di na tor or the rel e vant ther a pist 
will make phone calls to the vet eran prior to and af ter each treat ment 
ses sion. 

Fig. 1 out lines our logic model. We hy poth e size that the in ter ven - 
tion com po nents will im pact on phys i cal, psy cho log i cal, psy choso cial 
and so cial do mains. We hy poth e size that the im me di ately and short - 
term out comes are im prove ments in body aware ness and the abil ity to 

en gage in so cial re la tions. The re duc tion in PTSD and im prove ments 
of the sec ondary out comes will re sult from strength en ing the body 
aware ness and en hanc ing the abil ity to en gage in so cial re la tions. 

2. 6. 2 . Implementation resources and support 
Treat ment fi delity is en sured through the fol low ing mech a nisms: 

• Three full days training of all therapists in the project on how to 
work with veterans with PTSD (in addition to their ManuVision 
education and many years of experience as a ManuVision 
therapist). 

• Exchange meetings/ workshops (1. 5 or 2  h) every fortnight among 
all therapists in the project in order to discuss practices, challenges 
and solutions working with the intervention group – and hence 
ensuring adherence to a common frame and approach across the 
individually tailored treatment. 

• Voluntary exchange meeting among veterans throughout the 
project with participation of therapists. This contribute to 
therapists' insight into the various treatment processes and ensure 
support within the same overall frame and approach. 

• Standardized journals filled by all therapists after each treatment. 
The ManuVision coordinator use the journals when following up 
with each of the veterans. 

• Telephone calls to the veterans prior to and after every treatment 
by either the Manuvision coordinator or the veteran's personal 
therapist in order to ensure that veterans show up for their 
treatment and that each treatment is followed up by adequate 
support. 

• A scheme with general data of the treatment process (day of 
randomization, days of attendance and absence in treatment) filled 
by the ManuVision coordinator and the psychiatrist as an overall 
monitoring tool. 

2. 7 . Treatment as usual 

Both the in ter ven tion and the con trol group re ceive TAU, which 
typ i cally in cludes one or more of the fol low ing el e ments: med ica tion, 
psy choe d u ca tion in the form of meet ings with a psy chi a trist ap prox i - 
mately every 2 – 4 weeks, and psy cho log i cal treat ment via the Dan ish 
De fence's psy chol o gists. 

2. 8 . Data collection and measures 

Ques tion naire data will be col lected at four time points: Base line 
(T0, pre - treatment), mid way (T1, 3 months post - baseline), post - 

Fig. 1 . Logic model of the Body ther apy treat ment pro gram in clud ing in puts, out puts, short - and long - term out comes. 
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treatment (T2, 6 months post - baseline) and at 6 - month fol low - up (T3, 
12 months post - baseline. 

2. 8. 1 . Primary outcome 
PTSD will be as sessed by the PTSD check list - mil i tary ver sion 

(PCL - M). PCL is a val i dated mea sure that as sesses symp toms of PTSD 
and has shown very good in ter nal con sis tency and test - retest re li a bil - 
ity [ 50 , 51 ]. It is com prised of 17 ques tions con nected to the 17 di ag - 
nos tic cri te ria for PTSD in the US psy chi atric di ag no sis sys tem, DSM - 
IV. Past month symp tom sever ity is in di cated us ing a 5 - point scale. 
The PCL yields a score from 17 to 85, with higher scores rep re sent ing 
greater sever ity. 

2. 8. 2 . Secondary outcomes 
Self - reported de pres sion symp toms will be mea sured by the Ma jor 

De pres sion In ven tory (MDI) [ 52 ]. The MDI is a val i dated and widely 
used scale of self - reported de pres sive symp toms de vel oped by World 
Health Or ga ni za tion (WHO). The sever ity of de pres sion is mea sured 
over the last 2 weeks us ing a scale of 10 symp toms at which the fre - 
quency of each symp tom can be in di cated from 0 (at no time) to 5 (all 
the time). Score range is from 0 (no de pres sion) to 50 (se vere de pres - 
sion). The cut points for the to tal score of the MDI are no de pres sion 
(≤20), mild de pres sion (21 – 24), mod er ate de pres sion (26 – 30), and se - 
vere de pres sion (≥31) [ 53 ]. 

Self - reported qual ity of life will be mea sured us ing the WHO - 5 
Well - being in dex de vel oped by WHO [ 54 ]. The ques tion naire has five 
items re flect ing men tal well - being dur ing the last two weeks rated on 
a six - point scale from 5 (all the time) to 0 (at no time). Raw scores, 
which range from 0 to 25, are mul ti plied by 4 to ob tain a per cent age 
score rang ing from 0 (worst) to 100 (best). 

SDS (Shee han Dis abil ity Scale) [ 55 ] is a scale for the as sess ment of 
func tion level. Par tic i pants will rate the de gree to which the PTSD 
symp toms af fect work, so cial life, and fam ily life us ing an 11 - point 
Dis can scale (0  =  not at all and 10  =  ex tremely). The three do mains 
can be sum ma rized to eval u ate global func tional im pair ment by 
adding the scores of each of the three do mains, re sult ing in SDS score 
rang ing from 0 (unim paired) to 30 (highly im paired) [ 56 ]. 

Self - reported body aware ness will be mea sured by the Mul ti di men - 
sional As sess ment of In ter cep tive Aware ness (MAIA) Ques tion naire 
[ 57 ]. It com prises 32 items mea sured on a 6 - point Lik ert scale 
(1  =  never and 6  =  al ways) with eight sub scales mea sur ing dif fer ent 
di men sions of body aware ness: (1) Notic ing: the aware ness of body 
sen sa tions; (2) Not - Distracting: the ten dency to ig nore or dis tract one - 
self from sen sa tions of pain or dis com fort; (3) Not - Worrying: emo - 
tional dis tress or worry with sen sa tions of pain or dis com fort; (4) At - 
ten tion Reg u la tion: the abil ity to sus tain and con trol at ten tion to body 
sen sa tion; (5) Emo tional Aware ness: the aware ness of the con nec tion 
be tween body sen sa tions and emo tional states; (6) Self - Regulation: 
the abil ity to reg u late psy cho log i cal dis tress by at ten tion to body sen - 
sa tions; (7) Body Lis ten ing: ac tively lis ten ing to the body for in sight; 
(8) Trust ing: ex pe ri enc ing one's body as safe and trust wor thy. To tal 
scores are cal cu lated for each sub scale. 

2. 8. 3 . Participant characteristics 
In the base line ques tion naire, the par tic i pants re port their age, sex, 

liv ing arrange ment, chil dren, num ber of mil i tary mis sions, and so cial 
sup port. The psy chi atric spe cial ist of the Mil i tary Psy chi atric Cen tre 
re port treat ment his tory, med ica tion, em ploy ment sta tus, mar i tal sta - 
tus, ad verse child hood ex pe ri ences, time since re turn ing from mil i tary 
mis sions, La bor Mar ket In sur ance, mil i tary rang, event type, and ser - 
vice area/ mil i tary de ploy ment. 

2. 8. 4 . Process evaluation measures 
The num ber and tim ing of com pleted body treat ment ses sions will 

be eval u ated and sys tem at i cally reg is tered by the ther a pists. Process 

eval u a tion ques tions will ex plore which el e ments po ten tially made 
the vet eran feel bet ter or worse af ter the treat ment pe riod, in clud ing 
the body treat ment, con ver sa tions with the ther a pist, home med i ta - 
tion, con tact with the co or di na tor, ex change meet ings with other vet - 
er ans; to which de gree the vet eran felt safe and ac cepted by the ther a - 
pist; how of ten the home med i ta tion was done; to which de gree the 
fol low - up con tact with the co or di na tor or ther a pist af ter a ses sion had 
an im pact. 

2. 9 . Sample size 

We have based the power cal cu la tion on the re sults of a pi lot study 
(not pub lished) and the as sess ment of the psy chi atric spe cial ist of the 
Mil i tary Psy chi atric Cen tre. We cal cu lated the nec es sary sam ple size 
us ing a power of 80%, and a sig nif i cance level of 5%. As sum ing a 
clin i cally rel e vant re duc tion of 5 points in PTSD symp toms scores in 
the in ter ven tion group com pared to the con trol group and as sum ing a 
stan dard de vi a tion (SD) of 5 in the changes in scores in both groups, 
the min i mum num ber of par tic i pants needed to be in cluded is 16 peo - 
ple for each group. How ever, we ex pect some drop - out. There fore, the 
trial will in clude 42 vet er ans di ag nosed with PTSD. 

2. 10 . Statistical analysis 

In ac cor dance with the Con sol i dated Stan dards of re port ing Tri als 
(CON SORT) rec om men da tions, the par tic i pant flow will be re ported. 
Pri mary analy sis is of in ten tion to treat type [ 58 ]. Miss ing data might 
be han dled with mul ti ple im pu ta tion [ 59 ]. Gen eral lin ear mod els will 
be used to analyse the dif fer ences in means be tween the in ter ven tion 
and the con trol group based on PTSD symp toms, qual ity of life, daily 
func tion level, de pres sion and body aware ness mea sured at post - 
intervention. In de pen dent gen eral lin ear mod els will be fit ted for each 
of the con tin u ous out come vari ables. We will ad just for base line score 
of the out come, age, cur rent treat ment, time since re turn ing from mil - 
i tary mis sions and so cial sup port. As sump tions of nor mal ity will be 
eval u ated; nor mal iz ing trans for ma tions or gen er al ized lin ear mod els 
us ing ap pro pri ate link func tions will be used if war ranted. More over, 
lin ear mixed ef fects mod els [ 60 ] will be used to analyse the ef fec tive - 
ness of the in ter ven tion at all three fol low - up time points. In a sup ple - 
men tary analy sis, num ber of reg is tered treat ment ses sions will be in - 
cluded in the re gres sion mod els to ex am ine how num ber of body ther - 
apy ses sions af fect the out come. 

2. 11 . Qualitative methods 

In or der to in ves ti gate vet er ans' per cep tions and ex pe ri enced gains 
of the in ter ven tion, we use qual i ta tive meth ods, in clud ing par tic i pant 
ob ser va tions, qual i ta tive in ter views, and fo cus group in ter view with 
vet er ans, their fam ily mem bers and with the ther a pists. Par tic i pant 
ob ser va tion is well - suited for study ing how so cial processes and in ter - 
ac tions play out [ 61 ]. We will par tic i pate in joint ex change meet ings 
with vet er ans and ther a pists and talk in for mally with par tic i pants be - 
fore and af ter treat ments. In di vid ual in - depth in ter views are use ful 
when in ter ested in par tic i pants' ex pe ri ences, per spec tives, and own 
ways of talk ing about their con di tion [ 62 ]. In to tal, we will carry out 
10 – 15 in - depth semi - structured in ter views with vet er ans just be fore, 
dur ing and af ter the course of their treat ment, in clud ing 6 months af - 
ter. Fo cus group in ter views are use ful to in ves ti gate peo ples' re ac tions 
to each oth er's state ments on a given topic [ 63 ]. It forces the par tic i - 
pants to be dis cur sively ex plicit in their ne go ti a tion with each other, 
and the re searchers gain an un der stand ing of what the par tic i pants 
can agree or dis agree with. We will carry out one fo cus group with 
ther a pists about the treat ment process and one with the vet er ans' rel a - 
tives. We en vis age that a fo cus group among the vet er ans' fam ily 
mem bers will pro vide in sight into com mon or dif fer ent types of frus - 
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tra tions as well as re liefs, and that lis ten ing to the sto ries of oth ers in 
the same sit u a tion may en cour age shar ing such ex pe ri ences. 

Qual i ta tive data will be analysed as a the matic analy sis [ 64 ], 
guided by the re search ques tions, but we will also pay at ten tion to 
themes based on the in for mants’ per spec tives and ex pe ri ences. Ini - 
tially, all the ma te r ial is read and dis cussed in the re search group, an 
open cod ing process takes place, and cen tral themes are de fined. In 
con sec u tive rounds of analy sis, themes and sub themes are re fined. 
This is fol lowed by a col lab o ra tive analy sis [ 65 ], where re searchers 
share per spec tives on the same ma te r ial and aimed at en sur ing that 
dif fer ent an a lyt i cal per spec tives come to light. We will use the pro - 
gramme Nvivo to or gan ise the data and analy sis. 

2. 12 . Ethics 

The pro ject has been ap proved by the Na tional Com mit tee on 
Health re search Ethics, record num ber. 

H - 18052238. All par tic i pants will pro vide writ ten in formed con - 
sent prior to par tic i pa tion. In for ma tion can be ob tained with the con - 
sent of the par tic i pants, and it will be noted in the par tic i pants' jour - 
nal which in for ma tion has been passed on (in ac cor dance with Dan ish 
leg is la tion). The pro ject is ap proved by The Per sonal Data Pro tec tion 
Act. Dur ing the process with in formed con tent, the par tic i pants are 
given oral and writ ten in for ma tion and have 30  min to sit alone and 
read the text if de sired. They are also of fered a new meet ing if they 
want more time for con sid er ing par tic i pa tion (3 – 4 days) or want to 
have a com pan ion at tend the meet ing. 

Be ing aware that some vet er ans are men tally ex hausted from 
prepar ing for an in ter view, in ter views will last a max i mum of 1  h un - 
less the vet eran have a lot to tell and ex plic itly wants to stay longer. 
In plan ning the in ter views, we strive to ad just the place and form of 
the in ter view to the in di vid ual vet er an's pref er ences, e.g. life sit u a tion 
and symp toms. This may en tail con sid er a tions about the po si tion in 
the in ter view room as some vet er ans pre fer sit ting with the back 
against the wall (fac ing the door) to avoid a vul ner a ble po si tion. If the 
vet eran is un com fort able with eye con tact, we will sug gest car ry ing 
out a walk ing - interview. Fi nally, we try to min i mize noise e.g. from 
ad join ing rooms dur ing in ter views to avoid caus ing un ease. If vet er - 
ans dis play sui ci dal ity or ex pe ri ence ad verse ef fects from the in ter ven - 
tion, they will be re ferred to the psy chi atric spe cial ist at the Mil i tary 
Psy chi atric Cen ter. 

3 . Conclusions 

The pri mary aim of this study is to in ves ti gate the im pact of body 
ther apy de liv ered ap prox i mately once a week dur ing a 6 - month pe - 
riod on vet er ans di ag nosed with PTSD. The pro to col de scribes the pri - 
mary aims of the trial, in clud ing the ef fect of the in ter ven tion on de - 
pres sion, qual ity of life, func tion level and body aware ness. Fur ther - 
more, an ethno graphic study will ex am ine how the par tic i pants ex pe - 
ri ence the body ther apy and changes in their every day life. Eval u a tion 
data from a pi lot study in di cated that body ther apy im proves the vet - 
er ans’ symp toms and life cir cum stances; the cur rent study seeks to in - 
ves ti gate this. This step, in volv ing a ran dom ized con trolled trial is 
crit i cal for test ing the ef fec tive ness of the in ter ven tion. The find ings 
will pro vide im por tant in for ma tion for re searchers and prac ti tion ers 
to con sider when de vel op ing in ter ven tions to help vet er ans. If the in - 
ter ven tion proves ef fec tive and ac cept able, our next goal will be to ex - 
am ine how to dis sem i nate the in ter ven tion into the treat ment of fered 
to Dan ish vet er ans. 

3. 1 . Trial status 

Re cruit ment of par tic i pants is com pleted; the in ter ven tion de liv ery 
and data col lec tion is un der way. 
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