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o AT FTTH
o ¥ 51~56A]
TCTa: 53.8411.84], HTw*:51.6+ 11.04], EDUT": 56.1+10.6 4]
o =X Hbituation therapy
A

o ZA1HFH: 90—120min/5session/6m(1session/4—6w)

o ZAE (NAAF F°): the cognitive—behavioural tinnitus coping training(TCT)(27),
H] 15 A
(H 2Lz A o]
gow Aeh) © EA
TCT: 90—120min/w, 11w, EDU: Isession, 55 ¥ 1%, 1455 WS

educational control—group(EDU)(20)

o Z=AB/A|Z: 6,12, 18714, 21/ML(TCT)
FHHz 2 .
2 5 o o ®Eh E 69, TCTH: 294, HT: 1%, EDUT: 31
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1A AH(ETA L) Zachriat(2004)

ATA -k GRS

o  A¥HAS: Tinnitus Questionnire(TQ)

HT TCT EDU(H] xl+H) Sl
A A P—valu
n M=%SD n M=£SD n M=£SD e
pre 30 44.5+12.68 27 48+14.91 20 142.25%13.58
<
post 30 31.84%£15.62% 27 33.9116.2xx 20 37.65%£14.19 ODOES
x* p=0.015 (vs EDU), **p=0.018 (vs EDU)
— Subjective change(1~7% 2 &)
HT TCT EDU(H] L")
A a5
n M=£SD n M=£SD n M=£SD
ArA-fad loudness 30  3.70%1.0 27  3.97+0.97 20  4.15+0.49
disability: 30 2.85+1.03 27 3.43%£1.01 20 4.15%0.75
awzr:“e 30 3.141.07 27 3.5+1.01 20  4.0+0.46
control i 30 2.44+0.97 27 3.07+0.94 20 3.75%0.64
ignoring . 30 2.85%+0.91 27 3.33%£0.88 20 3.9£0.64
— Pre—test vs T5/T6/T7: dependent t—tests: all <p 0.0001
— Post vs T5/T6/T7: dependent t—tests: n.s.
— TCT: T1 vs T4 MANOVA (p=0.014)
- MR = (%) T4
o TCT: 44.4%
e HT: 40.0%
e EDU: 15.0%
- WA =(%) T7
e TCT: 50.0%
o HT: 44.8%
- TCT< HT(TRT)®] A= T4 (EDU) Bk &347F 913, TCT9F HT 9] avh= 2
= T
o}
funding Geers foundation
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Risk of Bias (RCTS1 A-$-3h)
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m o * Patients grouped according to gender, age and disability (TQ; “low”
AL wAeA A | O Be scores 526 and “high” scores ¥47) were randomly assigned to the
0 &3 . . .
= treatment conditions (by throwing dice).
O =g
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R
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oAl A BT AA =L S
AA ] ALE T
el ols u ;5,% - This study was supported by a grant from the Geers Foundation,
71t HIEE 919 O Z\}gﬂ - We also thank Hansaton for donating the noise generators,
O ==s Energizer for donating the batteries and Reuter Acoustics for
their support in fitting the noise generators.
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o AF4EARCT

ATFEA
o AF7]¥: Mainz University
o AR 23713k 6709 o] 4 manual group treatment(CBT £& TE)Z Wk o]y 3kx}
o A3
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1AZAH(EFHAE)  Hiller(2005)
o A4 F 1244
o WA CBT+NG: 51.0£13.24], TE+NG: 52.54£15.34], CBT: 51.4£10.94, TE: 45.2+14.14]
o FAY/FALH

= A — CBT+sound stimulation(noise generator(NG)): 120min/10session+ NG(33)

— Tinnitus education(TE) +sound stimulation(NG): 90m/session, 4session/w + NG(34)

H] LA
(W] aLF A o]

S A/ AL

— 1% 85 %] & (cognirive behabial therapy)(33): 120min/10session

— Tinnitus education(TE)(36): 90m/session, 4session/w

=Ry 0 o FAAZ7IZE 6m, 18m
Az . geE
o AdWs(Fe =)

— Tinnitus Questionnire(TQ)

— tinnitus diary(tinnitus loudness, unpleasantness, control of tinnitus, VAS)

s AN

GRS

. A

— Tinnitus Questionnire(TQ)

TE+NG TE 271
N B
n M=£SD n Misp ~ Prvalue
pre 31 26.91£10.7 33 24.4%+9.0 -
post 31 17.9£9.3 33 14.5%£9.0 n.s.
6month 28 17.2x£7.9 31 13.4%£9.9 n.s.
18month 29 17.4%£9.3 28 14.3%£8.9 n.s.
AL AT} —GFA CBT+NG CBT 27}
A% w3
n M=£SD n Misp ~ Prvalue
pre 31 53.4x12.4 33 48.8+12.8 -
post 31 42.9x18.7 33 36.1+15.7 n.s.
6month 28 38.6x18.9 31 31.8+17.4 n.s.
18month 29 37.8+£18.6 28 27.5+16.4 n.s.
— tinnitus loudness VAS
TE+NG TE -
n M£SD n Misp  Prvalue




A (Ref ID) 2(26087)
1AZAH(EFHAE)  Hiller(2005)
pre 31 49.5£20.0 30 43.6+13.6 -
post 31 40.3+18.8 30 33.4%+20.9 n.s.
6month 27 43.9%22.3 27 28.8+20.3  p<0.05
0 CBT+NG CBT -
H p—
n M+SD n Mtsp D value
pre 30 56.7+18.1 30 55.6%+15.9 -
post 30 52.0£20.8 30 | 46.7+20.6 n.s.
6month 26 53.14£24.7 27 50.0+22.8 n.s.
—unpleasantness VAS
TE+NG TE -
Al
n M=+SD n M+sp — Pvalue
pre 31 30.2+18.3 28 25.3%14.5 -
post 31 23.9£17.1 28 24.0%+20.0 n.s.
6month 27 24.5+17.6 26 18.8+19.3 n.s.
0 CBT+NG CBT -
H p—
n M+SD n Mtsp D value
pre 30 44.3%19.0 30 | 43.0+17.9 -
post 30 40.3+20.3 30 37.6%£20.6 n.s.
6month 26 41.2%+23.5 27 37.7£24.2 n.s.
— control of tinnitus VAS
TE+NG TE -
Al
n M=+SD n M+sp  Pvalue
pre 30 27.9425.3 28 20.4%+18.3 -
post 30 32.4428.7 28 27.0+21.5 n.s.
6month 27 29.1+25.6 26 28.2428.6 n.s.
0 CBT+NG CBT -
H p—
n M+SD n Mtsp D value
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1A (EHAE)  Hiller(2005)
pre 30 25.3+18.7 21 24.4%420.1 -
post 30 44.1+26.0 21 42.4%429.1 n.s.
6month 25 40.8+23.2 20 33.1+28.3 n.s.
this study underlines the importance of psychological treatment for patients with chronic
A% tinnitus. Additional sound stimulation, however, seems to be of little relevance and is most
probably overestimated by retraining approaches.
fundi This study was financially supported by the German Tinnitus Association, Deutsche TinnitusLiga,
unding
Wuppertal, Germany.
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Risk of Bias (RCTSI A$9hH)
3 W=y 919 A (2 8)
O =g . . ) o
el WAl A4 O ;_g_ All p.)a.tlents were r.andon.lly assigned to treatment groups either receiving or not
m = receiving sound stimulation by NGs.
O =g . . ) o
Ao O ;Z All patients were randomly assigned to treatment groups either receiving or not
A A 25 0w . d stimulation by NG
R receiving sound stimulation by NGs.
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FE A Qo F 27 9% Aol gl

Twelve patients dropped out during the course of treatment. As
post—treatment and follow—up data were not available for them, we had
to exclude them from all further data analyses. A closer inspection of

the drop—outs showed that these were three patients with

O s+ externalreasons (e.g., interruption because of skiing accident), five with
Eobde Anats [ sc
O s insufficient treatment motivation or low compliance, and four who
withdrew at some time during treatment for unknown reasons and did
not respond to several attempts to contact them by either telephone or
mail. Statistical analyses of the drop—out patients showed that there
were no_significant sociodemographic or tinnitus—related deviations
when compared to the treated sample.
e o m Ao w45 AN
RERIEE R =g » SREZ] EASH QAT AT AR olahsS AskEo] AT
HEE A B A e
m o HA o] A dE
71eF HjEY g O v e This study was financially supported by the German Tinnitus
O &4

Association, Deutsche TinnitusLiga, Wuppertal, Germany.
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Caffier(2006)

Risk of Bias (RCTS1 A-$-3h)

39 b= 919 A (228
0 =e e The patients were randomly assigned to a treatment group and a
ST
T2 mMAdeA] A | O e waitinglist control group. After a period of 12 mo without treatment,
m =3 .
the control group was treated similarly.
O wo * The patients were randomly assigned to a treatment group and a
A=y
A EA 2 O v waitinglist control group. After a period of 12 mo without treatment,
m =3 .
the control group was treated similarly.
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71El HEY 99 | Gl AR W) 2080 e PPl 2
] B o] 3kt
o A F 707
. AE)E
= Ha 671 ol oS kil Y= B, 18~80A o), AiS ol3lE - e o] 5= A A
g
2] Rl
o HAVIE
-y 29 58 HA 7B A7 %xF(schwannoma) SHA}
o HFAH: 514 (25~77A)
e ZA™: modified TRT(20)(tinnitus—coping therapy(TCT))
o FAYH
— 1 counseling/3month
= A — Auditory training
— Progressive muscle relaxation(self training)
— psychosomatic and psychotherapeutic care
— Tinnitus control instrument(TCI) #| &
= o
H] 3L A o ZAH: wait list control group(WLC)
(Rl LZF A o]
lom Ak - 127E ¢ AEE A YA S
=43z g o FAAA7IZE 6m, 24m
Az . wers
o AT X3
A 9 E A H — Tinnitus questionnaire(TQ)
o EAWY
=] (e}
Aqdzt-gtay  NeHE
o AWy
- TQ
modified TRT(TCT) WLC S
ATAT—F A A Pval
n M=SD n M=SD vaie
baseline 20 AFe 20 AFe n.s.
12m 20 AT 20 A% p<0.001
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4(ref 26057)

1A (EHAE) Henry (2006)

o AFFH v

o APAA: Quasi—randomly controlled trial
AFEA

o AT WY HAE

e
-
Ee)
o

- ATHR R/ TS
AT A o9 B e AFEa

- 8/ oI} A8 Tt A

o Hd®: TM 61.0£9.64, TRT 58.7+ 10.54

o TAIY(E): TRT(64%)
o FAYUHY

— ®237](18%) , sound generator(329), St} £3H(12%)

— 5AAZE A

NEES
() 3 A o]
glow Aeh)

o EAH: TM(59%)
o TAYH

— B3 7] 4719 masker(noise generator)AH&(139%)

iy
=AY
rE i
o

o FAR{|AVIZE 3, 6,12, 18714
— THI(Tinnitus Handicap Inventory)
— THQ(Tinnitus Handicap Questionnaire)

— TSI(Tinnitus Severity Index)

o AN

— one—tailed paired—samples t— tests( & vl vk A A 8H)

— base line

Table I. Bazeline mean scores from outcome instruments, grouped according to patients’ initial description of whether their tinnitus was a
‘moderate,’ *big,’ or *very big’ problem.

‘Moderate’ problem “Big’ problem “Very big” problem

Qutcome instrument Treatnent group n Mean 5D " Mean s " Mean sD
THI ™ 15 3zT 155 27 597 21.2 10 69.0 193
TRT 14 335 14.2 26 49.1 16.3 13 75.2 145
THQ ™ 13 916 398 22 1667 468 9 1982 417
TRT 13 1102 308 21 1512 433 11 2051 333
TSI T™ 16 208 4.6 29 316 6.3 12 3.6 105
TRT 18 205 6.2 28 27.1 59 15 36.2 8.1

Outcome instruments included: Tinnitus Handicap Inventory (THI), Tinnitus Handicap Questionnaire (THQ), and Tinnims Severity
Index (TSI} Patients were treated with either unnitus masking (IT'M) or unnitus retraining therapy (TRT).




A (Ref ID) 4(ref 26057)

14 2AH(EHA %)  Henry (2006)

— moderate problem

Table 1I. Mean cl from baseline in i ire scores and effect sizes (ES) for patients who initially rated their tinnitus as a
‘moderate’ problem,

™ TRT
Instrument, fme period u Mean sD ES n Mean sD ES
THI, 3 months ) -1.8 9.7 018 1o -1.0 15.1 0.06
THI, 6 months 13 -2.8 12.7 0.22 Il —-3.2 135 0.37
THI, 12 months 14 = 105 14.2 0.39 1o -9.3 15.0 .06
THI, 18 months 14 ~4.6 14.3 .32 13 -18.2 14.5 1.26*
THQ, 3 months 7 109 3604 .30 10 5 403 0.01
THQ, 6 months 12 190 323 0.59% 12 16l 507 0.32
THQ, 12 months 13 162 446 .36 11 -304 531 0.57*
THQ, 18 months ¥ 178 372 48 12 485 550 080+
TSI, 3 months 12 -1.9 4.8 .40 I3 0.8 4.8 0.17
TSI, & months 15 -1.8 6.6 .27 17 1.0 6.3 016
TSI, 12 moenths 15 -2.6 6.7 039 16 5.0 8.3 0.60*
TSI, 18 months 16 —1.6 5.9 0.27 17 =3 9.7 0.77*

Ourcome instruments included: Tinnitus Handicap Inventory (THI}, Tinnitus Handicap Questionnaire (THQ), and Tinnitus Severity
Index (TSI). Patienrs were treated with either tnnirus masking (TM) or tinnitus retraining therapy (TRT).
*p <0.03, ene-tailed.

— big problem

Table III, Mean ct from baseline in questi ite scores and effect sizes (ES) for patients who initally rated their tnnits as a ‘big’
problem,

™ TRT
Instrument, time period " Mean SD ES n Mean SD ES
THI, 3 months 14 -3.9 12.9 0.46 11 8.3 20.2 041
THI, 6 months 20 -5.0 175 0.51* 20 =153 20.1 0.77*
THI, 12 months 21 -14.1 171 0.82* 24 —20.5 20.3 L.o1*
THI, 18 months 22 -16.7 19.5 0.86% 26 —20.2 214 136"
THQ, 3 months 16 -248 453 0.55* 10 176 390 0.45
THQ, 6 months 20 =260 517 0.50* 1% -2896 693 0.43*
THQ, 12 months 17 -272 518 0.53* 21 -663 582 1.14*
THQ, 18 months 17 =236 313 0.50* a1 =¥99 642 1.24*
TSI, 3 months 24 -5.9 9.1 0.65*% 23 —2.5 6.4 0.45*
TSI, 6 months 25 -5.9 87 0.68*% a5 -4.3 7.5 0.57*
TSI, 12 months 23 ~6.7 8.6 0.78*% 27 ~8.2 a7 0.85*%
TSI, 18 months 24 -6.7 9.2 0.73* 28 12.1 7.8 1.55*

Outcome instruments included: Tinnitus Handicap Inventory {THI), Tinnitus Handicap Questionnaire (THQY), and Tinnitus Severity
Index (TSI). Patients were treated with either tnnitus masking (TM) or tinnitus rerraining therapy (TRT).
*p <0.05, one-tailed,

— very big problem

Table IV, Mean changes from baseline in questonnaire scores and effect sizes (ES) for patents who initially rated their tinnirus as a ‘very

big’ problem,
™ TRT

Instrument, tume period " Mean sD ES it Mean 5D ES
THI, 3 months 7 ~ 8.8 124 071 2 -6.9 11.8 0.58
THI, & months 10 ~ 6.4 16.2 0.40 a -11.1 19.7 0.56
THI, 12 months 10 -4.6 19.8 0.23 10 36.8 24 4 1.51*
THI, 18 months 10 -10.3 16.6 0.62* 9 50.4 24,6 2.05*
THQ, 3 months 7 -442 532 0.83* 8 173 451 0.38
THQ, 6 months 9 -387 643 0.60 B8 277 568 0.49
THQ, 12 months e 110 614 0.18 8 828 821 1.01*
THQ, 18 months g =300 678 044 7 -1118 960 1.16*
T8I, 3 months 11 -7.7 6.2 1.24* 14 -5.3 12.2 .43
TSI, 6 months 12 -7.3 6.3 1.16% 13 —7.3 7.7 0.97%
TSI, 12 monthe 11 —-5.4 7.3 0.74% 12 ~15.3 B3 1.84*
TSI, 18 maonths 11 ~48 9.6 0.50 11 -19.7 9.8 2.01%

Qurcome instruments included: Tinnitus Handicap Inventory (THI), Tinnitus Handicap Questonnaire {THQ), and Tinnitus Severity
Index (T'SI). Patients were treated with either tinnitus masking (TM) or tinnitus retraining therapy (TRT),
*p <03, one-talled
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Risk of Bias (RCTQI 7A$-4h)
CE Kk FHEA(EES)
LIy * Qualifying patients (n=123) were placed quasi—randomly (alternating
T2 wMiAEA B O S
0 23 placement) into treatment with either TM or TRT.
LBy * Qualifying patients (n=123) were placed quasi—randomly (alternating
H A 2 O v
0 234 placement) into treatment with either TM or TRT.
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» Support was provided by the Veterans Health Administration and VA
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0 232 and C3214R). Special thanks to Sara Ruth Oliver, AuD, and Stephen
Fausti, PhD, for supporting this work.
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SEEE

=

AFgef = vl
ATEA: RCT
A 7]3%: The VA Puget Sound Health Care System (VAPSHCS)
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B %: Educational counseling: 62.1£8.94], Traditional support: 60.8+9.54],

No—treatment 62.0+11.34]

= educational counseling (n = 94)

=AY

— 4F O uIF T AW, QA Y 158 X

tlo
b

FE LA 3 5

= e

- APAE A3 AbE X2 EZ) “Use of ear—level sound generators for TRT” 2}aL WA g

H] 2L A Y
(ML A o]
o A=

= A

— traditional support (n = 84): &F-Yoll 4¥ 1.5A17H E9] e ] X5

— no—treatment (n = 91).

o AW

ZAyd 2 o FHRETIZ 6m, 12m
PN

A . ggs

o AL (de 23
A

o E7W: paired —t test
AT AT —AHA AFHS

o HIYWSF

— TSI

Table 4.

Paired r-test results and effect sizes for Tinnitus Severity Index (TSI) scores (mean + standard deviation) by group, between haseline and 6 months.

Group n* Baseline 6 Mo Difference r-Test  p-Value® Effect Size
Educational Counseling 67 249+ 8.7 21.6 £ 103 —3.2+54 —4.95 <0.001 0.39
Traditional Support 60 236+£104 23.0+£96 —0.7+£6.7 -0.79 0.43 0.10
No-Treatment 73 22.0+£84 22,0493 00£53 ~0.09 0.93 0.00
*Data Tor 200 1otal subjects who compleied TST at Both fime pointa.

Adjusted for multiple comparisons
Educational counseling vs Traditional support: p = 0.015
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Table 5.

Paired -test results and effect sizes for Tinnitus Severity Index (TSI) scores (mean + standard deviation) by group, between baseline and 12 months.
Group n* Baseline iTMo Difference r-Test  p-Valuef  Effect Size

Educational Counseling 68 25.1 £+ 8.8 22.1L11.0 —3.0L6.6 -3.70 <0.001 045

Traditional Suppaort 61 236+ 103 229493 0.7+64 —0.84 0.40 011

No-Treatment 75 22.1+835 216+ 89 —0.5+49 -0.81 0.42 0,10

"Data for 204 1otal subjects who completed TSI at both time points.

Adjusted for multiple comparisons.

educational counseling vs Traditional support: p = 0.033

Ao The present study indicates that the group education approach can significantly benefit
= tinnitus patients who experience different levels of tinnitus severity.
funding This material was based on work supported by the Veterans Health Administration and

the VA Rehabilitation Research and Development Service (grant C2760R)
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Risk of Bias (RCTY A$%H)

eE TR B (=91 8)
0 s+ e Using an electronically generated randomization schedule, we
T2 wiAEA A [ JRsss . ’
O 2aka randomly assigned the 269 veterans to one of three groups:
O =5
HIAEA 2 O w5 o AFglS
m 23
gol, A | D EE
2ol z} QX
by o s © AEwE
e m e
733} Eﬂ7]-x} O l‘f%
37};04& O w5 o AFEE
woe m =3
[ =g « AEA YL (FAA, FAF A ES)
i
EoAe Ayaig | e=s o All subjects completed outcome questionnaires at baseline and at 1, 6,
H3lA)
RSk and 12 mo.
o o Ao mZ A3 AA
Aeld AR | s<s o TR EFo| EASHK| LA A Hol A ARl AGelsEe AyEoe] AR}
O =ad oA BE AAH I 9
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wo . .
E ;‘;’ e This material was based on work supported by the Veterans Health
0 %;}%} Administration and the VA Rehabilitation Research and Development

Service (grant C2760R).
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1AAH(EHAE) Westin(2011)
o AT 29|
o AFAA: RCT
ATFEA
o AF7H: FF DA A H
o AFUIA 2717k
o AFUY: o] PEA}
o #AS 647
o AEY|E
Ao — 8041 o1, 6711 o/ ekar Q)= o], o|o] =2 A3k THI 304 o]/, st g4l 4%
RE AL oA XA A H B2 X BE WK 9k 2l S22 ok AxS dew
%2 4}, sound generatoroll | 24 7hHs 3k 744 HA S A
o Fudu: o 50.9£12.94), (TRT 48.954] , ACT+* 53.54], WLC+ 49.594))
e ZA™: TRT(20)
o FAYH
= A

— 150min/session,30min/session Follow up,

— sound generator: 8h/day forl8m

H] 2L A Y
(ML A o]
glom A=)

o =7 1: Acceptance + commitment therapy(ACT)(20)
— coping strategies, mindfulness, acceptance training
— 60min/w,10weeks

7 2: Wait list control(WLC)(22)
- CBT

ZA9x 2 o FH3A7I7E 10week, 6m, 18m
A e

o AFHF(HY X3
Ay

o EAWH: one—way ANOVA
ATA I - Al

o AR

— Tinnitus Handicap Inventory (THI)

— Quality of life inventory(QOLI)

* Initial one-way ANOVAs showed that there were no significant

pre-treatment group differences on any of the outcome measures.
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Table 3
Means and standard deviations for study variables.

Variable Assessment  ACT (n=22) TRT {n=20) WLC (n=22)

THI Pre 4527 (14.99)  47.00(18.19) 4927 (17.43)
10 w 27.43(19.18)  4322(2075)  4829(21.04)
6m 27.14(21.56)  40.24 (21.33) -

18 m 2819(17.80)  41.86(18.75) -

151 Pre 11.90 (4.66) 12.60 (5.70) 11.91 (6.60)
10 w 9.25 (5.17) 13.06 (5.63) 11.80 (6.14)
6m 9.19 (6.07) 11.47 (5.81) -

18 m 8.90 (5.49) 12.57 (6.33) -

QOLI Pre 243 (1.30) 224 (1.42) 1.77 (1.78)
10w 2.78 (1.53) 247 (1.72) 1.92 (1.77)
6m 2.80 (1.44) 244 (1.53) -

18 m 2.82 (1.63) 274(1.27) -

HADS-anx  Pre 6. 24 (4.00) 82(3.75) 7.64 (5.64)
10 w 6(3.14) 7.0 (420) 7.2 (5.57)
6m 4, 38 (3.58) 6.0 (4.12) -

18 m 4,05 (2.56) B.86 (5.70) -

HADS-dep  Pre 4.05 (3.06) 5.80(3.79) 6.41 (4.77)
10 w 3 20 (3.47) 5.78(3.73) 6.2 (5.13)
6m 00 (3.00) 482 (3.73) -

18 m 3 24 (3.25) 443 (3.94) -

TAQ Pre 41.05 (9.49) 36.65 (9.96) 36.68 (12.4)
10 w 47.67(11.15)  3789(1073) 38.19(11.24)
6m 47.10(12.16)  38.82(11.19) —

18 m 48.05(12.00)  38.36(11.28) -

Mote. Values in parentheses are standard deviations. Results are for completers. 10w
means that the variable was assessed at 10 weeks, 6 m that the variable was
assessed at 6 months and 18 m at 18 months. ACT = Acceptance and Commitment
Therapy; TRT = Tinnitus Retraining Therapy: WLC = Wait-List Control.

Table 4

Results on Clinical Global Impression — improvement subscale at 6 months.
Rating ACT (n=20) TRT (n=18)
“Very much improved” 3 (15%) 0
“Much improved” 3 (15%) 2(11%)
“Minimally improved” 7 (35%) 7 (39%)
“Mo change” 6 (30%) 6 (33%)
“Minimally worse” 1(5%) 3(17%)
"Much worse” 0 0
“Very much worse" 0 4]
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1A (EHAE) Westin(2011)
— 6719 Aol A ool gl B4 eh=thal A oA
e the ACT group : 36% (8/22), 95% CI [16.3%, 56.5%]
 the TRT group: 10% (2/20), 95% CI [A3.2%, 23.2%]
= A o] A=
105 6.3%(4/64), 6704: 9.5%(4/42), 87/WA: 21.4%(9/42)
A The results suggest that ACT can reduce tinnitus distress and impact in a group of
== normal hearing tinnitus patients.
The trial protocol was approved by the Linkdping Regional Ethics Review Board. The role
of the sponsors was strictly financial and they had no involvement in study design,
collection, analysis and interpretation of data; writing of the report; or in the decision to
funding
submit the paper for publication.
There are no financial, personal or other relationships that might lead to a conflict of
interest.
H] a1

« A 1AL 71E

MEY a9 B

A (Ref ID)

6(ref 27614)

1A (=R E Westin(2011)
Risk of Bias (RCTS! A$4hH)
39 HEY 919 FEA 1 8)
e Participants returning the questionnaires were randomly allocated to
O =5 either one of the two treatments or to a wait—list condition The
T2 wiAEA B | sy o
0 234 randomisation was performed using a computer—generated list
(www.random.org) with no restrictions (e.g., blocking).
W oo e The trial coordinator handled randomisation being blind to
A=)
A 2 O3 pre—assessment data, but using no concealment in the allocation to
O &34 .
study condition
Aolz}, AT} O l‘i’% * The four interviewers were independent and blinded to the
, o
ol oE H .. , .
7H oA ] 232 participants group assignment.
A7} 771 0 ;rf\}’g‘ * The interview was performed by independent clinicians blinded to the
. O
2 om v .. , .
w7 el R participants group assignment.
0 %8
Bobde Avalg [ 2 o A A A o FA F oA F TRTT 198 22
0 28k




0 we o HA e A3 AA
e Aatea [ s o ZEEFo| EASHH ZANF Ao A ARl Aoy Arkso] A AT
JEE | aneEanguas
— A Ar] ALE ot Ao HAlEhA] G
The trial protocol was approved by the Linkoping Regional Ethics Review
O=e Board. The role of the sponsors was strictly financial and they had no
71e} v1EY 9% | sy involvement in study design, collection, analysis and interpretation of data;
0284 writing of the report; or in the decision to submit the paper for publication.
There are no financial, personal or other relationships that might lead to a
conflict of interest.
A (Ref ID) 7(ref 27518)

1A AH(EHAE) Tyler(2012)

o AFFYT EF
o AFAA:RCT
o A7) #: Head and Neck Surgery at the University of lowa

o AFUEA =R

ATE

e ATk o EA
o 3BlA}S 163 —> 151 Sk 489
. AEIE AT
. wAlE
AT oA — 7] Biol Folab] ohe A}, 1718 ARl 9l A, S5 we] 2808 23 ool o Ala
20 2}, Fol 2 Q18 o], 5%, A1 Gl 91k o] 8kA), A FAlol) = 7}, o] o] Al o)

2]
S8 gAY e 271H] i s & el AR A7 7 s AL o) del] oA 58 ik AL

~ ek
= A
— TRT(19)

H] 1 = A o AW
(Bl Z A o] - counseling(18): directivecounseling(18)
pow A=) - totalmasing(11): counseling + bilateral noise generators set to completely mask the tinnitus
= 2 o FARETI 12704, 1870
Azl . uom

EEEE
A A - THQ

o ZAMY: one—way ANOVA
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AFAB-bAY  AFYE

— oy Ashi g ARl o] F93A B

TABLE 3. Tinnitus Handicap Questionnaire scores pre- and posttreatment, and the difference scores

THQ THO at Differance Score THO at Differance Scare
Group Baseline (%} 12 maos (%) ({Baseline: 12 mos) (%) 18 mos {Baseling: 18 mos) (%)
_ Counseling 47 (25) 38 (25) 9(18) 2903 13 (25)
ATFAL-FaA Total masking 51 (23) 32 {30y 15 (18) 46 (31) 7121)
Retraining 12 (1g) 23 21) 10{17) 33 (19) 10(1g)
All groups 16 (22) 35 [24) 11 117) 36 22) 1021}
tdean and S0s fin parenthases) are shown
THO, Tanitus Handisan Quastianmaie.
— oy /M A= (ZFZ F9 e Aol & flE, p=0.44)
e counseling group: 3/18(16.7%)
e total masking group: 4/11(36.4%)
® TRT: 6/19(31.6%)
e One premise of retraining therapy is incorrect; a focus on mixing—point masking is not
= required for habituation.
fundin This study was partially funded by a grant from the American Tinnitus Asso ciation and by the
g National Institutes of Health (Grant 5R01DC005972—-02).
H] 11

* Al 1XAE 71%

NEged B

A (Ref ID) 7(ref 27518)

1IAAHETHA L) Tyler(2012)

Risk of Bias (RCTY A$%H)

94 HEd AE A (=S
O =3
T2 MAdeA] A | B « Patients were randomly assigned (coin toss) to each of the groups.
O &34
O =3
HIAEA 2 | P ess « Patients were randomly assigned (coin toss) to each of the groups.
0 23
[]=o e At pretreatment, both clinicians and patients were “blinded” regarding
A}, A} e . . .
w7k o | s<s the assigned treatment group; that is, pretreatment measurements
RN =] B3} A) . . . .
L= were made without any potential bias based on group assignment.




e Pretreatment completion of the questionnaires were done before
=< randomization and assignment to groups. Posttreatment completion of
A J7kk e . . . Lo .
b on [ JRsss questionnaires was done by the subjects on site in a private room
e T 2312 . . . . .
0 =ad without the presence of any audiologists, in an attempt to avoid biases.
> AspEoixjo] T2 WAL BE7] 5 HeR, Weow Ao
o 9o 2l T AFA ol Jgo] it V=g
M=o e Nine patients withdrew from the study. In an attempt to account for
EoAe Ayxg | P ess these dropouts, we performed another analysis and used the THQ
A= ] . P
0 =ad score from their last visit.
e Thus, these dropouts do not influence our conclusions
Dwe |t A GE AR AN
qun Zsun | Mwg | TRES] B 2w Aol ALl Hejsiee Aate) A
O &34 = o
oA BT AAEI YIS
- Fplwe] ATHIE AR
[ =o . . . .
) > e This study was partially funded by a grant from the American Tinnitus
718k vlEY 9 [ s . i .
[ 252 Asso ciation and by the National Institutes of Health (Grant
5R01DC005972—02).
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SEEE

=

AFgef = vl
ATEA: RCT
o713+ the National Center for Reha—bilitative Auditory Research (NCRAR)

Filie b e A

Ao o A
444 1 309

Her)E

— 1841 o1, o L8R, o] 98-S A2t B, ol 12719 ek HAVIE ALE A She

A
A, Aol Wale 5 Qi BAA, A, asle] gl A

<A

— Noise(combinationinstrument)+ counseling + HA: TRT + B3 7]

H] 2L A Y
(ML A o]
glod A=)

<A

HA+counseling: Ag+2% 7]

= % i
FAea 8

=
EERES

A A 3} —okA A AT
« TFI
— with HA
TRT +8A7] gt BT -
A/ p—value P_LLI
n M=£SD n M=£SD vaiue
. o Baseline 15 56.1£16.5 15 60.5+15.3 AF%S
] L — §_/K
AR 3 mo 15 16.8+19.8 15 27.6+16.1 <9g9e
p—value p<0.0001 p<0.0001
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— without HA
TRT & 27
Al A/ p—value B
n M£SD n Mzsp  Prvalue
Baseline 15 56.1£16.5 15 60.5+15.3  AGS
3 mo 15 45.3+18.8 15 44.3+13.6  AGS
p—value 0.002 0.034
- TFIM <7 A4 137 o)A /A E gkx)
TRT +8.47] &= e+ 2A7] 7 IRT ey
n/N(%) n/N(%)
13/15(87) 13/15(87) 6/15(40) 8/15(53)
A A BT AL, AR+ AYAE+RA Y] AR B o)W ghslel] g7t 9l
This research was funded by Starkey Hearing Technologies (387001) and by the
funding Department of Veterans Affairs, Rehabilitation Research & Development (RR&D) Service
(F7070-S and C9230—-C).
03 The authors thank Elizabeth Galster for providing technical support and training related

to the study devices.

* A 1XA 71E
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8(ref 26052)

IAAH(EHALE)

Henry(2015)

Risk of Bias (RCTS 4¢3

i

il

g Aaat

P

>
L]

39 IR FA (2218
O wo e Participants were randomized to either the hearing—aid—plus—noise
A=)
T2 mMAdeA] A | O e (experimental) or the hearing—aid—only (control) group.
m 234
e auae
O =3
HIAEA 2 O w5 o AFglS
m =3
iAol O ¥%
Feld, A7 | DA | oo
T":—7]-]aj] 0:1_\?__ 13 T HBAT|
m 2
ashgrby | DR
I} FG7HA >
oL O v o AFglS
m:Ed
O =g
| JR2s=s
O &3

i




oo | AN @E AR AN
Ae4 Asun | WWg |« ZEEZ) E4sk 9w A7l Al Belskse Askse] a7
RPN
o oA 2 AN L 5lE
AA ] A e T
W This research was funded by Starkey Hearing Technologies (387001) and
71k HEE A3 0 s
O 282 by the Department of Veterans Affairs, Rehabilitation Research &
Development (RR&D) Service (F7070—S and C9230—C).
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1A EHAE) Henry(2016)
o AFFat v
o AFAA:RCT
AFEA
o A7 3 four Veterans affairs medical center
o AR BH IRk
o AFd GH S FHke o] 3z}
o Fx 819
Ao o AMu|vE
— ARAFA} Z27] A5 S8}, 29 H 7H Orientation Memory Concentration test) 10% ©]4F¢1x}
o FFAH: 61.7£9.84
<A o ZAT: TRT(34)

H] 2L 52
(W] aLF A o]
glom A=)

A%

— Tinnitus masking(TM)(42)
— tinnitus education(TED)(39)

— wait—list control(WLC)(33)

A7
A

o ZAAA7|7}: 3m, 6m, 12m, 18m

o @5 34(29.6%)

o AT (de 23
— the Tinnitus Handicap Inventory (THI)
o ZAWH: Repeated Measure ANOVA

AFAS-AAY UL
e THI

Mean Difference in THI
Change

TRT vs TED(p*) TRT (p#x*) TED
3month —6.17(0.070) —8.37(<0.001) —2.20(0.341)

THI—Adjusted M change




A (Ref ID)

9(ref 26059)

1AA(EHA =

)

Henry(2016)

6month —3.94(0.336) —11.07(<0.001)  —7.12(0.012)
12month —2.11(0.655) —11.71(<0.001) = —9.60(0.004)
18month —5.53(0.242) —13.50(<0.001)  —7.98(0.015)

# -7HH] 1L, s vs baseline

Mean Difference in THI
Change

THI—-Adjusted M change

TRT vs WLC(p*) TRT (p=x) WLC
3month ~13.02(<0.001) -8.37(<0.001)  4.65(0.067)
6month —14.16(0.001) —11.07(<0.001) 3.09(0.312)
* M) 3L, #% vs baseline
TABLE 4. Significance of THI mean change from baseline and effect sizes
Group
THI-Adjusted SE (95% confidence
Time Period of THI Change M Change interval) P Effect size d
T™ (n = 42)
3 mos-baseline -6.34 2.21(-10.72, -1.97) 0.005 0.25
6 mos-baseline -9.93 2.68 (-15.23, -4.62) <0.001 0.39
12 mos-baseline -11.44 3.09 (-17.58, -5.32) <0.001 0.45
18 mos-baseline -10.86 3.08 (-16.97, -4.75) <0.001 0.43
TRT (n = 34)
3 mos-baseline -8.37 2.47 (-13.25, -3.49) <0.001 0.33
6 mos-baseline -11.07 2.99 (-16.98, -5.15) <0.001 0.44
12 mos-baseline -11.71 3.44 (-18.54, -4.89) <0.001 0.44
18 mos-baseline -13.50 3.44 (-20.32, -6.69) <0.001 0.53
TED (n = 39)
3 mos-baseline -2.20 2.30 (-6.75, 2.35) 0.341 0.09
6 mos-baseline -7.12 2.79 (-12.63, -1.61) 0.012 0.28
12 mos-baseline -9.60 3.21 (-15.97, -3.24) 0.004 0.38
18 mos-baseline -7.98 3.21(-14.34, -1.62) 0.015 0.32
WLC (n = 33)
3 mos-baseline 4.65 2.51 (-0.31, 9.60) 0.067 -0.18
6 mos-baseline 3.09 3.04 (-2.91, 9.10) 0.312 -0.12

The THI-adjusted mean (M) change values were adjusted for the between-subjects factor of “site” and interactions with site as part of the overail RM-ANOVA model. SE = standard error of the
THi-adjusted M change. SE values for the 3-and 6-month adjusted M change from baseline were obtained from the hypothesis 1 RM-ANOVA. SE values for the 12- and 18-month adjusted M
change from baseline were obtained from the hypathesis 2 RM-ANOVA. A t test for each adjusted M change from baseline can be computed by dividing the M change by SE. The unadjusted

two-tailed significance level of the mean diffsrence is reported. Ta adjust for

itiplicity of tests, the Bonfe

djusted significance level can be computed by multiplying the unadjusted

significance level of the adjusted M changs from baseline by four for TM, TRT, and TED and by two for WLC. The effect size d was computed by dividing the THI adiusted M change by the
“paoled raw SD" of 25.26. A commanly used alternative computation of the effect size uses the "pooled raw SD change” as the denominator. The pooled raw SO change = 17.40 for the pres-
ent study. See footnotes of Table 3 for details.
RM-ANOVA, repeated measures analysis of variance; TED, tinnitus education; TH), tinnitus handicap inventory; TM, tinnitus masking; TRT, tinnitus retraining therapy: WLC, wait-list control.

A% TM, TRT, TED= 18704 o] A 52 of o]l a7} st
Funding was provided by grants from Veterans Affairs Rehabilitation Research and Development
funding (RR&D) Service (C2887R and C3214R), with general support from the Veterans Health
Administration.
Hl 1

* Al IRAE 7%
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1A 2AH(EHAE) Henry(2016)

Risk of Bias (RCTS Z4-$-7h)

Kk HEd 9% A (=908
e Subjects were stratified to moderate or high tinnitus severity using a
m=e ) . . . .
> randomized block design. Block sizes of eight were used with each
A9 A A4 | O 9 - £ v st
M B3k block containing a random schedule of eight assignments (four groups,
each represented twice).
e All group assignments were made a priori by the outcome data
m=S manager (SG) based on subjects’ responses to two questions from the
HIAEA 2 O w5 tinnitus severity index that have been shown (Henry et al. 2006b) to
B 3)LA . . . .
O ==t have the highest correlation with the overall index scores from the
tinnitus severity index:
N O =%
Feld, A7 | S EE || e
E7HY o o S
= =
_ O =&
Az} 37174 Db . azue
w7k ol o S
= =

¢ By the end of the 18 —month evaluation period, 34 (29.6%) of the 115
immediate —treatment subjects were dropouts and 81 (70.4%) were
completers (Fig. 1). By the end of the 6—month WLC period, only 1
(3.0%) of the 33 WLC/delayed—treatment subjects was a dropout and

sane A9n E ii 32 (97.0%) were completers. However, by the end of the additional
M 23k 18—month—delayed—treatment period, constituting a total duration of
24 months in the study, 11 (33.3%) of the 33 were dropouts and 22
(66.6%) were completers (F&F)
e The dropout rate was not significantly different across treatment group
(p = 0.68) or site (p = 0.56).
M=o o TREFE AN q3HeE A8 RE FoARE F3etaL )t
MelA AR [ es o AR EFo| EAGHA] LA Aol Aol A ofallse AvpEe] A-Aw)
O 244 AM BE ANHT 9
Do T3 ALES ALk
e W= 99 - ;}_g_ Funding was provided by grants from Veterans Affairs Rehabilitation Research
0 28 and Development (RR&D) Service (C2887R and C3214R), with general support

from the Veterans Health Administration.
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o AFFH v
o AFAEA: RCT
ATFEA
« ARk
o AFUEA ZR 7T
o AT A 1 o] WA o] HEAH(THI>36), ¥g o] o] ol Alo]rg $x}
o FXA4: 387
o AE7IE
— 1807 754 ©]3} /dQl, THI 364 =3}, W54 olo] ofd, A& o]l 3=}
o HAIZIE
AT - FEq 52 FEH XL 7t o| PR, A4S T4 A,
Loudness discomfort level(LDL)100dBo]A4+¢l 842}, o] o] x| 5 & A 33l gha},
Aol A 60mFLd o] Pl 7l g2} Beck Depression Inventory total score >30%1 g4}
2PAEI7)E A4317] e, 1871 oY A=E S| ofe] & AR, 6711 ool
BA7E AHE-S 8z}
o FHAH: AAHA e, (18~504] 67, 514 ~65A4] 25T, 664~75A4 77)
= A o ZAY: TRT(19)
=
H] 3L A o ZA9: standard of care treatment(SC)(19)
GRS o i _
glow Aler) o A AL, 1h/session, 3 o]
=49 9 o FXIAZ71ZF: 6m, 12m, 18m
A . gz
o Ayuwig

— Tinnitus Handicap Inventory(THI)

— Tinnitus Functional Index(TFI)

s AN

There were no complications, side effects or adverse events from participation in this
study.

- Avpas

— THI
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TABLE V.

Primary outcome score, total THI mean (50}, from study ent
through 18-month assessment for participants treated with TRT or
SC. 3C intention-to-treat analysis uses data set with last-data-
carried forward for missing data from participant drop-out. SC
per-protocol analysis uses data only from participants completing
the study with no missing assessments. Within group comparison
to entrgf values: ‘p < .05, 'p < .005, *p = .000. Shaded box denotes
p < .05 between group comparison of TRT and 5C. TRT = tinnitus
retraining therapy; SC = standard of care; SD = standard deviation.

TRT S0 intention-to-traat SC per-protocol
in=18) (n=1g) {n=15)
Entry 46.7 (14.7) 49.3 (15.5) 48.8 (15.9)
6 month 26.4 (14.1)* 35.8 (15.7)" 33.8 (14.9)*
12 month  18.6 (10.9) 30.7 (15.4)° 28.9 (13.6)"
18 month 17.3 (12.3)% 33.4 (20.5)" 30.3 (19.8)
- TFI
TRT Standard of care(ITT) Standard of
care(per—protocol)
Entry 62.0+17.8 72.1£14.1 63.4+14.0
6month 30.04+14.3+* 43.2419.3 39.3+16.3°
12month 26.2+15.2+ 47.5+23.6% 45.4422.7%
18month 24.4+21.7% 44.1£19.7% 39.3+15.4F
Within group comparison to entry values: “p .05, T p .005, ¥ p < .000.
significant difference from Tinnitus Retraining Therapy (TRT): § p .05

— o]® 7| AE(THI 50% ©]74 AA)

TABLE IX.

Mumber {and Percentage) of Participants in Each Treatment Group
Meeting the 50% or Better Improvement Criterion at Each Assess-
ment After Treatment. Tinnitus Handicap Index (THI), Tinnitus
Retraining Therapy (TRT). Standard of Care (SC).

Mo, meeting 50% criterlon/
total participants {%}

TAT 2
THI baseline—8 months 7/19 (37%) 5/19 (26%)
THI baseline—12 months 13/19 (68%) 6719 (3294)
THI baseline—18 months 14/19 (T4%) 7/19 (37%)

oo FH S Rt ol @Al Al 7)ok 37 TRTSL FeA 58 Aldshd av glvk 56
TRTS] &7} FEA 8.0 Faputh o] St 23k o glellr s avh= 1871 A= Al §-
e = i

ih3
rf

funding This study was designed and conducted with the approval of the Springfield Committee




A (Ref ID)

10(ref 25485)

1AA(EFAE) Bauer(2017)
for Research Involving Human Subjects (Protocol Number: 11—024) and funded by the
Tinnitus Research Consortium.

H] a1

« Al 1A 715

%Y A9 B

A (Ref ID)

10(ref 25485)

1AAHEFHIA ) Bauer(2017)
Risk of Bias (RCTY ZA$%H)
39 K B (=72 8)
e Covariate adaptive randomization was performed to maintain treatment

] lr-;__g_ . . . .

T WA AA 0 us group balance for the variables of tinnitus severity (total THI score) and

O 23k gender. Adaptive randomization balances co—variate factors between
the two treatment arms.

[ =e ¢ Allocation concealment was maintained by segregating the tasks of

A=A 2 | = recruitment (JLB), consent and screening (JLB and CAB), enrollment
D] . . .
O =ad (CAB), and allocation (TJB) to separate investigators.
iAol 0 %%
AT Joue |. azas
A7} 7 O %=
3l = S
2% B R B Y
* (figure 1) lost to F/U (0/ 1), discontinued_(0/ 3)
e The number of participants lost to followup after receiving treatment

M=o was small. All participants receiving TRT completed the study with data

EohAe Ayag | P ess collected at 6, 12, and 18 months. Four of the 19 participants (21%) in
S A) . . .

O =2 the SC group did not complete the study, and either withdrew or were
lost to follow up between treatment completion and the 18 —month final
assessment (Table II). (o] %, B2 AL 71 A1E)

= e I ol = S 11— 351 A 203} Ax 3] &)

[ m o S 2 EFo] &4 (Protocol Number: 11—024)3}aL ALl A o)t Ay} A 123

(] 23k H 2 7EEo] e

tinntitus research consortium®] A8 -, FFAF Y] Aoz W&o 2 )
. ) = . is study was designed and conducted with the approval of the
718k vlEY 9 | JRs o . . .

M 23k Springfield Committee for Research Involving Human Subjects (Protocol

Number: 11-024) and funded by the Tinnitus Research Consortium.
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A" Tinnitus Retraining Therapy(34)

H] 2L 52
(W] aLF A o]
glom A=)

<A

— Partiol TRT(40): counseling+placebo sound generator

— standard of cafe(SoC)(37): o]H & }ol| A BE A58 A K sound generatorS AFH&-814] o=

B4 A

=A9H 9 o FHAAV|ZE: 3,6, 12, and 18 months follow—up.
A . g2
o Ads(gY x3h

Tinnitus Questionnaire(TQ)

A

4719] o] J g0l partial TRTA L5 9oLk, A 59} AAYE o 85 of
TRT® 7hAbe 1% $299) 253 §5 5236 1))

309 (TRT 89, partial: 127. SoC: 109 )& x-S AZe = = -5 74

ol

] _the Beck

Depression Inventory-Fast Screen 47 o]}

- Adpas
-TQ
TRT partial TRT Standard of care
Baseline 56.4%£11.9 54.4£11.5 54.6+£11.2
3month 39.4116.6 38.9£16.7 43.5+£16.7
6month 34.8£16.5 37.1£14.6 40.4+£14.8
12month 35.7£16.9 33.2£15.2 35.8£14.7
18month 39.0£19.2 35.9%+15.3 37.3£16.8
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TRT partial TRT Standard of care
Baseline 48.1£17.6 50.3%£17.1 53.5+£17.3
3month 43.1+£17.6 40.6£19.6 49.8+£17.6
6month 38.6+£18.3 42.4+£19.7 44,7£19.1
12month 38.6£17.4 35.6£19.6 37.6£20.9
18month 40.1£19.6 37.9£18.0 41.6+£23.4
w3k Ako] A=
—THI
TRT partial TRT Standard of care
Baseline 37.8£13.0 42.3£20.7 38.6£18.7
3month 30.5£17.0 30.4£20.7 36.3£17.7
6month 25.8+16.4 31.6+18.6 33.41£18.4
12month 29.2+17.4 27.2£19.1 26.4£14.6
18month 31.5%£20.5 29.5%+17.0 29.2%+17.2
T3 Aol YA
—VAS
TRT partial TRT Standard of care
Baseline 6.24+2.2 6.4+2.2 6.3£2.1
3month NA NA NA
6month 45+2.4 5.2£2.1 5.0£2.4
12month 4.1+2.1 3.8+2.5 4,5+2.5
18month 4.4%2.4 42425 4.3%£3.0
T3 AFe] A=
g F A5 Aol A glek. BrhA] Aol A QYA o2 ol ghel &t ek
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IAAH(EHAE Scherer(2019)
Risk of Bias (RCTY ZA$%H
39 HEY 99 HHA (2 E)
* Randomization schedules generated by computer
Bael WA A E l‘ig *  We generated the randomization schedule using a
O 23k computer—generated random permutation with random blocking and
stratification by clinical center.
* Allocation concealment: Treatment assignment requested online
following completion of all baseline tests and signed informed consent;
WAz e E l‘ig the Clinical Center accesses the randomization page of the TRTT
O 23k website which is designed and maintained by the DCC.
* At randomization, the order form provided only the serial number of the
assigned device to ensure blinding to SG type.
] B M=o * the output reset to the original volume within 3 seconds after removal
%ﬁ X}' O‘ij\?} [ e of placebo SGs from the ears, facilitating double—blinding of participant
T7H A% O 28 . .
== and audiologist.
A B M=o * To ensure blinding, each clinic certified at least 2 audiologists, 1 to
b o | ‘f% provide treatment and the second (blinded) to measure follow—up
RSk outcomes.
* We had a larger than expected number of missed visits and
withdrawals, mostly in the TRT and partial TRT groups. (&) We found
M=o no differences in demographics or other baseline characteristics
e A9as [ I=ac between the participants who completed the study vs those who did
0 =28 not. (Z°2F) As a crosscheck, we conducted a sensitivity analysis by
including only participants who completed all study visits and still found
no difference across treatment groups.
s | c ZAd wE A% AA
dEd Avun | B | e (AR maEe) ek 2T Aol A Al Aeleise Ankse] o
O 224 TATNA BE AN D S
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