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O B V ti Vt'e cvaluateti tht; effccli\'eness
of [laroxetine and Problem-Soh'ing treatment for
Priniarv' Care (PST-PC) for patients with minor
tiepressif>ii or dysthymia.
S I U D Y D E S I G N This was an 11-week ran-
domized placebo-controlled tnal conducted in pri-
niaiy care practices in 2 commLinilies (Lebanon,
.Ml, and Seattle. Wash). PaKsetine (n-80) or
|ilacebo (n=81) theni[:iy was .stalled at 10 mg per
day and increased lo a ma.xiniuin 40 mg per day,
or PST-PC was provided (T"!=80). There were 6
scheduled visits for all treatment conditions,
F O P i ; L ATI ON We inckicled a total of 241

0. primary" care patients wiih
minor depression (n=lM) or
dysthymia (n=127). Of these,
191 patients O9.5%) complet-
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ed all Ireatment visils.
• O U T C O M E S We mea-

depressive symplomssured
using the 20-item Hopkins

,,,, -J I < l^epression Scale (liSCL-f.)-
20). Remission was sc ored on
llie Piamillon Dcpressif)n
Rating Scale (IIDRS) a.s les.s

than or equal to 6 at 11 weeks. We measured
fLinclional suitus with the physical health com-
ponent (PHC) and mental health eomjxinent
(MtiC) of the 36~iteni Medical Outcomes Study
Shoit 1 orm.
R li S [] LT S All treatment conditions sliowed a
significant decline in depressive symptoms over
the 11-week pericjd. There were no significant
differences berween the interventions or by
diagnosis. For dysthymia the remission rate for
paroxetine (80%) and P,S'i'-PC (57%) was signifi-
cantly higher than for placebo (44%, F=,008),
'I'he remission rate was high for minor depres-
sion (64%) and similar for eat h treatment group.
For the MllC there were significant outcome dif-
ferences related to baseline level for paroxetine
compared with placebo. For the PHC there
were no significant difference,s between the
treatment groups.

For patients with dysthymia, phannaeotlierapy
shouki be used as a first-line trcalmenl.
.A.Lso consider, f(jr patients with dysthymia,
Problem-Solving "freatment for Priiii:ir\' Care
(PST-PC), if available, as a treainieni alternative
lo meditation, althtjugh ttirther research with this
treatment would be u,seful to belter understanti
for which patients it is paniciilarly effective.
]'t;r parient:s with minor depressitMi, u,se vvatchhil
waiting wiih regular [afe-tt>-face t:oniatt as the
initial treatment of choice. Use an active treat-
ment (eg, medication or a psychok^gic ti'eatment
such as PST-PC) for ihose patienis with persistent
symptoms tir increasing severity t)f symptoms.

C O N C LU S I O N S For dysthymia, puroxetine
anci PST-PC iiiipr(;:)\'ed remission eompared with
placebo plus nonspecific clinical management.
Results varieci for the other OLitec:)mes measureci,
Vo'C minor depre,ssion, lhe 3 intervenfions v\'ere
e(|ually effective; general clinical management
(vvatcliful waiting) is an apprtjpriate ireaiment
option.
KEY W O R D S Depressi\'e distirder; iiK)nor
depression Inon-.VIFSHl; tlysilymia fntin-MFSl !|;
parcLxeline; behavioral treatment [non-MliSllJ.
depression; behavk)r:il treatment i'):irt)xeiine.
(J Pani Pract 2001; 50:405-412)
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Dyslhymia and minor depression are common
depressive disorders in ]?atient.s in jjiimar)' care

settings,'* Together with niiijor depression, these 3
disorders account for the vast majority of de]?ressi\'e
ii!ne,'is present in priniaiy care. Although the level of
tleprcssi\"c symptcjmatology for these patieiiLs is less
than that for niLijor dcprt^ssion, tJicsc disorders are
accompanitxl by significant morbidity','" and theii"
impact on the iiealth deli\'ety system is consider-
able,'"'' H(.)\\e\er, there arc relatively few controlled
trials in priniary care examining the effectiveness of
recommended treatments for these disorders-"'"
Studies in this area have typically invoh'ed small
groups of patients, and genera Mixability was limited
becaLise of SLSCII factors as stringent cntnrncc criteria
that would exclude many priniary care patients with
these disortlci's. The need for treatment outcome
data fbr the majority of these patienLs ,seen in priina-
ly care was a principal reason for cjiir study.

Antidepressant medications, particularly tlie selec-
ti\'e serotonin reuptake inhibit<.irs, are C(.)iT!monly
used for treatment of depression in priniary care.'*'^
Support and watchful waiting make up another com-
moti method <.)f treatment," Psychologic treatments
that customarily require refenul to mental heaith
providers have also been used, although stigma, fear
of loss of confidentiality, increased cost, Umi,ted
access in some localities, and local culainil prefer-
ences have limited tiieir use as a treatment option.
In part UJ address these issues ii behaviorall>' leased
psychologic trearnient—Problem-Solving 'rreatmeni
for Primary Care (PST-PC)—\\as developed in the
Linited Kingdom,'" This treatment was relatively
brief and could be applied in the jidmary care ,set-
ting. In studies in\'olving patients with major
depre.ssion in the United Kingdom, the treatment
had high patient acce]:)tancc and an cffecti\'eness
comparable with antidepressants,'^'" making it an
attrjclive alternative wlu;n patients did not want
pliarmacotherapy or if such trcatmetit was con-
traindicated for medical reasons. For dysthymia antl
minor depression there are nc:) stLidies specifically
examining the effectiveness of PST-PC, but this treat-
ment has potential utility' for those conclitif^ns.

In 1993 the iVlacAithur I'-ounciation and the
Hartford Foundation provided fLinding for a conipara-
tivf treatment tiial Tlic projcxl's development and
methodology have iieen outlined in an earlier report.'"'
l-OLir sites recRiitcd patieTits 60 \ears and older: tlie
results of that study ha\'e been reported elsewhere.-"
Two sites recruited paiienLs aged 18 to 59 years. We
present outcome data for tliis younger group,

M E T H O D S
Patients aged 18 to 59 years wci'e rccmiied from pri-
maiy care ,setlings at 2 participating sites (Lebanon,
New Hampshire, and Se;ittle, Washington), To be
eligible, patients had to meet Diagnostic and
Statistical Manual of Mental Disorders, third edition,

revised {DSM-III-R) criteria for dysthymia,•'̂  or spec-
ified criteria for liiinoj" depression and score 10 or
higher on the 17-it:em Hamilton L^eprcssifMi Rating
Scale (HDRS),-- To receive a diagnosis of minor
depression, 3 csf the 9 DSM-III-R symptoms for major
depression (1 of tiiese had to be depressed nicxxl or
anhedonia) had lo be present for at least 4 weeks.
Depression diagnoses were made by a research psy-
chiatrist using the Priniary Care F\ aluation of Mental
r:)isorders (PRTMF-MD), a diagnostic instniment
designed fbr use in primary care,-'

Design
Patients who met the entrance criteria and consent-
ed to the ,study were randomly assigned to paroxc-
tine. placcbcj, or PST-PC using a computer-generat-
ed raridorn allocation table, Randomiziition was
blocked and stratified by site and b\' diagnosis.
Treatment assignments were held by a k^cal phar-
macist and were available to study personnel only in
the c\"cnt of a medical emergency.

Treatment
Patients were scheduled for 6 treatment sessic:)ns
occLirring over 11 weeks, 'Hie treatment ,sessions
look place in ihc general medical setting.
Medication visits were 10 to 15 minutes each, were
cc:)nducted hy psychiatrists on psychiatric residents,
and consisted of medication do,se tiiration, symptom
assessment, a review of ad\'crse effects, arid general
support, S]>ecific psycliolc:)gic treatments ox coun-
,seling were prohibited, Paroxetine and placebo
were gi\'cn in a double-blind fashifjn, T'aroxetine
was initiated at 10 mg per day and increased at
week 2 to the target d(xse of 20 mg. At week 4 or
6, the dose cc:)uld be further increased to 30 mg per
day and at u-eek 6 or 8 to 40 mg if there had been
limited clinical iiiipro\'cmcnt. Placebo was litraled
in an identical fashion.

The PST-PC therapists were PhD psychologists-
All tlierapi,sts received training in PST-PC, The
patients recci\'ed 6 PST-PC sessi(.>ns, lasting approx-
imately 1 iiour for tlie first \'isit and 30 minutes for
each subsequent \'isit- Antidepressant nicdicati(.)n
was prohibited for the PST-PC groLip.

Assessments
S<xiociemographic and clinical infonnation was col-
lected at baseline, O)existing medical illness was
e\'aluated by chart review using the Duke Severit\' of
Illness C^hecklist,-' Outcome me:i,surements included
self-repon and interviewer ratcxl instalments; the lat-
ter were conipleteci blind lo the patient ;s treatment
assignment, Tlicrc were 3 principal outccsme mĉ a-
sures. One was tlie 2{)-item Hopkins Depression self-
report scale'''' (HSCX-D-20) consisting of tlie 13-itein
depression scale and "̂  additi(.inal depression-related
items added to increase rcspotisiveness,^" l l ie HSCT--
D-20 score "was obtained at baseline and at eacii
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treatmeni visit. The other principal oulc(.)!ne mea-
sures v '̂cre a ]7-iteni Hamilton Depressicjn Riiting
Scale (ilDRS). used to detennine reniisskm staius,
and ihe 36-item Medical Outcomes Siudy Short Form
(S]'-3<'>), that provided Z functional status measures—
a mental health component (MHO and a physical
health component (PHC).'"-"' Both these measures
were f)btained at baseline and at 6 and 11 weeks.

D a t a A n a l y s i s
I'or continuous demographic and clinical data, we
Lised jxinimetric and nonparamelric analysis of vari-
ance to analyze baseline differences acros.s site, diag-
nostic group, and la'atnient as,signment. Stratified
contingency table analyses were uscxl lo analyze liase-
line tlifferences in categorical [:iatient vai'ial")les. For all
analyses, design variables (specified in advance)
included diagnosis, treatment provided, and site.

We analyzed the HSC;L-D-2O using a nonlinear
piece-wise random coefficient model with Z ranckmi
inleRepts and a random slope fit to tlie intiivickial
patient dala."' Rantlom intercepts were delined at
baseline and at week 2, Tlie random inlercepf at
week 2 enabled us to model a nonlinear response lo
treatment, 'freatment effects were
evakiated by comparing the slopes fij-::-^^ |-,y^w
(.)f tiie fittetl function from week 2 *
through week II. Restricted maxi-
mum likelihocxl estimation was
used lo fit llie random coefficient
model to the data." The Tukey-
Kramer nuihifile coniparison proce-
tiure'- was used to adjust P values
lor multiple comparisons. Ft)r the
l-{S(~I,-l">-20. analyses were per-
formed both on an intention-to-treat
gr(Aip (full sample) and on an ade-
cjuate treatment exposure subgroup
defined as patienls who completed
at lea,st 4 treatment sessions.

For the I IDItS datii. patients were
classified a,s remitted (HDRS <6) or as
nonremilters" al week 11 on the
basis of previously reported nonna-
tive data. The analytic method we
u,sed was a generalip^ed linear model
with binomial response and logit link
function; adjustment of /-' values for
multiple comparisons was by the
Sidak procedure.^- SLx-week assess-
ment scores were carried forward for
patients for whom HDRS dala were
unavailable at the H-week follow-
up. Tlie analysis reported 'was based
on !he adequate treamient expcxsure
|iarient sample. This analysis gives
clinicians an estimate of ti'eatment
effects for patients who actually
received the treatment.

For the SF-36 data, analyses were performed both
on the intention-io-treat group and :lie adecjuate
exposure subgroup. The analytic melhixl used was
:i mixetl model analysis of covariance. Ba,seline SF-
.̂ 6 MFIC and PHC component scores sened as
covariates in each respecti\'e analysis.

R F S l l I / r S
Patient Enrollment and
Characteristics
Of ihe 407 ]xitients who received a study assess-
ment. 241 (59'~y'<) were eligible and were ranclom-
ized. Of those patients assessed bul nol nintlom-
ized, 22 were eligible bul refused paiiicipation, ancl
144 were ineligible (Figure 1). Tlie most eommon
reasons for ineligibilily were major depression
(n=77), depressitm with an IlDRS score of less than
10 (n^26). and no depression diagnosis (n=21).

Patients were randomized to paroxetine (n=80).
PST-PC (n=80). and placebo (n-81),
Sockxiemograpbic and clinical charaeleristics were
sijiiiiar for the 3 tiratnient groups (Table I). Coniorbid
anxiety disorders assessed by the PlUMIi-Ml) at ba-se-
line were present in approximately 25% of the

FLOW AND TREATfiAENT VISITS GOHPLETED:

PATIENTS AGED 18 TO 59 YEARS

, — — — ^ • ~ — — — - .

Patients assessed

(n=407|

C

Paroxetine

|n=80j

1 Vsit

(n=73)

4 Visits

(n-63)

Completed

(n=60)

-~~——.-—-—-—-
Patients eligible

163]

Randomized

(n=241)

PST

(n=801

1 Visit

(n=76)

4 Visits

(n-66)

Completed

(n=64j

Ineliqible

(n=144)

Refused

(n=22)

Placebo

1 Visit

(n=72)

4 Visits

(n=68)

Completed

(n=67)
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SOCIODEMOGRAPHIC AND CLINICAL CHARACTERISTSCS, PATiENTS AGED 18-S9 YEARS

11) Paroxetine (n=80) PST-PC (n=80) Placebo (n=81) P

DEMOGRAPHICS

Age, mean

WOITIGII, %

Ethnic background, %

Non-Hispanic white

Asian Pacific

African American

Native American

Hispanic

Maritai siatus, % married

Employment statJs, %

Fuli time

Pari limo

Median income, dollars

Median years education

CUNICAL CHARACTERISTICS

Depression diagnosis, %

Minor depression

Dysthymia

Comorhid anxiety disorder, %

Panic disorder

General anxiety discrdfir

Anxiety NOS

HSCL20, mean

HDRS, mean

SF-36 MHC, mean

SF-36 PHC, mean

Duii;e Severity of Iliness, mean

Chronic medical conditions, mean

Total Sampli

44.1

90

3

3

3

'J

53.1

613

18.3

25,000-3!

14

47.3

52.7

/.1

23.Z

14.9

1 6

14.2

33./

47.1

13.3

21

45 2

57.5

90

3

b

1

1

46.3

57 5

20 D

25,000-35,000

14

47 5

B2 5

100

213

100

1 B

13,9

34.3

45.3

14.3

1.9

44.5

6/5

90

4

1

4

0

56 3

6/5

163

25,000-35,000

14

46 3

53.8

6.3

Z2.5

20.0

1.5

144

34,6

48.4

13.5

2.1

42.6

66.7

89

2

4

4

1

56.8

58 8

18.8

25,000-35,000

14

48.1

51.9

49

25.9

14.8

1 B

14.3

321

47 7

12.3

22

26

.34

32

.32

88

.43

,77

,21

.63

,55

.24

.25

63

,41

I*ST PC Joiiot(."= Probleii! Solving; Ticimiicnt for i'niii.irv Ciro, NttS no: o
[k-pi-csMon [iuling Si.ik- \¥-fi(i M]]C llit- liR-m.il IIL-;I1III toii iponcnl ol Ilk
lieril ol llii- 3ti-ik-ni \leilu:]l Ouk'oiiie SnnK .Slum i-orin

itKXl. HSCL. ihi.- ID ik-m Hopkins ^e|ln'^Mon T.iU; itOR.S. tin- i
nal (.KiUoirn' Suidv Slioii I'oiiii, 1F-36 ThK., the phvMLLil l i tul l l i

PREDICTED (VIEAN OF HOPKINS DEPRESSION SCALE

SCORES, BY TREATMENT ASSIGNMENT FOR PATIENTS

5 2.0-

1.5-

1,0

o 0,5-

0,0

0 1 2 3 4 5 6 7 8

Treatment week

9 10 11

T[(.-,iliiiLiil loi Priiii.iiy

patJents but with nc:) significant ditfej'cncc in preva-
lence across lhe 3 treatment groups. Depression
scveiit\' was iniici \o moderate as reflectetl h\' a mean
HDKS of 14,2 (standard deviation [SD]-3,33) and
mean HS(:T,-D-2() of 1,6 (SD-(),65). On the SF-36,
mental health functioning was mcM'e impttia'd (MHC
mean=33,7; SD=10,2) tliiin physical heaith functioning
{PHC ti!ean=4~.l; SD=12,1), At baseline, there were
ncj significant differences lx;lween i:>atienLs with dys-
tliymia and those with minor dcpressitjn on any of
these 4 outcome iiieasure scales.

Treatment Received and Follow-Up
Of die 241 palienis randomized, 197 (81,7*!̂ !) atlend-
etl at least 't ireatment sessions (I'igurc 1): 191
(79,3%) coinpieled all ,schedLiled treatment sessions,
Tweniy patients (H,3"'b) did nol altend any treatment
sessions: tliey dropped out after randoiriization. Of
these 20 patients, 16 (80%) were assigned to parox-
etine or placebo: 4 (20*Hi) were assigned to PST-PC.
Subsecjueiitly, 6 patienis (2,4%) discontinued treat-

408 • l, NO.
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Diagnosis and Site

DYSlHYMIA(n=108)

Lebanon, UH

Seattle, Wash

Overall

MlMOH DtPHESSION (n=89)

Lfihanon, NH

Seattle, Wash

Ovfirall

HDIi-j di.'iiotu', l-Liniiltoii I;

Paroxetine

No. (%)

17/17(100.0)

11/18(61 1)

28/35 (RO 0)

10/15(66,7)

7/13(53,9)

17/28(60.7)

ment fbr adverse effects; all of
these were in the paroxetine
group. One patient also in the
paroxetine gnxip disconUnued
because of medical illness.
Twenty-three patients (9,̂ %)
W'itli at least f treatment visit
discoiuinucd for a variety- of
other reasons, such as reloca-
tion, self-incdication, or
bccau,'ie they felt tliey were
nf)t getting better.

Adherence \o paroxetine
and placelx:) was high. By ihe
second treatment visit. 85% (jf
patients initiating treatment
achieved the target dose of 20
mg (2 pills) per day (81% of
those receiving paroxetine,
89% rect'i\ ing placebo). By
study end, 94% had achieved the target dose or
higher. Of patients who came for at least 1 visit,
more patients randomized to placebo were
increased to 4(1 mg per day (21/72. 29,2%) than
those randomized to paroxetine (l()/73, 13,7%);
/-^i)23). For patients randomized to PST-I'C, ireai-
nieni attendance was high. Of those beginning
treatment, 84,2*!1) ((>4/76) cotnpleted all 6 treatment
sessions.

Outcomes
HSCL-D-20
One principal outcome measure was change in
depression le\'e! on the lISCL-D-2(> scale. In the
intention-to-treat analysis, all treatment groups
showed significant improvement over [he 11-weeks
{P <,00f: I'igure 2), The average mean change was
0,88 (SL:=O,O8) for paroxetine, 0.79 (0.09) for PST-PC,
and (I,8S (0,(J9) for placebo. For paroxetine and for
placebo, the rate of symptom re,solution was similar
and rajiid during tlie first 2 weeks of treatment: 0,60
(,06) and 0,56 (.06). respectively; from week 2 to
week 11 it slowed and remained similar: paroxetine.

REMISSION RATES (HORS <6) FOR PATIENTS ATTENDING 4 OR MORE TREATMENT

SESSIONS. BY OIAGNOSIS AND SITE

PST-PC

No. (%)

8/16(50.01

13/21 (61 91

21/37 (5B.BI

8/13(61.51

It/1B(68.8)

19/29(65.5}

Placeho

No, (%)

10/18(55.6)

6/18(33.3)

16/36 (44 4}

13/18(72 2)

8/14(57 11

21/32 (65.6)

'lit f()r Priin.irv C.IT

P

.003

.143

Q08

.820

.683

906

<̂  NH,

0,28 (.06): placebo, 0.29 (,07), For PST-PC in the
first 2 weeks, the rate of symptom resolution was
slower 0,36 (,06) compared with paroxetine or
placefx), but it was mc;re rapid from week 2 through
week U; 0,43 (,0^),

In this overall analysis, from baseline to 2 weeks
there were significant differences in outcome by site
(7^,006) and by treatment group (J^.(XU) but not by
diagnosis (/^,497), For this time pedod the site by
treatment group interaction was marginal (/^,101),
Lef̂ anon accounted for the majorits' of these treat-
ment differences. At that site, from baseline to week
2 the impixivement was significantly m<:>re rapid for
paroxetine (7^.003) and for placebo iF=-.(yi(->) com-
pared with PST-PC. When outcome was examined
from week 2 to week If, there u'ere no significant
differences at t.he ,05 level, although there was a
trend toward the eadier pattern of differences Iw site
(7^,104) and by treaunent group (7^,190), with PST-
PC marginally better than paroxetine (P=,090) and
placebo (7^,149; Figure 2), On this measure diag-
nĉ stic grc:)Up again showed no relationship to c:)Ut-
c<.)me (/-^,718), Wlien the overall outcome (baseline

EFFECTS ON MENTAI HEALTH FUNCTIONING: CHANGES !N SF-3e MENTAL COMPONENT SCORES OVER TIME FOR 3

INTERVENTION GROUPS (INTENTION-TO-TREAT SAMPLE)

Baseline Mental

Health Function*

High

Intermediale

Low

Paroxetine

Mean Change (SE)t

+4,25(1 13)

+7.36(1.50)

pt

,832

<.003

<.OO1

rorni, PSr-PC dfi-

) 11 (onliolU'd fur
Ml!; Tiikcv-Kfjiiicr

PST-PC Mean

Change (SE)t

+3.24(1,45)

+3.16(1 34)

+3.06 (1 63)

[•>K's Piolik'in ,S(il\ iiij; Ti

hn^clillC IlKTlt.Ll luMith
priKcdLiK-.

P

.249

.174

.416

H'.itment for I'm

Placebo Mean

Change (SE)t

+1.98(1.471

+1.44(1 151

+0,81 (1,36)

l u ^ l,;irc

1 Inut-a-..- Ill Moit- [rii
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to week i l ) was exatTiincd, there were no significant
tiifferences between the 3 interv^ention groLip,s,

When these analyses were repealed on the ade-
quate treatmetit exposure group of patients, the
resLiits were essentially ,simil;tr. There was signifi-
cant reducti(m in syniptoniarology for all 3 ireaiment
groups. bLit from baseline to week 11 there were
essentially no differences in the amount of this
reduction between the 3 treatment groups,

Reinis>tjon over 11 Weeks
as Measured by HDRS
The proportion of patients achieving remission sta-
ttis (HDRS score <6) was examined usitig the 197
patients with adequate treatment exposure (4 or
more visits). This group was cotnpared with the 44
patients with less than 4 visits on baseline variables.
There were r\o significant differences excep: for
education: 54,5% of those witli fewer than 4 visits
had 13 or more years of education compared with
75,6% of Those with 4 or more visits (/'i=,0()5).

In rhe generalized linear model used to analyze
the HDRS remission data, diagnostic group, treat-
ment group, site, and all the interactions (diagnosis
by treatmeni, site by treatment, site by diagnosis,
and siie by diagnosis Iw treatment) were entered
into the analysis. There was a significant ,site by
treatmeni group interaction (P=,001) and a signifi-
cant diagnostic groLip by treatment group interaction
(P=,005), To understand the,se interaction terms,
results were examined se]:)arated by diagnosis and
by site. For dysihytnia at the l^ebarion site, there
were 2 significant effects: paroxetine had a beller
outcome than placebo (P <,001) or PST-PC (P<.001),
For dysthymia at the Seattle site, both jiaroxetine
and PST-PC had margit-ially betier tuiicomes ilian
placebo (P-,093 and P-,073, respectively). To dis-
play the,se findings, bivariate analyses were carried
out U)T each diagnosis by site (Table 2), Table 2 also
sh(AA's the remission rates when patients with eacli
diagnosis were combined across sites. For dys-
thymia, the retiii,ssion rates were 80% for paroxeline.
56,8% for PST-PC. and 44,4% for placebo (P-.OOH).
F'or minor tlepression, the overall remission rate was
high (64,0%), and it was similar for each treatment
group: 60,7%i for paroxeline, 65.5% for PST-P(^. and
65,6% for placebo (7^,906),

SF-36 Mental Health Component and
Physical Health Component Scales
i'or the SF-36 MHC, on the intention-to-treat sampk'
there was a significant baseline lc\'cl by treatment
group by time interaction (i-^,006). Baseline MHC
was then used as a covariate by dividing patient
groups itito tertiles on the basis of the baseline
scores (Table 3). Change from week 6 to week 11
was examined after controlling for baseline iMHC
witiiin each group. With [:)aroxetine there was sig-
nificant improvement for the more impaired MHC

group, +7,4 (SF,= 1.5), / ' <.OO]; and for the inlerme-
diate group. +4.3 (1,1), P <,003, For PST-PC, ihe
absolute change for each MHC group was e,sscntial-
ly similar: +3,1 (1,6) for the low group, +3.2 (1,3) fcjr
the intermediate groufx and +3-2 (1.5) for the high
group. These changes were not significant a( the ,05
level. For placebo, the amount of chatige was lower
than that for the 2 active inler\'cntions; none ol' tiiose
changes approached stati.stical significance,

ResLilts using the adequate expo,sure sample for
tlie SF-36 MHC were similar overall to those
obtained on ihe intention-to-treat analysis.

For the Sl'-36 PHC; analyses ihere WCTC no signitl-
cant differences l>etween an^- (,:)f the treatment groLips,

D I S C i: SS N
The findings from this study provide intbrniation
about ireaiment respon.se for these 2 diagno,stic con-
ditions, dysthymia and minor depression, in primarv'
care patienis, Tiiere are few data from other studies
with which to compare these results; most treatmeni
outcome results tor these disorders come from
patients treated in psychiatric settings. One sMdy
that df^es provide such data used a similar design
anci methodology on older patients (60 years and
older) and was done in parallel with this saidy,'" ln
that study, the patients showed imprcjvement on all
the inten-'entions for the measures examined,
Howe\'er, wheiher oulcome with the actiw treat-
ments shfiwed a significant difference over placebo
plus nfinspecific clinical management is clearly of
interest. For this cjuestioti. the results are tuore cxim-
plex, wilh variations in outc(.)me by site, diagnosis,
and treatment for bc:)th age groups, depending on
the measLire used. The mo.st easily interpreted
resulls are the remisskin results obtained using the
HDRS, These are aisco the reported results wiien all
individuals receivc-'d an adecjuaie expcxsure tcj the
treatment (4 or more visits). For dysthymia in tlie
patients aged 18 to 59, there was an overall griidicnt
with the highest recovery rate obtained for paroxe-
line, the next highe,st for PST-PC ,̂ and the kiwest for
jilacebo. The same patterti was evident for dys-
thymia in the patients aged 60 years and older; high-
er remisskm rates were obtained for both paroxetine
and PST-PC than placebo.

When change v^as measLirecl by decline over the
11-week trial on the HSC1-1)-2O as the outcome vari-
able, in tiie patients 60 years or older, those taking
paroxetine had a significantly grealer decline com-
pared wilh those takitig placebo at 11 weeks and a
greater rale of decline from week 2 to 11, Patients
!-eceiving PST-PC^ did not shfjw a sigtiificantly greater
syniptcjm reduction than those on placebc:) at 11
weeks, but they did show a significantly more rapid
s>'mptc5m reckiction in weeks 2 to 11, For patients
aged 18 to 59 v'eLirs, there were no significatit differ-
ences between the atiive treatments and placebo cm
this tneasure.
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Results (jbLiined using the SF-,S6 MlIC are difficult
lo compare between the age groups because; diagno
sLs shfwccl a significant improvcmt^in in the patients
60 years and older but not in the patients aged 18 lo
59 years. Dysdiyniic patients taking paroxetiiie who
were 60 ye:irs and older with higher baseline MHC!
(less impaired) did signilicantly Ix'ttcr at 11 weeks
compared with those taking placebtx those receiving
FST-PC did better but not significantly so. P;itients
wilh minor depressif>n and low baseline MHC; (iiifHV
impaired) improved significantly more on botli
paroxetine anti PST-PC compared with placeixi. The
palienis aged 18 to 59 years showed a diflcrenl pal-
tern with diagnosis not relating to outcome, l:>ut all
patients with k)w or inlcrmeciialc baseline MMC
impro\'cxi significantly on paroxetine. Iniprovc'mcnl
amoLuit on PST-PC fell ix-'tut-en paroxetine and
placebo, but was not significant. Tlicsc results are tlif-
liciill to interpret except to note that paroxetine did
lia\'e a beneficial bul mtxtcsi effect in both age
groups for some patients.

Taking an o\'eiview of the findings from boih
studies, il is woiili noting that there arc some con-
sistent paltfrns of outcome related to treatment
across the 2 age gixxips. In general, those patienls
taking paroxeiine showed a greater improvement
compared with placebo on one or more cjf ihc mea-
sures used. Similarly for PST-PC, on some mt^asuivs
there was a significant difference compared witii
placebo, allhough llicsc results were more variable
than those obtained with paroxetine, Tlic greatest
PST-PC \'ersus placebo differences w^ere jirescnt on
the remission analyses; for both age groups, diagno-
sis was an important prcciictor with the best rcmi.s-
sion results f>btained for patients w'itli dysthymia. In
both age groups, for tho.se witli minor depression
llierc was a higher placebo response and almost no
significant ciiffefciiL'cs between either' active treat-
ment and placebo.

Strengths and Limitations
Our study has se\"eral strengths. It is focused on
those (.le[:iressive dis<jrders, dysthymia and minor
depression, ihat arc* common in primary tare atid
arc treatcxi most often in that setting. Tlic inclusion
criteria were broad, iierniitting results to be general-
izablc to the majority of patients with thcsf disorders
(jresenting in primaiy care. The rrcatments were
provided in the primaiy care setting, emphasizing
their potential practicalit}' for primary' care practice.
Kor the tnedication inter\ention, ihis placebo-
controlled trial contributes to the scientific knowl-
edge base concerning treatments in primaiy care.
There arc relatively few .such controlled trials for
dysthymia and e\'cn fewer for minor depression.

This is the first treatment trial outside of the
I fnited Kingdom in which :lie behavioral ircalmcnt
PST-PC was u.scd. As in the United Kingdom, PST-
PC had a high patient acceptance rate; 80% of tin*

patients assigned to it completed all 6 visits and 87%
i>f those c<jining for one visit coinplered ^. On some
outcome measures, ir had effectiveness similar to
paroxetine and greater than placebo plus clinical
managemeni. although it showed greater variability
by site tlian paroxetine. In this trial, PST'-PC thcni-
[5ists varied on the level of prc\ ious experience with
behavioral therapy treatment, overall experience,
and numlx:r of patients treated with PST'-PC, all vari-
ables that may have rclalcc! to their skill in deliver-
ing the treatment. Analyses arc in progress lo exam-
ine the effects of these and other \'ariables on PST-
PC outcome. T'lie results reported here indicate PST-
PC lias pn.:)misc-' but cannot be considered an estal>
lisiied treatment alternative lo antidepressants in
depressed primar\' care patients, as it is in the IJniteci
Kingdom.

Our sMtly also has shortcomings. Tlic pkueix)-
controllet! condition invoK'ed contact with a clinician
for 6 visits over the 11-wcck trial, considerably more
ihan usually takes place in primary care. Whether
this nonspecific clinician conuid related to the reki-
ti\ely higli inipro\'enieiit (remission rates) for place-
bo, particularly for those with minor depression, can-
n(H be a.iscssecl in our study. In retros(X'Cl, incluclinji
a tnie "treatment :is usual" group making 2 to 3 in-
person visits over 11 weeks would h;ive clarified
these resulis. Also, the clinical significance of the
amount of symptom recluction ohscivcd in the scale
analyses (SF-36-M1IC, 1ISCL-D-20) is difficult to esLib-
lisli. The amounrs ol (hose reductions were !iK)ck's:,
even when st;itisticaiiy significant. For clinical signifi-
cance, one niusi rely primarily on the remission
analyses that were bascxi on tliosc patients rcxx'iving
adecjuate exposure to the treatments, not an inten-
tion-lo-treal group.

Further Research
Vafiaiion in outcome by sile was a problem in this
data, as it was in the group of patients 60 years ancl
oidcr. l*\irther analyses have taken place, to be
reported in separate publications,"'' in an atlenipt to
examine tlie effect of other variables, such as demo-
graphics, level of iiicxlical comorbidity, or personal-
it)' \':iriahles such as neuroticism. 'I'he findings we;
repoiietl on patients aged 18 to S9 years and those
reported elsewhere for the patients 60 years and
older are examining only the eifects of diagnosis,
treatment rcceiwd, antl sile, Tlic effect, if any, of
various moderator variables was not examined but
will be in these later reports.

C C ) \ C L 1 i S [ Q N S
Evidence-based guidelines arc available to direc t̂ pri-
mary' care physicians' treatment for major depres-
sion, anti when implemented v̂ x̂ ll, tliey improve
patient outcomes.-"'''" For the treatment of minor
dcpressifjii and dystliymia. evidence-based guide-
lines are unavailable, because the evidence base is
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insufficient to develop recommendations.
Our results showed that paroxetine andto a less-

er degree PST-PC improved remission of dystliymia
more than the use of placebo plus nonspecific clin-
ical management. Results varied for tlie other out-
comes measured. For minor depie.s.sion. the 3 inter-
ventions (paroxetine, PST-PC:;, and placebo) were
equally effective, so general clinical management is
an appropriate treatment option.
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