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BOBJECTIVE We evaluated the offectiveness
of paroxetine and Problem-Solving “Ireatment for
Primary Care (PST-PC) for patients with minor
depression or dysthymia,

BSTUDY DESIGN This was an 11-week ran-
domized placebo-controlled trial conducted in pri-
miry care practices in 2 communitics (TLebanon,
NH, and Searttle, Wash)., Paroxetine (n=80} or
plicebo (n=81) therapy wuas stauted at 10 mg per
day and increased 10 @ maximum 40 mg per day,
or PST-PC wus provided (n=80). There were 6
scheduled visits for all reatment conditions.

m POPULATION We included a total of 241

i primary  care  paticnts  with
miner depression (n=114) or
dysthymia (n=127). Of these,

191 patients (79.3%}) complet-

cd all treatment visits.

mOUTCOMES We mea-
sured  depressive  symploms
using the  20-item Hopkins

413 Depression  Scale  (HSCL-D-

20). Remission was scored on

the  Hamilion  Depression

Rating Scale (FIDRS) as less
than or equal o 6 at 11 weeks.  We measured
functional status with the physical health com-
ponent (PHC and mental health component
(MEIC) of the 36-tem Medical Outcomes Study
Short Forn.

mRESULTS All treatment conditions showed a
significant decline in depressive symptoms over
the 1-week period. There were no significant
differences  between the interventions or by
diagnosis. For dysthymia the remission rate for
paroxetine (80%) and PST-PC (57%) was signifi-
cantly higher than  for placebo (44%, P=.008).
The remission raw

s high for minor depres-
sion (0-4%) and similar for each reaument group.
For the MLIC there were significant outcome dif-
ferences related to baseline level for paroxetine
comparcd with placebo.  For the PHC there
were no o significant  differences  between  the
reatment groups.
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© For patients with dysthymia, pharmacotherapy

should be used as a fisst-line reatment.
Alse consider, for puatients with - dysthymia,
Problem-Solving  Treatment for Primary  Care
(PST-PC), if available, as a weamment alternative
1> medication. although further research with this
treatment would be useful o better understand
foor which patients it is panicularly effective.

* For patients with minor depression, use watchiul
walting with regular face-to-face contact as the
initial treatment of choice. Use an active treal-
ment (eg, medication or u psychologic treatment
such as PST-PC) for those patients with persistent
SYMptoms or increasing severity of svmptoms.
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mCONCLUSTONS For dysihymia, paroxctine
and PST-PC improved remission compared with
placebo plus nonspecific clinical  management.
Resules varied for the other outcomes measured.
For minor depression, the 3 interventions were
cqually  effective: general  clinical  management
(watchful waiting) is an appropriate treatment
option.

mKEY WORDS Depressive disorder; monor
depression  Inon-MESH]; dysitymia [non-MESH];
paroxetine;  behavioral  treatment  non-MESH]
depression;  behavioral  treatment  paroxetine.
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II)YSTHYMIA AND MINOR DFPRESSIONI

ysthymia and minor depression are common

depressive disorders in patients in pritary care
settings.'* Together with major depression, these 3
disorders account for the vast majority of depressive
illness present in primary care. Although the level of
depressive symptomatology for these patients is less
than that for major depression, these disorders are
accompanied by significant morbidity,” and  their
impact on the health delivery system is consider-
able. ™ However, there are relatively few controlled
trials in primary care examining the effectivencss of
recommended  treatments for these  disorders.
Studics in this area have typically involed small
groups of patients, and generalizability was limited
because of such factors us stingent entrance criteria
that would exclude many primary care patients with:
these disorders. The need for treatment outcome
data for the majotity of these patients seen in prima-
ry care was i principal reason for our study.

Antidepressant medications, particulardy the selec-
tive serofonin reuptake inhibitors, are commonly
used for treatment of depression in primary care.**
Support and watchful waiting make up another com-
mon method of treatrnent Psychologic treatments
that customarily require referral t© mental health
providers have also been used, although stigna, fear
of loss of confidentiality, increased cost, limited
access in some localities, and local culnural prefer-
ences have limited their use as a treatment option.
Ty part o address these issues o behaviorally based
psychologic treatment—Problem-Solving Treatment
for Primary Care (PST-PC)—was developed in the
Unitedd Kingdom." This treatment was relatively
brief and could be applied in the primary care set-
ting. In studies involving patients with major
depression in the United Kingdom, the treatment
had high patient acceptance and an cffectivencss
comparable with aniidepressants,”™" making it an
aftractive ahernative when patients did not want
pharmacotherapy or if' such treatment was con-
traindicated for medical reasons. For dysthymia and
minor depression there are no studies specifically
examining the effectiveness of PST-PC, but this treat-
ment has potential utility for those conditions.

In 1995 the MacArthur Foundation and the
Hartford Founclation provided funding for a compara-
tive weatment trial.  The project's developrment and
methodology have been outined in an earlier report.”
Four sites recruited patients 60 years and older; the
results of that study have been reported elsewhere”
Twor sites recruited patents aged 18 o 59 vears, We
present outcome data for this vounger group,

METHOILDS

Patients aged 18 to 59 years were recruited from pri-
mary cure settings at 2 participating sites (Lebanon,
New Hampshire, and Seattle, Washington). To be
eligible, patients had 1o meet Diggrostic and
Statistical Manual of Mental Disorders, thivd edition,
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revised (OSM-IH-R) criteria for dysthymia,” or spec-
ificd criteria for minor depression and score 10 or
higher on the 17-item Hamilton Depression Rating
Scale (HDRS)M*  To receive a diagnosis of minor
depression, 3 of the 9 DSM-II-R symptoms for major
depression (1 of these had 1o be depressed mood or
anhedonia} had 10 be present for ar least 4 weeks.
Depression diagnoses were made by a research psy-
chiatrist using the Primary Care Evaluation of Mental
Disorders (PRIME-MD), a  diagnostic  instrument
designed for use in primary care.*

Design

Padents who met the entrance criteria and consent-
ed e the study were randomly assigned to paroxe-
tine, plaeebo, or PST-PC using a computer-generat-
ed random allocation table. Randomization was
blocked and stratified by site and by disgnosis.
Treaunent assignments were held by a local phar-
macist and were availuble o study personnel only in
the event of a medical emergency.

Treatment

Paticnts were scheduled for 6 treatment sessions
occurring over 11 weeks. The treatment sessions
ook  place in the general medical  setting.
Medication visits were 10 to 15 minutes each, were
conducted by psychiatrists or psychiatric residents,
anct consisted of medication dose titration, symptoin
assessment, a review of adverse effects, and general
support.  Specitic psychologic treatments or coun-
seling were prohibited. Paroxetine and placebo
were given in a double-blind fashion.  Paroxetine
was initiated at 10 mg per day and increased at
week 2 to the target dose of 20 mg. At week 4 or
6, the dose could be further increased 10 30 mg per
day and at week 6 or 8 to 40 mg if there had been
limited clinical improvement.  Placebo was litrated
in an identical fashion.

The PST-PC therapists were PhD psychologists.
All therapists received training in PST-PC.  The
paticnts received O PST-PC sessions, lasting approx-
imately 1 hour for the first visit and 30 minutes for
each subsequent visit. Antidepressant medication
was prohibited for the PST-PC group.

Assessments

Sociodemographic and clinical information was col-
lected at bascline.  Coexisting medical illness was
evaluated by chart review using the Duke Severity of
Tiness Checklist.®  Ourcome measurements included
self-report and interviewer rated instruments: the lat-
ter were completed blind to the patient’s treatment
assignment. There were 3 principal outcome meu-
sures. One was the 20-item Hopkins Depression sclf-
report scale® (HSCL-13-20) consisting of the 13-item
depression scale and 7 additional depression-related
items added to increase responsiveness.” The 118CL-
D-20 score was obiained at baseline and at each
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rreatment visit.  The other principal outcome mea-
sures were a 17-tem Hamilton Depression Rating
Scale (FIDRS),  used to determine remission status,
and the 30-item Medical Outcomes Study Shott Form
(81%-30), that provided 2 functional status measures—
a mental health component (MUC) and a physical
health component (PHCLY Both these measures
were obtained at baseline and at 6 and 11 weeks.

Data Analysis

For continuous demaographic and clinical data, we
used parametiic and nonparametric analysis of vari-
ance o analyze baseline differences across siwe, diag-
nostic group, @nd treatment assignment.  Steatified
contingency table analyses were used 1o analyze buse-
line differences in categerical patient variables. For all
analyses, design vadables  (specified  in advance)
included diagnosis. reatment provided, and site.

W analyzed the HSCLA13-20 using a nonlinear
plece-wise random cocfticient model with 2 random
intercepts andd a random slope fit o the individual
paticnt duti Random intercepts were defined at
bascline and at week 20 The random intercept at
week 2 enabled us to model g nonlinear response to
weatment.  Treatment effects were

For the SF-36 data, analyses were pertormed hoth
on the intentiono-trear group and the adeqguare
exposure subgroup. The analytic method used was
a mixed model analysis of covariance. Baseline sU-
26 MHC andd PHC component scores served s
covariates in each respective analysis.

RESULTS
Patient Enrollment and
Characteristics
Of the 407 patients who received o study assess-
ment, 241 (59%) were eligible and were random-
ized.  Of those patients assessed but not random-
ized, 22 were eligible but refused participation, and
144 were ineligible (Figure 1), The most common
reasons  for ineligibility  were nmjor  depression
{(n=77), depression with an HDRS score of less than
10 (n=26). and no depression dizgnosis (n=21).
Patients were randomized o paroxetine (n=830),
PST-PC {n=80), and placebo (n=81).
Sexiodemographic and  dinical charactenistics were
similar for the 3 meatment groups (Table 1), Comaorbid
anxiety disorcders assessed by the PRIME-MD at basce-
line  were present o approximately  25% of the

evalusted by comparing the slopes  : 04«
of the fitted function from week 2
through week 110 Restricted maxi-
mum  likelihood  estimation  was
vsad to fit the random coefficient
model o the dat® The Tukey-
Kramer muliple comparison proce-
dure® was used 1o adjust P2 values
for multiple comparisons.
HSCL-1>-20, analyses were  per-
formed both on an intention-to-treat
group (full sample) and on an ade-
quate treatment exposure subgroup
defined as paticnts whoe completed
ar least 4 rearment sessions.

For the FIDRS data, patients were

For the

classified as remitted {(HIDRS <63 or as
nonremitters™ al week 11 on the
hasis of previously reported norma- (n=60;

Paroxetine

tive data. The analvtic method we |

used was a generalized lincar model
with hinomial response and logit link
function; adjustment of P values for

1 Visit
n=73}

multiple comparisons was by the
Sidak procedure.™ Six-week assess-

ment scores were carried [orward [or 4 Yisits

patients for whonm HDRS data were (n=63)
unavailable at the 11-week follow-

up. The analysis reported was based

on the adequate reatment exposure Completed
patient saumple. This analysis gives (n=60)

clinicians ant estimate of teatmernt

cffects for patients who  actually
received the treatment.

-~

PARTICIPANT FLOW AND TREATMENT VISITS COMPLETED:

PATIENTS AGED 18 TD 58 YEARS

Patients assessed

{n=407)
Ineligible
Patients eligible {n=144)
{n=262)
} Refused
Randomized (n=22)
(n=241}
PeT Placebo
{H:SG} {HZB'E)
1 Visit 1 Visit
{n=76) in=72]
4 Visits 4 Visits
(HZBG] (ﬂ:58}
Completed Completed
(ﬂ:ﬁl” ':HZSY)
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£ A b R,
®
¥ SOCHIDEMOGRAPHIC AND CLINICAL CHARACTERISTICS, PATIENTS AGED 18-59 YEARS
B e e s L . A S S 0 S S 08 30 88w he o a8 s i i e o e o aom o am s
§ Total Sample (n=241} Paroxetine (n=80) PST-PC (n=80} Placebo (;1 B1} P
|
; DEMOGRAPHICS
5 Age.mean 441 152 45 478 2%
«  Women, % B3.0 57.5 675 867 34
g Ethnic background, % B
y NonHispanic whie a0 e @0 19 ¢
4 Asian Pacific 3 3 4 2
? African American 3 5 1 4 E
4 Native American 3 1 4 4 #
% Hispanic <1 1 0 1
Marital status, % married 531 463 56.3 56.9 32
i{ Employment status, %
4 Full time 61.3 ath Blh 58.8
: Pantimo 183 200 163 188
Madian income, dolfars 26,000-35,000 ~ 25,000-35,000 25,000-35,000 25.000-35,000 32
Median vears sducation 14 14 14 14 88
CLINICAL CHARACTERISTIES
Depression diagnosis, % ) L
Minor depression 473 475 46.3 48.1
_Dysthymia 52.7 525 534 51.8
Comorbid anxiety disorder, %
Panic disorder 11 100 8.3 4.4 A3
General anxiaty disorder 23.2 213 225 258 7
Anxiety NOS 149 10.0 200 148 pal
HSCL 20, mean 16 16 15 16 B3
HORS, mean 142 138 144 143 9%
5F-38 MHC, mean 337 143 4.6 321 24 1
SF-38 PHC, mean 471 45.3 48.4 477 20
Duks Severity of Hiness, mean 133 14.3 135 123 B3
Chronic medical conditions, mean 21 1.9 2 22 A
T PO denotes Problem Solving Treatment for Primary Cures NOS, nes oherwise specifiods TISCL, the 20-tem Hepkins Depression Scaly; LTDRS, the [Hamilton
Depression Haling Scader SF-36 MHEC. the mental health component of the 36-ien Medical Outeonne Study Short Forn, 5E-36 PHC, the physical heatth compo-
nent of the 36-item Medical Ouicome Suedy Shorn Form,
£ T Al AR A0 T U O M O T PR T R LA TR TR I R T D KR ™ R e R BT o Y Mﬁmﬁi}
patients e with no significant difference in preva-
T o o s i s s, il o e ] fence across the 3 treatment groups. Depression
severity was mild o moderate as reflected by a mean
PREDICTED MEAN OF HOPKINS DEPRESSION SCALE HDRS of 14.2 (standard deviation [SD]=3.33) and
SCORES, BY TREATMENT ASSIGNMENT FOR PATIENTS mean HSCLAD-20 of 1.6 (SD=0.63).  On the SP-36,
£ 1BTOSIVYEARS (N=241) mental heulth funciioning was more impaired (MHC
i mean=33.7, SD=10.2) than physical heaith functioning
20 Paroxetine (PHC mean=47.1; SD=12.1).  Ar baseline, there were

Sy

v Placebo

Mean predicted HSCL depression score
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no significant differences between patients with dys-
thymia and those with minor depression on any of
these 4 outeome measure scales.

Treatment Received and Follow-Up

Of the 241 patients randomized, 197 (81.7%) attend-
ed at least 4 weatment sessions (Figure 1) 191
(79.3%) completed all scheduled trearment sessions.
Twenty patients (8.3%) did not attend any treaunent
sessions; they drepped our after randomization.  Of
these 20 patients, 10 (80%) were assigned (o parox-
ctine or placebo: 4 (20%) were assigned to PST-PC.
Subsequently, 6 patienits (2.4%) discontinued treat-

VOL. 50, NO. 5
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e
%

ment for udverse effects; all of A8

these were in the paroxetine REMISSION RATES (HDRS <6) FOR PATIENTS ATTENDING 4 OR MORE TREATMENT
group. One patient also in the SESSIONS, BY DIAGNOSIS AND SITE

paroxetine group discontinued _ o o
hecause of medical illness. Diagnosis and Site Paroxetine PST-PC Placebo
Twenty-three  patients  (9.5%) No. (%) No. {%} Ho. (%) P
wilh at least 1 treatment visit Diys Tyl (n=108)

discontinued for a variety of Lebanon, NH 17717 {100.0) 8716 {50.0) 10/18 {55.6] 003
other reasons, such as reloca- Seattie, Wash_ 118 1(61.7) 13/21(61.9) B/1833.3) 143
tion, self-medication, or Overall 28/35 (80.0) - 21/37 (56.8) 16/36 (44.4} 008
bevause they felt they were

not getting betger., NG DEPHESSION (=89)

Adherence 1o - paroxetine Lehanon, NH 10/15 166.7) B/13 8151 13/181(72.2) 520
and placebo was high, B}; the Seattle, Wash 7/13153.9) 11/16 188.8) 8/14157.1) 683
SC(.(.md lr(_.‘zi[.n.lt_‘r.lt visit, 85% of Overali 17/28 1607} 19/29 {65.5} 21/32 (65.6) 906
paticnts  initiating  treatment T
achieved the target dose of 20 Mm;{h denotes Hanilton Depression Rating Seabe: PST-PC. Problern-Solving Treatment for Primary Care, NH,
mg {2 pills) per day (81% of New Hampohiire: Waeh, Washington.
those  receiving  paroxetine,

BO% receiving placeho). By

study endl, 94% had achieved the target dose or
higher.  Of patients who came for at least 1 visit,
more  patients randomized to placcho  were
increased o 40 my per day (21772, 29.2%) than
those randemized to paroxetine (10/73, 13.7%;
P=.023). For patients randomized to PST-PC, treat-
ment attendance was high.  Of those beginning
reatment, 84,20 (64/76) completed all 6 treatment
sessions.

Outcomes

HSCL-D-20

One principal outcome measure was change in
depression level on the HSCL-D-20 scale.  In the
intention—to-treat  analysis, all weatment  groups
showed significant improvement over the 1 l-weeks
(# <.00L; Figure 2). The average mean change wis
(.88 (SE=0.08) for paroxetine, 0.79 (0.09) for PST-PC,
and 0.85 (0.09) for placebo. For paroxetine and for
placebo, the rate of symptom resolution was similar
and rapid during the first 2 weeks of treatment: 0.00
(.06) and 056 (06). respectively; from week 2 to
week 11t slowed and remained similar: paroxetine,

TRELF

0,28 €.00); placebo, 0.29 (07).  For PST-PC in the
first 2 weeks, the rate of symptom resolution wus
slower 0.36 (.06) comparcd with paroxetine or
placebo, but it was more rapid from week 2 through
week 11; 0,43 (.07),

In this overall analysis, from bascline 1o 2 weeks
there were significant differences in outcome by site
(P=006) and by treatment group (£=007) but not by
diagnosis (P=497). For this time period the site by
treatment group interaction was marginal (P=.101).
Eebanon accounted for the majority of these treat-
ment differences. Al that site, from buscline to week
2 the improvement was signiticantly more rapid for
parcxetine (P=.003) and for placebo (P=.016) com-
pated with PST-PC. When outcome wis examined
from week 2 to week 11, there were no signiticant
differences at the .05 level, although there was a
trend toward the carlier patiern of differences by site
(/=.104) and by wreatunent group (P=.190), with PST-
PC marginally better than paroxetine (P=.090) and
placebo (P=.149; Figure 2 On this measure diag-
nostic group again showed no relationship to out-
come (P=718). When the overall outcome (baseline

EFFECTS ON MENTAL HEALTH FUNCTIONING: CHANGES IN SF-36 MENTAL COMPONENT SCORES OVER TIME FOR 3
INTERVENTION GROUPS (INTENTION-TO-TREAT SAMPLE)

Baseline Mental Paroxeting

Health Function™ Mean Change (SE}t [
High +1.58{1.31} 837
Intermediate +4.75{1.13} =.003
Low +7.36(1.50) <.0M

“Haseline SE-36 nwenial component for hig!

PST-PC Mean Placebo Mean

Change (SEJt P Change (SE)T F
+3.24(1.45) 249 +1.968{1.47) i
+3.161(1.34) 474 +1.44{1.15} 810
+3.06 11.63) A6 +0.87 [1.36) 991

SE-AG denotes 36-itein Medical Outeomes seady Shor Form, PST-PC denotes Problent Sulving Teeatment for Primury Cure
-k intermediate=28 44 lmy = <27,
fLhange imomensl health funaioning score week G ro 11 controlled for bascline nwentul headth functioning level. Inciease in score means improved [unction

i student @ st corrected for muhiple comparisons asmg Tukey-Rramer procedure,
[

@

w
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o week 11D was examined, there were no significant
differences between the 3 intervention groups.
When these analyses were repeated on the ade-
quate treatment exposure group of patients, the
results were essentially similar. There was signifi-
cant reduction in symptomatology for all 3 treaiment
groups, but from baseline to wecek 11 there were
cssentially no differences in the amount of this
recluction between the 3 treatment groups.

Remission over 11 Weeks

as Measured by HDRS

The propottion of patients achieving remission sta-
tus (HDRS score £6) was examined using the 197
patients with adequate treatment exposure (4 or
more visits). This group was compared with the 44
patients with less than 4 visits on baseline variables.
There were no significant ditferences except for
education: 54.5% of those with fewer than 4 visits
hacl 13 or more yews of education compared with
75.6% of those with 4 or more visits (£=.003).

In the generalized lincar model used o analyze
the HDRS remission data, diagnostic group, treat-
ment group, site, and all the interactions (diagnosis
hy weatment, sile by treatment, site by dizgnosis,
and site by diagnosis by treatment) were entered
into the analysis. There was a significant site by
freatment group interaction (P=.001) and a signifi-
cunt diagnostic group by treatment group interaction
(£=.00%). To understand these interaction terms,
results were examined separated by diagnosis and
by site.  For dysthymia at the Lebanon site, rhere
were 2 significant effects: paroxeiine had a beuer
outcome than placebo (P <000 or PST-PC (P<.001),
For dysthymia at the Seattle site, both paroxetine
and PST-PC had marginally beuer owcomes than
placebo (P=.093 and P=.073, respectively).  To dis-
play these finclings, bivariate analyses were carried
out for cach disgnosis by site (Table 2). Table 2 also
shows the remission rates when patients with each
diagnosis were combined across sites.  For dys-
thymiy, the remission rates were 80% for paroxetine,
560.8% for PST-PC. and 44.4% for placebo (P=008),
For minor depression, the overall remission rate was
high (064.0%), and it was similar for each reatment
group: 60,7% for paroxeting, 65.5% for PST-PC, and
65.6% for placebo (P=.906),

SF-36 Mental Health Component and
Physical Health Component Scales
For the SF-36 MHC, on the intenton-to-treat sample
there was a significant baseline level by treatment
group by time interaction (P=.000). Bascline MHC
was then used as a covariate by dividing patient
groups into tertiles on the basis of the baseline
scores (Table 3), Change from week 6 1o week 11
was examined after controlting for baseline MEC
within each group. With paroxetine there was sig-
nificant improvement for the more impaired MHC

410 B The Joutrnal of Family Practice * MAY 2001

aroup, +7.4 (SE=15), P <001, and for the inlerme-
diate group, +4.3 (1,10, P <003. For PST-PC, the
absolute change for cach MHC group was cssential-
ly similar: +3.1 (1.0) for the low group, +3.2 (1.3) for
the intermediate group, and +3.2 (1.5) for the high
group. These changes were not significant at the 05
level. For placebo, the amount of change was lower
than that for the 2 active inlerventions; none ol those
changes approached statistical significance.

Results using the adequate exposure sample for
the SF-36 MHC were similar overall to those
obtained on the intention-to-treat analysis.

For the 8130 PHC analyses there were no signiti-
cant differences between any of the treatment groups.

PRDISCLSSTION

The findings from this study provide information
about restment response for these 2 diagnostic con-
ditions, dysthymia and minor depression, in primary
care patients. There are few data from other studies
with which to compare these results; most treatment
outcome  results for these disorders come from
paticnts treated in psychiatric settings. One study
that does provide such data used a similar design
and methodology on older patients {60 years and
older) and was done in parallel with this study ™ In
that stucy, the patients showed improvement on zll
the interventions for the measures examined.
However, whether ouwtcome with the active treat-
munts showed a significant ditference over placeho
plus nonspecific clinical management is clearly of
interest. For this question, the results are more comi-
plex, with variations in outcome by site, dingnosis,
and treatment for both age groups, depending on
the measure used.  The maost easily interpreted
results are the remission results obtained using the
HDRS. These are also the reported results when all
individuals received an adequate exposure to the
treatment (4 or more visits),  For dysthymia in the
patients aged 18 to 59, there was an overall gradient
with the highest recovery rate obtained for paroxe-
tine, the next highest for PST-PC, and the lowest for
placcbo,  The same pattern was evident for dys-
thymia in the patients aged 60 vears and older; high-
er remission rates were obtained for both paroxetine
and PST-PC than placebo.

When change was measured by decline over the
L1-week uial on the HSCI-1-20 as the outcome vari-
able, in the patients 00 vears or older, those taking
paroxetine had a significantly greater decline com-
pared with those tuking plicebo at 11 weeks and a
greater rate of decline from week 2 to 11, Paticnts
receiving PST-PC did not show a significantly greater
symptont reduction than those on placebo at 11
weels, but they did show a significandy more rapid
symptom reduction in weeks 2 to 11, For patients
aged 18 to 39 years, there were no significant differ-
ences between the active treatments and placebo on
this measurc.
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Results obtained using the SF-36 MHC are difticult
10 compare between the age groups beciuse dingno-
sis showed a significant improvement in the patients
60 years and older but not in the patients aged 18 1o
59 years. Dysthymic patients tuking paroxetine who
were 00 vears and older with higher baseline MHC
(ess impaired) did significanty better at 11 weeks
compared with those aking placebo: those receiving
PST-PC did hetter but not significantly so.  Patients
with minor depression and low baseline MHC (more
impaired) improved  significantly - more  on - both
paroxetine and PST-PC compared with placebo.  The
patients aged 18 10 59 years showed a different put-
tern with diagnosis not relating to outcome, but all
patients with low or intermedie  buaseline MHC
improved significantly on paroxetine. [mprovement
amount on PST-PC &l between paroxetine and
placebo. hut was not significant. These resulfs are dif-
ficult o interpret except to note that paroxetine did
have a bencficial but modest effect in both age
groups for some patients.

Taking an overview of the findings from both
studics, i1 is worth noting that there are some con-
sistent panterns . of  outcome: relazed to treanment
across the 2 age groups, In general, those patients
taking paroxetine showed a greater improvement
compuared with placehe on one or mare of the mea-
sures used. Similarly for PST-PC, on some mesures
there was @ significant difference compared with
placebo, although these results were more variable
than those obtained with paroxctine. The greatest
PST-PC versus placeho differences were present on
the remission analyses; for both age groups, diagno-
sis wus an important predictor with the best rentis-
sion results obtained for patients with dysthymia, [n
both age groups, for those with minor depression
there was a higher placebo response and abimost no
significant differences between either active treat-
ment and placebo.

Strengths and Limitations
Qur study has several strengths. [t s focused on

those depressive disorders, dysthymia and minor

depression, that dare commaon in prinury care and
are treated most often in thae setting,. The inclusion
criteria were broad, permitting results 1o be general-
zable o the majority of patients with these disorders
presenting in primary care. The treatments were
provided in the prinwry care setting, emphasizing
their potential practicality for primary care practice.
For the medication intervention, this placebo-
controlled trial contributes 1o the scientific knowl-
edge base concerning treatments in primary care,
There are relatively few such controlled trials for
dysthymia and even fewer for minor depression.
This is the first treatment trial ourside of the
United Kingdom in which the behavioral ireaiment
PST-PC wus used. As in the United Kingcom, PST-
PC had a high patient acceptance rate; 8% of the

patients assigned to it completed all 6 visits and 87%
of those coming for one visit completed 4. On some
cutcome measures, it had effectiveness similar to
paroxetine and greater thun placebo plus clinical
management. although it showed greater variahility
by site than paroxctine. In this wial, PST-PC thera-
pists varied on the level of previous experience with
behavioral therapy  treatment, overall experience.
and number of patients treated with PST-PC, all vari-
ables that may have related o their skill in- deliver-
ing the weaunent. Analyscs are in progress (0 exam-
ine the effects of these and other varables on PST-
PC outcome. The results reported here indicate PST-
PC has promise but cannot be considered an estab-
lished treatment alternative 10 antidepressants in
depressed primary care patients, as it is in the United
Kingdom.

Our stucly also has shortcomings. The placebo-
controlled condition involved contact with a clinician
for 6 visits over the 11-week trial, considerably more
thany usually mkes place in primary care.  Whether
this nonspecifie clinician conact related to the rela-
tively high improvement (remission raies) for place-
boy, particularly for those with minor depression, can-
not be assessed inour study. In retrospect, including
a true “treatment as usual” group muking 2 to 3 in-
person visits over 11 weeks would have  clarified
these results. Also, the dinical signilicance of the
amount of sympton reduction observed in the scale
analyses (SF-36-MHC, HSCL-1-20 is difficult to estal»
lish. The amounts of those reductions were modest,
even when statistically significant. For clinical signifi-
cance, one must rely primarily on the  remission
analyses that were based on those patients receiving
adequate exposure to the treatments, not an inten-
tion-to-treat. group.

Further Research

Variaton in outcome by site was a problem in this
data, as it was in the group of patients 60 years and
older.  Further analyses have taken place, to be
reported in separate publications, ™™ in an atlempt to
examine the oftect of other variables, such as demo-
graphics, level of medical comorbidity. or personal-
ity variables such as neuroticism. The findings we
repored on paticnts aged 18 o 59 years and those
repotted  elsewhere for the patienss 60 years an
older are examining only the effects of dingnosis,
rreatment received, and site, The effect. i any, of
various moderator variables wus not examined but
will be in these later reports.

CONCLUSTONS

Evidence-based guidelines are available to direct pri-
mary care physicians trearment for major depres-
sion, and when implemented well, they improve
patient outcomes.***  For the treatiment of minor
depression and  dysthymia, evidence-based  guide-
lines are unavailable, because the evidence base is
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insufticient to develop recommencdations,

Qur results showed that paroxetine andto a less-

er degree PST-PC improved remission of dysthymia
more than the use of placebo plus nonspecitic lin-
ical management. Results varied for the other out-
comes measured. For minor depression, 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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