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Psychiatry and Primary Care 
Recent epidemiologic studies have found that most patients with mental illness are seen exclusively in primary care medicine. These patients 
often present with medically unexplained somatic symptoms and utilize at least twice as many health care visits as controls. There has been 
an exponential growth in studies in this interface between primary care and psychiatry in the last 10 years. This special section, edited by 
Wayne J. Katon, M.D., will publish informative research articles that address primary care-psychiatric issues. 
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Abstract 

Patients with medically unexplained symptoms (MUS) often are a source of frustration for clinicians, and despite high quality biomedical 
attention and frequent diagnostic tests, they have poor health outcomes. Following upon progress in depression treatment approaches, we 
developed a multidimensional treatment protocol for deployment by primary care personnel. This multi-faceted intervention for MUS 
patients emphasized cognitive-behavioral principles. the provider-patient relationship, pharmacological management, and treating comorbid 
medical diseases. We deployed it in an HMO using nurse practitioners (NP) to deliver the intervention to 101 patients, while 102 controls 
continued to receive medical care from their usual primary care physician. Successful deployment of the intervention required training the 
NPs, continuing support for the NPs in their management of this difficult population, and establishing strong c o d c a t i o n  links with the 
HMO. This paper addresses the practical considerations of using primary care personnel to implement a complex intervention in primary 
care, and it includes a discussion of special challenges encountered as well as solutions developed to overcome them. Q 2003 Elsevier 
Science Inc. All rights reserved. 

Keywords: Randomized controlled aial; Somtization; High utilizing patients; Medically unexplained symptom; Nme practitioners; Mental health; 
F'rimaty care 

1. Introduction with high-utilization. MUS can become debilitating for pa- 
tients and costly to the health care system [lo-161. Depres- 

Medically unexplained symptoms (MUS) are physical sion, anxiety and impaired mental and physical functioning 
complaints for which there is no documented organic dis- often accompany the physical symptoms MUS patients ex- 
ease explanation [I]; these symptoms occur commonly perience [17-201. MLTS is one of medicine's great chal- 
among the general patient population [l-81. Indeed, in lenges at many levels [Zl]. 
primary care it is estimated that only 16% of new symptoms In the context of a randomized control trial (RCT), we 
prove to have an organic disease basis [9]. When combined developed and implemented a twelve-month intervention to 

address the needs of h4US patients and to manage their 
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sures twelve months after entry into the study as compared 
to control patients. 

The intervention exempli6ed integrated biopsychosocial 
principles by focusing on: 1) common comorbid medical 
conditions; 2) psychological distress - by screening patients 
for depression and anxiety, prescribing standard pharmaco- 
logical treatment if indicated, and by weaning patients from 
any addicting medications; 3) cognitive behavioral treat- 
ment (CBT) to help patients manage their physical symp- 
toms and reframe their attitudes toward them 122-261; and 
4) the patient-provider relationship (FPR) and communica- 
tion by using a recently reported evidencebased patient- 
centered method [27-3 11. 

We chose nurse practitioners (NF's) to deploy the inter- 
vention for several practical reasons. Fist, nurse practitio- 
ners are educated with a biopsychosocial orientation that is 
conducive to effective management of MUS patients [32- 
361 and NPs are known to be effective with medical [33,37l 
as well as psychological problems [3q. In contrast, numer- 
ous studies show that the biomedical disease emphasis of 
physician training does not prepare many of them manage 
either difficult mental health problems or MUS patients 
whose predominant physical symptoms have no disease 
origin [38-421. Second, training for the intervention r e  
quired over eighty hours of experiential learning that would 
have been difficult to schedule with practicing physicians. 
Third, the HMO employed three nurse practitioners that, if 
used to deploy the intervention, could ensure continuity of 
care at the end of the study andfor ease the transition to 
usual care for the intervention patients. We report here how 
we addressed key design and implementation issues, partic- 
ularly those surrounding deployment of the intervention. 

2. Collaborating with the HMO 

The intervention was conducted at three staff model sites 
of a nonacademic, not-for-profit HMO. When the project 
started, a total of 28,000 adult primary care patients re- 
ceived care from 21 primary care physicians, 3 NPs, and 4 
physician assistants. We had previously worked with the 
HMO on the pilot study of this intervention [43] and were 
fortunate to have had the opportunity to learn not only about 
its operations and information systems, but also the impor- 
tance of involving and informing all HMO personnel of 
project activities that would affect their work. Support and 
cooperation at all staff levels were critical to the success of 
the clinical trial. 

3. Training for nurse practitioners 

We recognized that we were placing NPs in a unique role 
that goes beyond the betterestablished role of case manager 
for mental health patients 135,441. Assuming the challeng- 
ing role of primary provider was unusual and difficult 

enough, but our intervention called for NPs, in addition, to 
treat some of the most difficult patients known to primary 
care-and to integrate the skills of case manager and pri- 
mary care provider in one person. Our NPs, l i e  many, had 
little training or experience that prepared them for this task. 

Four certified NPs were trained for this project. Three 
were employed by the HMO and one by Michigan State 
University's (MSU) College of Nursing. Screening inter- 
views were conducted with the eligible NPs to determine 
previous experience in primary care and their interest and 
experience in working with MUS patients. The faculty NP 
had deployed the intervention for the pilot study. In the 
RCT, she assisted in training, was an on-site supervisor for 
the other NPs in the early stages of deployment, and was a 
clinician for a panel of the intervention patients. 

Prior to seeing their first patient, the NPs completed an 
84-hour training program that was conducted over seven 
weeks by the PI, a nursing faculty member trained in psy- 
chological counseling and mental health nursing, and the 
MSU NP. These sessions involved intensive training in the 
evidence-based patient centered interviewing method 
[27,28] developed and tested by the PI and colleagues [29- 
311. They also included didactic presentations, role-play, 
interviews with simulated patients, and review of audio- 
taped interviews until proficiency in patient-centered inter- 
viewing was attained. Equally prominent attention was ac- 
corded cognitivebehavioral approaches and the speciiic 
model used in the intervention. Role-playing the model for 
new and follow-up patients helped NPs gain familiarity with 
what was a new approach for them. Weekly seminars fo- 
cused on treatment of MIJS, diagnosis and treatment of 
commonly occurring psychiatric disorders in primary care 
(e.g., depressive disorders, anxiety disorders), and a review 
of diagnosis and treatment of commonly occurring medical 
symptoms and illnesses in primary care. The training sylla- 
bus is available upon request. 

4. Subject identification and recruitment 

4.1. Screening and recruiting candidates 

The intervention for this study was developed for chronic 
high-utilizing patients with MUS. The challenge was to 
identify them from the clinical picture presented in their 
charts. Clinical criteria required that patients have a mini- 
mum of one physical symptom with an incomplete or absent 
organic disease explanation, and that it be of at least six 
months duration (intermittent or continuous) during the pre- 
ceding 12 months [45,46]. 

Identification of potentially eligible subjects required a 
three-phase screening process. First, we screened patients 
between the ages 18 and 65 for high-utilization through the 
HMO's management information system. Patients needed 
to have eight or more outpatient visits to primary care 
providers, consulting physicians, urgent care, or emergency 
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Table 1 
Recruitment mailings, contact points, and mention stmtegies 

Reauilmnt Mailing 1 Prom patient's primary care physician, introduces study and encourages patient to 
participate; includes fact sheet 

Mailing 2 From HMO's medical director, expresses support for study; includes fact sheet 
Mailing 3 From principal investigator, b n k s  patients for their interest and previews 

upcoming recruitment call, includes intaview respanse & information card. 2 
consent form, & return envelope 
From project staff, asks final eligibility screening quatiom, answm patients' 
questions about the study, secured verbal consent 
From project staff, i n f m  patient of study assignment for STP group members, 
first appointment scheduled. 
From project manager, thanks patient for participation & cont'ums assignment made 
by pbone; for STP patients, provides first appointment informatioditruction 
from project d f  (interviewing staff), provides guidance for intake interview part I1 
Fmm project managa, expressing banks for participation and r c c o ~  time and 
effort in completing study interviews 

Recruitment Call 

Month 1 

Month 2 
Month 3 
Month 4 
Month 5 

Month 6 

Month 7 
Month 8 
Month 9 
Month 10 
Month 11 

Month 12 

Assignment call 

Assipmxt letter 

WHOCIDI letter & response card 
Payment letter #1 

Patients also potentially nccive . . . 
NonContact letter (hownlunknown) 

NonConsent letter 

NO CONTACT 

Reminder letter #1 

6 month interview 

NO CONTACT 

Reminder leuer #2 

12 month interview 

Payment letler #2 

From project manager, inform patients that attempts to reach them have becn 
unsuccessful, provid~ a return postcard to indicate wrrect phondaddress, and STP 
staff contact information for questions 
From project manager, inform patient that records indicate verbal consent has becn 
given, but no writlen consent received; provides STP contact information for 
questions 

From project staff, letter thanLing patient for participating, reminds patient of 
upcoming Cmonth interview. 
Call from interviewer staff (whenever possible this was the same interviews from 
intake interviews) 

From project staff, lelter thanking patient for continued participation, upcoming 12 
month interview 
Call from interviewer staff (again, all attempts made to have the same interviewer 
as previous interviews) 
From project manager, expressing appreciation for completing study; includes an 
invitation to receive pre- study nsults by calling or writing project office; 
This letter also contained an invitatian for a select group of wnml  or "usual usual" 
patients to participate in a separate but related study supported by a minority 
supplement. 

rooms for a minimum of two years to meet the high- 
utilization criterion. Next, the charts of those patients were 
reviewed to ensure that a high utilization rate was sustained 
until the time of recruitment and that there was a sufficient 
proportion of MUS reported at the primary care visits for 
the twelve months preceding recruitment. The chart audits 
were performed by trained physicians using a systematic, 
objective review procedure that was developed especially 
for this project [47]. The chart review method derives from 
an earlier, simpler version developed on a different popu- 
lation of somatizing patients [43]. Finally, patient charts that 
met the criterion for medically unexplained symptoms were 
reviewed a final time by the PI to ensure continued high 
utilization and that predominant organic disease was not the 
basis for high utilization. Subjects were not excluded for 

commonly occumng comorbid medical or psychiatric con- 
ditions. 

Table 1 summarizes our recruitment process. An impor- 
tant part of the recruitment procedure was keeping track of 
potential candidates. The dates for each letter, the comple 
tion of screening, and receipt of written consent were r e  
corded in the recruitment database. In addition, each of the 
recruitment stages and scheduled interviews was repre- 
sented in the database as a unique status code, as were 
dispositions; e.g., "unable to contact," "refusal," or 'hot 
eligible." Development and use of the database streamlined 
the recruitment process, ensured that each record was pur- 
sued to a final disposition, and that as few delays as possible 
occurred in the progression of each potential participant to 
final disposition. Reports could be generated from any sta- 
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Table 2 
Baseline measures in treatment and control population 

Table 3 
Reasons for refking to participate in the study; N = 160 

Charactaistics of Participants at Intake 

Characteristic Mean or Percent p-value 

Intervention Conbol 
(n = 101) (n = 102) 

Age 49.4 47.5 0.14 
Gender (5% Female) 82.2 76.5 0.32 
CIDI/DSM-IV diagnosis 50.5 40.0 0.14 

(5% Positive) 
MUS (% of total 64.2 62.4 0.47 

complaints that are 
medically unexplained) 

Mean visits in past 12 14.0 13.1 0.17 
months 

Baseline Scores on Physical and Mental Health Functioning 

Scale Mean Score pvalue 

Intervention Control 
(n = 101) (n = 102) 

CES-D TOTAL-depmion 15.97 15.25 0.677 
PSC-physical symptom list 22.65 23.65 0.641 
MCS-mental summary 46.26 48.71 0.146 
PCS-physical summary 37.37 35.35 0.165 
SSAS-anxiety 39.87 38.33 0.585 

CIDI = World Health Organization-Composite Inlmational Diagnostic 
Interview (58) to produce DSM-IV diagnoses (59). MUS = Medically 
Unexplained Symptoms, regarded as a continuous, percent of total com- 
plaints that are medically unexplained. 

CES-D = C e n h  for Epidemiological Studies-Depression scale (60); 
PSC = Psychosomatic Symptom Checklist (61); MCS = Mental Compo- 
nent Summary of the SF-36 (6265); PCS = Physical Component Sum- 
mary of the SF36 (62-65); SSAS = Spielberger State Anxiety Scale (66). 

tus code. For example, we could prepare a list of potential 
participants who had been unreachable for eligibility 
screening and ask the HMO for verification of the telephone 
numbers. 

4.2. Recruitment results 

Table 2 summarizes our baseline findings and shows 
effective randomization. From 28,000 adult primary care 
patients, the HMO identified 4016 (14.3%) as high utilizers 
(8 or more visitdyear). We identified 1646 (5.9%) of these 
patients who had at least 2 consecutive years of high utili- 
zation (most had 3 or more). Our means of identifying 
subjects was a reliable chart review method [47] where 
raters had 97% agreement with the PI for entry into study. 
We found that 904 (54.9%) had predominant organic dis- 
ease symptoms and 742 (45.1%) had predominant MUS. 
These 742 predominant MUS patients then entered the re- 
cruitment process. Because chart ratings could have oc- 
curred as much as 9-12 months prior to entry into recruit- 
ment in some patients and because the chart scoring system 
was very sensitive (high false positive rate), the PI reviewed 
and cleared charts immediately prior to recruiting: 240 sub- 

Not intemledho reason elabomted 74 
Too busy 56 
Don't need an intervention 11 
Satisfied with doctor 5 
Have begun other treatment (ag., pain clinic) 4 
Not comfortable with idea of program 3 
Don't want to pay w-pay for visits needed 2 
Interview questions too personal 1 
Hate going to the HMO 1 
Unreachable aflu eligibiiity intarview 3 

jects were deemed ineligible at this review point due to 
predominant organic diseases or recent low utilization. Of 
the remaining 502 eligible candidates actively recruited, 
206 subjects enrolled in the study; recruitment rate=4l%. 
Of the 296 subjects not enrolled, 125 were determined 
ineligible during the interview screening (e.g., changed res- 
idence, no longer in HMO, physically unable), 11 were 
unreachable by telephone, and 160 refused. Table 3 sum- 
marizes the reasons for refusal. There was no statistically 
significant clinical or demographic difference between those 
enrolled and those subjects who refused on the following 
measures obtained from the MIS and chart review proce- 
dure: age, gender, co-pay status, mean number of visits, and 
percentage of MUS symptoms. 

4.3. Retaining subjects 

Remunerating participants in recognition of their time 
commitment helped to maintain interest. However, consis- 
tent, clear communication from project staff and persistence 
in contacting participants were also important factors in 
enrolling and retaining subjects. We maintained a cornmu- 
nication link with participants at intervals throughout the 
project. After initial enrollment, we sent letters to each 
subject to reiterate the meaning of the group assignment and 
the importance of both groups to the success of the study. 
Conveying the latter clearly was essential since most sub- 
jects had expressed a preference for assignment to the in- 
tervention. A letter of thanks also accompanied the 6rst 
incentive payment. Later, participants received reminder 
letters a week before their six-month and twelve-month 
interviews to once again express appreciation for continued 
participation and underscore their contribution to the 
project. See Table 1. To date, om retention rate is 98%; 
three participants have declined to continue (2 of whom are 
in the treatment group), and one participant is no longer 
reachable by telephone. 

5. Intervention overview 

The NPs systematically deployed the four-point CBT 
treatment plan within the usual primary care clinic appoint- 
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ment times. Points of treatment were integrated into all Table 4 

patient encounters and involved: 1) Identifying achievable F O U T - ~ "  cognitive-behaVi0m1 

long-term goals with the patient and negotiating achievable I. Facilitate realistic g~a l s  
short-term goals to work toward actualizing the former. 2) 1. Long-term goals; ag. berter workkhool record, improved - - 
Achieving patient understanding by first determining the relationships with spouse and others, reduction in addicting 

medicahons and reduction in pain. 
patient's explanatory model for symptoms followed by 2. Short-term goals; e.g., what the patient wants to achieve prior to 
helping the patient develop an awareness of the role that the next visit. 
anxiety, stress, and depression play in illnesses. 3) Obtain- 
ing a commitment from the patient to work with the NP on 
a jointly negotiated program. 4) Negotiating a specific treat- 
ment plan tailored to the patient's needs that typically in- 
cluded the following: exercise, relaxation training, physical 
therapy, antidepressants, reductiodelimination of addicting 
medications, appropriate use of nonaddicting medications. 
Table 4 summarizes some CBT components of the treat- 
ment. In addition, active cognitive re-orientation occurred at 
many visits and was based upon the NP's elicitation of the 
patient's explanatory model [48], often facilitated by using 
symptom baries [49]. Further, behavioral approaches based 
upon operant mechanisms [50] were employed [49]; e.g., 
regular visits and medication schedules independent of 
symptoms. 

We integrated CBT activities with management of co- 
morbid organic diseases. NPs managed ongoing chronic 
medical problems, such as hypertension and diabetes mel- 
litus. and also handled new medical oroblems from chest 

11. Educate patient to produce understanding of herhis illness 
1. Learn patient's explanatory model and underlying health 

assumptions. 
2. Ensure a realistic understanding. 

a) State that problem is real, somatic, and not "all in your head." 
b) Emphasize that, following medical record review and 

thorough history and physical evaluation, no life-threatening 
mseases have becn found, them is no need for surgery, that 
no further tcsts or consultation are required, and that the 
continued close clinical observation to be made is sufficient 
to detect any organic disease that might develop. 

C) Give MUS a specific name in somatic terms and explain its 
mechanism in lay terms; e.g., initable bowel syndrome. 

d) Show confidence that diagnosis is comec~, explain that the 
provider has considerable experience with if and emphasize 
that the diagnosis is common. 

e) Note that stnss, depnss~on, and anxiety are important 
contributors to the symptom, but that the patient is nor a 
"psychiatric case," an issue of concern to almost all patients. 

f) Make a point that cure 1s unhkely but that treatment leads to 
improvement for most patients. With every new treatment, the 
patient is reminded that improvement is expected but cure is 
not. 

pain to sore throats. NPs sought back-up from the usual care Obtain informed ~-tment  to treament 

physician when necessary and, more often, relied upon 1. Present an overview of planned mtment to allow the patient to 
make an informed decision. 

informal, curbside consultations during their daily work 2. The aatient must take the moonsibilitv to commit to cwduct the 
together in the HMO clinics seeing nonstudy patients. Phy- treatment. 
sicians were actively informed of patients' clinical status m. Negotiate a specac ~ ~ n t  plan 

and they provided significant input in what we viewed as an 1. Use antidepressants in full doses for depression, always 
beginning with SSRls 

active, ongoing collaboration between NP and physician. 2. Use SSRIs for generalized anxiety and panic disorders. 
We integrated throughout all the above activities the 3. Taper and discontinue addicting drugs Do no initiate treatmeut 

mainstay of the intervention: establishing the provider-pa- 
tient relations hi^ (PPR). NPs used the evidence-based . . ,  
5-step patient-centered method summarized in Table 5 [27- 
311. We find only rare mention in previous interventions for 
MUS patients of a focus on the PPR [51] and believe that 

with addicting drugs. 
4. Use appropriate nonaddicting, symptomatic medications on a 

scheduled basis. 
5 .  Use individualized physical therapy activity without consultation. 
6. Use individualized physical exercise program without 

consultation. 
this is the first treatment to recommend an explicit approach 7. Use relaxation exercise program without consultation. 

to establishing the PPR in these patients where poor PPRs 8. Establish agreement to see no other caretakers (i.e., no self- 
referral) without prior discussion and to take only medications are notorious. prescribed by the NP. 

Treatment entailed twelve patient visits over a twelve 9. Involve significant family member or other. 
month period. The intervention timetable specified visits in 
weeks 1, 2, 3, 5, 8, 12, 16, 22, 28, 36, 44 and 52, but 
additional visits could be scheduled and were often neces- 
sary. The mean number of nurse visits was 14.55 during the 
12-month intervention; SD 2.7; range 11-24. Contact was 
purposely frequent early in the intervention to foster estab- 
lishment of the relationship and a treatment plan; the inter- 
vals between visits progressively increased over the year. 
Telephone contact (5-10 min conversations) was scheduled 
in between visits to avert problems. The scheduled visits 
and telephone calls occurred whether or not patients were 

helped patients to shift their thinking toward managing 
symptoms rather than reacting to them. 

Treatment group participants understood that the NP 
would coordinate all care over the next year, that they would 
have access to their primary care physician as needed or 
desired, and that the physician would be regularly updated 
and involved in their care, albeit less directly. Appointments 
were scheduled directly with the NP at the time of the visit, 

experiencing symptoms at the time of the contact. This and patients were asked to contact the NP if they needed to 
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Table 5 
Evidence-based patient-centered interviewing method 

Seuing the Stage for the Interview (Step 1) 
1. Welcome the patient 
2. Use the patient's name 
3. Invoduce self and identify specific role 
4. Ensure patient r e a h  and privacy 
5. Remove barriers to ~~mmunication 
6. Ensure comfort and put the patient at ease 

Chief ComplaidAgenda Setting (Step 2) 
1. Indicate time available 
2. Indicate own need8 
3. Obtain l i t  of all issues patient wants to discuss; e.g., specific 

symptoms, requests, expectations, understanding 
4. Summarize and hake the agenda; negotiate specifics if too many 

agenda im 
Opening the HPI (Step 3) 

1. Opencnded beginning question 
2. 'Nonfocusing' open-ended skills (Auentive Listening): silence, 

neutral utterancm, nonverbal encouragement 
3. Obtain additional data from nonverbal sources: nonverbal cues. 

physical characteristics, autonomic changes, accoutaments, and 
environment 

Continuing Ulc Patient-Centered HPI (Step 4) 
1. Obtain description of the physical symptoms 
2. Develop the more general personaVpsychosocia1 context of the 

physical symptoms 
3. Develop an emotional focus 
4. Address the cmotion(s) 
5. Expand the story to new chapters 

Transition to the Doctor-Centered Process (Step 5) 
1. Brief summary 
2. Check accuracy 
3. Indicate that both content and style of inquiry will change if the 

patient is ready 

Used by pcnnission: RC Smith: PaticntCentercd Interviewing-An 
EvidenceBased Method, Lippincon Williams and W i ,  2001. 

change an appointment, needed a prescription refill, or had 
other health concerns. 

Approximately 1.5 h were allocated for the first (new 
patient) visit to obtain an adequate intake evaluation and 30 
min for each return visit. An additional 2 h for each new 
patient visit and 1.5 h for each return visit were allocated for 
research documentation and meeting time to allow record 
keeping about the process and content of care. NPs collected 
no hypothesis-testing research data. 

Nurse practitioners gave the patients' primary care phy- 
sicians formal patient summaries at intake, three months, 
and at the end of the study. As part of the protocol, NPs also 
discussed the patient with the primary care physician under 
the following circumstances: 1) diagnosis of any new or- 
ganic disease, even a minor one; 2) any change in symptoms 
or other problems or failures of any treatment whether 
somatization or organic diseases; and 3) any untoward r e  
actions to medications or nonpharmacological interven- 
tions. The primary care physicians directly evaluated pa- 
tients where needed and remained actively involved in care 
plans throughout. 

Psychiatric comorbidities were a significant concern be- 

cause primary care physicians would not be able to provide 
effective back-up. NPs were trained to recognize depression 
and dysthymia, generalized anxiety disorder, post-traumatic 
stress disorder, and panic disorder (with and without ago- 
raphobia) and were assisted by the PRIME-MD [52-541 as 
well. NPs systematically observed and recorded the symp- 
toms of those disorders when present, and treated them. The 
project faculty also included a psychiatrist for routine and 
emergency consultation. NPs contacted the PI and/or 
project psychiatrist (and the primary care physician) if any 
of the following occurred: 1) presence of suicidal or homi- 
cidal thoughts whether judged serious or not; 2) evidence of 
psychosis; 3) failure to reduce depression and anxiety in 
spite of treatment; 4) worsening dysfunctional behaviors 
(deteriorating relationships, work problems); 5) request 
from a patient for consultation with a mental health profes- 
sional; and 6) suspicion of a psychiatric problem. These 
indications for seeking help from a mental health profes- 
sional are similar to those expected for prhnary care pro- 
viders in managed care settings. 

6. Supervising and supporting the intervention 

When formal intervention training ended, supervision, 
support and monitoring systems were implemented that met 
not only the scientific requirements of the project, but also 
the needs of the NPs. Prior to this project, the HMO NPs 
had neither managed a panel of patients, nor had they 
managed chronic biomedical or mental health problems. 
They also faced the challenge of using new skills and 
treatments in a health care environment where biomedical 
solutions and speedy results were valued. 

From a research perspective, it was essential that they be 
able to shift the emphasis of their patient encounters and 
consistently deliver the intervention to patients. From a 
clinical perspective, it was equally important that the NPs 
felt confident about all aspects of managing MUS patients. 

Subjects for the RCT were recruited over an 18-month 
period with the heaviest enrollment occurring during the 
middle twelve months. The intervention continued over a 
30-month period with the number of patients in each NP 
panel gradually building during the first four months and 
then slowly diminishing during the last year. The following 
are highlights of the support and supervision activities that 
we developed: 

6.1. Pilot training 

Before official subject enrollment began, a pilot patient 
was recruited for each NP to begin supervised implemen- 
tation of the Special Treatment Project (STP) (the name we 
used to identify the research study to the public). The 6rst 
three to five visits with the pilot patient were attended by the 
PI or supervising NP. 
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6.2. Protected STP time for NPs 

To facilitate concentration on the intervention, NPs were 
scheduled for the STP project a minimum of a half day at a 
time; their STP hours ranged from 4 to 20 h a week during 
the 30-month intervention period. This also had the advan- 
tage of not interfering with routine clinic operations for 
other patients. 

6.3. Supervised patient appointments 

For the first two months of the intervention, either the 
supervising NP or PI attended all patient appointments as 
observers only. Following the appointment, they provided 
feedback to the NPs on management of biomedical issues 
and application of patient centered interviewing skills and 
the STP intervention. 

6.4. Weekly meetings 

Initially, each NP met weekly for 1.5 h with the PI to 
review cases. In addition, the NPs met as a group for two 
hours weekly to discuss and resolve procedural difficulties 
and to share case issues of mutual concern, The PI and other 
study faculty or staff attended these meetings to facilitate 
problem-solving. In the last year of the intervention, group 
meetings were held twice a month, and individual meetings 
with the PI every three to four weeks. 

6.5. Addressing self awareness issues 

The individual meetings with the PI and the group meet- 
ings, to a lesser degree, were opportunities to raise and 
discuss personal feelings about working with this patient 
population. We used our prior research and teaching expe- 
riences to address and work with NPs' self-awareness issues 
[31,55,56]. 

6.6. Continuing education 

After a few months of subject enrollment, we asked the 
NPs to complete a survey about their level of confidence in 
implementing components of the intervention and their 
training needs. The results were used to identify additional 
areas of focus for the group meetings. Periodically a con- 
sulting psychiatrist or psychologist was invited to present a 
seminar or workshop. 

7. Estimating the casts of the Intervention 

The costs of training an NP include primarily the value 
of the NP's time and the time of the supervisor physician. 
We assume an hourly rate for the NP of $36, based on our 
actual costs, including benefits. The value of NP time de- 
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voted to training then includes: 1) 72 h training - $2592; 2) 
6 h with pilot patient and 6 h supervision - $432; 3) weekly 
meting with supervisor 8 1.5 Nweek for final 44 weeks - 
$2376; 4) weekly 2-h group meeting for 44 weeks - $3168. 
Items #1 and #2 are one-time-only costs. Also, when NPs 
become confident after 6-12 months, supervisory time is 
reduced, on average, to about 1.5 h every 3 weeks. L ie -  
wise, group meetings can be decreased. Considering super- 
vision in the first year as training, an NP's time devoted to 
training in the first year for cost $2592 + $432 + $2376 + 
$3168 = $8568. 

Using a supervisor physician's salary at $75h 
($lSO,OOO/year), we estimate the following costs: 1) 72 h of 
training + 28 h of preparation=lOO h = $7500,2) super- 
vising pilot training (12 h) = $900, 3) weekly 1.5 h super- 
visory meetings for 44 weeks = 66 h = $4950,4) the 2-h 
weekly group meeting for 44 weeks would require 88 h = 
$6600. When more than one NP is trained, only items #2 
and #3 increase. As above, supervisory time decreases after 
the b t  6-12 months but does not end. Thus, total first year 
supervisory training costs are $19.950 for one NP. Most 
supervisory costs are nonrecurring. For year 2, estimating 
18 supervisory sessions (27 h) and 18 group sessions (36 h) 
per subsequent year, the cost would be only $4725. We have 
calculated this based upon one physician (likely, a psychi- 
atrist), but multiple supervisors can be used, sometimes for 
lower salaries; one supervisorlsession is sufficient. Thus, 
total training costs (NP and supervisor) for one NP in the 
first year = $8568 + $19,950 = $28,518. 

Actual care for one patient with the mean of 14.55 
visitslyear using a 90 min allotment of time for intake visits 
and 30 min for follow-up visits=8.3 hlpatient/year, 5-10 
minttelephone calls between each visit adds about 1.5 h. 
Thus, for 9.8 h of patient contact, the cost is $353/patient/ 
year (9.8 X $36). The number of patients an NP can cany is 
determined by her (his) confidence and stress level; our NPs  
each handled about 25 patients total, seldom more than 15 
at one time. 

These figures treat the patient's visits to the NP as addi- 
tional services, implicitly assuming that the patient's other 
care is unchanged. They thus do not address cost offsets 
from substituting less costly services from NPs for those of 
physicians who otherwise would be managing these pa- 
tients, nor do they include hypothesized offsets from re- 
duced laboratory investigations and hospitalizations. These 
issues are being addressed in the analysis of the trial. Nor is 
it possible to address the "leakage" impact of this training 
on NPs' interactions with patients not in the study and, 
usually, not having unexplained symptoms. Similarly, it 
will be difficult if not impossible to measure the cost offset, 
over time, from the trained NP's impact upon the primary 
care physician with whom she works closely on these and 
other patients; we believe that significant learning can oc- 
cur. 
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8. Documenting and monitoring the intervention 

NPs audiotaped all encounters with their third, sixth, 
ninth and eighteenth patients as a straightforward "spot 
check." The tapes were used to systematically review the 
fidelity of administering the treatment and using the rela- 
tionship-building skills. 

To ensure that we had a way to comprehensively quan- 
tify the elements of the intervention that were deployed for 
each patient, we developed a second tool that could be used 
for both monitoring the intervention and compiling data for 
later analysis-an electronically readable nursing documen- 
tation form. NPs completed the documentation form after 
every patient encounter. The form took only a few minutes 
to complete, yet it captured all of the necessary aspects of 
the contact relevant to the intervention, including at the 
intake visit the names, dosage, and frequency of prescrip- 
tion pain medications, sedatives/hypnotics, antidepressants 
and antianxiety medications that the patients were taking 
when they entered the study. At the last visit, NPs updated 
information on the medications originally listed (current 
dosage, frequency, and final status; e.g., discontinued, de- 
creased frequency, etc.). NPs also listed any new medica- 
tions that had been prescribed and were still current at 
discharge. 

8.1. Quality assurance 

We also used the documentation form data to initiate a 
quality monitoring process. The purpose was two-fold: 1) to 
review all treatment cases to determine if the elements of 
the treatment protocol were being consistently implement- 
ed; and 2) to verify the accuracy of the coding of the nursing 
documentation form by comparing the forms to the patient 
record. 

Each case was reviewed administratively between the 
fourth and twelfth STP visit. Prior to a scheduled weekly 
meeting, the NP and PI were given a summary profile for 
each treatment patient to be reviewed that week. The sum- 
mary was compiled from data generated by the nursing 
documentation form and included: number, type and fre- 
quency of visits to date, psychotropic, sedativdhypnotic and 
pain medications on intake, nursing interventions irnple- 
mented across study visits. NPs reviewed the actual patient 
record and ascertained the accuracy of the data coded on the 
nursing documentation form. During the meeting, the NP 
and PI reviewed each case to determine if all nursing inter- 
ventions were being consistently implemented, and re- 
corded. Similarly, the adequacy of dosage of antidepressant 
medications was reviewed for each case. Less than 1% of 
the nursing documentation forms contained discrepancies 
between the patient record and the nursing documentation 
file, indicating a high level of accuracy of coding of the 
nursing documentation forms. 

8.2. Final documentation and quality check 

After the last visit with each patient, NPs completed hoo 
nursing documentation forms: one to record the final visit as 
usual, and one to record the whole intervention in summary 
form. This summary documentation form was coded to 
distinguish it from others, and NPs recorded the six pre- 
dominant symptorns/complaints treated over the course of 
the study, and all interventions deployed. 

Nurse practitioners also completed a qualitative sum- 
mary of each case. The case summary form required NPs to 
provide some objective information (number of scheduled 
and unscheduled encounters), but focused primarily on their 
impressions of the relative success or failure of the inter- 
vention with each patient. The form also captured their 
perceptions of specific challenges encountered in treating 
each patient, life events that may have had an impact on the 
effectiveness of the treatment, and determinations of what 
would be their ongoing goals should they continue to treat 
the patient. By reviewing this last document, interoffice 
patient records, and data available from processed docu- 
mentation forms, project staff were able to take a final 
accounting of each case and resolve any documentation 
issues. 

9. Discussion 

9.1. Making it work clinically 

There is no question that patients with the magnitude of 
medically unexplained symptoms like those in this study are 
challenging to treat. The challenge is increased by having a 
panel of them for a 12-month intervention. Often, along 
with their medically unexplained symptoms, the patients 
had organic disease and psychological problems as well. It 
was the treatment of the latter two that was initially most 
troublesome for the NPs. Most of their previous clinical 
work had been dealing with acute symptoms, procedures, 
and routine physical examinations, and they had little ex- 
perience managing chronic medical or psychological prob- 
lems. The additional medical management training and con- 
sultation provided in the NP meetings, particularly in the 
early stages of the intervention, were critical to the NPs' 
effectiveness with their patients and to the success of the 
project. Similar training and support were provided for 
treatment and understanding of psychological symptoms; 
e.g., depression, anxiety. With psychologically distressed 
patients, there was also a component of personal discomfort 
that was addressed openly in both group and individual 
sessions. Raising the MPs' self-awareness about their feel- 
ings helped to prevent their discomfort from interfering with 
care. 

Among the greatest challenges was trying to help pa- 
tients who, though verbally committing to a treatment plan, 
would neither work nor comply. Although they rarely 
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missed an appointment, the deep seated resistance in some 
of these patients made them almost' unmovable. Careful 
attention to developing the provider-patient relationship 
(PPR), negotiating undemanding short-term goals, involv- 
ing relatives, and counseling referrals were attempted, but 
with limited clinical success. Similar strategies were used 
and were somewhat more effective with patients whose 
resistance manifested in 'Yeactions" to antidepressants [57]. 
A testament to the power of the PPR was the patient, who 
after more than six months refusal to try an SSRI because of 
"nausea" with the most minimal dose, successfully began 
and maintained regimen that improved her depression. 

A small number of patients became very demanding and 
time-consuming, reflecting their underlying dependency 
features. These patients provided a good learning opportu- 
nity for the NPs and in all instances the excessive demands 
resolved, largely due to well established PPR and structure. 
Indeed, the PPR was relied upon by the NPs particularly in 
the first and last months of treatment. CBT assumed equal 
prominence with the PPR between weeks 3 and 15 and 
continued to be important throughout, but it was less relied 
upon as patients' discussions of psychosocial issues in- 
creased and their talk of somatic symptoms diminished. The 
support provided to the NPs in the weekly meetings from 
the PI, nursing faculty, and consultants was essential to their 
ability to develop and sustain the PPR. 

9.2. Making it work administratively 

Administratively, the clinical trial was complex and in- 
volved several physically separated groups that required 
consistent coordination of effort and communication. The 
project office became the hub of the wheel maintaining links 
between and among HMO personnel, NPs, study partici- 
pants, chart raters, data collection staff, data analyses staff, 
and the research faculty. Having two full time project staff 
(and two part-time students) in a central location made it 
possible to recognize, respond and resolve problems rapidly 
and to disseminate needed information. 

The project staff worked with HMO personnel from 
administrators to receptionists on a first name basis. These 
relationships, for example, facilitated arrangements with 
medical records staff for chart rating on weekends and 
evenings, development of the NP schedules with HMO 
administxative staff, and a smooth transition when one of the 
HMO sites closed during the intervention period. 

Project staff were equally important in facilitating the 
communication between NPs and intervention patients. For 
example, when it became clear that the HMO switchboard 
system could not accommodate the type of communication 
needed for the intervention, the project office became the 
daytime message center and communication link to the NPs 
for STP patients. Patients could leave messages for the NPs, 
convey needs to change appointment times, or ask that an 
NP contact them and project staff relayed the message. NPs 
contacted the office to change their schedules, to ask ques- 

tions about documentation procedures, to check for patient 
messages, and to change meetings with the PI. Similar links 
were maintained between chart raters, data collection inter- 
viewers and subjects, and data analyses staff and research 
faculty. 

9.3. Acceptability of the clinical trial in the HMO 

Throughout the project we have monitored its accept- 
ability with the NPs, the HMO primary care physicians, and 
the HMO administration. The NPs, in spite of their adjust- 
ments to the increase in responsibility, frustration with the 
paperwork demands of research, and struggles with difficult 
patients, have uniformly expressed appreciation for the on- 
going education and the opportunity to work on the project, 
saying in one way or another, 'Tt has been a privilege." 
Overall, NPs agreed that it was hard work, but that they 
would do it again, especially now that they have training, 
confidence, and experience. All have continued to follow 
study patients after completion of study. 

The usual care physicians appreciated the project for 
different reasons. Not only did they receive welcome assis- 
tance in caring for difficult patients, but they remained 
actively involved and saw patients improve. The HMO 
administration was equally supportive and pleased to be part 
of a research endeavor. There appeared to be little burden 
for the HMO as a result of its participation and hiring the 
HMO NPs for the project was mutually beneficial to the 
HMO and project. The medial director related numerous 
occasions when STP patients approached him while shop 
ping, thanked him, and proclaimed the value of the program 
for them. 

In summary, we believe interventions for MUS patients 
by primary care personnel are feasible and will become 
important for the field (mental health in primary care). They 
will focus upon brief training of primary care physicians, 
nurse practitioners, or physician assistants. We report here 
the key design and implementation issues involved when 
using nurse practitioners without previous psychological 
training to deploy a complex, multi-modal treatment. We 
propose the work presented here as a beginning template to 
guide others along what is a difticult path. 
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