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Background: Tamsulosin remains the single most popular uroselective alpha adrenoceptor antagonist
approved for the treatment of lower urinary tract symptoms (LUTS) attributable to benign prostatic
hyperplasia (BPH). Over the last 3 decades, the utilization of tamsulosin has extended to conditions beyond
its original indication. To identify potential changes to prescribing patterns and the extent of tamsulosin
use for conditions beyond its original indication, we evaluated tamsulosin dispensing patterns in the United
States using a large, multi-payer claims database.

Methods: We conducted a retrospective analysis using IMS PharMetrics Plus™. Patients with a tamsulosin
dispensation/BPH diagnosis code (index dates), identified during a 12-month selection period (October
2012-September 2013), were included if continuously enrolled in a health plan during the 18-month analysis
period (12 months pre-index-6 months post-index). Patient and provider characteristics were evaluated using
descriptive statistics and were contrasted with previously reported data from the literature.

Results: Of 133,977 patients dispensed tamsulosin during the analysis period, 72,583 (54.2%) were new
users [59,197 (81.6%) men; 13,386 (18.4%) women]. Tamsulosin was newly initiated in men and women
mostly by primary care physicians (PCPs; 31.6%) and emergency medicine physicians (21.6%). During the
analysis period, 35,071 (59.2%) male new tamsulosin users did not receive a BPH diagnosis code during the
analysis period. Of 199,468 men with a BPH diagnosis code, 143,444 (71.9%) were newly diagnosed, mostly
[70,412 (49.1%)] by urologists. Few men received hypotension diagnosis: 252 (0.4%) new tamsulosin users
within 1 month of starting tamsulosin and 640 (0.4%) within 1 month of a new BPH diagnosis.
Conclusions: Tamsulosin was prescribed in patients without a recorded diagnosis of BPH and in women.
Physicians were comfortable prescribing tamsulosin in the presence of comorbidity and polypharmacy,
and PCPs and emergency medicine physicians were the primary prescribers. These results have important

implications for future retrospective research for tamsulosin.
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Introduction

The histological prevalence of benign prostatic
hyperplasia (BPH) increases steadily with age, affecting
10% of men aged 30-40 years and 80-90% of men aged
70-80 years (1). Many, but not all men with histologically
confirmed BPH develop lower urinary tract symptoms
(LUTS) (1). Over the last 30 years, alpha-adrenergic
sympathomimetic blocking agents have been the first-
line treatment of bothersome, moderate-to-severe LUTS
attributable to BPH (male LUTYS) (2,3). However, for much
of that time, initiation of alpha-blockers was an arduous
process, often requiring dose adjustments, considerations
regarding timing of administration, and frequent blood
pressure monitoring to avoid orthostatic hypotension
(4-6). The introduction in 1997 of tamsulosin (7)—a third-
generation alpha, adrenoceptor antagonist that targets
the alpha,,-receptors expressed on the prostate stromal
smooth muscle cells (8)—represented a breakthrough in the
medical treatment of male LUTS because of its comparable
efficacy and improved side effect profile over prior non-
selective alpha-blockers (9,10). Tamsulosin facilitated the
treatment of male LUTS by urologists and subsequently,
was readily available for dispensation by many medical
specialties (8). Despite the emergence of several newer
uroselective alpha-blockers, tamsulosin is the most
popular of these agents (11). It is also the preferred alpha,,
antagonist available in the Veterans Affairs medical system
(12,13), as well as commercial insurance plans (14).

In the United States (US), urologists have traditionally
been the gatekeepers for the medical management of male
LUTS, providing higher dispensation of BPH medications
than other medical specialties (15). Although tamsulosin
was approved by the US Food and Drug Administration
(FDA) for the treatment of the signs and symptoms of
BPH (7), with the changing healthcare landscape
and evaluation of alpha-blockers for the treatment of
urolithiasis (16), prostatitis (17), neurogenic bladder (18),
and even female voiding dysfunction (19), it may now be
dispensed to men and women for conditions other than
male LUTS.

To identify potential changes to prescribing patterns
and the extent of tamsulosin use for conditions beyond its
original indication, we evaluated tamsulosin dispensing
patterns in the US, using a large, multi-payer claims
database. Specifically, we aimed to identify and characterize
individuals who were dispensed tamsulosin, particularly
for the first time, and men who received a BPH diagnosis.
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Additionally, we sought to characterize the health
care professional (HCP) specialties which prescribed
tamsulosin, as well as pre-existing comorbid conditions and
newly diagnosed conditions of interest in men initiating
tamsulosin for the first time.

Methods
Data source

Claims data were retrieved from the IMS PharMetrics
Plus™ database (20)—a large, multi-payer Health Insurance
Portability and Accountability Act-compliant database
containing adjudicated medical and pharmacy claims from
over 55 US health plans. The interested reader can find
additional details about the database, study design and
assessments in a Supplementary file.

Study design and assessments

This retrospective, exploratory analysis comprised 2 main
time periods (Figure 1): a 12-month selection period
(October 1, 2012 to September 30, 2013) for identifying
men or women who were dispensed tamsulosin or men
who received a BPH diagnosis [documented International
Classification of Diseases, 9th revision, Clinical
Modification ICD-9-CM) 600.xx code] and an 18-month
analysis period [12 months before (look-back period) and
6 months after (look-forward period) tamsulosin initiation
or first documentation of BPH diagnosis (index dates)].
These diagnostic codes were utilized as they are most
specific to BPH-related diagnoses. Additionally, the
rationale for investigating tamsulosin, 1 of 3 uroselective
agents available in the US, is that it has emerged as the most
popular of these agents.

Patients

Patients dispensed tamsulosin or diagnosed with BPH
during the selection period were assigned to 1 or both the
cohorts. The first cohort (tamsulosin users) comprised
men or women who were dispensed tamsulosin during the
selection period and were further categorized as continuing
or new tamsulosin users. The second cohort comprised men
who received a BPH diagnosis during the selection period
and were further categorized based on existing or newly
diagnosed BPH.

Additional information on methods is included in the
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Figure 1 Study design and assessments. ', dispensation, tamsulosin prescription fills. BPH, benign prostatic hyperplasia.
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Figure 2 Total tamsulosin users and new tamsulosin users, by sex and presence of BPH diagnosis codes in men. BPH, benign prostatic

hyperplasia.

Supplementary file.

Since alpha-blockers may affect blood pressure and can
increase the possibility of orthostatic hypotensive events,
especially after the first dose (21,22), the proportion of male
new tamsulosin users who received a hypotension diagnosis
within 1 month of tamsulosin initiation was determined.
Occurrence of other targeted comorbidities in these men
was also evaluated.

Results
Tamsulosin users

A total of 133,977 patients [119,136 (88.9%) men; 14,861
(11.1%) women] were dispensed tamsulosin during the
selection period and were continuously enrolled in a health
plan during the analysis period. Approximately half [72,583
(54.2%)] of the patients were new tamsulosin users: 59,197
(81.6%) men and 13,386 (18.4%) women (Figure 2 and
Table 1). Interestingly, urologists were not the primary
dispensers of tamsulosin among new users. Tamsulosin
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was initiated in men most often by primary care physicians
[PCPs; 18,709/59,197 (31.6%)], followed by urologists
[10,667/59,197 (18.0%)] and emergency medicine
physicians [6,803/59,197 (11.5%); Table 1], whereas among
female new users, tamsulosin was most often initiated by
emergency medicine physicians [2,890/13,386 (21.6%)].

Almost half of male tamsulosin users, overall
[59,734/133,997 (44.6%)] and newly initiated
[35,071/72,583 (48.3%)], did not have a BPH diagnosis
during the 18-month analysis period. Of 40,262 male new
tamsulosin users without a BPH diagnosis in the 12-month
look-back period, only 5,191 (12.9%) received a BPH
diagnosis in the 6-month look-forward period, mostly
during month 1 (5.5%).

Tamsulosin use varied depending on whether or not
the men received a BPH diagnosis. New male tamsulosin
users without a BPH diagnosis and new female tamsulosin
users had fewer dispensations (1.5 average dispensations)
than men with a BPH diagnosis (3 average dispensations).
Tamsulosin users with a BPH code had day supply
indicative of chronic use [8,832/24,125 (36.6%) with 151- to
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Table 1 New tamsulosin users: patient characteristics and prescriber specialty

New tamsulosin users (n=72,583), n (%)

Variable Men (n=59,197)

Women (n=13,386)
Men with no BPH diagnosis Men with a BPH diagnosis

No. patients 35,071 (100.0) 24,126 (100.0) 13,386 (100.0)

Age group (years)

18-44 9,027 (25.7) 970 (4.0) 5,831 (43.6)
45-54 9,468 (27.0) 4,728 (19.6) 3,674 (27.4)
55-64 12,137 (34.6) 11,906 (49.3) 3,167 (23.7)
>65 4,439 (12.7) 6,522 (27.0) 714 (5.3)

Medical specialty initiating tamsulosin

Primary care 10,873 (31.0) 7,836 (32.5) 2,513 (18.8)
Urology 4,430 (12.6) 6,237 (25.9) 2,443 (18.3)
Emergency medicine 5,902 (16.8) 901 (3.7) 2,890 (21.6)
Other 1,591 (4.5) 837 (3.5) 869 (6.5)
Nurse practitioner/physician 182 (0.5) 91 (0.4) 77 (0.6)
assistant

Unknown 11,200 (31.9) 7,727 (32.0) 4,594 (34.3)

Targeted comorbidities identified in =10% patients during 12 months before the tamsulosin index date

>1 targeted comorbidity 29,885 (85.2) 20,638 (85.5) -
Hypertension 13,737 (39.2) 12,811 (53.1) 3,649 (27.3)
Dyslipidemia 12,425 (35.4) 11,982 (49.7) 3,111 (23.2)
Kidney stones 15,836 (45.2) 3,048 (12.6) 9,820 (73.4)
Heart disease/disorder 4,948 (14.1) 5,335 (22.1) 890 (6.6)
Diabetes 5,283 (15.1) 4,492 (18.6) 1,441 (10.8)
Depression 2,227 (6.4) 1,847 (7.7) 1,894 (14.1)

Targeted comorbidities of male users who received a hypotension diagnosis code within 1 month after tamsulosin initiation

Overall 110 (100.0) 142 (100.0) -
Hypertension 74 (67.3) 109 (76.8) -
Dyslipidemia 67 (60.1) 78 (55.0) -
Heart disease/disorder 55 (50.0) 75 (52.8) -
Diabetes 38 (34.5) 43 (30.3) -
Kidney disease/disorder 20 (18.2) 29 (20.4) -
Chronic obstructive pulmonary 15 (13.6) 20 (14.1) -

disease/chronic bronchitis

Stroke/transient ischemic attack 15 (13.6) 18 (12.7) -

Patients could have had >1 condition. BPH, benign prostatic hyperplasia.

© Translational Andrology and Urology. All rights reserved. Transl Androl Urol 2019;8(4):329-338 | http://dx.doi.org/10.21037/tau.2019.07.02



Translational Andrology and Urology, Vol 8, No 4 August 2019

Table 2 Men diagnosed with BPH: patient characteristics and diagnosing HCP specialties

333

Variable Men newly diagnosed with BPH, n (%) Overall men with BPH, n (%)
No. patients 143,444 (100.0) 199,468 (100.0)
Age group (years)

18-34 672 (0.5) 735 (0.4)

35-44 4,782 (3.3) 5,491 (2.8)

45-54 28,334 (19.8) 34,961 (17.5)

55-64 71,103 (49.6) 97,508 (48.9)

65-74 26,421 (18.4) 40,419 (20.3)

>75 12,132 (8.5) 20,354 (10.2)

Medical specialty diagnosing BPH

Urology 70,412 (49.1)
Primary care 50,881 (35.5)
Other 19,988 (13.9)
Nurse practitioner/physician assistant 1,575 (1.1)
Emergency medicine 454 (0.3)
Unknown 134 (0.1)

100,961 (50.6)
68,438 (34.3)
27,150 (13.6)

2,128 (1.1)
587 (0.3)
204 (0.1)

BPH, benign prostatic hyperplasia; HCP, healthcare professional.

180-day supply], while among those without a BPH code,
more than half [22,290/35,071 (63.6%)] had < 30-day
supply and 5,239 (14.9%) had 151- to 180-day supply,
indicative of episodic use.

Overall, 50,523 (85.3%) male new tamsulosin users had
> 1 targeted comorbidity in the 12-month look-back period
(Table 1). Overall, 0.4% (252/59,197) of male new
tamsulosin users received a hypotension diagnosis code
within 1 month of tamsulosin dispensation; many of them
also had cardiovascular comorbidities (Tzble I). Because
tamsulosin dispensation to women was not expected, the
percentage of female new tamsulosin users who received a
hypotension diagnosis was not evaluated.

Men diagnosed with BPH

Overall, 199,468 men were diagnosed with BPH during
the selection period, of which, 143,444 (71.9%) were newly
diagnosed (Table 2). Most men diagnosed with BPH were
middle-aged or older (=45 years), with approximately half in
the 55- to 64-year-old group [overall, 97,508 (48.9%); newly
diagnosed, 71,103 (49.6%)]. A diagnosis of BPH was made
by urologists in nearly half of men (overall, 50.6%; newly
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diagnosed, 49.1%), followed by PCPs in approximately
one-third of men (overall, 34.3%; newly diagnosed, 35.5%).

Among men with newly diagnosed BPH, 36,531 (25.5%)
were dispensed tamsulosin during the 18-month analysis
period. Tamsulosin was initiated before BPH was diagnosed
in 22,336 (61.1%) newly diagnosed men [4,895 (13.4%)
men before the BPH index date only; 17,441 (47.7%)
before and after the BPH index date].

Overall, 98,371 (68.6%) men with newly diagnosed
BPH had >1 targeted comorbidity in the 12 months before
the BPH index date (Table 3), and 640 men received a
hypotension diagnosis code (1able 4).

As mentioned above, men receiving tamsulosin may
be at an increased risk of orthostatic hypotensive events.
To further understand the potential for a first-dose effect,
the proportion of men with a hypotension diagnosis code
within 1 month of the BPH index date was determined, and
occurrence of other targeted comorbidities was assessed.
Relatively few [640/143,444 (0.4%)] men with newly
diagnosed BPH received a diagnosis of hypotension within
1 month of the BPH index date. The most frequently
recorded other targeted comorbidities among these men
were hypertension (69.8%), dyslipidemia (55.8%), and heart
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Table 3 Targeted comorbidities in men newly diagnosed with BPH
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Men newly diagnosed with BPH, n (%)

Variable

Age 40 to 65 years

Overall

No. patients

107,650 (100.0)

143,444 (100.0)

Targeted comorbidities identified in >10% patients during 12 months before the BPH index date

>1 targeted comorbidity
Hypertension
Dyslipidemia

Heart disease/disorder

Diabetes

69,417 (64.5)
43,664 (40.6)
43,295 (40.2)
14,329 (13.3)
14,300 (13.3)

98,371 (68.6)
65,014 (45.3)
62,140 (43.3)
27,090 (18.9)
22,716 (15.8)

Patients could have had >1 condition. BPH, benign prostatic hyperplasia.

Table 4 Targeted comorbidities in men newly diagnosed with BPH who received a hypotension diagnosis code within 1 month after the BPH

index date

Targeted comorbidities

Men newly diagnosed with BPH who received a hypotension diagnosis code, n (%)

Overall

Hypertension
Dyslipidemia

Heart disease/disorder
Diabetes

Stroke/transient ischemic attack

640 (100.0)
447 (69.8)
357 (55.8)
324 (50.6)
173 (27.0)
68 (10.6)

Patients could have had >1 condition. BPH, benign prostatic hyperplasia.

disease/disorder (50.6%).

Discussion

In this retrospective, claims-based analysis, we identified
men and women who were dispensed tamsulosin and men
who were diagnosed with BPH over a 12-month period. We
used the IMS PharMetrics Plus™ medical claims database,
which captures a comprehensive clinical picture and
provides a temporal snapshot of typical national healthcare
delivery (20).

Although tamsulosin is approved for the treatment
of male LUTS, it has been evaluated for the treatment
of other conditions such as neurogenic bladder, ureteral
stones, and even for voiding dysfunctions in women
(18,19,23,24). Results of the current analysis show that
11.1% of all tamsulosin users and 18.4% of new tamsulosin
users were women. Kidney stones were the most common
(73.4%) targeted comorbidity identified in women during

© Translational Andrology and Urology. All rights reserved.

the 12 months before tamsulosin initiation, and emergency
medicine physicians most often initiated tamsulosin use in
women.

Interestingly, tamsulosin was dispensed commonly to
men without a reported BPH diagnosis. For example,
tamsulosin was dispensed before BPH was diagnosed in
61.1% of all men with newly diagnosed BPH. Further,
almost half of the men dispensed tamsulosin—44.6%
overall and 48.3% of new tamsulosin users—did not have a
BPH diagnosis during the entire 18-month analysis period.
Among male new tamsulosin users without a BPH diagnosis
in the 12 months before tamsulosin initiation, most
(87.1%) did not record a subsequent BPH diagnosis within
6 months of their initial tamsulosin dispensation. Several
factors may contribute to these findings. A BPH diagnosis
could have been documented >12 months before initiation
of tamsulosin, a code for LUTS may have been entered
instead of a code for BPH, the presence of comorbidities
may have confounded diagnosis code entry in the submitted
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claim, and/or, as reported in previous studies (18,19,23,24),
tamsulosin may have been dispensed for conditions other
than BPH. In this analysis, 2 different treatment patterns
were observed among new tamsulosin users. Consistent
with the chronic nature of BPH, over one-third (36.6%)
of men with a BPH diagnosis had a 151- to 180-day
supply, suggestive of long-term use. Interestingly, 14.9%
of men without a BPH diagnosis had a 151- to 180-day
supply, suggesting that tamsulosin was used for a chronic
condition—most likely BPH—and supports the finding that
physicians might not be coding BPH even if it is present
and they are treating it. The other two-thirds (63.6%) had a
<30-day supply, suggestive of episodic use.

‘Traditionally, urologists were considered the primary
caregivers for patients with LUTS attributable to BPH
because managing these patients was primarily a surgical
endeavor (25). However, PCPs became more involved
in BPH diagnosis and management once efficacious
pharmacological options became available in the 1990s
(15,26,27). In a US survey conducted in 1998, half of the
men with symptomatic BPH initially visited PCPs (25%)
or internal medicine specialists (24%), although first-care
management was provided by urologists in 37% cases (15).
Results from a retrospective cohort study using medical
claims from a large, non-profit, managed care organization
showed that despite accounting for less than one-third of the
office visits for management of BPH, patients were twice as
likely to be treated with medical therapy by urologists than
PCPs (28).

The healthcare landscape seems to be changing, however,
and PCPs are now actively prescribing alpha-blockers such
as tamsulosin. Results of an observational study based on
2004-2005 BPH Registry data showed that significantly
more men consulting PCPs than urologists (51.6% wvs.
43.0%; P<0.001) used alpha-blockers (e.g., alfuzosin and
tamsulosin) (29). In the present analysis, PCPs initiated
tamsulosin in approximately 31.6% male new tamsulosin
users, while urologists and emergency medicine physicians
initiated tamsulosin in approximately 18.0% and 11.5%
male new tamsulosin users, respectively. Interestingly, only
25.5% of men with newly diagnosed BPH were dispensed
tamsulosin during the analysis period. Under-treatment
of men with BPH is well recognized; in prior US and
multinational surveys, approximately 10% of symptomatic
men received relevant medications for BPH/LUTS
(30,31). Nonetheless, the low rate of prescribing could
reflect other factors, such as treatment with alternative
drugs or procedures, the presence of mild symptoms
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not necessitating treatment, or patient preference for no
treatment.

Comorbidities are frequently age related and many are
correlated with BPH. Therefore, we evaluated targeted
comorbidities present during the 12 months before
tamsulosin initiation among male new tamsulosin users.
Most (85.3%) male new tamsulosin users had >1 targeted
comorbidity before starting tamsulosin—most frequently
hypertension, dyslipidemia, kidney stones, heart disease/
disorder, and diabetes. Although not assessed in this
analysis, these men were likely taking medications for some
or all of their comorbid conditions. Despite comorbidities
and presumed polypharmacy, tamsulosin was initiated.
Similarly, many (68.6%) men with newly diagnosed BPH
had >1 targeted comorbidity during the 12 months before
being diagnosed, and most conditions of interest were
identified before the BPH diagnosis was made or tamsulosin
treatment was initiated.

Alpha-blockers are generally safe (10); however, they are
associated with the occurrence of orthostatic hypotension,
especially following the first dose (21,22). Additionally,
concomitant use of pharmacological agents for comorbid
conditions, especially agents with known hypotensive
effects, can potentially increase the risk of hypotension. In
clinical trials, reports of hypotensive adverse events with
tamsulosin use were usually mild and transient (32,33).
Signs and symptoms of orthostasis were detected more
frequently in patients treated with tamsulosin than placebo;
however, incidence rates were low for symptomatic postural
hypotension (0.2-0.4% vs. 0.0%), syncope (0.2-0.4%
vs. 0.6%), and vertigo (0.6-1.0% vs. 0.6%); incidence of
dizziness was 15-17% wvs. 10% (7). In a meta-analysis of
alpha-blockers, rates of orthostatic hypotension associated
with tamsulosin and alfuzosin use were comparable with
that of placebo (1% each) (9). In the present analysis,
0.4% of male new tamsulosin users were diagnosed with
hypotension within 1 month of starting tamsulosin. Of
note, cardiovascular comorbidities were more common in
these men than in the overall population.

In a previous retrospective cohort study that also
employed the IMS PharMetrics Plus™ database, a temporal
association between tamsulosin use and severe hypotension
requiring hospitalization during the first 2 months after
starting or restarting tamsulosin was reported among men
aged 40-85 years (21). However, half [165,292/324,255
(51.0%)] of the men had >19 prescriptions dispensed in
the 6-month period before starting tamsulosin; dispensed
medications included concomitant antihypertensive agents
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(ranging from 20.8% for calcium channel blockers to
43.7% for angiotensin II receptor blockers and angiotensin-
converting enzyme inhibitors). Although the authors
included an assessment of the Charlson comorbidity score,
they did not report on the prevalence of hypertension and
other common significant age-related comorbidities often
seen in men presumed to have BPH. A full understanding
of the association between hypotension and tamsulosin
should consider the effect of comorbid conditions and their
pharmacologic management.

While informative in many respects, this retrospective
analysis has some limitations, mainly associated with the
database used and the study design. The IMS PharMetrics
Plus™ database primarily represents privately insured
patients aged <65 years; therefore, individuals >65 years
are underrepresented in this analysis. Additionally, the
data are intended for reimbursement and the quality of
the claims is dependent on the accuracy of reporting and
coding (34). Therefore, the number of patients with a
BPH diagnosis and those with comorbidities may not have
been captured accurately in the database. The association
between the drug dispensed and the diagnosis or reason
for its prescription is not provided. An understanding of
the dynamic circumstances that affect the assignment of
diagnostic codes is needed when interpreting findings, as
large variations in coding and reporting, such as change
in codes and addition of new codes, can occur among
clinicians and over time. Although dispensation and day
supply data were captured and analyzed, these parameters
may be influenced by the services provided (i.e., insurance
company) and may not represent actual tamsulosin use.

Conclusions

In this retrospective analysis of a large cohort of privately
insured patients, we found that although tamsulosin is
approved for the signs and symptoms of BPH (7), treatment
initiation with tamsulosin was observed among men and
women, which suggests that HCPs seem comfortable
prescribing tamsulosin for conditions other than BPH.
Among men dispensed tamsulosin, many did not have a
BPH diagnosis before receiving tamsulosin. Most men
dispensed tamsulosin had >1 pre-existing comorbidity and
were presumably receiving corresponding concomitant
medications, suggesting that physicians were comfortable
prescribing tamsulosin in the presence of comorbidity
and polypharmacy. Furthermore, PCP and emergency
medicine physicians primarily prescribed tamsulosin
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to men and women, respectively; however, urologists
primarily diagnosed BPH. Importantly, the incidence of
reported hypotension within 1 month of starting tamsulosin
treatment was low, which supports the findings from
randomized controlled trials that suggest that the first-
dose orthostatic hypotensive adverse effect of tamsulosin
is usually transient and mild in nature. In conclusion,
the results of this exploratory analysis have important
implications for further retrospective research into the use
of this pharmaceutical agent.
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Supplementary

Methods
Data source

At the time of the study, the IMS PharMetrics Plus™
database included paid claims data from ~70 million
unique patients and over 48 million unique patients
with medical and pharmacy insurance coverage (20).
The database comprises detailed, de-identified patient,
medical, pharmaceutical insurance claim form information,
including inpatient and outpatient diagnoses and
procedures [International Classification of Diseases, 9th
revision, Clinical Modification ICD-9-CM)]; retail and
mail order prescription records; and cost data. The age
distribution of patients included in the IMS PharMetrics
Plus™ database closely resembles that of the 2011 United
States (US) census up to age 65. Individuals >65 years are
underrepresented in this database (6.2% of the population
versus 13.3% in the 2011 US census) because it primarily
represents privately insured patients <65 years; many
individuals >65 years are not enrolled in a commercial
health plan. However, this database is a suitable source of
data because benign prostatic hyperplasia (BPH) commonly
becomes symptomatic between 40 and 65 years of age, and
male lower urinary tract symptoms (LUTS) diagnosis and/
or consequent treatment with tamsulosin often begins in

the <65-year-old age group (1).

Study design and assessments

During the 12-month look-back period, new tamsulosin
users and men newly diagnosed with BPH were identified.
In addition, the incidence of targeted comorbidities, defined
as commonly reported medical conditions in aging men
and urologic conditions that may be observed with the

presence of male LUTS (e.g., diabetes mellitus, urinary
tract infection, prostatitis, prostate cancer, bladder cancer,
urinary calculi, and urinary retention), was determined.
During the 6-month look-forward period, tamsulosin use
(chronic or episodic) based on dispensation and day supply
data was determined. The timing of tamsulosin dispensation
and day supply was used to describe duration of tamsulosin
use. Furthermore, the incidence of newly diagnosed
conditions of interest among new tamsulosin users or men
newly diagnosed with BPH was determined. If a condition
of interest was documented within the 6-month look-
forward period and not in the 12-month look-back period,
this condition was considered newly diagnosed.

Patients

The 2 cohorts were not mutually exclusive; men may have
received a BPH diagnosis and initiated tamsulosin during
the selection period. Patients who met the selection criteria
and were continuously enrolled in a health plan for the
entire analysis (>12 months pre-index to 6 months post-
index) were included in the analysis. Relevant information
pertaining to patient demography, medical history, details of
tamsulosin dispensation, documentation of BPH diagnosis
codes, and specialty of prescribing physician was extracted
from the database.

Data analysis

Data extracted from the IMS PharMetrics Plus™ database
were summarized using descriptive statistics. This analysis
was of purely exploratory nature; hence, no formal
hypothesis testing was conducted.



