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Table 1: Diseases and conditions under the diagnosis codes for CVD.

Diagnosis code Classification of disease

ICD-9: 430 Subarachnoid hemorrhage

ICD-9: 431 Intracerebral hemorrhage

ICD-9: 432 _Otheran(_j unspecified
intracranial hemorrhage

ICD-9: 433 Occlusion and st_en05|s of
precerebral arteries

|CD-9: 434 Occlysmn of cerebral
arteries

ICD-9: 435 Transient cerebral ischemia

|CD-0: 436 Acute, but |II-def|r'1ed,
cerebrovascular disease

ICD-9: 437 Other and |II-def|n§d
cerebrovascular disease

ICD-9: 438 Late effects of .
cerebrovascular disease

1CD-10: 160 Nontraumatic subarachnoid
hemorrhage

1CD-10: 161 Nontraumatic intracerebral
hemorrhage




ICD-10: 162

Other and unspecified
nontraumatic intracranial
hemorrhage

ICD-10: 163

Cerebralinfarction

ICD-10: 165

Occlusion and stenosis of

precerebral arteries, not
resulting in cerebral

infarction

ICD-10: 166

Occlusion and stenosis of
cerebral arteries, not
resulting in cerebral
infarction

ICD-10: 167

Other cerebrovascular
diseases

ICD-10: 168

Cerebrovascular disorders in
diseases classified elsewhere

ICD-10: 169

Sequelae of cerebrovascular
disease

The ICD-9 and ICD-10 cod

es for CVD were based on the

heart disease and stroke statistics annual report.

Table 2: Prevalence of CVD among patients of age = 18 years by gender (females vs. males) in
the United States between 2002 and 2017.

Female Male Overall Ratio
v of
ear : - - - - -
Population|Pre valencelEstimatedPopulationPre valence EstimatedPopulationPre valence Es timate{WOmen
Size” rate” N of size! rate2 N of size rate Nof [tomen
patients* patients patients [AMong
CVD
patie ntg
2002 (108712 2.5% 2717.80  [100610 2.5% 251525 209322 2.5% 5233.05 [1.08:1
2003 (110190 2.5% 275475 102431 2.5% 2560.78  [212621 2.5% 531553 [1.08:1
2004  [110883 2.5% 2772.08 103641 2.5% 2501.03  [214524 2.5% 5363.10 |[107:1
2005 (112409 2.6% 292263 104966 2.5% 262415  |217375 2.6% 5546.78 [L11:1




2006 113503 2.6% 2951.08 106346 2.5% 2658.65 219849 2.6% 5609.73 |[111:1
2007 114880 2.8% 3216.64 107843 2.6% 2803.92 222723 2.7% 6020.56 (1.15:1
2008 115842 2.5% 2896.05 108863 2.7% 2939.30 224705 2.6% 5835.35 [0.99:1
2009 116946 2.5% 2923.65 110027 2.7% 2970.73 226973 2.6% 5894.38 (098:1
2010 118079 2.5% 2951.98 111163 2.71% 3001.40 229242 2.6% 5953.38 [098:1
2011 118892 2.5% 2972.30 112301 2.7% 3032.13 231193 2.6% 6004.43 (098:1
2012 121442 2.6% 3157.49 113279 2.6% 2945.25 234721 2.6% 6102.75 |L07:1
2013 122481 2.6% 3184.51 114448 2.1% 3090.10 236929 2.6% 6274.60 |1.03:1
2014 129959 2.9% 3768.81 115880 2.9% 3360.52 245839 2.9% 7129.33 |L07:1
2015 125196 2.7% 3380.29 117051 2.1% 3160.38 242247 2.71% 6540.67 |107:1
2016 126338 2.1% 3411.13 118468 2.1% 3198.64 244806 2.71% 6609.76 |107:1
2017 127156 2.8% 3560.37 119168 2.8% 3336.70 246324 2.8% 6897.07 (107:1
2018 128488 2.7% 3469.18 120708 2.7% 3259.12 249196 2.71% 6728.29 |106:1
2019 129262 2.8% 3619.34 121300 2.9% 3517.70 250562 2.8% 7137.04 |1.03:1

Note: *The population sizes (numbers in 1000s) were obtained from the data released by the US Census Bureau

(https://www.census.gov).

+The prevalence rates were based on the heart disease and stroke statistics annually updated report from circulation.

1The estimated number N of patients was calculated as the population multiplied by the prevalence rate.




Clinical trials started in 2002-2017 that led to the FDA's
approvals of CVD-related interventions in the United States
(N=2865)

ﬂ Exclude

Feasibility trials (N=194), phase 1 trials (N=1096) and
phase 2 trials (N=341)

Phases 2 or 3 trials
(N=1234)

Exclude

Trials that reported complete information
(N=207)

Trials that were suspended (N=11), terminated
(N=187), withdrawn (N=48), ongoing (N=48), with
unknown completion status (N=198), or completed
without enrollment information (N=535).

Exclude

Excluded trials with all the enrollment sites outside
the United States (N=55)

Trials with at least 1 enrollment site in the United States
(N=152)

ﬂ. _

Excluded trials with sample size less than 10 (N=7)

Trials with sample size 210
(N=145)

Figure 1: Selection of study trials in FDA database.




