
Evolocumab PROFICIO Program  

PROFICIO  
REAL WORLD EVIDENCE

Real World Evidence Generation 

PROFICIO is Amgen’s program of clinical and real-world evidence 
studies investigating the impact of evolocumab and use of lipid-lowering 
therapies across multiple patient populations. PROFICIO includes large 
scale prospective real-world studies. These studies play an important role 
in understanding the real-world use of lipid-lowering therapies and their 
impact on cardiovascular disease outcomes. 

Investigational program for evolocumab.



PROFICIO GALLERY OF REAL-WORLD 
EVIDENCE
Program to Reduce LDL-C and Cardiovascular Outcomes Following Inhibition of 
PCSK9 In Different POpulations

U
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anada

CardioVascular Multidimensional
OBservational Investigation of the Use  
of PCSK9 Inhibitors

A North American Registry of Patients With ASCVD Aimed at Understanding
Patterns of Care in ASCVD While Evaluating the Real World Effectiveness of PCSK9
inhibitors

Amgen Observational Study: 20180059   |   NCT Clinical Study: 04197453
ASCVD  |  Study Status: Active

August Ferdinand Möbius
1790 – 1868 

Möbius was a German mathematician and astronomer who is best known for his discovery 
of the Möbius strip. Möbius was also the first to introduce homogeneous coordinates 
into analytic geometry, the extension of coordinates to include a point at infinity. Many 
mathematical concepts are named after him, including the Möbius plane, the Möbius 
transformations, and the Möbius transform of number theory.

Purpose
A North American registry of patients with ASCVD aimed at understanding patterns of care in ASCVD while evaluating 
the real world effectiveness of PCSK9 inhibitors (PCSK9i) to reduce cardiovascular events. 
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Reference: www.clinicaltrials.gov.Investigational program for evolocumab. 

cvMobius

Key Secondary Outcomes

• To understand the strengths 
and limitations of data 
harvested directly from 
EHR systems as compared 
with prospectively collected 
information

Primary Outcomes

• Composite of all-cause 
mortality, non-fatal MI, 
non-fatal IS

STUDY INFORMATION

Key Exclusion Criteria (Consented Arm)

• ESRD or stage 5 CKD

• Anticipated life expectancy less than  
6 months

• On a PCSK9i prior to their index event†

Key Exclusion Criteria (EHR Arm)

• No exclusion criteria will be applied for the EHR arm

*Not inclusive of all criteria.  
†Subjects with prior PCSK9i use occurring and ending before the 12-month period prior to enrollment and before the index ASCVD event will be considered for inclusion.

PATIENT POPULATION* PATIENT POPULATION*

Annual Data 
Extractions for  

5 Years 

4.5–5 Years

Patients Hospitalized For a Clinical  
ASCVD Event or Had a 

Revascularization Procedure in the  
Prior 18 Months

(N = 8,500)
• With LDL-C ≥ 70 mg/dL on  

current statin therapy or
• Who have recently initiated a 

PCSK9i in the prior 6 months

Patients With Evidence  
of Clinical ASCVD 
(40 health systems,  

N = all eligible subjects)
Captured in the  

Inpatient or Outpatient  
Care Setting

Follow-up 
Period:  

Data  
Collection 

Through EHR 

Follow-up 
Period:  

Data  
Collection 

Through eCRF 

CONSENTED ARM EHR ARM
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Corneille Jean François Heymans 
1892 – 1968 

Heymans was a Belgian physiologist who was awarded the Nobel Prize in 1938 for showing 
how blood pressure and oxygen content of the blood are measured by the body and 
transmitted to the brain. Experimenting with anesthetized dogs, Heymans demonstrated 
the existence of a set of sensory organs, known pressoreceptors and chemoreceptors. He 
was the Editor-in-Chief of Archives Internationales de Pharmacodynamie et de Thérepie for 
many years.

CHaractEristics of HYperlipidaeMic 
PAtieNts at Initiation of Evolocumab and 
Treatment PatternS

An Observational Serial Chart Review of Evolocumab Use in European Subjects With 
Hyperlipidaemia

Purpose
Review of clinical characteristics of patients who are prescribed evolocumab and how their treatment is managed.

*BMI, smoking status, chronic kidney disease, history of hypertension, vascular bed involvement.  
†Up to 26 weeks prior to and up to 52 weeks post first dose of evolocumab.

Key Secondary Outcomes

• TC, LDL-C, HDL-C, non-
HDL-C, TG values during 
observation period† 

• Evolocumab dose in mg 
• Lipid-modifying therapies 

over time, type, dose, and 
dose frequency during the 
observation period

Primary Outcomes

• Age at initiation of 
evolocumab

• FH status 

• Diabetic status 

• CV history 

• CV risk factors* 

• History of statin 
intolerance 

STUDY INFORMATION

Exclusion Criteria

• Enrolled in an interventional study of PCSK9 
inhibitor within 12 weeks prior to initiation of 
evolocumab

• Received commercially available PCSK9 inhibitor 
within 12 weeks prior to initiation of evolocumab

Amgen Observational Study: 20130296   |   NCT Clinical Study: 02770131
Hypercholesterolaemia  |  Study Status: Active

Patients With Hyperlipidaemia 
Who Have Received Evolocumab 

as Part of Routine Clinical 
Management
(N ≤ 2,000)

• Adults ≥ 18 years of age 
• Initiated on evolocumab after  

August 1, 2015
• Received at least one dose of 

evolocumab

Follow-up Period:  
Data Collection 

Baseline Period:  
Relevant Baseline 
Data Collection

PATIENT POPULATION

30 Months Post-initiation 
of Evolocumab

 Up to 26 Weeks Prior to 
Initiation of Evolocumab

Data Collection

heymans

Index Date: 
1st Dose of 

Evolocumab

Getting to an ImprOved Understanding of Low-Density 
Lipoprotein Cholesterol and Dyslipidemia Management:  
A Registry of High Cardiovascular Risk Subjects in the  
United States

A Prospective Multicenter Observational Cohort Study of ASCVD Subjects Designed 
to Describe Practice Patterns of Cholesterol Management in the US

Amgen Observational Study: 20150230   |   NCT Clinical Study: 02993120
ASCVD and Elevated LDL-C  |  Study Status: Active

gould

Benjamin Apthorp Gould
1824 – 1896 

Gould was an American astronomer who is most noted for creating the Astronomical Journal 
star catalogs that helped describe the list of constellations of the Southern Hemisphere.  
He is also known for founding of the Argentine National Observatory and the Argentine 
National Weather Service.

Purpose
To better understand cholesterol treatment patterns in the context of a changing landscape in subjects with ASCVD.

Secondary Outcomes

• LDL-C levels and measurement 
patterns

• Subject characteristics
• Subject understanding of CV 

risk
• Goals of lipid management
• Attitudes toward LLT

Primary Outcomes

• LDL-C treatment 
patterns

STUDY INFORMATION

Key Exclusion Criteria†

• Unable or unwilling to provide informed consent 
including but not limited to cognitive or language 
barriers

• Current or planned participation in an 
interventional clinical study involving any 
investigational medical device or drug treatment at 
the time of enrollment or in the 6 months prior to 
enrollment

• Life expectancy < 12 months

PROSPECTIVE DATA COLLECTIONPATIENT POPULATION†

Patients With ASCVD and 
Elevated LDL-C

(N = 5,006)
• Established ASCVD* with 

LDL-C ≥ 70 mg/dL or currently 
on a PCSK9i 

Cohort 1: Subjects taking
a PCSK9i at baseline (n = 554)

Cohort 2: Subjects with
LDL-C ≥ 100 mg/dL (n = 1,802)

Cohort 3: Subjects with
LDL-C 70–99 mg/dL (n = 2,650)

Assess at 6 Month Intervals for 24 Months

*Defined as meeting ≥ 1 of the following criteria: CAD; prior history of MI; coronary or other arterial revascularization; ischemic stroke or TIA; documented PAD secondary 
to atherosclerosis; carotid artery stenosis; LDL-C ≥ 70 mg/dL (except in subjects assigned to the PCSK9i cohort). †Not inclusive of all criteria. 

 Up to 12 Months

Retrospective 
Chart Review at 

Enrollment 

Reference: www.clinicaltrials.gov and Data on file, Amgen; 2020.Investigational program for evolocumab. 
Reference: www.clinicaltrials.gov  

and Cannon CP, et al. Am Heart J. 2020; 219(0):70-77.
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MultiZonal ObsERvational Study Conducted 
By ClinIcal Practitioners on Evolocumab  
Use iN Subjects With HyperlipIdemia 

An Observational Chart Review of Subjects Receiving Evolocumab as Part of Routine 
Clinical Management of Hyperlipidemia in Canada and Selected Countries in Latin 
America and the Middle East  

Amgen Observational Study: 20160327
Hyperlipidemia  |  Study Status: Active

zerbini

Euryclides de Jesus Zerbini 
1912 – 1993  

Zerbini was a Brazilian physician and cardiac surgeon who is internationally known for 
performing the first heart transplantation in Latin America in 1968. He is also credited 
for creating the famous and respected clinical and research center Instituto do Coração da 
Universidade de São Paulo (Heart Institute of the University of São Paulo), in São Paulo, 
Brazil. “Omnia vincit labor” (nothing surpasses work) was Zerbini’s most repeated teaching 
to motivate his students. 

Purpose
Describe the clinical characteristics of subjects prior to initiation of evolocumab, LDL-C concentrations, and treatment 
patterns of evolocumab and other lipid modifying therapies over 12 months of follow-up after evolocumab initiation. 

Key Secondary Outcomes

• LDL-C and other cholesterol levels 
• Use of evolocumab at treatment initiation and 

over 12 months of follow-up
• LMT at treatment initiation and over 12 months 

of follow-up

Primary Outcomes

• Clinical characteristics 
prior to initiation 
of evolocumab as 
assessed in relation to: 

 – FH status 

 – Diabetic status 

 – CV History 

 – LDL-C 

STUDY INFORMATION

Exclusion Criteria

• Use of any PCSK9i within 6 months 
prior to initiation of evolocumab

PATIENT POPULATION

1 Year Post-initiation of 
evolocumab

 Up to 6 Months Prior to 
Initiation of evolocumab

Data Collection

Patients With Hyperlipidemia
(N ~ 750)

• Adult subjects ≥ 18 years of 
age 

• Initiated on evolocumab after 
August 1, 2017

• Received at least one dose of 
evolocumab before enrollment 
and ≤ 6 months exposure

Follow-up Period:  
Data Collection 

Baseline Period:  
Statin/LMT/LDL-C 

Data Collection

Index Date: 
1st Dose of 

Evolocumab

Effectiveness of Evolocumab Used in Combination 
With Standard of Care at Long-term in Chinese 
Patients With Established Atherosclerotic 
Cardiovascular Disease

A Comparative Study to Evaluate the Effect of Treatment With Evolocumab in 
Combination With SOC, Compared With SOC Alone, on the Risk for Major 
Cardiovascular Events in Chinese Patients with Established ASCVD

Amgen Observational Study: 20180442
ASCVD  |  Study Status: Active

shennong  
神农  

Purpose
To evaluate the effect of treatment with evolocumab in combination with SOC, compared with SOC alone, on the risk 
for CV death, MI, stroke, hospitalization for UA, or coronary revascularization, whichever occurs first, in patients with 
established ASCVD.

Key Secondary Outcomes

• Baseline characteristics (i.e. 
demographics, medical history, 
prior and concurrent LLT)

• Time to CV death, MI, or 
stroke, whichever occurs first 

• Change and percentage change 
in LDL-C from baseline to 
follow-up

• AEs and ADRs 

Primary Outcomes

• Time to CV death, 
MI, hospitalization 
for unstable angina, 
stroke, or coronary 
revascularization, 
whichever occurs first  

STUDY INFORMATION

Key Exclusion Criteria

• Stroke within the past month 

• Past hemorrhagic stroke 

• Stroke due to thromboembolic event (i.e. 
atrial fibrillation, patient without appropriate 
anticoagulation) 

• NYHA Class III or IV or last known LVEF < 30%

• Any prior use of any PCSK9 inhibitor within the 
past 24 weeks

PATIENT POPULATION TREATMENT PERIOD

Assess Every 6 Months 
For Up to 6 Years

Assess at 3, 6 and 12 Months

Chinese Patients With Established ASCVD
(N = 7,000)

• Adults ≥ 18 years of age 
• Symptomatic PAD, or past MI or ischemic 

stroke PLUS event in the past 2 years 
OR multiple prior events OR multivessel 
coronary disease, OR type 2 diabetes

• Fasting LDL-C ≥ 70 mg/dL or non-HDL-C  
≥ 100 mg/dL

• Fasting TG ≤ 400 mg/dL

Follow-up Period:  
Data Collection 

SOC Alone
N = 3,500

SOC + Evolocumab
N = 3,500

Shennong
~3000 B.C 

Shennong, venerated as the father of Chinese medicine, is said to have tasted hundreds of 
herbs to test their medical value. The most well-known work attributed to Shennong is the 
Shennong Bencao Jing (Herbal Classic of Shennong). This work lists the various medicinal 
herbs that were discovered by Shennong. As a result of his efforts, numerous herbs became 
routinely used for health care, and the knowledge was handed down by oral tradition for 
centuries. 

Reference: Data on file, Amgen; 2020.Investigational program for evolocumab. Reference: Data on file, Amgen; 2020.



ADR = adverse drug reactions; AE = adverse event; ASCVD = atherosclerotic cardiovascular disease;  
BMI = body mass index; CAD = coronary artery disease; CKD = chronic kidney disease; CV = cardiovascular; 
eCRF = electronic case report form; EHR = electronic health record; ESRD = end stage renal disease;  
FH = familial hypercholesterolaemia; HDL-C = high density lipoprotein-cholesterol; LDL-C = low density 
lipoprotein-cholesterol; LLT = lipid-lowering treatment; LMT = lipid-modifying therapy; LVEF = left ventricular 
ejection fraction; MI = myocardial infarction; NYHA = New York Heart Association; PAD = peripheral arterial 
disease; PCSK9 = proprotein convertase subtilisin/kexin type 9; PCSK9i = proprotein convertase subtilisin/kexin 
type 9 inhibitor; SOC = standard of care; TC = total cholesterol; TG = triglycerides; TIA = transient ischemic 
attack; UA = unstable angina; US = United States. 


