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A Research Study for 
Kidney Stone Patients

About Kidney Stones

Figure 1: The Kidneys

The kidneys are two bean-shaped organs 
that filter waste and extra water from the 
blood to make urine (see Figure 1).  Kidney 
stones form when minerals and acid salts 
in the urine turn into hard deposits. Usually 
this happens when the levels of minerals and 
acid salts in the urine are high and the fluid 
level is low. The stones form in the kidney 
and can cause severe pain as they pass 
through the urinary tract. It is estimated 
that over 27 million Americans have been 
affected by kidney stones1,2 Studies have 
shown that kidney stone disease is more 
common among older men but has been 
increasing lately among women, especially 
those age 20–39.1 

One treatment option is to wait for the 
stones to pass out of the body through the 
urine. If this is not successful or the stones 
are large, a medical procedure may be 
needed to remove or break up the stones.

What to Expect

Why Participate in Clinical Research?

• Before any study procedures, you will be asked to review a consent  
 form for participation in the study.

• If you agree to participate, you will be asked to sign the consent  
 form.

• You will then be asked to complete questionnaires and diagnostic  
 tests for the study.

• You will be randomly assigned to the basketing group or the  
 CVAC group.

• The procedure may be performed in a hospital or ambulatory 
 surgery center.

• You will be asleep during the procedure under anesthesia.

• After the procedure, you will need a family member or friend to  
 drive you home.

• Common side effects include nausea and occasional vomiting, pain  
 in the kidney area for 1–2 days, blood in the urine and a frequent  
 urge to urinate.

• Your doctor will discuss when you can return to your daily activities.

• You will be asked to return for follow up visits and additional  
 diagnostic tests.

Individuals participate in research studies for many reasons, including 
the chance to assume a more active role in their own healthcare, 
to access new treatments when other treatments have failed, or to 
contribute to medical research for future patients with the disease. 
Participation in any research study is completely voluntary. For 
additional information, go to: www.clinicaltrials.gov.

1 Chen, J Clin Urology 2019; 12(4): 296-302

2 US Census Bureau population estimates for 2020
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Ureteroscopy (URS) Steps of the Procedure

CVAC™ Stone Evacuation

ASPIRE Research Study

Figure 2: Ureteroscopy (URS)
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Ureteroscopy (URS) is a common procedure used to observe and 

treat kidney stones. During URS, a very small telescope (called a 

ureteroscope) is passed up through the urethra (the passageway that 

drains urine from the body) into the bladder and the ureters to reach 

the kidney (see Figure 2). The ureteroscope has a tiny camera at the 

end that allows the doctor to see the stones. X-ray images may also be 

used to locate the stones.

Sometimes the stones are small enough that they may be pulled out 

directly with a retrieval basket. If the stones are too large, they are first 

broken up by a laser into small pieces (Figure 3) and then removed by 

a basket one piece at a time (Figure 4). Occasionally, a laser is used to 

break up the stones and the pieces are left for the body to pass on its 

own. At the end of the procedure, a small plastic tube called a stent 

may be placed in the ureter to help the kidney drain urine into the 

bladder. If a stent is placed, it is typically removed within 3-14 days.

It may be difficult for the basket to remove very small stone fragments.

The remaining fragments may pass out of the body on their own or 

they may remain. If they remain, they could cause pain and may need 

to be treated with another surgical procedure.

CVAC (“see-vack”) stone evacuation uses an FDA-cleared tool to remove 

a kidney stone after it has been broken up by a laser during URS. 

Instead of retrieving the pieces one-by-one with a basket, the pieces are 

gently flushed and “vacuumed” out.

The CVAC stone evacuation tool has been cleared by FDA and is now 

being evaluated in a research study. The purpose of the study is to 

find out how easily CVAC removes kidney stones that are broken up by 

a laser compared to regular baskets. If you have one or more kidney 

stones and your doctor has recommended that you undergo URS, you 

may be a candidate for this study. Talk to your doctor to ask questions 

about the study and find out if you qualify. The ASPIRE study is 

sponsored by Calyxo, Inc.  For more information, go to  

https://clinicaltrials.gov/ct2/show/NCT04519294.

Step 1. As with regular URS, a laser is used to break up the  
 kidney stones.

Step 2. The CVAC stone evacuation tool is placed through the  
 ureter to reach and gently flush and vacuum out the  
 kidney stone pieces.

Step 3. The CVAC stone evacuation tool is removed.

Figure 3: Laser breaking up the stones

Figure 4: Basket removing stone pieces

A basket removes stone pieces one by one.

CVAC gently vacuums out the stone pieces.
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