
Semi-automatic biopsy system

Instruction for use
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Device Description: 
AprioCore plus is a sterile, disposable, semi-automatic, spring-loaded biopsy 
needle. AprioCore plus is provided in a variety of sizes and can be used 
together with coaxial needles such as AprioMed disposable Coaxial Needles 
Gangi-SoftGuard and Gangi-HydroGuard, see Table 1.
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AprioCore plus Semi-automatic biopsy system. 
(1) Trigger button
(2) Specimen release button 
(3) Cutting cannula with centimeter marking (marked in 1 cm increments) and 
echogenic distal tip 
(4) Specimen notch
(5) Cannula throw length
(6) Distal dead space

Table 1. Device information
Gauge x 
Length

Specimen 
notch size 
(4)

Cannula
throw 
length
(5)

Dead 
space 
length
(6)

REF AprioCore 
plus

REF compatible coaxial 
needle 
 
Gangi-SoftGuard (SG)/
Gangi-HydroGuard (HG)

16G x 8.5 cm 10 mm 16 mm 2.7 mm ○ ACP16-085-10 SG15-071/HG15-071

16G x 13.5 cm 10 mm 16 mm 2.7 mm ○ ACP16-135-10 SG15-121/HG15-121

16G x 18.5 cm 10 mm 16 mm 2.7 mm ○ ACP16-185-10 SG15-171/HG15-171

16G x 9.5 cm 20 mm 26 mm 2.7 mm ○ ACP16-095-20 SG15-071/HG15-071

16G x 14.5 cm 20 mm 26 mm 2.7 mm ○ ACP16-145-20 SG15-121/HG15-121

16G x 19.5 cm 20 mm 26 mm 2.7 mm ○ ACP16-195-20 SG15-171/HG15-171

18G x 8.5 cm 10 mm 16 mm 2 mm ● ACP18-085-10 SG17-071/HG17-071

18G x 13.5 cm 10 mm 16 mm 2 mm ● ACP18-135-10 SG17-121/HG17-121

18G x 18.5 cm 10 mm 16 mm 2 mm ● ACP18-185-10 SG17-171/HG17-171

18G x 9.5 cm 20 mm 26 mm 2 mm ● ACP18-095-20 SG17-071/HG17-071

18G x 14.5 cm 20 mm 26 mm 2 mm ● ACP18-145-20 SG17-121/HG17-121

18G x 19.5 cm 20 mm 26 mm 2 mm ● ACP18-195-20 SG17-171/HG17-171
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Intended Use:
AprioCore plus is intended for use in obtaining core biopsy specimens from 
soft tissue such as breast, kidney, liver, lung, thyroid, lymph nodes and 
various soft tissue masses performed under image guidance techniques for 
soft tissue biopsy.

Contraindications:
None known 

Warnings (W):
Y W1. Good medical judgement should be exercised in considering biopsy 
on patients who are receiving anticoagulant therapy or who have bleeding 
disorders. Use in these patient populations may result in severe bleeding.
Y W2. The instrument is intended to provide breast tissue for histologic 
examination with partial or complete removal of the imaged abnormality. 
The extent of histologic abnormality cannot be reliably determined from its 
mammographic appearance. Therefore, the extent of removal of the imaged 
evidence of an abnormality does not predict the extent of removal of a 
histologic abnormality e.g., malignancy. When the sampled abnormality is not 
histologically benign, it is essential that the tissue margins be examined for 
completeness of removal using standard surgical procedures.
Y W3. If the needle are damaged or bent, do not use. Attempt to correct 
bent parts may cause breakage. Do not use excessive force against resi-
stance, it may damage or fracture the AprioCore plus and result in materials 
remaining in the body. 
 Y W4. AprioCore plus is intended for use in image-guided procedures 
only. Verify the device location using imaging techniques after every device 
adjustment. Do not use AprioCore plus in Magnetic Resonance Imaging (MRI) 
equipment. The device is magnetic and exposure to MRI may cause uninten-
ded device movement.
Y W5. One potential complication of coaxial image-guided biopsy and 
unintentional activation of biopsy device is inadvertent perforation of adjacent 
structures. Inadvertent perforation may result in site specific complications 
which may consist of bleeding, including bleeding from the large artery, 
hematoma, hemorrhage, infection, pain, cardiac tamponade, pneumothorax, 
hemoptysis and hemothorax.

Precautions (P):
Y P1. The device must be used by a physician who is completely familiar 
with the indications, contraindications, limitations, typical findings and possible 
side effects of core needle biopsy, in particular, those relating to the specific 
organ being biopsied.
Y P2. Before use together with other biopsy instruments, check the compati-
bility in length and gauge together with AprioCore plus (see table 1).
Y P3. Do not test fire AprioCore plus into the air before a procedure. Test fire 
without support of tissue may cause damage to the needle/cannula tip.
Y P4. After use, the components may be a potential biohazard. Handle and 
dispose of in accordance with accepted medical practice and applicable local, 
state and federal laws and regulations.
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Direction for use:

Preparation:

1.	 If a coaxial needle is used, determine which version is preferred. Suita-
ble coaxial needle is described in Table 1. 

2.	 Use aseptic technique while removing AprioCore plus from the package. 
3.	 Before use, inspect the device. If the needle is damaged or bent, do not 

use. Y W1, W2, W3 

Biopsy Procedure:

4.	 If a coaxial needle is used, advance the coaxial needle to the area to be 
biopsied as per the coaxial needle Instruction for Use. Confirm that the 
needle is in position using image guidance. Y W4

5.	 Prior to insertion of AprioCore plus, load the device by pulling the trigger 
button until a firm click is felt, indicating that the device is ready for use 
(Figure 1).

6.	 Confirm that the stylet is fully retracted and that the specimen release 
button is in the rearmost position (Figure 2). The specimen notch shall 
be completely covered by the cutting cannula.

7.	 Advance the needle to the area to be biopsied (Figure 3). Do not advan-
ce the slotted stylet until AprioCore plus is in position. Y W3, W4, W5

8.	 While maintaining needle position, advance the slotted stylet with thumb 
to expose the specimen notch within the area to be biopsied (Figure 4). 
Y W3, W4, W5

9.	 Confirm that the specimen release button is in its retracted position 
(figure 5). Press the trigger button past the first stop to capture the tissue 
specimen.

10.	 Withdraw the needle.
11.	 To remove the tissue specimen, push the specimen release button 

forward to expose the specimen notch (figure 6).
12.	 For multiple specimens, repeat step 5-11. Y W3

Other information:

Serious incident that has occurred in relation to the device shall be reported 
in accordance with national laws and regulations. Serious incidents shall be 
reported to AprioMed AB (legal manufacturer) and to the appropriate regulato-
ry agency such as the competent authority of the Member State (EU/EEA) in 
which the user/patient is established.
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AprioMed AB
Virdings Allé 28
SE-754 50 Uppsala, Sweden
Tel: +46 (0) 18 430 14 40 
Fax: +46 (0) 770 33 99 72
info@apriomed.com
www.apriomed.com

29488 Rev 02

Symbols with explanations:

Caution: Federal (U.S.A) law restricts this device to sale by or on the order of a 
physician.

Single use. Do not re-use. After use, the product performance and characteristics 
may degrade, and can cause infection in patient.

Do not re-sterilize. Re-sterilization may have impact on product characteristics 
and performance.

Do not use if package is damaged. Device is delivered sterile. Product in damaged 
package may be contaminated and can cause infection in patient.

MR unsafe. Do not use AprioCore plus in Magnetic Resonance Imaging (MRI) 
equipment. The device is magnetic and exposure to MRI may cause unintended 
device movement.

Quantity in packaging

Made in Sweden 

Identifies location of information associated with Unique Device Identifier (UDI) on 
product packaging labels.

The product is a medical device. 

Rx Only

NOT VALID




