English

ACHIEVE

Programmable Automatic Biopsy System

INSTRUCTIONS FOR USE

Intended for use in obtaining core biopsy samples from soft tissue such as breast, kidney, liver, prostate and
various soft tissue masses.

Not intended for use in bone.
Do not use if package is damaged.

WARNING: Test firing the needle may damage the cutting cannula and/or stylet tip. Keep fingers or other
objects from in front of the needle as it will advance 2.5 cm very rapidly when activated. Never test fire the
instrument in an unsafe direction.

STEP 1: PREPARATION OF ACHIEVE FOR USE
To charge the Achieve biopsy device, simply pull back on the charging arm and release twice, first to charge
the cutting cannula, the second to charge the inner stylet.

STEP 2: POSITION THE NEEDLE
Position the needle at or near the edge of the region to be sampled.

STEP 3: FIRE THE INSTRUMENT
Two firing sequence methods are available once the Achieve biopsy device is charged.

1. Delay Mode-Depression of the D button releases the inner stylet into the sample area. The operator uses
this delay firing method to verify the position of the sample notch in the target area prior to depressing
the A button which activates the cutting cannula, capturing the tissue sample.

2. Automatic Mode-The operator can choose the fully sequential mode, omitting the delay feature, simply
by depressing the A button first. This releases the stylet and cutting cannula in sequence, capturing the
tissue sample.

A = Automatic mode
D = Delay mode (Stylet Only)

STEP 4: BIOPSY SPECIMEN

To retrieve the tissue sample, hold the instrument with the A and D firing buttons facing up, and pull back and
release the charging arm once. This action will retract the outer cutting cannula exposing the stylet notch
with the tissue sample.

STEP 5: OBTAINING MULTIPLE SAMPLES

After the tissue sample is removed, additional samples from the same patient may be obtained by pulling
the charging arm a second time, which will retract the stylet within the cutting cannula, placing the Achieve
biopsy device once again in a fully charged position. Repeat Steps 3-5.

In the automatic mode, the Achieve automatic biopsy device is designed to fire the cannula and stylet in rapid
succession. Please exercise caution before proceeding as the device will advance 2.5 cm when activated.

CAUTION:Forsingleuseonly.Re-usemayresultinanon-functionalproductorcontributetocrosscontamination.

Only clinicians who have been properly trained in this procedure, including patient preparation, sample
preservation and the use of image guidance for percutaneous biopsy, should use this device.
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Caution: Federal (USA) law restricts this device to sale by or on the order of a

B(ONLY physician

For electronic copy scan QR code or go to www.merit.com/ifu and enter IFU ID
Number. For printed copy, call U.S.A or E.U Customer Service.
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Manufacturer:
Merit Medical Systems, Inc., 1600 West Merit Parkway, South Jordan, Utah 84095
U.S.A., 1-801-253-1600, U.S.A Customer Service 1-800-356-3748

m Authorized Representative:
Merit Medical Ireland Ltd, Parkmore Business Park West, Galway, Ireland

EU Customer Service +31 43 358 82 22
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A146 60 2.1(14G)
A149 90 2.1(14G)
A1411 110 2.1(14G)
A1415 150 2.1(14G)
A1420 200 2.1(14G)
A166 60 1.6(16G)
A169 90 1.6(16G)
A1611 110 1.6(16G)
A1615 150 1.6(16G)
A1620 200 1.6(16G)
A186 60 1.2(18G)
A189 90 1.2(18G)
A1811 110 1.2(18G)
A1815 150 1.2(18G)
A1820 200 1.2(18G)
A1825 250 1.2(18G)
A206 60 0.9(20G)
A209 90 0.9(20G)
A2011 110 0.9(20G)
A2020 200 0.9(20G)
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TT146 60 2.1(14G)
TT141 110 2.1(14QG)
TT1415 150 2.1(14G)
TT1420 200 2.1(14G)
TT166 60 1.6(16G)
TT1611 110 1.6(16G)
TT1615 150 1.6(16G)
TT1620 200 1.6(16G)
TT186 60 1.2(18G)
TT1811 110 1.2(18G)
TT1815 150 1.2(18G)
TT1820 200 1.2(18G)
TT206 60 0.9(20G)
TT2011 110 0.9(20G)
TT2015 150 0.9(20G)
TT2020 200 0.9(20G)
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T146 60 2.1(14G) PP13510 100 2.4(13.5G)
T149 920 2.1(14G) PP1356 60 2.4(13.5QG)
T1411 10 2.1(14G) PP156 60 1.8(15G)
T1415 150 2.1(14G) PP1510A 100 1.8(15G)
T1420 200 2.114G) PP1515A 150 1.8(15G)
T166 60 1.6(16G) PP176 60 1.4(17G)
T169 90 1.6(16G) PP1710 100 1.4(17G)
T1611 110 1.6(16G) PP1715 150 1.4(17G)
T1615 150 1.6(16G) PP196 60 1.1(19G)
T1620 200 1.6(16G) PP1910 100 1.1(19G)
T186 60 1.2(18G) PP1915 150 1.1(19G)
T189 90 1.2(18G) PP206 60 0.9(20G)
T18M 110 1.2(18G) PP2010 110 0.9(20G)
T1815 150 1.2(18G) PP2015 150 0.9(20G)
T1820 200 1.2(18G)

T1915 150 11(19G) FIL ST R B AR e 0 A &
T206 60 0.9(20G) b S _
T209 90 0.9(20G) B RERe G &
T2011 110 0.9(20G) CA1411 A1411 PP1356
T2015 150 0.9(20G) CA1415 A1415 PP13510
T2020 200 0.9(20G) CA1420 A1420 PP13515
T226 60 0.7(22G) CA1611 A1611 PP156
T229 90 0.7(22G) CA1615 A1615 PP1510A
T2215 150 0.7(22G) CA1620 A1620 PP1515A
o _ CA1811 A181 PP176
R mllfijw' 5% - _ CA1815 A1815 PP1710
) BEL il CA1820 A1820 PP1715
2N2711X 76 1.2(18G)
CA2011 A209 PP196
2N2712X 114 1.2(18G)
CA2015 A2011 PP1910
2N2713X 152 1.2(18G)
CA2020 A2020 PP1915
2N2700X 76 2.1(14G) S
2N2702X 114 2.1(14G)
2N2704X 152 2.1(14G)




