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9. 510(k) Summary of Information Respecting Safety and Effectiveness
A. Legally Marketed Device

Array Medical claims substantial equivalence to the HEMOCHRON Whole
Blood Coagulation System and Activated Clotting Time Tests (pre-1976),
currently in commercial distribution by International Technidyne Corporation.

B. Device Description

Actalyke System
The Actalyke System is a portable, battery operated device designed to perform a

range of whole blood coagulation tests at the patient's bedside using Activated
Clotting Time (ACT) measurement techniques.

ACT Measurement Principles
A step-by-step description of the Actalyke ACT measurement principle is

provided below:

1) Each test well of the Actalyke Instrument incorporates a highly sensitive clot
detection mechanism.

2) Operationally, the detection mechanism comprises a magnet located inside a
test tube and two solid state magnetic detectors positioned within the test well
- one situated at 0° and another situated at 90° with respect to the test tube. See
below:

Test Well

Detector at 90° ™8
~ Magnet

Detector at 0°

3) When a test tube is inserted into the test well, the detector at 0° senses the
presence of the magnet as the tube slowly rotates.

4) As clotting forms, the fibrin strands cause the magnet to rotate within the tube
such that its presence is sensed by the detector at 90° (indicating the occurrence
of clotting and triggering end-point detection). This two-point detection
sensing system is an improvement in ACT detection methods and minimizes
the possibility of a missed end-point.

page 15



Device Description (continued)

Actalyke Activated Clotting Time Tubes
Each Actalyke test tube has a barcode label affixed to it, which is read by the

Actalyke instrument to determine the test tube type (i.c., celite, kaolin, or glass
bead). If the result is printed (optional), the normal range for the identified test
tube type will be printed. The lot number and expiration date of each tube are also

identified on the barcode label.
Cat. No. Recomm. Use Activator _Description
C-ACT Bypass and Celite (14 mg.) Glass tube with black
Vascular surgery flip-top tube
. and barcode label.
2.0 ml blood sample
K-ACT Bypass surgery Kaolin (14 mg.) Glass tube with gold
in the presence flip-top and barcode
aprotinin . label. 2.0 ml blood
sample
G-ACT . Renal Dialysis Glass beads (50 mg.) Plastic tube with clear
: flip-top and barcode
label. 0.4 ml blood
sample

NOTE: Used Actalyke test tubes should be disposed of in accordance with each
institution's policy regarding biohazardous materials.

C. Intended Use

The Actalyke Activated Clotting Time System and Test Tubes are intended for
use in the measurement of the activated clotting time test (ACT). Current markets
using the ACT include: bypass surgery, vascular surgery, transplant surgery, renal
dialysis, ECMO, cardiac catheterization and Percutaneous Transluminal Coronary
Angioplasty (PTCA), Critical Care, and other medical therapies requiring heparin
anticoagulation.
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D. Comparison with Predicate Device

Feature Comparison of Actalyke and HEMOCHRON Systems

Actalyke HEMOCHRON
Intended Use Activated Clotting Time Test Activated Clotting Time Test
Method of detection Magnetic detection Magnetic Detection
Reactive Ingredients (tubes) | Celite, kaolin, glass-beads Celite, kaolin, glass-beads
Storage of tubes Room temperature Room temperature
Materials provided Instrument Instrument
Test Tubes Test Tubes
Controls Controls
Instrument Specifications e No. Test Channels: 1or2 No. Test Channels: 1 or2
Timing Range: 0-1500 e Timing Range: 0-1500
Operating Time on ®  Operating Time on
Battery (hours): 4-6 Battery (hours): 4-6
Test barcode identification '
e Options: Printer
Performance C-ACT 105-130 sec. CAS10  105-167 sec.
K-ACT 114-130 sec. K-ACT 91-151 sec.
G-ACT 165-212 sec. P214  145-195 sec.
Normal Range studies Normal Range studies
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E. Performance Data

Specific Performance Characteristics
Normal Range Study

Celite Normal Range Stud%
 Inslumet |

mean

Tubes Hemochron Actalyke [Hemociwon Actalyke
—No 2]
i} — 129 133 103 7
2 Tz 124 1% 118 125 |
3 S013 2 118 — 108 113
[ 1L 10 10 — 100 09 |
5 10X 12 ™3 125 |
— 6 U6 B 11.] T T 177
7 002 | Y08 7 — 109 172
S SO0T7 116 kki 2 123
9 S0T8 107 X 2 7
10 SO WT | W8 | 100 |
11 S020 ™ 115 — 110
i Vi — SUZ7 127 1% TR0 ]
13 S022 T | 1% 02"
L) 3 3 T2 | 110
15

TN T AvE T

Kaolin Normal Range Stud

ment on Actalyke
Tubes Hemochron Actalyke |Hemochron Actalyke
No O
| 18 128 107 7
2 S0 118 19 — 108 118
3 - S035 | 16 120 05 119
4 — S036 122 128 5 125
5 — S037 LR 122 LRV 119
B — S0 | ME& | 15 kK1) 128
7 TICO07 Y 130 5 122
8 — S005 122 132 g 128 |
] — S037 | 108 118 08 127
10 SU38 112 127 5L 120
i§! ~S009 122 133 122 127
12 — S030 119 127 121 %6 |
13 S03T ™5 127 i k[ 122
T 503y 110 125 | 106 118
5 S 09 119 — 108 119
“mean T16.00 12353 1280 12783
s X 196 5.77 — 3.88 |
Vv 102 3.95 5.05 338
max 12200 13300 12200 12800 |
min 0800 T80 0500 700
| xzstd— |~ 10668 | 711462 | 0T3¢ 3T
x+2sid 125.32 13423 12422 12,70
[ X-3std 10202 0967 | 9567 11029
x*¥3Sd | 12998 | 13940 129.93 13358
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Glass Bead Normal RA%
[~ Instrumem | Ton

— Adalyke
Tubes Hemochron Actalyke | Hemochron Actalyke
No Patiert U
1 — SUST 88 | 180 188 203
2 SWT | 175 — 168 Tes 185 |
3 U5 177 Y67 77 199
4 SOSZ | 178 199 W | 198
5 SO 18 | ey | /8 | 8 |
B —SOTY W2 %7 T 1™ | 167 |
7 ~SU35 188 197 158 ]
L SOA5 173 172 79 172
] TTCO0N K4l T80 55 i1 I
10 SO 1) — 185 157 203
k] SOA8 174 — 169 187 197
T2 SO08 T69 T80 185 T85
13 SOT8 57 — 176 56 77
14 SO0 T50 178 187 L < I
15 S09 a5 179 70 | 188 |
77 ) TSUB0 | 1/847 | 17280 [ 188X
ot | 1255 | 1056 | Y2/ | 115
[ RCV 740 597 7.40 B.08
_W”‘W_T%j_mw 2030
TR 14500 187, 15500 | 18700 |
B I R ) 14580 13312 TS5 BE
XT38t X725 210,13 21088 227,
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Correlation with predicate device

Summary Celite tubes

Mean data uw/ml heparin
instrument tube 0 1 3 ~ 5
Hemochron | Hemochron 120.6 252.4 448.8 782.2
Hemochron Actalyke 123 264 431.8 709.2
Actalyke Hemochron 114 214.2 3774 548
Actalyke Actalyke 122 235.2 386.8 598.6

Mean total data Celite tubes

ACT (seconds)
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Summary Kaolin tubes

Mean data u/ml heparin
instrument tube 0 1 3 5
Hemochron | Hemochron 129.6 291 5334 848.75
Hemochron Actalyke 137 297.6 511 780.2

Actalyke Hemochron 124 2644 497 735.6
Mean total data Kaolin tubes
;g —~—— Hemochron
o Hemochron
§ —~i—Hemochron
g Actalyke
2 —d—Actaiyke
Hemochron
—=p6— Actalyke
Actalyke
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Summary Glass Bead tubes
Mean data u/ml heparin
Ingtrument tube 0 0.3 0.6 1 2
Hemochron | Hemochron 179.0 204 4 3456 451.0 636.2
Hemochron Actalyke 181.0 270.2 336.0 402.0 584.4
Actalyke Hemochron 178.4 2726 3376 3784 554.6

Mean total data Glass bead tubes

8000 —e— Hemochron

700.0 | Hemochron
3 600.0 —u— Hemochron
g 500.0 { Actalyke
8 4000 —a— Actalyke
= 3000} Hemochron
2 200.0 s Actalyke

100.0 | Actalyke

0.0 — L :
0 0.5 1 1.5 2
u/m! heparin
DATA SUMMARY

Actalyke Instrument/Actalyke ACT tubes yielded similar normal ranges when compared
to the Hemochron Instrument/Hemochron ACT tubes when utilizing the same normal

patient samples

Actalyke Instrument/Actalyke ACT tubes yielded high correlation with Hemochron
Instrument/Hemochron ACT tubes when utilizing the same patient samples

Hemochron Instruments/Actalyke ACT tubes yielded high correlation with
Hemochron Instrument/Hemochron ACT tubes when utilizing the same patient
samples

Actalyke Instruments/Hemochron ACT tubes yielded high correlation with
Hemochron Instrument/Hemochron ACT tubes when utilizing the same patient
samples
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