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NATIONAL RECALL ALERT CENTER - IMMEDIATE WARNING ALERT NOTIFICATION

THE FOLLOWING HAVE BEEN RECALLED OR ARE SUBJECT TO FIELD CORRECTION

THIS LISTING IS ISSUED BY - NATIONAL RECALL ALERT CENTER, WASHINGTON, DC

SUMMARY PAGE

MEDICAL DEVICES

PRODUCT

1 Step 12 Panel Cup, etc. 
MANUFACTURER
Ameditech Inc.
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PRODUCT

Artis systems with large display
MANUFACTURER
Siemens Medical Solutions USA, Inc
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PRODUCT

Brilliance 64 Computed Tomography X-ray system, etc
MANUFACTURER
Philips Medical Systems (Cleveland) Inc.
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PRODUCT

Channel Phased Array Flex Coil, 3.0T 6
MANUFACTURER
GE Medical Systems, LLC
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PRODUCT

Duodenoscope
MANUFACTURER
Fujifilm Medical Systems USA, Inc
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FB Broth, 10ml


MANUFACTURER
Hardy Diagnostics
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Granada Biphasic Broth
MANUFACTURER
Biomerieux Inc.
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MicroCutter Xchange 30 Blue & 30 Blue Curved Tip Cartridge
MANUFACTURER
Cardica, Inc.
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MicroScan Pos Combo Panel, etc.
MANUFACTURER
Beckman Coulter Inc.
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MOSAIQ Oncology Information System
MANUFACTURER
Elekta, Inc.
PAGE
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PRODUCT

Suture Passer Black Mamba & Green Mamba
MANUFACTURER
Biomet, Inc
PAGE
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Symbiq Infusion System Pole Clamp Assembly
MANUFACTURER
Hospira, Inc
PAGE
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Syngo Imaging XS 
MANUFACTURER
Siemens Medical Solutions USA, Inc
PAGE
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PRODUCT

VAPR TRIPOLAR 90 Degree Suction Electrodes
MANUFACTURER
DePuy Mitek, Inc
PAGE
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PRODUCT

WaterPAP Positive Airway Pressure Device


MANUFACTURER
Airways Development LLC
PAGE
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Zilver 518RX Vascular Stent
MANUFACTURER
Cook Medical
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PHARMACEUTICALS

PRODUCT

Daytrana
MANUFACTURER
Noven Pharmaceuticals, Inc
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Dressol-X & Dressit-X
MANUFACTURER
Rainbow Specialty & Health Products
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PRODUCT

1) 1 Step 12 Panel Cup
RECALL NUMBER
Z-0484-2016
PRODUCT

2) 10-Panel Pipette Drug Screen
RECALL NUMBER
Z-0485-2016
PRODUCT

3) 11 Panel Dip Card (OPI 300) w/Adult
RECALL NUMBER
Z-0486-2016
PRODUCT

4) 11 Panel Card (OPI 300) w/Adult
RECALL NUMBER
Z-0487-2016
PRODUCT

5) 12-Panel Dip Drug Screen with adulterant
RECALL NUMBER
Z-0488-2016
PRODUCT

6) 6 Panel Cup Body and Lid w/Adult (AU)
RECALL NUMBER
Z-0489-2016
PRODUCT

7) BZO Strip Dip Card (300ng/ml)
RECALL NUMBER
Z-0490-2016
PRODUCT

8) CLIA RDTC 12-Panel Cup (w/Adulteration)
RECALL NUMBER
Z-0491-2016
PRODUCT

9) DrugCheck Waived 12 Panel Cup w/Adult
RECALL NUMBER
Z-0492-2016
PRODUCT

10) DrugSmart 10 Test Cup (PCP & OXY)
RECALL NUMBER
Z-0493-2016

PRODUCT

11) DrugSmart 11 Test Cup
RECALL NUMBER
Z-0494-2016
PRODUCT
12) DrugSmart 12 Test Cup (Multi & BUP) & DrugSmart 12 Test Cup (Multi/Single/BUP)
RECALL NUMBER
Z-0495-2016
PRODUCT

13) DrugSmart 9 Test Cup (BUP)
RECALL NUMBER
Z-0496-2016
PRODUCT

14) DrugSmart Cup 10
RECALL NUMBER
Z-0497-2016
PRODUCT

15) DrugSmart Cup THC/COC/AMP//MET/OPI2/BZO
RECALL NUMBER
Z-0498-2016
PRODUCT

16) DrugSmart Dip (MET/OPI2)+AMP+BZO+COC+THC
RECALL NUMBER
Z-0499-2016
PRODUCT

17) DrugSmart Dip AMP/OPI2/COC/THC/BZO Test
RECALL NUMBER
Z-0500-2016
PRODUCT

18) EDI BZO Uncut Sheet - Cup
RECALL NUMBER
Z-0501-2016
PRODUCT

19) iCup DX 10 Panel w/Adulterant
RECALL NUMBER
Z-0502-2016
PRODUCT

20) iCup DX 11 Panel w/ Adulterant
RECALL NUMBER
Z-0503-2016

PRODUCT

21) iCup DX 12 Panel w/ Adulterant
RECALL NUMBER
Z-0504-2016
PRODUCT

22) iCup DX 6 Panel w/Adulterant
RECALL NUMBER
Z-0505-2016
PRODUCT

23) iCup DX 8 Panel w/Adulterant
RECALL NUMBER
Z-0506-2016
PRODUCT

24) Immutest 10 Pnl Drug Screen Cup w/ Adult
RECALL NUMBER
Z-0507-2016
PRODUCT

25) Immutest 11 Pnl Drug Screen Cup w/ Adult
RECALL NUMBER
Z-0508-2016
PRODUCT

26) Immutest 5 Pnl Drug Cup w/ Adult -waived
RECALL NUMBER
Z-0509-2016
PRODUCT

27) Immutest 12 Panel Cup w/Adulteration
RECALL NUMBER
Z-0510-2016
PRODUCT

28) ImmuTest 12 Panel Dip Card
RECALL NUMBER
Z-0511-2016
PRODUCT

29) ImmuTest Cup 7-panel w/ Adulteration
RECALL NUMBER
Z-0512-2016
PRODUCT

30) Immutest Cup CLIA Waived w/Adulteration
RECALL NUMBER
Z-0513-2016

PRODUCT

31) Micro Screen 6 Panel Cup with Adult (AU)
RECALL NUMBER
Z-0514-2016
PRODUCT

32) ProScreen 10 Drug Panel Cassette Test
RECALL NUMBER
Z-0515-2016
PRODUCT

33) ProScreen 10 Panel Cup
RECALL NUMBER
Z-0516-2016
PRODUCT

34) ProScProScreen 10 Panel Cup with Adulterants
RECALL NUMBER
Z-0517-2016
PRODUCT

35) ProScreen 10 Panel Dip Card
RECALL NUMBER
Z-0518-2016
PRODUCT

36) ProScreen 10 Panel Dip Card w/Adult
RECALL NUMBER
Z-0519-2016
PRODUCT

37) ProScreen 12 Drug Cup w/Adulteration
RECALL NUMBER
Z-0520-2016
PRODUCT

38) ProScreen 12 Panel Cup w/Adult
RECALL NUMBER
Z-0521-2016
PRODUCT

39) ProScreen 12 Panel Dip Card
RECALL NUMBER
Z-0522-2016
PRODUCT

40) ProScreen 5 Panel Dip Card
RECALL NUMBER
Z-0523-2016

PRODUCT

41) ProScreen 5 Panel Dip Card w/Adult
RECALL NUMBER
Z-0524-2016
PRODUCT

42) ProScreen 6 Panel Cassette w/Adult  (AU)
RECALL NUMBER
Z-0525-2016
PRODUCT

43) ProScreen 6 Panel Cup w/Adult (AU)
RECALL NUMBER
Z-0526-2016
PRODUCT

44) ProScreen 6 Panel Dip Card
RECALL NUMBER
Z-0527-2016
PRODUCT

45) ProScreen 6 Panel Dip Card w/Adult  (AU)
RECALL NUMBER
Z-0528-2016
PRODUCT

46) ProScreen 6 Panel Dip Drug Screen
RECALL NUMBER
Z-0529-2016
PRODUCT

47) ProScreen 7 Panel Dip Card
RECALL NUMBER
Z-0530-2016
PRODUCT

48) ProScreen 8 Panel Dip Card
RECALL NUMBER
Z-0531-2016
PRODUCT

49) ProScreen 8 Panel Dip Card w/Adult
RECALL NUMBER
Z-0532-2016
PRODUCT

50) ProScreen 8 Panel Dip Card w/Adult
RECALL NUMBER
Z-0533-2016

PRODUCT

51) ProScreen 9 Panel Cup w/Adulterants
RECALL NUMBER
Z-0534-2016
PRODUCT

52) ProScreen CLIA Waived Cup 6 Drugs w/Adult 
RECALL NUMBER
Z-0535-2016
PRODUCT

53) ProScreen CLIA Waived Cup  with 6 Drugs
RECALL NUMBER
Z-0536-2016
PRODUCT

54) ProScreen CLIA Waived Cup  with 8 Drug
RECALL NUMBER
Z-0537-2016
PRODUCT

55) ProScreen CLIA Wvd 12 Panel Cup w/Adult
RECALL NUMBER
Z-0538-2016
PRODUCT

56) ProScreen Cup CLIA with 6 Panel Drug
RECALL NUMBER
Z-0539-2016
PRODUCT

57) RealityCHECK Tilt Cup 12 Panel + Adult
RECALL NUMBER
Z-0540-2016
PRODUCT

58) THERMO FISHER 6 DRUG CASSETTE
RECALL NUMBER
Z-0541-2016
PRODUCT

59) THERMO FISHER 8 DRUG CASSETTE
RECALL NUMBER
Z-0542-2016
CODE
1) Item No. NBCA-12M-W, Product code: 143107, 151657, 153155, 153529; 2) Item No. PSP-10M, product code: 153135, 154119; 3) Item No. 11125AA, product code: 153632; 4) Item No. 71125AA, product code: 144376; 5) Item No. PSDA-12BUP, PSD-6MTDBO300, PSD-10PPX, PSD-10MOX, 60960D, 61127D, DCC-81205-5, IMCA-10M5, product code: 151688, 152423, 153307, 153912, 153921, 153961, 153962, 154104, 154112, 154236, 154264; 6) Item No. TDDA-6MBAU-CUP, product code: G140255-C, G140422-C, G150063-C, G150184-C, G150211-C, G150226-C, G150240-C, G150286-C; 7) Item No. 100170, product code: 141233, 141669, 141790, 141820, 141958, 142082, 142531, 142532, 142835, 143020, 143471, 143553, 152021, 152432, 152546, 153094, 153538, 152104; 8) Item No. CLIA-RDTC-12, DCC-81205-5, product code: 142709, 142840, 143008, 143571, 143665, 144217, 152234, 152379; 9) Item No. DCC-81205-5, product code: 143235, 144216, 151591, 153132, 153489; 10) Item No. 61020D, product code: 143978, 144485, 151982, 153095; 11) Item No. 61127D, product code: 144196, 144375, 150096, 151980, 152737; 12) Item No. 61210D, 61205D, product code: 152736, 143864, 150204, 151981; 13) Item No. 60960D, product code: 144029, 152738; 14) Item No. 61093D-3C, 61085D, 61015D, product code: 143516, 143977, 150397, 152070, 152751; 15) Item No. 60600D, product code: 150309; 16) Item No. 30600D, product code: 142122, 142699, 143170; 17) Item No. 30520D, product code: 142141, 143169; 18) Item No. 160170, product code: 141260, 141294, 141909, 141925, 142074, 142243, 142428, 142614, 142712, 142911, 144555, 151925, 152003, 152223, 152498, 152723, 152897, 153311, 153559, 153818, 154184, 152103; 19) Item No. I-DXA-1107-142, product code: 143037, 143106, 144152, 144218, 152456, 152457, 152698, 153048, 153129, 153201, 153385, 153648; 20) Item No. I-DXA-1117-131, product code: 152459, 152823; 21) Item No. I-DXA-1127-023, product code: 143345, 143442, 151537, 152163, 152334, 152674, 152697, 153075, 153127, 153216, 153390, 153499, 153634; 22) Item No. I-DXA-167-013, product code: 141900, 142194, 142959, 144377, 151998, 152740, 152993, 153229, 153363, 153544; 23) Item No. I-DXA-187-016, product code: 141971, 142195, 142397, 142674, 142997, 144209, 144463, 150018, 150883, 151525, 151526, 152180, 152741, 153045, 153150, 153151, 153211, 153376, 153650; 24) Item No. IMCA-10M5, product code: 143846, 144380, 150312, 150505, 153177, 153488; 25) Item No. IMCA-11OP, product code: 144103; 26) Item No. IMCA-5AB-W, product code: 141758, 141921, 142657, 143178, 143581, 144563, 151337, 152240, 152782, 153154, 153401; 27) Item No. IMCA-11OP, product code: 143847, 144565, 150313, 152169, 152338; 28) Item No. IMD-12MO3, product code: 144009, 144078, 144099, 144125, 144193, 144268, 152996, 153077; 29) Item No. IMCA-7P, product code: 143861, 144204, 144263; 30) Item No. IMCA-7MT-W, product code: 143937, 144574, 145061; 31) Item No. MSCA-6MBAU, product code: G140256, G140281, G140307, G140340, G140418, G140419, G150135, G150141, G150187, G150257; 32) Item No. PSP-10PPX, product code: 152164, 153134; 33) Item No. PSCup-10M, product code: 142596, 142984, 142985, 143144, 143145, 143146, 143240, 143241, 143351, 143875, 144102, 144106, 144239, 144241, 150651, 151706, 152165, 152167, 152168, 153102, 153107, 153251, 153411, 153412, 153633; 34) Item No. PSCupA-10AM, product code: 144240, 150059; 35) Item No. PSD-10MOX, PSD-10MOB, PSD-10MMO300, product code: 141963, 142196, 143166, 143475, 143827, 152038, 152172, 152218, 152323, 152393, 152394, 152870, 153362; 36) Item No. PSDA-10MO, PSDA-10MMO300, PSDA-10PPX, PSDA-10BUP, PSD-12BUP, PSD-10M, PSCupA-6MB-W, PSCup-10MMO300, PSD-5AB, PSD-10CMO3, PSCupA-10MO, PSCupA-12M-W, I-DXA-1127-023, PSCupA-12TBU, product code: 144902, 150474, 151686, 151687, 152043, 152225, 152312, 152402, 152952, 153306, 153563, 153663, 153664, 153665, 153680, 153682, 153703, 153704, 153759, 153760, 153763, 153852, 153853; 37) Item No. PSCupA-12TBU, product code: 142986, 143352, 151745, 152170, 153262; 38) Item No. PSCupA-12M, product code: 142570, 144104; 39) Item No. PSD-12BUP, product code: 152401; 40) Item No. PSD-12BUP, product code: 141953, 151770, 151771, 153522; 41) Item No. PSDA-5MB300, product code: 152912; 42) Item No. PSPA-6MBAU, product code: G150179; 43) Item No. PSCupA-6MBAU, product code: G140258, G140313, G140314, G140368, G140384, G140389, G140399, G140426, G150185, G150199, G150246, G150307; 44) Item No. PSCuPSD-6BUP300, PSD-6MTDBO300, PSD-6BUPO, PSD-6MBO, PSD-6MB, product code: 141955, 142043, 142055, 142161, 142513, 142600, 142824, 142937, 142938, 142969, 143143, 143149, 143234, 143513, 143758, 143806, 143807, 144441, 152035, 152042, 152075, 152911, 153237, 153240, 153523; 45) Item No. PSDA-6MBAU, product code: G150001, G150244, G150293; 46) Item No. PSD-6BUPO3, product code: 152112, 152705, 153400; 47) Item No. PSD-7MPB, PSD-7MO, PSD-7M, product code: 142059, 143006, 143570, 152175, 153524; 48) Item No. PSD-8P, product code: 152305, 152306, 153503; 49) Item No. PSDA-8P, PSDA-8MBO300, product code: 152950, 152951, 153325; 50) Item No. PSDA-8P, PSDA-8MBO300, product code: 152950, 152951, 153325; 51) Item No. PSCUPA-9BO300, product code: G150252; 52) Item No. PSCupA-6MB-W, product code: 141906, 143153, 143803, 150003, 150207, 150650, 151786, 152081; 53) Item No. PSCup-6BO-W, product code: 141779, 142656, 142963, 143874, 144562, 151996; 54) Item No. PSCup-8P-W, product code: 142964, 150790, 151707; 55) Item No. PSCupA-12M-W, product code: 152171, 152216, 153103; 56) Item No. PSCup-6MB-W, product code: 142153, 142594, 143825, 144227, 152005, 152972; 57) Item No. RC12TCA, product code: 153709; 58) Item No. MTPA-6MBAU, product code: G150189, G150271, G150299; 59) Item No. MTPA-8MBAU, product code: G150328

MANUFACTURED & RECALLED BY
Ameditech Inc, San Diego, CA
QUANTITY
1) 1,377 kits, 2) 240 kits, 3) 40 kits, 4) 50 kits, 5) 858 kits, 6) 3,603 kits, 7) 31,472 kits, 8) 10,320 kits, 9) 1,907 kits, 10) 340 kits, 11) 320 kits, 12) 160 kits, 13) 320 kits, 14) 272 units, 15) 60 kits, 16) 120 kits, 17) 80 units, 18) 45,584 kits, 19) 6,304 kits, 20) 26 units, 21) 9,566 kits, 22) 2,085 kits, 23) 8,290 units, 24) 320 kits, 25) 240 kits, 26) 1,909 kits, 27) 200 kits, 28) 2,693 kits, 29) 60 kits, 30) 144 kits, 31) 4,646 kits, 32) 160 kits, 33) 3,411 kits, 34) 96 kits, 35) 2,452 kits, 36) 1,989 kits, 37) 636 kits, 38) 1200 kits, 39) 60 kits, 40) 338 kits, 41) 120 kits, 42) 60 kits, 43) 7,805 kits, 44) 2,675 kits, 45) 168 kits, 46) 200 kits, 47) 567 kits, 48) 249 kits, 49) 82 kits, 50) N/A, 51) 3 kits, 52) 2,136 kits, 53) 492 kits, 54) 129 kits, 55) 1,680 kits, 56) 743 kits, 57) 80 kits, 58) 300 kits, 59) 100 kits
DISTRIBUTION

Nationwide

REASON
Ameditech’s Drugs of Abuse Tests listed above have shown reduced reactivity for up to two (2) of the nineteen (19) Benzodiazepine (BZO) compounds for which specificity information is provided in the product insert. The particular BZO compounds for which there may be reduced reactivity are Clonazepam and Chlordiazepoxide.
---------------------------------------------------------------------------------------------------------------------------------
PRODUCT

1) MicroScan Pos Combo Panel Type 21
RECALL NUMBER
Z-0558-2016
PRODUCT

2) MicroScan Pos Combo Panel Type 33
RECALL NUMBER
Z-0559-2016
PRODUCT

3) MicroScan Pos Combo Panel Type 34
RECALL NUMBER
Z-0560-2016
PRODUCT

4) MicroScan Pos Breakpoint Combo Panel Type 20
RECALL NUMBER
Z-0561-2016
PRODUCT

5) MicroScan Pos Breakpoint Combo Panel Type 23
RECALL NUMBER
Z-0562-2016
CODE
1) Part number B1017-201, lot 2016-05-05; 2) Part number B1017-211, lot 2016-04-29; 3) Part number B1017-214, lot 2016-04-29, 2016-05-06; 4) Part number B1017-202, lot 2016-04-30; 5) Part number B1017-206, lot 2016-05-06
MANUFACTURED & RECALLED BY
Beckman Coulter Inc., Brea, CA
QUANTITY

1) 96 units, 2) 1,276 units, 3) 1,215 units, 4) 701 units, 5) 616 units
DISTRIBUTION

Nationwide
REASON
Beckman Coulter has confirmed falsely negative results for Voges-Proskauer (VP) (pale-pink/brown/colorless) with Quality Control (QC) American Type Culture Collection (ATCC) organism Staphylococcus aureus ATCC 29213 in a portion of affected lots of MicroScan Pos Combo and MicroScan Pos Breakpoint Combo panels. The expected result is positive.
---------------------------------------------------------------------------------------------------------------------------------

PRODUCT

1) Brilliance 64 Computed Tomography X-ray system
RECALL NUMBER
Z-0544-2016
PRODUCT

2) Brilliance iCT Computed Tomography X-ray system
RECALL NUMBER
Z-0545-2016
PRODUCT

3) Brilliance iCT SP  Computed Tomography X-ray system
RECALL NUMBER
Z-0546-2016
PRODUCT

4) Ingenuity Core Computed Tomography X-ray system
RECALL NUMBER
Z-0547-2016
PRODUCT

5) Ingenuity Core 128 Computed Tomography X-ray system
RECALL NUMBER
Z-0548-2016
PRODUCT

6) Ingenuity CT Computed Tomography X-ray system
RECALL NUMBER
Z-0549-2016
CODE


1) Model No. 728231; S/N: 4001, 9074, 9099, 9538, 9549, 9573, 9638, 9646, 9656, 9667, 9703, 9738, 9755, 9782, 9811, 9822, 9909, 9923, 9927, 9933, 10021, 10042, 10077, 10150, 10180, 10379, 29056, 29107, 29115, 90124, 90154, 95024, 95130, 95222, 95236, 95258, 95261, 95364, 95399, 95410, 95475, 95551, 95614, 95668, 95688, 95691; 2) Model No. 728306; S/N: 85015, 85021, 85028, 85034, 85036, 85039, 85042, 85047, 85051, 100030, 100038, 100040, 100051, 100054, 100058, 100065, 100072, 100093, 100094, 100099, 100101, 100140, 100144, 100162, 100181, 100190, 100214, 100217, 100228, 100236, 100244, 100278, 100421, 100462, 100472, 100613, 100616, 100624, 100627, 100628, 100632, 100639, 100640, 100641, 100644, 100647, 100651, 100654, 100655, 100659, 100660, 100662, 100667, 100669; 3) Model No. 728311; S/N: 200047, 200051, 200067, 200074, 200098, 200127, 200200, 200202, 200203, 200204, 200206, 200209; 4) Model No. 728321; S/N: 52007, 52008, 52010, 52013, 52014, 52015, 52018, 52019, 52020, 52021, 52024, 52027, 52032, 52033, 52034, 52035, 52036, 52037, 52038, 52040, 52041, 52042, 52045, 52046, 52047, 52048, 52051, 52053, 52055, 52057, 52058, 52060, 52064, 52065, 52067, 52068, 52069, 52070, 52075, 52078, 310017, 310026, 310039, 310042, 310052, 310055, 310059, 310064, 310069, 310071, 310081, 310088, 310098, 310111, 310113, 310119, 310121, 310133, 310143, 310144, 310149, 310151, 310157, 310159, 310160, 310204, 310205, 310206, 310208, 310209, 310210, 310211, 310212, 310213, 310215, 310216, 310217, 310219, 310220, 310223, 310224, 310225, 310226, 310228, 310231, 333002, 333009, 333014, 333015, 333030, 333031, 333037, 333042, 333043, 333044, 333046, 333048, 333049, 333050, 333052, 333053, 333054, 333055, 333056, 333058, 333059, 333060, 333061, 333062, 333063, 333065, 333066, 333067, 333069, 333070, 333072, 333073, 333074, 333075, 333076, 333077, 333078, 333079, 333080, 333081, 333082, 333086, 333087, 333090, 333091, 333093, 333101, 333110, 333112; 5) Model No. 728323; S/N: 30016, 32012, 32013, 32016, 32024, 32028, 32033, 32036, 32041, 32046, 32048, 32050, 32051, 32052, 32053, 32054, 32055, 32056, 32058, 32059, 32062, 32063, 32064, 32068, 32069, 32070, 32072, 32073, 32074, 32075, 32077, 32078, 32079, 32081, 32082, 32083, 32084, 32086, 32087, 32089, 32092, 32093, 32095, 32097, 32098, 32099, 32100, 32102, 32103, 32104, 32105, 32106, 32108, 32110, 32113, 32114, 32115, 32116, 32119, 32120, 32122, 32123, 32124, 32125, 32128, 32129, 32131, 32132, 32133, 32134, 32135, 32136, 32137, 32138, 32140, 32141, 32145, 32146, 320003, 320006, 320018, 320024, 320029, 320030, 320033, 320037, 320054, 320058, 320069, 320073, 320078, 320079, 320090, 320092, 320099, 320114, 320115, 320123, 320125, 320126, 320128, 320133, 320134, 320138, 320146, 320200, 320201, 320202, 320203, 320204, 320205, 320208, 320212, 320217, 320219, 320220, 320222, 320223, 320224, 320225, 320226, 320228, 320231, 320232, 320239, 320241, 320243, 320246, 320247, 336013, 336015, 336016, 336018, 336027, 336029, 336034, 336046, 336059, 336060, 336064, 336066, 336068, 336071, 336072, 336073, 336075, 336078, 336079, 336080, 336081, 336083, 336084, 336085, 336086, 336087, 336088, 336089, 336091, 336092, 336095, 336097, 336098, 336099, 336105, 336107, 336108, 336110, 336111, 336112, 336113, 336115, 336116, 336117, 336119, 336120, 336121, 336122, 336123, 336126, 336128, 336131, 336132, 336133, 336135, 336137, 336138, 336139, 336140, 336143, 336144, 336145, 336147, 336148, 336150,  336151; 6) Model No. 728326; S/N: 2, 1234, 30005, 30009, 30017, 30018, 30020, 30023, 30028, 30031, 30034, 30037, 31001, 32065, 32067, 52030, 52031, 52044, 52049, 52050, 300159, 300204, 300205, 300207, 300208, 300209, 310002, 310003, 333057, 333064, 336061
MANUFACTURED & RECALLED BY
Philips Medical Systems (Cleveland) Inc, Cleveland, OH
QUANTITY

1) 30 units, 2) 51 Units, 3) 12 Units, 4) 135 Units, 5) 177 Units, 6) 31 Units
DISTRIBUTION

Nationwide and internationally 

REASON
Software versions preceding software version 4.1.2 provided a basic feature of axial perfusion scan. Software version 4.1.2 combined the basic feature of axial perfusion scan with an advanced optional feature of helical perfusion scan made available via a license key resulting in the basic feature not being available by default.
---------------------------------------------------------------------------------------------------------------------------------
PRODUCT

WaterPAP Positive Airway Pressure Device
RECALL NUMBER
Z-0552-2016
CODE


Reference #WP-7700; Lot 8605A
MANUFACTURED & RECALLED BY
Airways Development LLC, Kenilworth, NJ
QUANTITY

1,464 units
DISTRIBUTION

Nationwide
REASON
Airways Development LLC has received a complaint about a canister leaking from WaterPAP Lot 8605A.  During a review with their supplier it could not be determined if this was an isolated incident or if the whole lot is impacted.
---------------------------------------------------------------------------------------------------------------------------------

PRODUCT

MOSAIQ Oncology Information System

RECALL NUMBER
Z-0557-2016

CODE


Versions 2.50 and higher

MANUFACTURED/RECALLED BY
Elekta, Inc., Atlanta, GA

QUANTITY

399

DISTRIBUTION

Nationwide and internationally 

REASON
Incorrect drug dosage due to "Age Limit" and patient weight data item issue.

---------------------------------------------------------------------------------------------------------------------------------
PRODUCT

Syngo Imaging XS is a Picture Archiving and Communication System (PACS)
RECALL NUMBER
Z-0550-2016
CODE


Model number 10558586, Software version VB10C
MANUFACTURED & RECALLED BY
Siemens Medical Solutions USA, Inc, Malvern, PA
QUANTITY

42

DISTRIBUTION

Nationwide

REASON
For the Syngo Workflow SLR System with Software Ver: VB10C: Printouts may be printed in incorrect anatomical size when using syngo Imaging XS filming application in conjunction with a printer not released for anatomical print usage. This may happen due to an invalid combination of printer and the syngo Imaging XS printer configuration file.
---------------------------------------------------------------------------------------------------------------------------------

PRODUCT

Zilver 518RX Vascular Stent with Rapid Exchange Delivery System
RECALL NUMBER
To be determined 
CODE


Lot numbers: 



	CF997821

	CF997822

	CF997823

	CF997824

	CF997825

	CF997826

	CF997827

	CF997828

	CF997829

	CF997830

	CF997831

	CF997832

	CF997833

	CF997834

	CF997835

	CF997836

	CF997837

	CF997838

	CF997839

	CF997840

	CF997841

	CF997842

	CF997843

	CF997844

	CF997845

	CF997846

	CF997847

	CF997848

	CF997849

	CF997850

	CF997851

	CF997852

	CF997853

	CF997854

	CF997855

	CF997856

	CF997857

	CF997858

	CF997859

	CF997860

	CF997861

	CF997862

	CF997863


MANUFACTURED/RECALLED BY
Cook Medical, Bloomington, IN
QUANTITY
Not available at publication
DISTRIBUTION
Nationwide
REASON

Due to potential non-conformance of the delivery system. 

-----------------------------------------------------------------------------------------------------------------------------------------------

-----------------------------------------------------------------------------------------------------------------------------------------------

PRODUCT

Symbiq™ Infusion System Pole Clamp Assembly


RECALL NUMBER
Field correction
CODE
List numbers 16026-XX-XX and 16027-XX-XX, all serial numbers; pole clamp assembly part number HSP3313-E12, lot number 481976
MANUFACTURED & RECALLED BY
Hospira, Inc, Lake Forest, IL
QUANTITY

Not available at publication
DISTRIBUTION

Nationwide
REASON

The potential for Symbiq pole clamp assemblies to be missing the rubber stop pad.
-----------------------------------------------------------------------------------------------------------------------------------------------

PRODUCT

Duodenoscope


RECALL NUMBER
Safety notice


CODE


Model number ED-530XT
MANUFACTURED & RECALLED BY
Fujifilm Medical Systems USA, Inc, Wayne, NJ
QUANTITY

Not available at publication
DISTRIBUTION

Nationwide
REASON
Fujifilm Medical Systems USA issued revised, validated manual reprocessing instructions for the ED-530XT duodenoscope to replace those provided in the original device labeling. The revised instructions include a more rigorous protocol for pre-cleaning, manual cleaning and high-level disinfection procedures.
-----------------------------------------------------------------------------------------------------------------------------------------------

PRODUCT

1) MicroCutter Xchange 30 Blue Cartridge
RECALL NUMBER
Z-0482-2016
PRODUCT

2) MicroCutter Xchange 30 Blue Curved Tip Cartridge
RECALL NUMBER
Z-0483-2016
CODE


1) Model number: FG-025320, Lot numbers: 

120416D

120521E

120606F

120613B

120621A

120910A

120926H

121005C

121022A

121031A

121119B

121217F

130131A

130207A

130213A

130220H

130227C

130307B

130320A

130328A

130426A

130508A

130516A

130619B

130613H

130716C

130815E

130822C

130911C

131003E

131113C

131125D

131212F

140109F

140115D

140127B

140204B

140226J

140304A

140310K

140317B

140325B

140430C

140507B

140604C

140610E

140617H

140624E

140707G

140710D

140715H

140804D

140819B

140828C

140916E

140922C

140926C

141008E

141016E

141103A

141106A

150415D

150625B

150813B

151006G

2) Model Number: FG-025321, Lot numbers: 

150309A

150527D

150603F

150617B

150820A

150902A

150909B

150924A
MANUFACTURED & RECALLED BY
Cardica, Inc., Redwood City, CA
QUANTITY

568 boxes or 6816 cartridges
DISTRIBUTION

AL, CA, FL, GA, IA, MA, MD, MN, NY, OH, PA, RI, TX, WA, WI

REASON
Cardica, Inc. has received reports that use of the Blue Cartridges with the MicroCutter XCHANGE 30 Stapler was associated with incomplete firing of staples, potentially resulting in an incomplete transection or anastomosis of tissue during the surgical procedure.

---------------------------------------------------------------------------------------------------------------------------------
PRODUCT

VAPR® TRIPOLAR 90" Degree Suction Electrodes


RECALL NUMBER
Z-0479-2016


CODE


Model/Catalog No 225028; U1509202, U1509162
MANUFACTURED & RECALLED BY
DePuy Mitek, Inc, a Johnson & Johnson Co, Raynham, MA
QUANTITY

127
DISTRIBUTION

AL, CA, CT, FL, KY, MN, MS, ND, NJ, NM, TX
REASON
Mitek identified that on VAPR Tripolar 90 Degree Suction Electrode the ablation and coagulation buttons are colored incorrectly.
---------------------------------------------------------------------------------------------------------------------------------
PRODUCT

1) Suture Passer, Black Mamba
RECALL NUMBER
Z-0471-2016

PRODUCT

2) Suture Passer, Green Mamba
RECALL NUMBER
Z-0472-2016

CODE
1) Catalog Number 110010849; Lot Number Identification 167880, 169620, 253190, 520810, 538490, 551550, 716270, 960180; 2) Catalog Number 110010850; Lot Number Identification 167890, 231120, 253210, 550050, 551580, 716300, 953230

MANUFACTURED & RECALLED BY
Biomet, Inc, Warsaw, IN

QUANTITY

1) 50, 2) 13

DISTRIBUTION

AL, AR, CA, FL, GA, HI, IN, KS, KY, LA, MN, MO, NC, NJ, NY, OH, TX, UT, VA, WI

REASON
There may be a separation and an insufficient weld between the spring and washer. The weld between the spring and washer may fracture, causing the Mamba Suture Passer instrument’s jaw to not actuate properly.
---------------------------------------------------------------------------------------------------------------------------------

PRODUCT

Channel Phased Array Flex Coil, 3.0T 6

RECALL NUMBER
Z-0553-2016

CODE


Product number: M0050SS; Lot number: 

00000001140049

00000001140050

0000011-4-0050

0000011-4-0009

0000011-4-0015

0000011-4-0017

0000011-4-0018

0000011-4-0024

0000014-4-0007

0000011-4-0028

0000011-4-0032

0000011-4-0046

0000011-4-0047

0000028-3-0011

0000044-4-0046

0000011-4-0064

0000011-4-0065

0000011-4-0066

0000011-4-0067

0000011-4-0075

0000011-4-0076

011-4-0085

011-4-0170

0000011-4-0094

011-4-0118

0000011-4-0101

0000011-4-0102

0000011-4-0107

0000011-4-0108

0000011-4-0114

0000011-4-0115

011-4-0117

011-4-0172

011-4-0119

011-4-0120

011-4-0124

077-4-0123

011-4-0125

011-4-0126

011-4-0129

011-4-0130

011-4-0146

011-4-0149

011-4-0154

011-4-0155

011-4-0162

011-4-0164

0000011-4-0055

0000011-4-0062

0000011-4-0080

0000011-4-0106

011-4-0169

0000011-4-0019

0000011-4-0020

011-4-0128

11-4-0127

0000011-4-0027

0000011-4-0033

0000011-4-0133

0000011-4-0134

0000011-4-0086

0000011-4-0092

0000011-4-0153

0000011-4-0158

0000011-4-0159

0000011-4-0103

0000011-4-0104

0000011-4-0156

0000011-4-0157

0000011-4-0165

0000011-4-0166

0000028-4-0016

0000011-4-0060

0000011-4-0061

0000011-4-0093

0000011-4-0098

0000011-4-0034

0000011-4-0035

0000011-4-0056

0000011-4-0057

0000011-4-0030

0000011-4-0031

0000011-4-0042

0000011-4-0043

0000011-4-0044

0000011-4-0045

0000011-4-0143

0000011-4-0144

MISSING_SN_GON4217108

Missing_SN_GON4227287

MANUFACTURED/RECALLED BY
GE Medical Systems, LLC, Waukesha, WI

QUANTITY

54

DISTRIBUTION

AZ, CA, CO, IL IN, MI, MN, NY, OH, OK, SD, TX, WI

REASON
Coil overheating can occur when the device is used in Mode 2 setup. This could lead to a serious patient thermal injury.

---------------------------------------------------------------------------------------------------------------------------------

PRODUCT

Granada Biphasic Broth

RECALL NUMBER
Z-0556-2016

CODE


REF 42722, Lot Numbers 896, 897, 899

MANUFACTURED/RECALLED BY
Biomerieux Inc, Hazelwood, MI

QUANTITY

24 cartons

DISTRIBUTION

CA, GA, IN, MA, MN, MO, NY, OH, PA

REASON
FDA has determined that the product requires 510(k) clearance to continue marketing/distribution in the United States.

-----------------------------------------------------------------------------------------------------------------------------------------------

PRODUCT

Artis systems with large display
RECALL NUMBER
Z-0481-2016
CODE
Model# 10094135, 10094137, 10094141, 10848280, 10848281, 10848282, 10848355
MANUFACTURED & RECALLED BY
Siemens Medical Solutions USA, Inc, Malvern, PA
QUANTITY

17

DISTRIBUTION

AL, CA, FL, IL, MA, MI, ND, NJ, OH, TN, TX, WI

REASON
Due to improper soldering in a limited number of large display bypass module components of a specific production lot, a loss of video signal could potentially occur. This has not been observed in the field and only sporadic cases have been observed in factory screening.
-----------------------------------------------------------------------------------------------------------------------------------------------

PRODUCT

FB Broth, 10ml

RECALL NUMBER
Z-0470-2016

CODE


Catalog number K31, lot number 15231

MANUFACTURED & RECALLED BY
Hardy Diagnostics, Santa Maria, CA

QUANTITY

500 25pk/20

DISTRIBUTION

CA, MD, UT, WI

REASON
Due to potential Burkholderia fungorum contamination.


-----------------------------------------------------------------------------------------------------------------------------------------------

PRODUCT

1) Dressol-X

RECALL NUMBER
Z-0476-2016

PRODUCT

2) Dressit-X


RECALL NUMBER
Z-0477-2016


CODE
1) Radiopaque D-502; NDC 11004-502-40; Lots 14317, 15007, 15140; 2) Radiopaque D-545; NDC 11004-545-40; lot 5012

MANUFACTURED & RECALLED BY
Rainbow Specialty & Health Products, Markham, Ontario, Canada

QUANTITY

1) 2775, 2) 150

DISTRIBUTION

Nationwide



REASON

The labeling does not currently list the percentage of drug components.

-----------------------------------------------------------------------------------------------------------------------------------------------

PRODUCT

Daytrana® (methylphenidate transdermal system)


RECALL NUMBER
To be determined


CODE
NDC 68968-5555-3, 68968-5554-3, 68968-5553-3; lot numbers 77379, 77140, 77380, 77303, 76466, 76444, 76486, 76443, 76701, 76674, 76911, 76912, 76910, 77161, 77378, 77305, 77546, 78068, 77396, 77879, 77871, 77878, 78037, 76913, 76944
MANUFACTURED & RECALLED BY
Noven Pharmaceuticals, Inc, Miami, FL
QUANTITY

Not available at publication
DISTRIBUTION

Nationwide
REASON

The amount of effort necessary to remove the adhesive liner from the patch.
-----------------------------------------------------------------------------------------------------------------------------------------------
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