
TERUMOBCT 

June 27, 2019 

VOLUNTARY MEDICAL DEVICE PRODUCT RECALL 

SPECTRA OPTIA® APHERESIS SYSTEM 

Potential for Electronic Connection lntermittency 

Devices Affected: Spectra Optia Apheresis Systems 

Serial Numbers: 1P00828, 1P00944, 1P01073, 1P01145, 1P01241, 1P01262, 1P01427, 

1P01511, 1P01632, 1P01973, 1P02343, 1P03218, 1P03937, 1P05771, 1P06015, 1P06016, 

1P06017, 1P06018, 1P06019, 1P06020, 1P06021, 1P06022, 1P06023, 1P06024, 1P06025, 

1P06026, 1P06027, 1P06038, 1P06039, 1P06040, 1P06043, 1P06044, 1P06045, 1P06046, 

1P06052, 1P06053, 1P06054, 1P06055, 1P06056, 1P06057, 1P06059, 1P06060, 1P06061, 

1P06062, 1P06063, 1P06064, 1P06065, 1P06066, 1P06067, 1P06068, 1P06069, 1P06070, 

1P06071, 1P06072, 1P06074, 1P06075, 1P06076, 1P06077, 1P06078, 1P06079, 1P06080, 

1P06088, 1P06089, 1P06090, 1P06091, 1P06092, 1P06093, 1P06096, 1P06099, 1P06100, 

1P06101, 1P06102, 1P06103, 1P06104, 1P06106, 1P06107, 1P06108, 1P06109, 1P06110, 

1P06111, 1P06112, 1P06113, 1P06114, 1P06115, 1P06116, 1P06117, 1P06118, 1P06119, 

1P06120, 1P06121, 1P06122, 1P06123, 1P06124, 1P06125, 1P06126, 1P06127, 1P06128, 

1P06129, 1P06130, 1P06131, 1P06132, 1P06133, 1P06134, 1P06136, 1P06137, 1P06138, 

1P06139, 1P06142, 1P06147, 1P06148, 1P06151, 1P06152, 1P06156, 1P06160, 1P06185, 

1 P06191 

Dear Valued Customer: 

Terumo BCT has become aware of an unintended height deviation of the physical supports for a 

circuit card assembly (CCA) installed in the Spectra Optia apheresis device. Spectra Optia 

apheresis systems contained in the serial numbers listed above could exhibit an intermittent 

electronic connection due to this deviation. 

REASON FOR PRODUCT RECALL 

Terumo BCT has not received any customer reports of intermittent electronic connections that 

were identified to have been caused by this identified defect. Terumo BCT is issuing this recall 

and corrective action notice to inform users of the Spectra Optia system about this defect and to 

assure them that all potentially affected devices are corrected. You are being notified of this 

defect because our records indicate that you may have received one or more of the identified 

devices. 
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UNLOCKING THE POTENTIAL OF BLOOO I TERUMOBCT.COM 

Terumo BCT Asia Pte. Ltd. 

S9 Sc,ence Fa,- On ,e 
-04-25 'Lobo> B.: 
The Rut>erfo•d 
Snigaoore 11S2� I 
Pro.�.e. •6!:- 6-15 ::--e 
F�\ ►t;5 15---1 �-1 '9 

Terumo BCT Latin America S.A. 

L3 P.3m;:,a ,�,,_,ztl" F1
oci:­

C1>:8DZE 

SJ€'"10.S '°ure.s 
Ar;9ntma 
Pt->or.e •5-1 11 5530 5200 

�J• •::--! '• 55.!V 5201 

Terumo BCT Japan, Inc. 
To,yo Opera C.t; fo"e' 4,F 
3-2:J-2. N sh·-S�1nJ\.'.lo.t.. 

S"'i.n1u'-.u•lo.t,; To..;10 lt.3-1..!50 

Jacan 
Phcne •o 1 J 6743 "%0 

F:;i .... ... g11G"."�J.9SCC· 

Optia FA 31 










