eole State of California—Health and Human Services Agency
N

O)CEPH California Department of Public Health

Food and Drug Branch — Device Recalls

CALIFORNIA DEVICE RECALL INFORMATION SHEET

Acumed Llc. Recalls Ribloc U Plus 90 Instrument Primary Guide Assy, Low Profile Ref Rbl2320
For Potential Breakage During Use.

Recall Date Product Description Recalling Firm Recall Reason

01/10/2024 | Ribloc U Plus 90 Instrument Acumed LLC Due to potential
Primary Guide Assy, Low Profile| Hillsboro, breakage during use.
Ref Rbl2320 Oregon

The RBL2320, Low Profile
Primary Guide is an instrument
used with a power system to
compress the RibLoc plates
onto the bone, determine the
length of the screw to install,
locate the position of the holes
to drill, and provide proper
orientation for the installation of

the screws.
%?ac:: Product Identification Distribution Affected Dates
Il Ribloc U Plus 90 Instrument 23 Units January 2024 and
Primary Guide Assy, Low in California prior

Profile Ref Rbi2320
Part Number: RBL2320 UDI
Code / Batch-Lot Number
10806378118210-
538351000000 / 538351
10806378118210-
538352000000 / 538352
10806378118210-
544036000000 / 544036
10806378118210-
554505000000 / 554505
10806378118210-
L1810012181031 /L1810012
10806378118210-
L1902009190207 / L1902009
10806378118210-
L1909017190918 / L1909017



https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/MedicalDeviceSafetyProgram.aspx
https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/MedicalDeviceSafetyProgram.aspx

10806378118210-
2001005200130 / L2001005
10806378118210-
2005002200504 / L2005002
10806378118210-
2010046000000 / L2010046
10806378118210-
2010048000000 / L2010048

FOR ADDITIONAL INFORMATION, PLEASE VISIT THE Ribloc U Plus 90 Instrument Primary Guide

Assy

CDPH Food and Drug Branch
MS 7602 ® P.O. Box 997435 @ Sacramento, CA 95899-7435
(916) 650-6500 e (916) 650-6650 FAX
Internet Address: www.cdph.ca.gov

d * 4
,_)\\?»n (‘q_‘

4,

EALTH
P W o,

52

S
é.”*iﬂn i i o

oy 4(‘(1:&0“"\‘


https://www.accessdata.fda.gov/scripts/ires/index.cfm?Product=204465
https://www.accessdata.fda.gov/scripts/ires/index.cfm?Product=204465
http://www.cdph.ca.gov/

