RNA

MEDICAL

November 7th, 2023
Subject: RNA Medical CVC 223 Range Update set lot 222341
Dear Valued Customer,

RNA Medical has been working with the original equipment manufacturer (OEM) of the
Avoximeter models to determine the cause of the out-of-range recoveries noted in the field
using controls from CVC223 set lot 222341. The creation of the Avoximeter expected values
which are published on the data insert derive from the OEM’s data analysis using historical field
data in combination with in-house lab testing. Following the review of the out-of-range
communications along with a review of the data generation process, it was determined that an
error in outlier analysis created incorrect bias data.

The data generation process has been corrected and new values are being provided for set lot
222341. The new ranges are on the second page of this notification letter.

We sincerely apologize for these errors and the difficulties you have experienced while awaiting
this communication. We strive to provide high quality and positive experiences with our RNA
Medical products.
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Change of values for part CVC223, lot 222341, exp date 2023-12-31 as of November 7, 2023.

PRODUCT: LEVEL 1 [ IN/A LEVEL 2 [ IN/A LEVEL 3 [_]NJA
RNA CVC 223 LOT: LOT: LOT:
NA CC 527
ﬁgm QC-253 25138  248M 24967
| Lowe! Upper Lower uUpper | p. Lower Upper
Anaiyte (oMitOf instrument | Mean GTH' (GRS Mean imp Limit | Mean G Limit
tHb gil | avoxim | 53 47 - 59 83 76 - 90 | 139 128 - 150
OzHb % W000E 335 286 - 978 044 800 - 080 | 804 761 - 847
#H | o | 51 45 - 67 | 81 74 - 88 | 136 1258 - 147
OHb | % | AVOXimeter | 323 27.7 - 369 951 906 - 996 | 811 768 - 854
4000/ |
COHb | % GEMOPL 680 610 - 750 | 70 30 - 110 | 198 153 - 243
MetHb % | 06 23 - 35 02 27 - 31 00 -30 - 29
LEVEL 4 [IN/A LEVELS5 [IN/A
LOT: LOT:
25063 25241
[ ito U Lower Upper
Analyte Muer;:::e Instrument Mean mr L?rﬁ?tr Mean [ Limit
tHb 90l | pvoximeter | 774 161 - 187 | 222 200 - 244 :
=1 1000E | =
OzHb % 551 508 - 594 | 45 -35 125 |
‘b | gdL | 173 160 - 186 l 21 199 - 24‘3—‘
O2Hb % AVOXimeter | 548 506 - 592 | 26 54 - 106
" 4000/ | _ |
COHb % GEMOPL | 460 407 - 513 | ORL ORL - ORL
“Metb | % | 01 28 - 30 |07 -22 - 36

If you have any questions, please feel free to reach out using the contact information below.

RNA Medical, Division of Bionostics,

Inc.

7 Jackson Road

Devens, MA 01434

Phone: 978-772-9070 / 800-533-6162
E-Mail: customerservice@rnamedical.com

RNA Medical, Division of Bionostics, Inc. ® 7 Jackson Road ® Devens, MA 01434-4204
Tel 978.772.9070 » 800.533.6162 » Fax 978.772.9071 www.RNAMedical.com
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