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INTENDED USE

R&D Retic-l is a control designed to monitor values obtained
using manual and automated reticulocyte counting methods.
R&D Retic-I is not used in the diagnosis, aid in the diagnosis,
prognosis, prediction of disease or physiological state of
patients. It is established laboratory practice to use a stable
control to monitor the performance of diagnostic tests. This
control is composed of stable blood cells that provide a means
of monitoring the performance of manual and automated
reticulocyte counting methods. Laboratory professionals run this
process control to ensure the counting methods are consistently
performed. There is no specimen or testing population.

SUMMARY AND PRINCIPLE

Control values are derived from replicate testing on instruments
operated and maintained according to the manufacturer's
instructions. The control provides quantitative cell counts for the
following hematology parameter: reticulocyte count and
reticulocyte percentage.

'g E REAGENTS

R&D Retic-lis an in vitro diagnostic reagent composed of human
erythrocytes and mammalian reticulocytes suspended in a
plasma-like fluid with preservatives.

& PRECAUTION

R&D Retic-l is intended for in vitro diagnostic use only by
trained laboratory personnel.

&D WARNING:

POTENTIALLY BIOHAZARDOUS MATERIAL. For in vitro
diagnostic use. Each human donor/unit used in the preparation
of this product has been tested and yielded non-reactive /
negative results for all conditions referenced in 21 CFR 610.40
(a) (b), as required by the FDA. Testing was conducted using
FDA-licensed tests. Additional details can be found at:
http://www.rndheme.com/Technicallnformation.aspx.

No test method can offer complete assurance that infectious
agents are absent; therefore, this material should be handled as
potentially infectious. When handling or disposing of vials follow
precautions for patient specimens as specified in the OSHA
Bloodborne Pathogen Rule (29 CFR Part 1910, 1030) or other
equivalent biosafety procedures.

DIRECTIVE 2000/54/EC of the European Parliament and of the
Council of 18 September 2000 on the protection of workers from
risks related to exposure to biological agents at work.
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2c STABILITY AND STORAGE

Store R&D Retic-I upright at 2 — 8 °C (35 — 46 °F) when not in
use. Protect tubes from overheating and freezing. Unopened
tubes are stable through the expiration date. Opened tubes are
stable for 14 days, provided they are handled properly. If sample
preparation is a separate step before counting, count the
prepared sample within 15 minutes after the minimum
incubation time.

INDICATIONS OF DETERIORATION
After mixing, the product should be similar in appearance to

R&D Retic-l

HEMATOLOGY CONTROLS
IS040-Rev00, Page 1 of 2

fresh whole blood. In unmixed tubes, the supernatant may
appear cloudy and reddish; this is normal and does not indicate
deterioration. Other discoloration, very dark red supernatant or
unacceptable results may indicate deterioration. Do not use the
product if deterioration is suspected.

I::E'] INSTRUCTIONS FOR USE
Material not supplied: Lint-free tissue.
A. Mixing and handling directions:

1. Remove tubes from the refrigerator and allow to warm
at room temperature (15 - 30°C or 59 - 86°F) for
15 minutes before mixing.

2. To mix, hold a tube horizontally between the palms of
the hands. Do not pre-mix on a mechanical mixer.
a) Roll the tube back and forth for 20 - 30 seconds;

occasionally invert the tube. Mix vigorously but do
not shake.

b) Continue to mix in this manner until the red cells are
completely suspended. Tubes stored for a long time
may require extra mixing.

c) Gently invert the tube 8 - 10 times immediately
before running each sample.

3. For manual methods prepare smears of R&D Retic-I
and count exactly as a patient sample. For automated
methods prepare R&D Retic-I for analysis exactly as
instructed in the Quality Control section of the
operator's Manual for your instrument. If sample
preparation is a separate step before counting:

a) Incubate and store samples in the dark at room
temperature.

b) Run the prepared sample within 15 minutes after
the minimum incubation time for your method.

4. After sampling R&D Retic-I, carefully wipe the tube rim
and cap with lint-free tissue. Replace the cap tightly
and return the tubes to refrigerator within 30 minutes.

EXPECTED RESULTS

Verify that the lot number on the tube matches the lot number
on the table of assay values. Assay values are determined on
well-maintained, properly calibrated instruments using the
instrument manufacturer's recommended reagents. Reagent
differences, maintenance, operating technique, and calibration
may contribute to inter-laboratory variation.

PERFORMANCE CHARACTERISTICS

Assigned values are presented as a Mean and Range. The Mean
is derived from replicate testing on instruments operated and
maintained according to the manufacturer's instructions. The
Range is an estimate of variation between laboratories and takes
into account inherent imprecision of the method and expected
biological variability of the control material.

Assay values on a new lot of control should be confirmed before
the new lot is put into routine use. Test the new lot when the
instrument is in good working order and quality control results on
the old lot are acceptable. The laboratory’s recovered mean
should be within the assay range.

For greater control sensitivity each laboratory should establish its
own mean and acceptable range and periodically reevaluate the
mean. The laboratory range may include values outside of the
assay range. The user may establish assay values not listed on
the Assay Sheet if the control is suitable for the method.
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LIMITATIONS

The performance of this product is assured only if it is properly
stored and used as described in this insert. Incomplete mixing of
a tube prior to use invalidates both the sample withdrawn and
any remaining material in the tube.

TRACEABILITY

Hematology analyzers in R&D Systems' Quality Control
Laboratory are whole blood calibrated using fresh, human whole
blood, to values obtained using standard reference methods.
Whole blood samples drawn from normal, healthy donors are
collected in EDTA anticoagulant and analyzed within six hours
of collection.?

PRECISION

The precision studies followed CLSI EPO05-A3 Evaluation of
Precision of Quantitative Measurement Procedures, Third
Addition. The study design followed the 20 x 2 x 2 study design:
two replicates per sample, two times per day for 20 days.
Statistical analyses were performed using Analyze-it in
Microsoft Excel statistical software v6.15.4, build 8349.32216.
One representative lot based on analysis on an automated
instrument is shown below.

. Repeatability Within lab
Parameter Units Level SD V% SD V%
RET % 1 0.12 7.9% 0.15 10.1%
RET % 2 0.20 4.2% 0.21 4.4%
RET % 3 0.28 3.3% 0.33 3.9%

REPRODUCIBILITY

The precision studies followed CLSI EP05-A3 Evaluation of
Precision of Quantitative Measurement Procedures, Third
Addition. The study design followed the 3 x 5 x 5 study design:
five replicates per sample, once per day for 5 days over three
sites run on an automated instrument. Statistical analyses were
performed using Analyze-it in Microsoft Excel statistical software
v6.15.4, build 8349.32216.

. Repeatability Within Site Reproducibility

Parameter Units Level SD V% SD V% ) V%
RET % 1 0.13 8.7% 0.04 2.5% 0.14 9.1%
RET % 2 0.19 3.9% 0.20 4.0% 0.25 5.0%
RET % 3 0.28 2.8% 0.29 2.9% 0.46 4.7%

TECHNICAL ASSISTANCE AND CUSTOMER SERVICE

For assistance with resolving control recovery problems or to
inquire about R&D Systems, Inc. hematology controls and
calibrators, please call Customer Service at +1(800) 428-4246
or hematology.ts@bio-techne.com.

For assistance with the Quality Control Program
email hemeqgcp@bio-techne.com.

Users must report any serious incidents related to the device to
R&D Systems, Inc. and to the competent authority of the
Member State where the user and/or patient is located.
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ﬁﬁﬁfg Product Description
RI001 R&D Retic-I Hematology Control
(1.5mL x3 each Levels 1, 2 & 3)
RI005 R&D Retic-l Hematology Control
(1.5mL x 1 each Levels 1, 2 & 3)
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*Only available through Bio-Techne SAS

(LEVEL[1] [LEVEL]2] [LEVEL[3]

Above symbols, as presented on kit label, denote the level (1, 2 & 3).

R&D Systems, Inc. Bio-Techne SAS

614 McKinley Place NE 19 Rue Louis Delourmel
“ Minneapolis, MN USA E 35230 Noyal Chétillon/Seiche

55413 FRA
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All brands and products are trademarks or registered trademarks of their respective companies.

Summary of Changes Reason for Current | Rev Date
Change Rev
Changed part number from | Meet 000 Dec2024

AlIS040 to 1S0404.
Updated Intended Use of Regulation
statement, Summary and (EV) In Vitro
Principle, symbols, and CE | Diagnostic
Mark. Added note Regulation
regarding incident 2017/746
reporting, traceability,
precision, performance,
reproducibility, and
Updated logo. Defined
intended users.

requirements

Actual State of International Standardization and External Quality Assurance for Blood Cell
Counts; https://www.horiba.com/at/publications/readout/article/actual-state-of-international-
standardization-and-external-quality-assurance-for-blood-cell-counts-42093/.
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R&D Retic-1

Chit kiém soat huyét hoc (Hematology Control)

Muc dich sit dung INTENDED USE)

R&D Retic-I 1a chat kiém soat duoc thiét ké dé theo ddi gia tri thu dugc bang phwong phap
dém hong cau luwédi thi cong va tu dong.

e Khong dung trong chan doan, hd tro chan doan, tién lugng hay dy dodn bénh 1y hodc tinh
trang sinh ly cua bénh nhan.

« Pay la thuc hanh chuan trong phong xét nghiém khi dung chat kiém soat 6n dinh dé theo
doi hiéu nang xét nghiém.

« San phdm gom cac té bao mau 6n dinh, gitip theo ddi hiéu ning cua cac phuong phap
dém hong cau ludi.

o Khéng c6 miu bénh pham hay dan sé bénh nhan nao lién quan

TLKT RETIC I Eng 2025

Tém tit va nguyén Iy (SUMMARY AND PRINCIPLE)

e Gia tri kiém soat dwoc thiét lap tir nhiéu 1an thir lap lai trén thiét bi da hiéu chuan va bao
dudng ding cach.

« Chit kiém soat cung cap s6 luong té bao dinh lugng cho cac thong s6 huyét hoc: s6
lwong hong ciu luéi va ty 1§ hdng cau luéi

TLKT RETIC I Eng 2025

Thanh phan (REAGENTS)

R&D Retic-I 1a thudc thir chan doan in vitro, gdm:

e Hong cau nguoi,



. Héng cAu ludi dong vat c6 vu,
treo trong dung dich tuong tu huyét twong c6 chat bao quan

TLKT RETIC I Eng 2025

Than trong (PRECAUTION)

e Chi dung cho chan doan in vitro, boi nhén vién phong xét nghiém da dao tao.
« CANH BAO: Nguy co sinh hoc tlem tang.
o MJi don vi mau ngudi san xuét san pham nay déu duoc kiém tra bang test duoc

FDA phé duyét theo 21 CFR 610.40 (a)(b) — am tinh/khong phan tng.
Tuy nhién, khong c6 phuong phap nao loai trir hoan toan nguy co nhiém tring.
Phai xir I nhu miu bénh pham cé nguy co liy nhiém, tuan thi OSHA
Bloodborne Pathogen Rule (29 CFR Part 1910.1030) hodc quy trinh an toan sinh
hoc twong duong

TLKT RETIC I Eng 2025

On dinh va bao quan (STABILITY AND STORAGE)

Béo quan thang dung & 2 — 8°C (35 — 46°F).

Tranh qua nong hodc dong lanh.

Ong chua m¢: on dinh dén han dung ghi trén nhan.

Ong da mo: 6n dinh 14 ngay néu xu ly dung.

Néu c6 budce chuan bi méu trude khi dém — phai phan tich trong vong 15 phiit sau thoi
gian u t6i thiéu

TLKT RETIC I Eng 2025

Dau hi¢u hw héng INDICATIONS OF DETERIORATION)

e Sau khi trdn, san pham phai glong méu toan phan tuoi.
«  Ong chua tron: dich ndi ¢6 thé duc va hoi d6 — binh thudng.



o Néu d6i mau, dich ndi d6 sim/nau hoic két qua QC khong chap nhan duoc — nghi ngo
hu héng — khong dung

TLKT RETIC I Eng 2025

Huéng din sir dung INSTRUCTIONS FOR USE)

1. Lay 6ng khoi tu lanh, dé & nhiét d6 phong (15 —30°C) trong 15 phut.
2. Tron: cam ngang dng giira hai long ban tay, lan qua lai 20 — 30 gidy, thinh thoang d4o
nguoc.
o Khéng ding may lic co hoc.
o Tron manh nhung khong lac déc.
o Ong dé l4u c6 thé can tron 1au hon.
Trudce khi phan tich: ddo nguoc nhe 8§ — 10 lan.
4. Phan tich:
o Phwong phap thii cdng: 1am tiéu ban va dém nhu miu bénh nhan.
o Phwong phap tw ddng: chuan bi mau theo hudng dan QC trong Operator’s
Manual ctia may.
o Néu can i miu: U trong bong tdi & nhiét do phong, phan tich trong 15 phut sau u
t6i thiéu.
5. Sau khi 1dy mau: lau miéng va nip 6ng bang gidy khong xo, dy chat nap, dua lai vao tu
lanh trong vong 30 phut

(98]

TLKT RETIC I Eng 2025

Két qua mong dgi (EXPECTED RESULTS)

« DPam bao s6 16 trén dng tring véi bang gia tri QC.

e Gia tri QC duoc xac 1ap trén may hiéu chuan, bao dudng ding, dung thude thir khuyén
cao.

« Khac biét thudc thir, bao dudng, thao tac va hiéu chudn cé thé gay bién thién lién phong

TLKT RETIC I Eng 2025



Pac tinh hiéu nang (PERFORMANCE
CHARACTERISTICS)

» Gia tri QC dugc trinh bay du6i dang Trung binh (Mean) va Khoéing (Range).

e Mean: nhiéu lan lap lai trén may chuan. ) )

« Range: uéc tinh bién thién lién phong, bao gdm sai s6 phuong phap va bién thién sinh
hoc.

+ Khi dung 16 méi: xdc nhén QC trude khi dwa vao s dung thuong quy. ‘7

o Phong xét nghiém c6 thé thiét 1dp mean va range riéng dé tang do nhay kiém soat

TLKT RETIC I Eng 2025

Giéi han (LIMITATIONS)

+ Hiéu nang dam bao chi khi bao quan va dung dung huong dan.
Néu khong tron du trude khi ding — ca mau lay ra va phan con lai trong 6ng déu khong

hop 1€

TLKT RETIC I Eng 2025

Truy xuit nguon goc (TRACEABILITY)

 Céic may phan tich huyét hoc tai phong QC ciia R&D Systems duoc hiéu chudn bing
mau toan phan tuoi cua ngudi khde manh, gia tri xac dinh theo phuong phép tham chiéu

TLKT RETIC I Eng 2025

Do chinh xac va tai lap (PRECISION &
REPRODUCIBILITY)



e Thir nghiém d6 chinh x4c theo CLSI EP05-A3 (thiét ké 20x2x2: 20 ngay, 2 lan/ngay, 2
mau/lan).

e  Thir nghiém tai 1ap theo thiét ké 3x5x5 (5 ngay, 5 mau/ngay tai 3 phong thi nghiém).

o Két qua: sai s6 SD, CV% thap, ndm trong yéu cau

TLKT RETIC I Eng 2025

HJ tro k§ thuat (TECHNICAL ASSISTANCE)

e Dién thoai: +1 (800) 428-4246
e Email: hematology.ts@bio-techne.com
e Chuong trinh QC lién phong: hemeqcp@bio-techne.com



