Capillary Collection Instructions

S Sample Collection Instructions - Capillary Blood
InS\I)g ht For In Vitro Diagnostic Use

Before You Start

v

Scan QR code to watch tutorial video.

< Collect your sample Monday - Thursday mornings. Do not collect on Fridays, weekends or holidays to ensure
timely Purolator pickup or drop-off.

- For Women’s Fertility Home Test Kit only: Collect your sample on day 3 of your cycle (day 1 = first full day
of bleeding). If this day does not fall on a Monday - Thursday, then collect on the next closest day that does
(for example, day 2 or 4 of your cycle).

« For Men’s Testosterone Home Test Kit only: Collect your sample before 10:00 a.m. or within 3 hours of waking
for the most accurate results.

- Register your kit immediately after sample collection on Dynacare Plus. You’ll need the barcode from

your kit registration card, kit box or large carrier tube (D). Ensure that you complete the entire kit
registration process.

- Ship your sample with Purolator the same day you collect it — no later than 24 hours after. Book a Purolator
home pickup or arrange for drop-off as part of the kit registration process in Step 4.

1. Kit Box Contents
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A. Lancet (2) D C. Small tube E. Collection device g G. Temperature
(inside sealable bag) -, control material
(leave inside thermal
B. Sealable bag with D. Large carrier tube F. Thermal container container for shipment)
absorbent pad (unlabelled) (inside sealable bag) Contains: G. Temperature
Contains: C. Small tube, and control material

D. Large carrier tube

Purolator Express
Pack

H. Care kit

Contains: 1 First aid plaster/bandage
(contains latex)
1 Alcohol prep pad, 1 Woven gauze pad

<MPurolator I.

Instructions Pre-addressed

Purolator bag

Kit box Registration card
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2. Prepare for Sample Collection

1 Wash and dry your hands thoroughly for 30 seconds.
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2 Get ready with your timer* and set it for 5 minutes.
You may choose to perform the collection in front of
a mirror to better visualize placement and filling.

*Required equipment not provided.

3 Remove the cap from the small tube (C) and insert
tube into bottom of the collection device (E).
Ensure tube is firmly secured so it does not fall.

4 Open the care kit (H) and lay out the first aid
plaster/bandage (contains latex), alcohol prep pad

and woven gauze pad.

D Woven gauze pad

Alcohol prep pad

First aid
plaster/bandage
(contains latex)

5 Select location on upper arm for blood collection
(ideal location for placement is mid-upper arm for

optimal collection).
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6 Warm your upper arm (around chest height) by
rubbing for 30 seconds and wipe it with alcohol

prep pad.
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-@- Hold device up to arm to ensure the 500 (top orange line) is visible.
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3. Collect Sample -1

Do not press the white button before placing the lancet on your skin.
Doing so will activate the lancet and make it unusable.

7 Review parts of the lancet (A) prior to removing
the blue safety tab.

—— Safety tab
Activation button /

Orientation arrow

Lancet slit

2 Remove blue safety tab from lancet (A). Place the first
lancet firmly against the center of your marked area.
The white activation button should face upward.

The arrow and lancet slit should point toward your skin.

To help with placement, you may draw a circle (~4 cm in diameter)

on your arm using a clean, washable marker.

3 Press the lancet (A) firmly on your skin and press
down on the white activation button. A slight dimple
may appear on your skin. Most users feel no pain or
only mild discomfort. Press firmly until you hear a click.

- X2

4 Immediately use the second lancet (A) to make
a second puncture about 1 cm beside the first.
Two horizontal marks indicate where to centre the
collection device.

5 Place the collection device (E) over the puncture sites
with the tube pointing down. Ensure the “500” line

is visible.

6 Fully compress the collection device (E) by pressing on
the centre of the bulb, and release to create suction.
You may feel pressure, similar to a blood pressure cuff—
this is normal. If the collection device (E) begins to
reinflate (right picture), compress device again.
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You do not need to keep pressing the device on your arm.

As long as you feel suction, it is working.
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3. Collect Sample - 2

7 Start the timer for 5 minutes. Leave the collection
device (E) on arm for 5 minutes, or until 500 uL of
blood is collected. It may take 1-2 minutes for the first
drop to appear. Stop when the blood reaches the
500 line or when your timer goes off.
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8 Do not fill past the 500 line. If you overfill the tube,
do not try to remove the blood and continue with the
remaining steps.
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9 Remove the collection device (E) using the top
pull tab. Your skin may appear messy with blood.
Do not be alarmed.

2

10 Remove small tube (C) from collection device (E).
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11 Firmly press on the cap (do not twist cap) of the
small tube. Ensure cap is secure.

DO%

12 Wipe the area with the woven gauze pad and place
the first aid plaster/bandage over the puncture site.

)
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4. Register Your Kit
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Scan QR code or visit dynacareplus.com

2 Log in and click Register Kit. Ensure that you complete the entire kit registration process.

3 Enter the barcode on your registration card, test box and large carrier tube (D).
Record the date and time of sample collection online and on your registration card.

4 Next, book a Purolator home pickup or arrange for drop-off. Click Complete Registration to finish.

You’ll receive a confirmation notice.

5. Package Your Sample

7 Push the small tube (C) into the large carrier tube (D).

2 Place the sample into the bottom of the clear sealable
bag (B) with the absorbent pad, seal and roll the bag.
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3 Insert the rolled bag into the thermal container (F)
with the temperature control material tube (G).
Do not remove the liquid tube (G). Screw on the lid.

4 Place the thermal container (F) in the kit box and
close the box, tucking in all flaps.
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5 Insert the kit box into the pre-addressed Purolator bag
and seal along the dotted line. Ship within 24 hours
of collection. Do not refrigerate or freeze the sample.
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6 Dispose of all used and unused kit components in
regular household trash. Keep the kit registration card
for your records.
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6. Sample Pickup or Drop-off

1 Your sample will be picked up by Purolator at your requested date and time or should be dropped off

at a Purolator drop-off location as soon as possible.

2 For additional support with your pick-up or drop-off, contact Purolator at 1.888.744.7123

or via Virtual Assistant at Purolator.com.

7. Access Your Results

1 Results will be available within 5-7 days on dynacareplus.com or the Dynacare Plus app.

2 You may not receive a notification—please check your account regularly.

(1)
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Need Support?

Visit our FAQs at dynacareplus.com or call 855.748.1115 Monday to Friday 8:00 a.m. to 4:00 p.m. EST.

Glossary of Terms

The following symbols are adopted from ISO 15223-1:2021 4th Edition (Medical Devices - Symbols to be used with
information to be supplied by the manufacturer) - Part 1: General Requirements:

Symbol
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IVD
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®

®
A

Reference Number
(ISO 15223-1)

Manufacturer.
Indicates the medical device’s manufacturer.

Catalog number.
Indicates the catalog number so the device
can be identified.

In Vitro Diagnostic (IVD) Device.

Caution.

Indicates the need for the user to consult
the instructions for use for important
cautionary information.

Do not reuse.
Indicates medical device is intended for one
(1 single use.

Do not use if package has been damaged
or opened.

Temperature limit.

Indicates the upper and lower temperature
limits the medical devices in the kit can be
safely exposed.

511

516

Symbol
al

LOT

=
(3]
®

Reference Number

Date of manufacture.
Indicates the date when the device
was manufactured.

Batch code/Lot number.
Indicates the manufacturer’s batch code so
that the batch or lot can be identified.

Use by date.
Indicates the date after which the device is
not to be used (i.e., the expiration date).

Consult instructions for use.
Indicates the need for the user to consult the
instructions for use.

Medical Device.

Indicates entity Importing the medical device
into the locale.

Sterilized using ethylene oxide.

The following symbols are not defined by any standard but are described here for clarification:

N2

EXP. DATE

LOT#

C€

Quantity 1.
Indicates kit contains the supplies sufficient
for one (1) specimen collection.

Use by date.
Indicates the date after which the device is
not to be used (i.e., the expiration date).

Lot number.
Indicates the manufacturing lot number.

Signifies European technical conformity.

Rx

only

EC|REP)

€

Rx only.

Federal USA law restricts this device to sale
or use by or on the order of a physician
(licensed practitioner).

Authorized Representative in the European
Community.

Not made with natural rubber latex.

(ISO 15223-1)
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515

514

543

577

518

523
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Product Information

These Instructions for Use (IFU) apply to the Dynacare Insight Capillary Blood Collection Kit (REF SC-03020311).

Intended Use: This device is strictly intended for the collection, stabilization, and transportation of a self-collected
blood sample for laboratory testing.

Summary and Explanation: This Capillary Blood Collection Kit is designed for the safe and convenient
self-collection of a small blood sample at home for a single individual. It includes all necessary materials to collect,
stabilize, and return your sample for laboratory testing.

Storage: Store at room temperature 15-30 °C.

Warnings and Precautions: Do not use this kit or any components past their expiration date.
This kit contains small parts and sharp components. The temperature-control gel tube is not for consumption.
Keep out of reach of children and pets.

The lancet device is single use only. Clean the skin as instructed prior to use. Do not use if the sterile package
is open or damaged. After removing the trigger lock from the lancet, keep fingers and objects away from the
opening at the base of the device. Accidental activation may cause unintended blade deployment and render
the device unusable.

Ensure the Capillary Blood Collection Kit is at room temperature prior to use. Capillary blood must be collected
from the upper arm only in accordance with the instructions provided.

Limitations: For adults (18+ years) use only. No specific training is required to use this kit; however, successful use
depends on carefully following the instructions provided in this IFU.

Specimen Acceptance/Rejection: Samples received more than four (4) days after collection will be
rejected. The customer will be notified if a specimen is rejected.

Known Interferences: None.

Bibliography: CLSI GP42 — Collection of Capillary Blood Specimens - 7th Edition: 2020.
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