RAPTOR - a general guide

Version 2, updated to reflect protocol v.6

Video tutorial guide is available here.
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https://www.youtube.com/watch?v=iGXNofYws9A

STEP 1 - identify eligible patients

Eligibility:

Patients with covid-like symptoms (any symptoms associated with covid that may lead the
clinician to suspect a covid infection) can be recruited (protocol v.6, p16-7)

Patients must be exhibiting covid-like or flu-like symptoms to be eligible. Within 12 days of
symptom onset for Lumira

Patients with recurring covid-like symptoms can be recruited into the study, but can only
participate once

Patients who have tested positive for covid and are no longer symptomatic, or have not
developed symptoms, are not eligible for the study at the moment

Patients who have come into contact with someone who has tested positive can only be
included if they also develop symptoms (but this may be a useful avenue to identify
potential participants)

Patients who are in immediate need of hospitalisation, or who are unable to understand and
consent to the study, are not eligible

In all cases, if in doubt please refer to the product Information For Use (IFU form), and follow
the product guidelines

Children can be included in the study, with parental/guardian consent

Patient information sheets for the different age groups can be found here

Identification:

Opportunistic recruitment: patients who report covid-like symptoms to the practice could
trigger research prompts (e.g. pop-up on patient record)

Searching patient records for recent positive covid rest results

Patient self-identification: provide information about the study on practice website, social
media, posters within the practice, on the practice recorded telephone message

See here for tips on maximising recruitment
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https://www.condor-platform.org/condor_workstreams/raptor/raptor-information-for-clinicians
https://www.condor-platform.org/condor_workstreams/raptor/raptor-tips-for-maximising-recruitment
https://www.condor-platform.org/condor_workstreams/raptor/raptor-tips-for-maximising-recruitment

STEP 2 — patient consent
Steps:

e Add patient to uMed platform

o Note: write +44 at the beginning of the contact phone number, not 44, for UK
numbers

e Ensure the patient has read and understood the patient information leaflet, relevant to their
age group (available on the RAPTOR website)

e Run through all steps of the eCRF
o recorded uMed training webinar
o written guide

Training:

e uMed training guide
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https://www.condor-platform.org/condor_workstreams/raptor/raptor-umed-information-for-clinicians
https://youtu.be/Lfgt0IKc1Z8
https://www.condor-platform.org/files/raptor/umed-user-guide-raptor.pdf
https://www.condor-platform.org/condor_workstreams/raptor/raptor-umed-information-for-clinicians

STEP 3 - Point of care tests (POCTSs)

e RAPTOR website with links

e Always please read the IFU for product use and for more information

Lumira Dx

e Patient must be exhibiting covid-like or flu-like symptomes, ideally within 12 days of symptom
onset

Lumira product
Training video documents for flu and
covid tests

Lumira product Lumira quick test
documents_in full guide

é | um | (] DX"' SA RS‘COV‘2 Flu A/ B :Tﬁ“c?.iﬁﬁmémm a5 Biohazord woste oocording 10 local guidelines. Refer fo the product

: : 4 scfely data sheet for risk and safety pheoses and disposal information. The product safely dato shialnu\-uhbie
Quick Reference Instructions for processing Rt T o ey R P ot sl hocpsoe s o el e

‘whan working with SARS-CoV-2, Flu A or Fu B patient samplas. Pafient swabs, used test strips and usad extroction
of sa mpleS for SARS-CoV-2 & Flu A/ B butier vidis may be patentilly inectious. Proper handing and disposal methods should be established by he
latoratory in aecomance wilh local stote and federd rgulofions. Reagents encopsulated within He Test S ors
For in vitro diagnostic use present in extremely smoll amounts- however, should any reogent become exposed it shouid be freated os
pofertialy infecticus.

LumiraDx SARS-CoV-2 & Flu A/B Test Kit Components

Test Strip Extraction Vial and Dropper Lids

Shucly the LumiraDx Platform User Manual and LumiraDx SARS-Co\-2 & Flu A/B Product Insert fhoroughly
or or before using these @uick Reference Instructions or performing a fest. This is not @ complete product insert.

Operate the LumiraDx Piatform with the SARS-CoV:2 & Fu A/B fest at room femperiure between 15°C and
30°C (59°F and 86°F) and 10% - 75% relative humidity. The extracted somple must be used within 5 hours when
stored af room femperature. Exrocted nasal semples may be frozen of -B0°C and used up fo 5 days affer

| freexing. Samples and extraction buffer vials must be af mom tempemture before fesfing. Check expiration
I date on oufer fest kit carlon and each individual fest pockage before using. Do not use any test components

its expirafion date. Refer fo the LumiraDx SARS-CoV-2 & Flu A/B Product Insert for Sample Collection,
Warning and Precautions, and Limitations.

Preparing the sample
Testing is for use with nasal swab cnly. Collection and Handling: Proper sample collection and handling of swabs is required o ensure occurale esults (refer fo product insert).
Additional fraining or guidance is recommended if operators are not expenenced with sample collection and handling procedures,

Collect individual patient nasal swab samples before following steps 1 - 4 of Running the Test.

Wi e

ZIN

Remove seal Soak Swab Squeeze Swab Attach Dropper Lid

Remove the seal or sorew cap from the fop of the Pioce and soak the Pafient Swab in the Extraction Remove the Patient Swab while squaezing the Firmily attach the ciear or purple Dropper Lid fo the

Extraction Buffer Vial containing fhe Extraction Bufter. Buffer for 10 seconds then stir well by rofating the Extraction Vial to remove the liquid from the swab. fop of the Extraction Vial. The extracted sample must
swab against the side of the vial 5 fimes. Discard the swab in bichazard waste. be used (see Step 5 and 6 below) within 5 hours

when stored af room femperature.

Cleaning and Disinfecting

It is recommended 1o disinfect the Instrument with LuminoDx approved matedals if contamination is suspected and of least once per day when in use: Deolls of LumioDx approved disinfectant matenals can be found ot LumimDx com. Use the matenial untl the
surface of the Instrument is visioly wet Allow the surfoce to remain wet for 1 minuse and ket air dry Avold USB ports and power inkst_ Bxcasshe liquid may domage the Instrument Prce it s necessary y excess liquid from cleaning
wipes or cioth. The wipe of cloth should be slighty damp, but nat dripping wet pricr fo cleaning and/or disinfecting. Do nat sproy or pour sclution directy onto the Insfrument. Dumpuamoqmuueawmmmmmemsmm
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https://www.condor-platform.org/condor_workstreams/raptor/raptor-information-for-clinicians
https://www.lumiradx.com/uk-en/kc/platform-training/videos?v=0
https://www.lumiradx.com/uk-en/kc/platform-training/flu-covid-test
https://www.lumiradx.com/uk-en/kc/platform-training/flu-covid-test
https://www.lumiradx.com/uk-en/kc/platform-training/antigen-test
https://www.lumiradx.com/assets/pdfs/flu-covid-test/flu-ab-qri-ce-english.pdf?v=2
https://www.lumiradx.com/assets/pdfs/flu-covid-test/flu-ab-qri-ce-english.pdf?v=2
https://www.lumiradx.com/assets/pdfs/flu-covid-test/flu-ab-qri-ce-english.pdf?v=2

‘Caen Tast and Sampe Type

ansconal

wan

N s

Select Patient Test from the Instrument Home
Screen and enfer the unique patient idenfifier
information in the Patient ID details using the

Remove the Test Strip from its pouch and hokd by
gripping only the biue poriion. Do not fouch the Test

Ship o fouch any part other than the biue portion.

Ship Sample Application Area. Do not bend the Test

When prompted. open the Instrument doar and
gentty insert the Test Strip as far as it will go.The thick
black aignment rib on the Test Ship should be on

the left and line up with the biock ine on the Instrument.
Do not apply the sample until prompted. Instl fhe Lot
Cafibrotion fle f using a new Test Strip Lot for fhe first
time. See fhe Platform User Manual for further detls.

Confirm the fest type.

x5 |[or] x5 |or] xB

O W

Clinn dosr to centisue

Gently invert ihe Extraction Vial five fimes just
before applying the sampls o the Test Strip.

Apply one whole drop of the sample onto the
Test Strip Sample Application Area when prompted
by the Instrument.

Resuits are dsplayed within 12 minutes of applying the sample. Tap Finish fo complete festing or top Comment
fo leave o comment or fo reject ihe lest, then follow prompts o refum fo the Home Screen. All lest msults must
be read using the Lumiradx Instrument.

Negative Posifive SARS-CoV-2  Posiive Flu A& Positive Flu B Invalic results
 — S — 1 Wonisue oceun, o mesage
. will b dlispicyed on e
istrument louch seseen and
0 resuit will ot be cisplesyee
e e e Alert messages nclude uselul
HEGATIVE NEGATIVE- )
it i Pighiighted by on oronge:
bonner By mestages ko
EGATIVE- POSITIVES inchicle 0 gk syl All
messages wil conoina
HEGATIVE NEGATIVE- Gescription of the Instrument
’ st of enrex anl o
. . L L thett may be used for further
fronubleshooing purposes.

Close the door when prompied fo confinus 'y
the fest If the On Board Conirol (OBC) fails, an ermor message
will be shown, and no fest result will be refumed
Follow the on screen instructions fo dispose of the
Test Strip and start @ new test. I the problem parsists,
contact LumiraDx Customer Services.

To compiete Guality Control assessment of the LumisaDx Instrument and SARS-CoV-2 & Flu A/B test sirips, you must
use LumiraDx SARS-CoV-2 & Fiu /B Qualty Controls which are ovalioble separately. f the Qually Centrok do not
perform os expectad, do not report patient rsults. Retest using o new Test $irip - if problems persist contact

LumiraDx Customer Services.
Ly UK Lic, Durmyes Businss Fork, Alloo, FEID 2P UE
Regivaiion Number. 09206173

LumiraDs AR Vet

15730 LusmisaDx SARB.COVE & Fiu A/B fest ox 10 LursisaD Insivument.
o not parfoe s sxpeciad, contoct LumisaDs Customes Sorvioas #a
LTI DT £ DUSIOMEISGNACGSTATHI 20M

14761 Saina, Swedan

SCOMARIDIBI R2
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https://www.lumiradx.com/assets/pdfs/flu-covid-test/flu-ab-qri-ce-english.pdf?v=2

STEP 4 —virology reference swab

Swab processing:

e Take a nose and throat swab sample using the swab provided
e Insert the swab into the tube and break off the tip before securing the lid on

e Place the sample tube inside the packaging tube bottom first with the green lids on the same
side:

e Place back in box with the completed form:
o The RCGP RAPTOR STUDY PHE Microbiology request form, should be complete with

the correct practice address (please check before continuing), project code and
barcode.

o Please complete the form IN FULL

o Please take extra care to ensure that the patient NHS number, name, DOB, RAPTOR

ID, and date of sample collection are complete and correct (the patient RAPTOR ID
should be at the top of their consent form)

e Insert into envelope addressed to the Colindale lab in London and post in a priority post box:

Virus Reference Department
61 Colindale Avenue

London

NW9 5HT

Page 6 of 7



RAPTOR participant ID = the participant identifier number on the uMed participant record (see the top of
the page when clicked in to a participant’s records).

RAPTOR site ID = unique site code assigned by the RAPTOR project, NOT the practice code. The site ID can
be found at the top of a completed participant consent form. Go to a participant record and click on:

‘Form status’ -> ‘Study forms’ ->  View answers’ -> ‘download form’
The top of the form should have the study code, site identifier, and participant identifier at the top, e.g.:

RAP — [RAPTOR site ID] — [RAPTOR participant ID]

Wooe RAPTOR [

RAPTOR-C19 Study Team
™ Nuffield Department of Primary Care Health Sciences
C Radcliffe Primary Care Building - University of Oxford

Woodstock Rd

. Oxford OX2 6GG

[0 QHO)APY Chief Investigator: Prof Richard Hobbs
Email: RAPTOR@phc.ox.ac.uk

Study code Site Identifier Participant identifier

Ium’ | Ima Hmom-a

Consent Form
RAPId Testing fOR Covid-19 (RAPTOR-C19)

STEP 5 — check uMed

e Please check that all the correct information has been coded into uMed to complete the
patient records

e This is extremely important as incomplete participant records may affect the funding that
can be received for recruiting each participant
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