Geenius HIV 1/2 Supplemental Assay Process Map

If refrigerated, was
specimen allowed to

Were environmental

Were test

Was specimen Was specimen
collected in an
SST tube and c HI;)/ AglAb. cassetnes, d conditions recorded
spun within two ‘ -om "0 readcuve ‘ reagents, ;’m ’ » and acceptable for - equilibrate to 18-
hours of initally and on specimen store ) performing test? 25°C before
A atleast 1 of the per manufacturer's "
collection? . . testing?
Yes repeats? Yes instructions? Yes Yes
No No No No No
2
Follow test cassette and Do not proceed with testing until
Report as unsuitable for all Supplemental testing not specimen storage and handlini all temperature and humidi Allow at least 30 minutes for
p g 9
serological tests and request a indicated. Report as Nonreactive policies per manufacturer's conditions meet manufacturer's specimen to come to correct
recollection of specimen from for HIV Ag/Ab testing. package inserts. Recollect specifications. Repeat test with temperature and repeat test with
specimens and/or obtain new new cassette when acceptable. new cassette.
testing reagents and repeat test.

patient.

Applicable
Clinical Decision
Made

Yes

Were test reports

Was cassette
Was cassette taken Were buffer - ]
out of sealed pouch additions made to inserted into Did cassette and reviewed by another
immediately before cassette Well 1 and reader at the ‘ reader procedural - analyst and
use and was ‘ Well 2 at the ‘ correct fime after controls work distributed to
desiccant in pouch? correct times? buffer addition properly? submitters in the
Yes Yes Yes Yes appropriate format?
No No ¢ No No No
Do not remove cassette until Repeat test with new cassette. Repeat test with new cassette. Report results per HIV testing
you are ready to test. Apply buffer immediately after Repeat test with new cassette. Review process to ensure protocols. Include the
Desiccant must be present In adding specimen in W1 and 5-7 Always read test result 15-20 proper procedures were supplemental information sheet
pouch. Repeat test with new minutes later in W2 when all blue minutes after adding buffer to followed. Re-check equipment, with the report on positive
cassette. lines disappear. Discard cassette W2. reagents, and environmental specimens. Notify AHS on all
and repeat if blue lines are still conditions. discrepant screen/confirmation
results for additional HIV-1 NAT.

present after 7 minutes.




