AllSource Harm Reduction
Fentany|1/Xylazine25

Intended use

The AllSource Harm Reduction |s a one-slep lateral Now immuncassay device for the
delection of drug residues on suspected surface, in powder or In lguld. The AllSouree Harm
Roduction davice delects Fentanyl al the culofl of 1 ngim| and gl azine at the culel! of 25
ngril,

This product is mianded for harm reducton wse only &nd s nat for use in disgnoshc
procadures,

The AllSource Harm Reduction provides only preliminary drug lest resulls. For a
quantitative result or for a confirmation of a presumptive positive result obitained by
the AllSource Harm Reduction, a more specific alternative method such as GCIMS or
LCMSE must be used.

Summary and Explanation
liegal drug consumption cantribules to many accidents, injunes and medical conditions.
AllSource Harm Reduwction is developed io detect drug residues on suspected surfaca, in

powdar o in liguid. Il s designed io integrate the collechon of sample and |steral flow
immursmassay scraen testing in one single device.

Test principle

The &llSource Harm Reduction is based on a compobitive immunoassay procedum in which
drug dervalves immobllized on the membrane compele with the dugls) which may be
present for [imiled antibody binding siies on the colored collaldal guld anlibedy conjugate.
During lesting, drug residue is collected by (he collection pad, and migrales across the
marnbeane when buffar (s added. Il no drug |5 present an the surface, the colored colioldal
geld antibody conjugate will bind o the drug darvadives on the mambrane o form visible
bands &l speciic lest ragions. Therslore, the presence of @ purple=red bend ai 8 specific
=6l ragion indicates a negative result. |f any drugis) is (ara) present on the surface,
competes with ihe immobilized drug conjugete for imited anbbody binding stes of the
oolered cofloidal gold conjugate. When sufficient amount of dreg is presanl, e drog will
sahurale ihe anttbodies, and the colored colloidal gold conjugete cannot bind 1o the drug
dervative on the membrans, Therefore, the absence of a8 purple-red band at the test
reglon indicates a presumptive positive resull for that particular test.

A conlrol band at the contral region (C) indicates Ihe lest has performed propery. This
contral band should always appear regardless af the prasenca al drug or matabolibe,

Reagents

The MlSourne Harm Reduction contains one membrane strip and a collection pad, The sinp
consists of a membrane immobilized with drug-protein conjugates and comesponding
specific drug monoclonal antibody colloidal gold conjugsle pad. a asmple pad and an
absorhen| pad.

CoWectian Pad. The collection pad consists of an absorbent matarial,

Bulfer: The buffer dissolves and/or extracts the drug rom suspected residues.

-
E
e

Flg.a AlSource Harm Redection
Materials Provi

Esch AllSource Harm Rediction kit contalns:

1.1 Package |n=eri.

2, 1 Test Devica (individually packaged in a ol pouch with 8 desiceant),
3.1 Buffer Vial | CLEml par vial)

Wamings and Precautions

e The MlSource Harm Reduction |s intended for Hasm Reduction Use Gnly.

& The test device should remaln In s ordgnal sealed pouch urdll ready lor use,
& Discard the test dovics if package & ripped or lom,

L ] Do not usa the tesl davice boyond the axpiration date Indicabed on the kit

Product Storage

The AlSpurce Harm Reduction pouch should b= stored at roam iempersture (2°C-30°C). Do
nl apen pouch until ready to parform he 2ssay.

Test Procedure

1.Remove the test from the sealed pouch,

2 Remowve the blus cap fo exposa (he collection pad.

A For drug residue on suspecled surfaoe:

Wips suspecied surfaces wilh coflection pad, then add15 drops of bufler onio collection pad,
B. For liqued,dreg powder, tablet or plank:

Add 3 drops ol liquid onlo collection pad or Wipe suspected solid powder wilh collection
pad(Crush the solid o be lested nlo powder), then add 15 drops of bufier onto collection
pad.

A ley the deviceon 8 flat suface and read resulls  In Bpprocimstsly 5
minutes. Do not read results afier 15 mimdes.

Interpreting Test Results

Megative Results

A red eolored bard showd be abserved in cordrol reglon {C), and test regéon, The eolor and
densify of the fest band may vary for control and drsg fesf region.

Presumptive Positive Resulis.

When the confrof band is visible i1 the conlrod region (G and no band appears af the loest
region. the reswlt (s a presumplive positive.

Invalid

When no band appears in the conlral (C) mgion, the test is invalid regariess of the reauliz
int the lest regian. I the teaf is invalid, check (eshng procedures, Repeat the fest using a
new device.
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Any [ndlication of & line i the fes! region (T} show'd be considersd & line, Ard therefore, 8
negative reswlt.

Important: 3o nal compare oolod imfensdly of one lest band o ancther, Resd each les
indepandantly. Any dark or fight red band s obsernved (n the fesl region along with the
presence of the corlrol lne (C), the sample should be considered negalive. For confirmation
af & presumplive positve resulf, & mor specife quanitalive methed (GOMS or LCMS)
st be tsed,

ality Control

The AllSocume Harm Reduction provides & buili-in confrol band at the control region (C) ta
indicate that the test has performed properly, The control band should slways appear
regardless of the presence of drugs. The presence of the purplered bands In the contral
region verfies that proper flow was obdained, if the control band does not appear, the lest
davice should be discarded.

Limitations

1. The assay |s designed for delaction of nanoscale drug residues,

2, Positrve results only indicate the presumptive presence of drugs,

3. Technical or procedwal emors as well a5 substances in cerain foods and cerdsin
medications may inlerders with ke 1251 and cause false resulls,

Pe ce Characteristics
Precision

For each specific drug  test, adrog  Standad was diluted inta the buifer salution sl various
concentralions (0%, 50%, 150% and 300% cuieff}. Foreach concentration, & total of
20 tests were performed 1o validate the test performance, The results for each doug of the
AllSource Harm Reduction Tests are summanzed below:

Total & of Concentration
Drug Test Test [ 50% eutoff 150% cutoff 300% eutofl
Mog|Pos| MNeg | Pos | Neg | Pos | Meq | Sos |
FYL 20 20 [ @ 20 [i] 1 20 ] 20
XYL 20 2010 20 a 0 F] o 20

Specificity

The specficily was evaluated by adding struclurally relaled analogs o negalve
buffer. Tha results are expressed as the lowest concentration of the compound, In
ng'mL, that produced a positive result Percent cross reactivity of 8 compound is
calculated by dividing the cutoff concantration by the lowest concentration required
io obtain a positive result and the multiplying by 100% . Each study device was iesied
in accordance with the instructicns.

Compound Name cn":;}'r::u"" cross reactivity %
FYL

[Fentaryl i neyfrml 100%
Vicaly-o-malhyl lentanyl v/ mil 120%
{Bcry| fentanyl 10ng/mL 10%
ja-methryl fertany| 1mgimL 100%
|Banzy| fantany 2 Snglml 0%
|F-rydroxythio fentany| g’ ml [20%
ICyeloprogy| fenlany| Tmgiml 100
M Fluaramsabutyry| Fentamyl BngfmL 2%
IMathoxyacetyl fentanyl 2 5ngiml [B%
M-methoxybutyryl fentanyl (para) MO0na'mL 0. 26%
M-methyl Fentanyl Eng!mL [20%
[3-methy| Femtanyl 10ngimL. 10%
[H-methy| nodentanyl 1.6/l |6, 7%
loFluarofentany| 2 Sogiml. |10
|pFluarabutyryl fentany tngiml 10%
[Tetahydrofuran fentanyl BO0Ng mL 0. 2%
[2-Thigfurany fantany| fan g mb 2%
H-Fiperidona E500ng mil. (.06
Imata-flucen Acrylfartany| 2.50g/ml MOt
lpara-chiato Furary] fentany] 3-urancarboxamideSagimL [20%
\cety| rarfertany| 10N mL 10%

B -Flusafardarny| B2 Seafrril [0
fortho-fluore Valoryl fentzanyl BOOng'mL 10.2%
para-Chloroacety| fentany! prgiml 0%
[Cyelopropansacety| fentany] 2.6ng/M| [0%
|para-hydroxy Butyryl fantany| 2.5rgimlL p0%

XYL
Pyl azine 5 ngfml. 100%
[-hydraxy xylazine 25 ngfml. 100%
H-tiydrony xylazine 5 ng/ml 100%
H=hydraxy sylazing glucuronids 0 gyl [250%
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