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(57) ABSTRACT 

A drug abuse test kit for testing loW volumes of a ?uid 
sample has a transparent ?at bag container for retaining a 
?uid sample to be tested and the open end of the container 
has a recloseable closure. The container is maintained in a 
substantially vertical position and has an open end Which 
receives a multiple drug test card having a plurality of 
immunoassay test strips thereon With visual endpoints to 
indicate presence or absence of a particular drug. A process 
and a modi?cation thereof for testing of 10W volumes of a 
?uid sample and a process for quality control of a test card 
are also disclosed. 
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DEVICE FOR THE TESTING OF BODY FLUID 
SAMPLES 

RELATED APPLICATIONS 

[0001] This is a continuation-in-part application of US. 
patent application Ser. No. 08/981,665 ?led Nov. 5, 1997 
Which is a continuation-in-part of application Ser. No. 
08/613,487 ?led Mar. 11, 1996. 

TECHNICAL FIELD 

[0002] The present invention relates to a test kit for the 
collection and testing of urine samples for drugs of abuse 
and subsequent shipment of the sample, more particularly, to 
such a test kit for loW volumes of urine samples and having 
a transparent envelope-type container and a test card for 
indicating visually the presence of particular drugs of abuse. 

BACKGROUND ART 

[0003] The increased availability and use of drugs of 
abuse by the general population has caused employers, 
governmental agencies, sports groups and other organiZa 
tions to utiliZe drug screening both as a condition of employ 
ment and in order to maintain safety in the Work place. 
Urine-based screening tests for the detection of drugs of 
abuse range in complexity from simple immunoassay tests 
to very complex analytical procedures. Over the years the 
speed and speci?city of immunoassays have made them one 
of the most accepted methods for screening for drugs of 
abuse in urine. Typical drug screening tests are performed 
for the purpose of quickly identifying on a qualitative basis 
the presence of drugs in a body ?uid Which may be urine. A 
complete analysis of the sample may then be carried out in 
a laboratory only if the preliminary screening results are 
positive. More and more such drug screenings are taking 
place on site or the Work place and are generally carried out 
by testing personnel Who are generally not technically 
trained, such as laboratory technicians. It is thus important 
that the drug screening procedure is simple but yet reliable. 
Further, the test apparatus must be such so as to enable the 
testing personnel to avoid all contact With the ?uid specimen 
Which is being tested. 

[0004] Various forms of devices had been proposed for the 
collection and taking of body ?uids, such as urine, Which 
have proved to be cumbersome in operating since they 
involve a number of separate steps. Initially, the sample Was 
collected and several additional steps Were then required to 
transfer the urine sample to an analysis device. This multiple 
step procedure required the manual handling of the speci 
men through various devices and the use of such transfer 
devices inevitably caused spills Which may result in con 
tamination to the tester and surroundings. In addition, non 
technical personnel Who perform the screening tests on urine 
samples objected to coming into any kind of contact With the 
urine sample and even the handling of the sample itself. 

[0005] Many of the knoWn testing devices Were rather 
complex in that they included a container for the specimen, 
and, subsequently it Was necessary to transfer the specimen 
or at least a portion thereof to another compartment of the 
container in order to perform the test. This transfer of the 
specimen required vigorous shaking of the container or 
turning the container upside doWn in order to cause the How 
of the specimen into a test compartment. It Was therefore 
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necessary to make the containers leak proof under such 
condition and the result Was a complicated and expensive 
container structure. 

[0006] Further, the containers incorporated the structure 
by means of Which reagent strips Were mounted in a test 
compartment of the container and Which structure also 
enabled the ?uid sample to How into the test compartment 
into contact With the reagent strips. Such a mounting of the 
reagent strips further resulted in complicating the structure 
of the container since it Was also necessary that provision be 
made to vieW the reagent strips from outside of the con 
tainer. This Was generally achieved by providing a transpar 
ent WindoW or some other mounting of the reagent strips so 
that they are visible to testing personnel. 

[0007] Generally, cylindrical or cup-like containers, usu 
ally made of a thermoplastic material, are used. HoWever, 
the volume of such containers requires a urine sample of the 
order of 15 ml. Which under some circumstances may not be 
available. In the drug testing of infants or persons Who are 
admitted under emergency conditions to a hospital or clinic, 
only a bare minimum of a urine sample may be available and 
this bare minimum Would not be suf?cient to conduct a drug 
abuse test With the usual cup-like container. For the drug 
testing of such persons, for infants, resort may be had to 
Wringing the diapers to obtain a feW drops of urine therefrom 
and even in the case of seriously injured persons, a feW drops 
of a urine sample might be available from the clothing. 

DISCLOSURE OF INVENTION 

[0008] It is therefore the principal object of the present 
invention to provide a simpli?ed and inexpensive device for 
the collection and testing of loW volumes of body ?uid 
samples, particularly urine, for drugs of abuse and subse 
quent shipment of the sample. 

[0009] It is an additional object of the present invention to 
provide a drug test kit Which includes a ?at envelope or bag 
container for retaining a urine sample having such a closure 
structure that When a test card having a plurality of test strips 
is introduced into the container, the test strips Will contact 
the urine sample. 

[0010] It is a further object of the present invention to 
provide a test card having a plurality of immunoassay test 
strips thereon With each strip being responsive to a particular 
drug of abuse and having a visual endpoint to indicate the 
presence or absence of a particular drug. 

[0011] It is another object of the present invention to 
provide a novel and improved process for the testing of loW 
volumes of a ?uid sample for drugs of abuse using a test card 
having a plurality of immunoassay test strips thereon. 

[0012] The objects of the present invention are achieved 
and the disadvantages of the prior art are eliminated by the 
drug abuse test device according to the present invention 
Which may comprise a ?at envelope or bag transparent 
container for retaining a urine sample to be tested. The open 
top of the container is of such a siZe to accommodate a test 
card Which has a plurality of immunoassay test strips 
mounted thereon in parallel on one or both sides and each 
test strip is responsive to a particular drug of abuse. The test 
card is insertable through the open top or end so as to have 
one end immersed in the urine sample to a predetermined 
depth Whereby the visual results of each test strip can be 
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seen through the transparent or translucent Wall of the 
container Without removing the test card from the container 
so as to indicate the presence or absence of a particular drug 
of abuse in the urine sample. If the sample should test 
“positive” to indicate the presence of a drug in the urine, it 
is then necessary to send the sample to a certi?ed laboratory 
for con?rmatory testing. 

[0013] As described above, the test kit includes a drug 
abuse test device for collecting and testing a urine sample. 
This test device comprises a ?at envelope or bag preferably 
having a transparent Wall and having an open top or end in 
the shape of a slit therein to receive a test card. 

[0014] This neW test kit Would thus test as little as 2.0 ml. 
of urine or any other ?uid sample as compared With the usual 
30-48 ml. such as When a test cup is used. This test kit 
incorporates a particular structure of a container rather than 
the usual test cup. This ability to test loWer volumes is ideal 
for use in hospital and clinical settings as Well for compli 
ance With laboratory certi?cation and quality control 
requirements. 

[0015] The test kit also includes a test card for drugs of 
abuse Which may comprise a thin ?at member having the 
siZe and shape of a business card. Aplurality of immunoas 
say test strips are fastened side by side in parallel on one side 
of the test card Within the outline of the card. Each test strip 
is reactive to provide a visual indication in response to a 
particular drug of abuse. This test card thus provides for the 
simultaneous detection of multiple analytes. 

BRIEF DESCRIPTION OF THE DRAWINGS 

[0016] Other objects and advantages of the present inven 
tion Will be apparent upon reference to the accompanying 
description When taken in conjunction With the folloWing 
draWings, Which are exemplary, Wherein; 

[0017] FIG. 1 is a perspective vieW of the drug abuse test 
kit according to the present invention generally shoWing the 
container, the test card partially inserted to the testing 
position in the container through a slit in the cover; 

[0018] FIG. 2 is an exploded perspective vieW of the 
container according to the present invention for collecting 
and testing a ?uid sample and generally shoWing the con 
tainer, a cover having a slit covered With a removable 
adhesive seal and a second solid closure cap; 

[0019] FIG. 3 is a plan vieW of the test side of a test card 
according to the present invention; 

[0020] FIG. 4 is a plan vieW of the reverse side of the test 
card shoWn in FIG. 3; 

[0021] FIG. 5 is an end elevational vieW of the test card 
shoWn in FIG. 3; 

[0022] FIG. 6 is a sectional vieW taken along the lines 
VI-VI of FIG. 3 but shoWing a modi?cation Wherein the test 
strips are ?ush With the top surface of the test card; 

[0023] FIG. 7 is a plan vieW of the opened tWo piece test 
card before it is folded over to form the test card shoWn in 
FIGS. 3-6; 

[0024] 
test card; 

FIG. 8 is a plan vieW of another modi?cation of the 
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[0025] FIG. 9 is a sectional vieW taken along the lines 
IX-IX of FIG. 8. 

[0026] FIG. 10 is a plan vieW of the test side of a further 
modi?cation of the test card; 

[0027] FIG. 11 is a plan vieW of the center ply of the test 
card of FIG. 10 and shoWing a test strip in a slot thereof; 

[0028] FIG. 12 is a plan vieW of the reverse side of the test 
card of FIG. 10; 

[0029] FIG. 13 is a sectional vieW taken along the lines 
XIII-XIII of FIG. 10. 

[0030] FIG. 14 is a plan vieW of a ?at polybag or envelope 
used in the loW volume test; 

[0031] FIG. 15 is a side elevational vieW of the envelope 
or bag shoWn in FIG. 14; 

[0032] FIG. 16 is a plan vieW of a polybag according to 
FIG. 14 With a drug test card partially inserted therein; 

[0033] FIG. 17 is a vieW similar to that of FIG. 16 but 
shoWs a drug test card inserted Within the polybag in the 
testing position; 

[0034] FIG. 18 is a perspective vieW of a drug test card in 
an inclined position for a loW volume test utiliZing a pipette 
to dispense the sample to be tested directly onto the test card. 

MODES FOR CARRYING OUT THE 
INVENTION 

[0035] As may be seen in FIGS. 1 and 2, a drug abuse test 
kit according to the present invention is indicated generally 
at 10 and comprises a cup-like transparent test container or 
cup 11 having a cylindrical side Wall 12, a closed bottom 13 
and an open top 14. The cylindrical Wall 12 may have a 
slight taper or be straight. 

[0036] The open end 14 of the test cup 11 is provided With 
external threads 21 upon Which is seated an outer closure 
cover or cap 22 provided With corresponding internal 
threads Which are not shoWn in the draWing. The cover 22 
has a circular top surface 23 from the periphery of Which 
depends a cylindrical Wall 24 on the inner surface of Which 
there are provided internal threads. The cover surface 23 has 
a diametrical slit 19 therein shaped to accommodate a test 
card as Will be presently described. There may also be 
provided a solid cover or cap 15 positioned on the bottom of 
the test cup but removable and Which is similar in siZe and 
shape to the cover 22 but is solid or unslit so that the covers 
15 and 22 may be interchangeably mounted on the open end 
14 of the test cup 11 if shipment of the container and sample 
is desired. A temperature strip 16 is mounted on the bottom 
side Wall of the test cup so as to be responsive to the 
temperature of the test sample Within a test cup. 

[0037] The cup container is essentially a specimen cup as 
commonly used in medicine and has a Wall of material 
normally impervious to ?uid specimens contained therein. 
The container may be formed or molded from any suitable 
material, such as a thermal plastic. It is preferred that the 
container is transparent since this enables the results from 
the test card to be read Without removing the test card from 
the cup. But a transparent Wall is not necessary and the Wall 
may be translucent or even opaque. If an opaque material is 
used, it is preferred that the material be such that a test strip 
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Would be visible and read When the test card is close to or 
in contact With a Wall of the container. Further, While the cup 
shown is cylindrical, it is to be understood that other shapes 
could be used. 

[0038] A test card 25 Which Will indicate the presence or 
absence of any one of 5 different drugs of abuse is shoWn in 
FIG. 1 inserted Within the slit 19 in the closure cap 22 and 
in further detail in FIGS. 3-6. The test card is of the multiple 
drug type in that test strips for ?ve different drugs of abuse 
are mounted on the test card. The test strips 26-30 are spaced 
apart in parallel on a test side 31 of the test card. These test 
strips indicate the presence or absence of the following 
speci?c drugs of abuse: PCP, cocaine, amphetamines 
(AMP), marijuana (THC) and opiates. Test strips 26-30 may 
be of the type as made by Bionike of South San Francisco, 
California, Phamatech of San Diego, Calif. and Arista Bio 
logical of Bethlehem, Pennsylvania. Such test strips are 
characteriZed as immunoassay strips and employ colloidal 
gold chemistry. Each test strip is submerged up to a maXi 
mum line indicated at 32 and the results of the test are read 
in a test area indicated at 33. A blue line in the test area 
indicates positive or the presence of the particular drug in the 
test sample. 

[0039] The test strips may be completely recessed as 
shoWn in FIG. 6 or partially recessed in the slots in the card 
so that portions of the test strip may project above the test 
surface 31 of the card as shoWn in FIG. 5. If the test strips 
are completely recessed, then the strips Would be ?ush With 
the top surface of the top ply as shoWn in FIG. 6. The test 
card may be formed of tWo plys 34 and 35 as may be seen 
in FIG. 7 and these plys in turn are formed from a single 
strip having a bend or fold 36. The ply 35 is formed With a 
plurality of die cut slots 37 Which are shaped and siZed to 
receive each of the test strips. Thus, in the fabrication of a 
test card, the tWo portions 34 and 35 are folded over at end 
36 and are adhered together. The test strips are then placed 
into the slots as shoWn in FIG. 6 and each of the test strips 
is adhered to the surface of the ?rst portion 34 upon Which 
the second portion 35 has been folded. In this modi?cation 
the test strips are ?ush With the test surface 31. 

[0040] It is also Within the scope of this invention to make 
this test card of tWo separate or individual plys 34 and 35 
Which are then adhered together and the strips are ?Xed in 
the slots as described above. 

[0041] In order to conduct a drug abuse test utiliZing the 
test card according to the present invention a person being 
tested must ?rst provide a urine specimen into the transpar 
ent test cup 11. The quantity of specimen provided must be 
such as to permit insertion of the test card up to about the 
maXimum line indicated at 32. It is also possible to provide 
?ll lines on the Wall surface of the test container. Usually, 
30-48 ml. of specimen is suf?cient. 

[0042] The test cup With a suf?cient quantity of test 
specimen therein is then closed by threading the cap 22 on 
the top of the test cup. The cap 22 is provided With a readily 
removable adhesive sealing strip 18 Which is placed over the 
slit 19. Thus, When the container With the test specimen is 
brought to the person conducting the test, the protective strip 
18 is removed and the multiple drug test card 25 inserted 
into the slit so that the bottom of the test card rests upon the 
bottom of the test cup. 30-48 ml. of specimen Will ensure 
that the specimen contacts the sample receiving portions of 
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all of the test strips. The test card then remains in place for 
at least three minutes. results of the test can be read on each 
individual test strip through the transparent Wall of the 
container. Thus, if a blue line appears on any one of the test 
strips, this indicates positive and the presence of that par 
ticular drug of abuse in the test specimen. If no such blue 
line appears then the absence of any of the ?ve drugs of 
abuse from the specimen is indicated. With such a negative 
result, the urine sample and the container are discarded. 

[0043] HoWever, When the results of the test are positive, 
it is preferable to send the specimen to a certi?ed laboratory 
for a con?rmatory analysis by more speci?c methods of 
testing such as gas chromatography or mass spectrometry. In 
order to ship the sample in the container, the closure 22 is 
removed and the solid cover 15 is threaded doWn tightly 
upon the open end of the container. 

[0044] A modi?cation of the test card is shoWn at 44 in 
FIG. 8. In this modi?cation, the test strips are covered but 
the pertinent test and sample portions of the test strips are 
eXposed through openings. The test card 44 comprises a 
central ply 45 of styrene Which has a thickness of 1.25 mm. 
corresponding to or slightly greater than the thickness of the 
test strips and slots are provided in the center ply to receive 
the test strips. The top and bottom faces of the central ply 45 
are covered by a bottom ply 46 and a top ply 47 Which may 
be made from a single piece of material double scored at 48 
and 49 so as to Wrap around the central ply 45 in the manner 
as shoWn in FIG. 10. The top and bottom plys may be of a 
thin vinyl sheet or cardboard coated With plastic. The top ply 
47 is provided With a plurality of test WindoWs 50 through 
Which the test results as indicated by the test strips can be 
seen. At the loWer end of the card are provided sample 
openings 51 through Which the liquid test specimen is able 
to contact the absorbent or sample portions of the test strips. 

[0045] In FIGS. 10-13 there is shoWn a modi?cation of the 
test card 44 in Which the card is made of three separate plys 
Which are then laminated. The bottom and top plys 46 and 
47 are made of a thin vinyl sheet having a thickness of 0.33 
mm. And the center ply 45 is made of styrene having a 
thickness of about 1.25 mm. The top ply 47 similarly has the 
test openings or WindoWs 50 and the sample openings 51 and 
the bottom ply 46 is solid as shoWn. 

[0046] The central ply 45 is provided With a plurality of 
longitudinally extending slots 52 and a test strip 53 is seated 
in each of these slots as shoWn. The test strip generally has 
a length less than that of the slot 52. In this embodiment, 
only a single test strip for THC (marijuana) is shoWn. While 
this embodiment of the test card has provision for ?ve test 
strips, it is to be understood that the card can be made in the 
same manner With less than ?ve strips and even a single strip 
if so desired. In such a modi?cation, the WindoWs 50 and 51 
for the omitted strips are usually solid. 

[0047] Proceeding neXt to FIG. 14, there is shoWn at 54 a 
clear recloseable bag or envelope of polyethylene Which is 
used in the testing of loW volumes of ?uid samples for drugs 
of abuse. The bag 54 is a transparent ?at bag or envelope 
having a rectangular con?guration and a top 55 Which is 
open and a bottom 56. The top 55 is provided With a Zip-lock 
57 Which enables this bag to be closed and reopened as 
desired. A black line 58 is provided on at least one side of 
the bag as a convenience in indicating the proper quantity of 
?uid sample to be placed in the envelope. A ?at bag or 
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envelope is preferred since such a shape bag has a minimum 
volume and requires a lesser quantity of sample for testing. 
However, the bag or envelope may be shaped to be curved 
or bulging so as not to be strictly ?at but such a shape Would 
still require a small quantity of sample When the test card is 
inserted in the bag. 

[0048] It is preferred that the bag 54 be of a transparent 
material since this greatly facilitates reading of the test 
results When the card is Within the bag. HoWever, the bag 
may be of a translucent or even opaque material of the type 
Which Would enable the test card to be read When the card 
is in close contact With the surface of the test bag. 

[0049] In carrying out the process for testing of loW or 
small volumes of a ?uid sample for drugs of abuse, prefer 
ably 2.0 ml. of the urine specimen is introduced into the 
bottom of the bag 54 by a pipette 59 or any other suitable or 
available dispensing device such as a dropper. The quantity 
of the specimen may range from 0.5-3.0 ml., hoWever, the 
optimum or preferred range is 1.5-2.0 ml. The ?uid speci 
men is ?lled to the black line 58 and at the same time care 
must be taken that the corners of the ?at bag are ?lled With 
?uid. The bag is positioned in a vertical position and is 
maintained in this vertical position during the duration of the 
test. 

[0050] A test card 44 such as illustrated in FIGS. 8 or 10 
is then inserted through the top opening 55 of the bag and 
moved in a doWnWard direction as indicated by the arroW 60 
until the card rests completely on the bottom of the bag as 
shoWn in FIG. 17. The bag is preferably, but not necessarily 
sealed as an added precaution against the spilling acciden 
tally or otherWise of the specimen during the test. When the 
bottom of the card rests upon the bottom of the bag, the level 
of the ?uid sample Will then rise to approximately the level 
indicated by the arroW 61 in FIG. 17. The test card and bag 
assembly is then maintained in a vertical position and the 
test results may be read in 5-10 minutes. 

[0051] While it is preferable that the bag and card be 
maintained in a substantially vertical position during the 
test, it has been discovered that the card and bag may be 
positioned at 30-45° Without adversely affecting the test. 

[0052] As a modi?cation of the above described process, 
the drug test card 44 may be positioned at a 30-45 degree 
angle as shoWn in FIG. 18 to elevate the top portion of the 
test card. This ?gure illustrates the use of a block-like object 
at 62 against Which the test card 44 is inclined, but it is to 
be understood that any object available may be sued to give 
the desired inclined position. 

[0053] The specimen is then introduced drop-Wise to each 
immunoassay test strip such as by use of a pipette indicated 
at 63 in FIG. 18. This procedure is repeated until approxi 
mately 200 micro liters (about 5 to 7 drops) have been added 
to each channel or test strip. When a test card is used Which 
has additional test strips on the reverse side, the card is then 
turned over and the procedure repeated on the reverse side. 
The card is maintained at this supported angle until test 
results are evident Which are generally in 5-10 minutes. It is 
to be understood that While the use of a pipette is illustrated 
in FIG. 18, any other suitable or appropriate device for 
dispensing the ?uid specimen drop Wise onto each test strip 
may be employed. As illustrated in FIG. 18, the specimen is 
added to the sample receiving openings 51 at the bottom of 
the test card. 
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[0054] It is good laboratory practice for hospitals, clinics 
and other institutions or entities Which administer numerous 
drug tests to use quality control materials to ensure proper 
test performance. Quality control specimens of urine are 
commercially available and each such specimen usually 
measures 2.0 ml. Such a specimen may have only one 
analyte therein corresponding to a particular drug or as many 
as eight different analytes corresponding to eight different 
drugs of abuse. When these control materials are used, the 
same procedure is folloWed as described above for a loW 
volume drug abuse test. Preferably, quality control speci 
mens Which have analyte concentrations 25% greater than 
the cut-off level should be used. Generally, such quality 
control samples are positive in that they have therein at least 
one analyte corresponding to the drug or drugs to be tested. 
HoWever, negative control samples may be used in Which 
are clean in that there are no drug analytes present. This 
control sample is introduced into the bottom of the ?at 
container through the opening at the top. The drug test card 
is then inserted through the opening at the top of the 
container to the bottom of the container so as to contact the 
?uid sample therein. Should a test strip indicate the presence 
of a drug, this indication con?rms that the test strip is 
capable of detecting that drug Within an accepted range of 
the cut-off level. Essentially, the concentration of the drug is 
at a level higher than the cut-off level of the test strip. 

[0055] Each of the test strips 26-30 is a one-step immu 
noassay in Which a specially labeled drug, (drug conjugate) 
competes With drug Which may be present in the sample for 
the limited number of binding sites on an antibody. The test 
strip consists of a membrane strip onto Which a drug 
conjugate has been immobiliZed. A colloidal gold-antibody 
complex is dried at one end of the membrane. In the absence 
of any drug in the urine sample, the colloidal gold-antibody 
complex -moves With the urine sample by capillary action to 
contact the immobiliZed drug conjugate. An antibody-anti 
gen reaction occurs forming a visible line in the test area. 
The formation of a visible line in the test area occurs When 
the test is negative for the drug. Thus, a single test line 
indicates that the sample contains either no analyte or its 
presence is beloW the cut-off level. When a drug is present 
in the urine sample, the drug or its metabolite Will compete 
With the immobiliZed drug conjugate in the test area for the 
limited antibody sites on the colloidal gold-labeled antibody 
complex. If a suf?cient amount of drug is present, it Will ?ll 
all of the available binding sites, thus preventing attachment 
of the label antibody to the drug conjugate. An absence of a 
color line or band in the test area is indicative of a positive 
result. A control band or line comprised of a different 
antibody/antigen reaction is present on the membrane strip. 
The control line is not in?uenced by the presence or absence 
of drug in the urine and therefore should be present in all 
reactions. 

[0056] In summary, if a single band appears in the control 
Zone and no band appears in the test Zone then the results are 
“positive” Which indicates that that particular drug is present 
above a predetermined level Which is usually around 50 
ng/ml. If tWo color bands appear, one in the control region 
and the other in the test region then the test results are 
“negative” Which indicates that the level of that particular 
drug is beloW the predetermined detection of sensitivity. 

[0057] In the event that there are no distinct color bands 
visible in both the test Zone and the control Zone or if there 
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is a visible band in the test Zone but not in the control Zone, 
then the result is invalid and retesting of the specimen is 
recommended With another test card. 

[0058] The test card can also be used as a carrier or 
delivery system for a biological detection or monitor device 
by replacing the drug test strips With strips treated With 
suitable chemicals so as to be responsive to different and 
selected biological Warfare agents. The strips Would then 
function similarly to drug abuse strips to provide a visual 
indication of the presence in a predetermined quantity of a 
speci?c biological Warfare agent or the absence of such an 
agent. 

[0059] 
[0060] Thus it can be seen that the present invention 
discloses a novel and improved drug abuse test kit Which 
comprises a container for the ?uid specimen being tested 
and a multiple drug test card Which is inserted in the 
specimen Within the container and the visual results of the 
test are read on the test card through the Wall of the 
container. The test card thus comprises a number of indi 
vidual test strips of the immunoassay type and each strip is 
responsive or indicative to a particular drug of abuse. The 
test card may be made of plastic coated cardboard or thin 
sheets of plastic Which are laminated together. This drug 
abuse test kit enables one to obtain rapidly a visual, quali 
tative result Which is very advantageous for forensic pur 
poses but is not limited to such purposes. 

[0061] It Will be understood that this invention is suscep 
tible to modi?cation in order to adapt it to different usages 
and conditions, and accordingly, it is desired to comprehend 
such modi?cations Within this invention as may fall Within 
the scope of the appended claims. 

INDUSTRIAL APPLICABILITY 

In the claims: 
1. Atest kit for testing of ?uid samples for drugs of abuse 

comprising a container for retaining a ?uid sample to be 
tested and having a top portion With an opening therein, and 
a drug test card comprising a thin, ?at member having a 
rectangular outline and having front and rear surfaces and 
top and bottom ends shaped to be inserted bottom end ?rst 
in said top portion opening, there being one or more immu 
noassay test strips With visual endpoints to indicate presence 
or absence of a drug disposed side-by-side in parallel 
betWeen said front and rear surfaces of said ?at member, 
each test strip having a bottom end and a sample receiving 
portion disposed thereon and further having a test portion 
spaced longitudinally therefrom to indicate the presence or 
absence of a particular drug of abuse, at least the sample and 
test portions of each of said test strips being eXposed on a 
surface of the test card. 

2. Atest kit for testing of ?uid samples as claimed in claim 
1 Wherein said container has a shape conforming to the 
con?guration of the test card so as to provide a minimum of 
space to receive a sample When the container is occupied by 
a test card. 

3. A test kit for testing of ?uid sample as claimed in claim 
1 Wherein said front surface of said thin ?at member has a 
plurality of pairs of openings therein corresponding to one or 
more of the test strips and the openings of each pair spaced 
longitudinally to register With and eXpose the sample and 
test portions of each of said test strips. 

4. A test kit as claimed in claim 1 Wherein said container 
is one of opaque, translucent or transparent. 
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5. A test kit as claimed in claim 1 Wherein said container 
comprises a ?at envelope. 

6. Atest kit as claimed in claim 5 Wherein one end of said 
envelope has an opening therein. 

7. A test kit as claimed in claim 5 Wherein said envelope 
is made of a ?exible transparent material. 

8. A test kit as claimed in claim 5 Wherein said envelope 
has a rectangular shape to accommodate a test card therein. 

9. A test kit as claimed in claim 6 and further comprising 
means on the open end of said envelope for closing and 
opening. 

10. A test kit as claimed in claim 9 Wherein said closing 
means is recloseable. 

11. Atest kit as claimed in claim 5 Wherein said envelope 
has a bottom end opposed from said open end and shaped to 
accommodate a test card When the bottom end of the test 
card is positioned at the bottom end of said envelope such 
that said open end may be closed. 

12. A process for testing of a ?uid sample for drugs of 
abuse comprising the steps of introducing a ?uid sample to 
be tested in the bottom of a container through an opening at 
the top of the container, inserting a drug test card through the 
opening at the top of the container to the bottom of the 
container to contact the ?uid sample., said test card having 
one or more immunoassay test strips With visual endpoints 
to indicate presence or absence of a drug disposed side-by 
side in parallel thereon, each test strip having a bottom end 
and a sample receiving portion disposed thereon contacting 
the ?uid sample and further having a test portion spaced 
longitudinally therefrom to indicate the presence or absence 
of a particular drug of abuse, at least said sample receiving 
portion and said test portion being eXposed on a surface of 
the test card, and maintaining the container and card therein 
in a substantially vertical position until each visual endpoint 
on said test strips indicates presence or absence of a drug. 

13. Aprocess for testing as claimed in claim 12 Wherein 
a front surface of a test card has a plurality of pairs of 
openings therein corresponding to one or more of the test 
strips and the openings of each pair spaced longitudinally to 
register With and eXpose the sample and test portions of each 
of said test strips. 

14. Aprocess for testing as claimed in claim 12 Wherein 
said container has a shape conforming to the con?guration 
of the test card so as to provide a minimum of space to 
receive a sample When the container is occupied by a test 
card. 

15. Aprocess for testing as claimed in claim 12 Wherein 
said vertical position is not more than 60° from the vertical. 

16. Aprocess for testing as claimed in claim 12 Wherein 
the container and card therein are maintained at an angle of 
30-45°. 

17. Aprocess for testing as claimed in claim 12 Wherein 
said container is a ?at envelope having a con?guration to 
accommodate the test card such that a loW volume of sample 
is required to contact the sample receiving portion of a test 
strip. 

18. Aprocess for testing as claimed in claim 17 Wherein 
said envelope is of a transparent material. 

19. A process for testing as claimed in claim 17 and the 
step of closing an opening in the top of the envelope to 
enclose the test card therein. 

20. Aprocess for testing as claimed in claim 17 Wherein 
the quantity of a ?uid sample is about 0.5-3.0 ml. 
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21. Aprocess for testing a loW volume of a ?uid sample 
for drugs of abuse comprising the steps of positioning a drug 
test card at an angle of 30-45 °, said drug test card having one 
or more immunoassay test strips With visual endpoints to 
indicate presence or absence of a drug disposed side by side 
in parallel thereon and each test strip having a bottom end 
de?ning a sample receiving portion and further having a test 
portion spaced longitudinally therefrom to indicate the pres 
ence or absence of a particular drug of abuse, placing a ?uid 
sample to be tested directly on the sample receiving portion 
of an immunoassay test strip on the test card, and maintain 
ing the test card at the positioned angle until a visual 
endpoint on the test strip indicates presence or absence of a 
drug. 

22. Aprocess for testing a loW volume of a ?uid sample 
for drugs of abuse as claimed in claim 21 Wherein the test 
card has a plurality of immunoassay test strips thereon and 
a portion of the ?uid sample to be tested is placed directly 
on the sample portion of each of said immunoassay test 
strips. 

23. Aprocess for testing a loW volume of a ?uid sample 
for drugs of abuse as claimed in claim 21 Wherein the ?uid 
sample is placed on the sample portion of an immunoassay 
test strip by pipetting. 

24. A process for controlling the quality by ascertaining 
the activity of a test strip thereon utiliZing the process of 
claim 12 Wherein the sample comprises a control ?uid 
sample having therein an analyte corresponding to the drug 
to be tested at a concentration slightly greater than a pre 
determined cut-off level, indication of the presence of the 
drug con?rms that the test strip is capable of detecting that 
drug. 
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25. A process as claimed in claim 24 Wherein the drug is 
detected Within an acceptable range of the predetermined 
cut-off level. 

26. Aprocess as claimed in claim 24 Wherein the analyte 
concentration is up to 25% greater than the predetermined 
cut-off level. 

27. Aprocess for ascertaining the activity of a drug abuse 
test card having one or more immunoassay test strips With 

visual endpoints to indicate presence or absence of a drug 

disposed side-by-side in parallel on the test card and each 
test strip having a bottom and a sample receiving portion 
disposed thereon and further having a test portion spaced 
longitudinally therefrom With at least the sample receiving 
and test portions of a test strip being eXposed on a surface 

of the test card, introducing a control ?uid sample having 
therein an analyte corresponding to the drug to be tested at 
a concentration slightly greater than a predetermined cut-off 
level into the bottom of a ?at container having a con?gu 
ration to accommodate a test card therein, inserting a drug 
abuse test card into an opening in the top of the ?at container 
to the bottom of the container to contact the ?uid sample 
therein, and maintaining the container and test card therein 
in a substantially vertical position until the visual endpoint 
of a test strip indicates a presence or absence of a drug, 

indication of the presence of the drug con?rms that the test 
strip is capable of detecting that drug at that cut-off level. 


