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Master Agreement - E194 - 295 – 08 

Renewal 
 

Document Id: 295  Document Name: E194-714-1TMM  
Procurement Folder: 555  Procurement Type: IFB  
Original Effective Begin Date: 2/9/2006  Original Expiration Date: 1/31/2008  
Current Effective Date:  2/1/2008 Current Expiration Date: 1/31/2009
Document Description: Test, Pregnancy, Urine   

 
Contact Information  

 
Tina M. Mizelle  Phone: (804) 786-1603  
Email: tina.mizelle@dgs.virginia.gov  Fax:  (804) 786-5413 

 
Thresholds  

 
Minimum Order Amount: $100.00  Minimum Order Value: Yes  
Maximum Order Amount: $0.00  Maximum Order Value: No  
Not to Exceed Amount: $0.00  Not to Exceed: No  

 
Authorized Departments  

 
Department: A601 - Health, Dept. of and State Agencies/Local  
Spending Limit: $0.00   

 
Vendor  

 
Legal Name: Stanbio Laboratory  Vendor Contact Name: Customer Service  
Location Legal Name: same  Vendor Contact Email: stanbio@stanbio.com 
Vendor Contact Phone: (800) 531-5535  Vendor Type: Primary  
MA Number: E194 - 295   

 
Renewal Periods  

 
Line Number: 1  
Renewal Period Length: 1  Renewal Period Unit: Years  
Effective Date: 2/1/2008  Expiration Date: 1/31/2009  
Notification Days Prior to Expiration: 90   

Line Number: 2  
Renewal Period Length: 1  Renewal Period Unit: Years  
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Effective Date: 2/2/2008  Expiration Date: 2/1/2009  
Notification Days Prior to Expiration: 90   

 
Line Number: 3  
Renewal Period Length: 1  Renewal Period Unit: Years  
Effective Date: 2/2/2009  Expiration Date: 2/1/2010  
Notification Days Prior to Expiration: 90   

 
Terms And Conditions  

 
This Master Agreement shall include all General and Special Terms and Conditions Per 
the Original Invitation For Bids Document. 
 
Contract Term  
THE INITIAL TERM OF THIS CONTRACT WILL BE FOR TWO YEARS 
BEGINING APPROXIMATELY February 1, 2006 through January 31, 2008.  
 
Renewal of Contract  
This contract may be renewed by the Commonwealth upon written agreement of both 
parties for three (3) additional successive one year periods under the terms and conditions 
of the current contract, and at a reasonable time (approximately 90 day) prior to 
expiration.  
 
Price Changes (Price Escalation/De-escalation) 
Price adjustments may be permitted only for changes in the Contractor's cost of materials. 
Consumers Price Indices, Producers Price Indices or other appropriate indices will be 
used as a guide to determine price increases or decreases. No price increases will be 
authorized for 365 calendar days after the effective date of the contract. Price escalation 
may be permitted only at the end of this period and each 365 days thereafter and only 
where verified to the satisfaction of the purchasing office. However, "across the board" 
price decreases are subject to implementation at any time and shall be immediately 
conveyed to the Commonwealth. Contractor shall give not less than 30 days advance 
notice of any price increase to the purchasing office. Any approved price changes will be 
effective only at the beginning of the calendar month following the end of the full 30 day 
notification period. The Contractor shall document the amount and proposed effective 
date of any general change in the price of materials. Documentation shall be supplied 
with the Contractor's request for increase which will: (1) verify that the requested price
increase is general in scope and not applicable just to the Commonwealth of Virginia; and 
(2) verify the amount or percentage of increase which is being passed on to the 
Contractor by the Contractor's suppliers. The purchasing office will notify the using
agencies and Contractor in writing of the effective date of any increase which it approves. 
However, the Contractor shall fill all purchase orders received prior to the effective date 
of the price adjustment at the old contract prices. The Contractor is further advised that 
decreases which affect the cost of materials are required to be communicated 
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immediately to the purchasing office. 
 
 
Contract Cancellation  
The purchasing agency reserves the right to cancel and terminate any resulting contract, 
in part or in whole, without penalty, upon 60 days written notice to the Contractor. In the 
event the initial contract period is for more than 12 months, the resulting contract may be 
terminated by either party, without penalty, after the initial 12 months of the contract 
period upon 60 days written notice to the other party. Any contract cancellation notice 
shall not relieve the Contractor of the obligation to deliver and/or perform on all 
outstanding orders issued prior to the effective date of cancellation.  
 
Purchase Report  
The Contractor shall furnish the Division of Purchases and Supply reports of the total 
dollar volume of purchases made under this contract and the total number of each 
contract item ordered under this contract in accordance with the following schedule: 1. 
The first report shall include purchases made in the first six months of the contract. 2. For 
contracts of one year, the Contractor shall furnish a second report listing the purchases 
made in the first nine months of the contract. In addition, for contracts exceeding one 
year, the Contractor shall furnish reports at the end of each consecutive twelve month 
period and 90 calendar days prior to the expiration date of the contract. All reports shall 
be delivered to the Division of Purchases and Supply no later than 14 calendar days after 
the request has been made by the Division.  Reports shall be sent to the attention of the 
appropriate contract officer. Failure to submit this information in the required time may 
result in disqualification from bidding on the next solicitation for this contract. Each 
report shall be in two segments: (1) One to report the total dollar volume of purchases 
and the total number of each item ordered by State agencies, institutions and departments; 
(2) One to report the total dollar volume of purchases and number of each item ordered 
by all other Commonwealth public bodies (e.g. cities, towns, counties, schools and 
authorities, etc.), if authorized users of this contract 
 
Order Placement/Method  
To the maximum extent possible, purchase orders shall be submitted to the contractor via 
the Commonwealth of Virginia's electronic procurement system, also know as eVA, The 
orders will be governed by this agreement and the terms and conditions contained in the 
separate agreement for participation in eVA executed by the contractor. The 
Commonwealth requires Contractor(s) to accept orders via the eVA ordering system.  
 
 
Payment Terms/Options  
Contract Users pay by check, electronic funds transfer (ETF), or with the 
Commonwealth's authorized procurement card. Contractor should be able to accept the 
Commonwealth's card for invoices under $5,000 per transaction. The Commonwealth 
does not mandate the use of the charge card for invoices under $5,000. Using ETF via 
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eVA will generally get you a lower transaction cost and save you money compared to 
payment via the purchasing card. Standard payment terms are net 30 days from products 
delivery or properly executed invoice receipt, whichever is later.  
 
Minimum Order  
Orders will be F. O. B. delivery to ordering agency within the Commonwealth of 
Virginia. For orders of less then $100.00 the contractor will be permitted to add actual 
transportation cost (prepaid) to invoice for payment, or the agency may purchase such 
orders off contract from other sources. Partial shipments of less than minimum order 
value which are made at the option of the contractor shall be made F.O.B. Destination 
with no transportation chares added. If at the agency’s request shipments are below the 
minimum order value, the contractor may add actual transportation to invoice for 
payment.  
 
Return  
Exchange for credit may be accomplished by ordering agencies consistent with the 
contractor’s published return goods policy. A copy of bidder’s published return goods 
policy should accompany the bid. Failure to submit the policy may be cause for rejection 
of the bid.  
 
Dating  
All products bearing expiration dates shall be delivered with as long a shelf life as 
possible. Repeated incidence of delivery of short-dated products will be considered as 
grounds for default of contract. Any product received bearing less than a three month 
dating, without prior approval of ordering agency, may be returned at contractor’s 
expense for full credit.  
 
Quality Standards 
A. TESTS: All products covered by this invitation shall be manufactured or compounded, 
packaged and handled in accordance with the provisions of the current Federal Foods, 
Drug and Cosmetic Act regulations. Finished products shall conform, as a minimum, to 
applicable current USP/NF tests and standards set forth by the National Institute of 
Health, the U.S. Food and Drug Administration and any other applicable regulatory 
agency. Bidders shall have readily available evidence to support this claim. B. PACKING 
AND PACKAGING: All products covered herein shall be labeled in accordance with the 
Federal Foods, Drug and Cosmetic Act. Each test shall be individually packed. More that 
one test may be included in a box or package. Only standard commercial packages will 
be accepted and each unit (bottles, vial, ampule, tube, unit dose, etc.) shall bear the 
manufacture’s lot or control number and expiration date for dated products. C. 
SUBSTITUTION: The substitution of brand or manufacturer after award of contract is 
expressly prohibited unless previously approved in writing by the Division of Purchases 
and Supply. D. GUARANTEE: The bidder’s signature on this proposal is his guarantee 
that the methods used in the facilities used for the manufacture, processing, packaging, 
and holding of all products listed herein conform to are operated and administered in 
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conformity with current good manufacturing practice as required by Section 501 (a) (2) 
of the Federal Foods, Drug and Cosmetic Act. Bidder hereby agrees to indemnify and to 
hold harmless and free the Commonwealth of Virginia or any institution, agency, 
department, or division thereof or any of its officers, employees, or agents from and 
against any and all liability or damages imposed on it or them by reason of any defects in 
any of said products, which defects results from bidder’s or manufacturer’s negligence or 
by reason of his adulteration, misbranding, or mislabeling of said products, or by reason 
of patent infringement  E. RECALL: In submitting this bid, bidder expressly assumes full 
responsibility for prompt notification of any drug recall. F. SUITABILITY: The test must 
be capable of being performed by laboratory and non-laboratory (nurses aide, nurses, 
clinicians) personal in a clinic and/or lab environment. 
 
Training  
Upon request, successful bidder shall be required to conduct on site training classes in 
each of the 35 State Health Districts and/or other Contract user sites within 90 days of the 
contract award.  
 
Delivery  
All orders shall be shipped directly to the agency or department within 5 days after 
receipt of purchase order. Contractor shall communicate to the ordering agency by 
telephone any situation which will delay delivery beyond 10 days from receipt of order, 
indicating which items are back-ordered and when delivery will be completed. Repetitive 
back orders will not be tolerated; if notification is not received within 10 days from 
receipt of purchase order regarding completion of back orders within 30 days, the 
contract may be regarded as being in default. Two such defaults during the period of the 
contract may be cause for removal from the Commonwealth’s bidders list for those items 
or similar products the following contract year for drugs and cancellation of the items and 
award to other parties.  
 
Specifications  
A. The urine pregnancy test kit shall utilize the monoclonal and/or polyclonal antibody 
technology as the primary method of detecting HCG in the urine. B. The test shall have a 
sensitivity of 20 mIU/ml or greater for urine in accordance with the WHO 3rd I.S. C. 
There shall be no cross reactivity with the following hormone concentrations: LH at 500 
mIU/ml in accordance with WHO 2nd IRPHMG FSH at 1000 IU/ml in accordance with 
WHO 2nd IRPHMG TSH at 1000 mIU/ml in accordance with WHO 68/38 D. The test 
procedure shall be a one step method. "One step" is defined as placing the specimen in or 
on the testing device and being able to walk away. It shall not be necessary for the user to 
watch the reaction. After a time interval, the user shall return to read the test. The test 
shall be easy to read with a minimum on background color. Results shall be detectable 
within 4 minutes or sooner. E. The test kits shall be capable of being stored room 
temperature 59-86 f (15-30 c) with a minimum shelf life of at least 3months. Kit shall be 
able to be shipped at ambient Temperatures without changing their expiration dates.  F. 
The test must be FDA approved for marketing the U.S. The test must be classified as 
waived by the Clinical Laboratory Improvement Amendment of 1988 (CLIA ¿88) test 
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complexity listing for urine testing. G. The test shall be equally reliable when used for 
early pregnancy and family planning (6 week postpartum check-up). H. The kits shall 
have instructions in non-technical language with procedure illustrations. There should be 
example illustrations of positive, negative, and invalid or questionable results.  I. The kits 
shall contain all supplies necessary to perform the tests with the exception of specimen 
collection devices. J. Negative and positive controls shall be provided with each kit. 
These controls may be liquid controls or embedded with the test device. K The kit shall 
contain a minimum of 20 tests and no more than 40 tests. Each individual test kit shall be 
individually packaged.  L.. Kit failure, as indicated by the positive control being negative 
or failure of the sample to migrate properly, shall not be over 1% of the product shipped. 
M. Kit shall be standardized in accordance with WHO 3rd for Human Chorionic 
Gonadotropin (hcg). 
 

 
Commodity Information  

 
Line: 1  
Commodity: 19340  Commodity Specs:  
Description: Diagnostic Reagents And Tests 
(For Diseases, Pregnancy, Etc.): Cards, 
Slides, Spot Tests, Strips, Tablets, Etc., 
QuPID Pregnancy Test, Catalog 1220-025 
(see attachment for product information).

Extended Description: Test, Pregnancy, 
Urine One Step Method in Accordance with 
the Accompanying Specifications.  

  

Unit Price: $0.67000 each Box Price: $16.75/Box 
Catalog: 1220-025 Packing: 25 Tests Per Box 
Delivery: 10 days ARO  Free On Board Name: FOB Destination-

Freight Prepaid 
 

Line: 2  
Commodity: 19340  Commodity Specs:  
Description: Diagnostic Reagents And Tests 
(For Diseases, Pregnancy, Etc.): Cards, 
Slides, Spot Tests, Strips, Tablets, Etc., 
True 20 Pregnancy Test, Catalog 1430-
050 (see attachment for product 
information). 

Extended Description: Test, Pregnancy, 
Urine One Step Method in Accordance with 
the Accompanying Specifications.  

  

Unit Price: $0.58000 each Box Price: $29.00/Box  
Catalog: 1430-050 Packing: 50 Tests Per Box 
Delivery: 10 days ARO Free On Board Name: FOB Destination-

Freight Prepaid 
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Line: 3 
Commodity: 19340  Commodity Specs:  
Description: Diagnostic Reagents And Tests 
(For Diseases, Pregnancy, Etc.): Cards, 
Slides, Spot Tests, Strips, Tablets, Etc., 
Pregnancy Test Controls, Catalog 1225-
205 

Extended Description: Controls pregnancy, 
for above pregnancy test kits.  hCG Bi-
Level Urine Pregnancy Controls.  

   
Unit Price: $0.00000 each Box Price: $0.00/Kit 
Catalog:  1225-205 Packing: 2 vials/Kit at 5ml each vial 
Delivery:  10 days ARO   Free On Board Name: FOB Destination-

Freight Prepaid 
 
 
 
 



Attachment A

CE
Stanbio QuPID@

One-Step Pregnancy Test
Procedure No. 1220
CLiA Complexity: Waived

Intended Use: For the qualitative determination of human

chorionic gonadotropin (hCG) in urine to aid in the early

detection of pregnancy.

Summary and Prlnclple'"

Human ,horiOllic gOlladolropill (hCG) is a gt) 'oprOleill hormon, se-
creted hy .he d,veloping plae,ma shorlly aner f'rtiliza.ioll. Dming
normat pregnan,y. hCG can he dctecled as earl~ as " d.ys folio" ing
cOllception, donbling ever\,' 1.3 10 2 days. The deteelion of heG is an
e,"ellenl marker for confirming pregnancy.
HCG consists of an alpha and a bcta snb-nnil. The alpha snb-lInit is sh,"ed
by other glycoprotein honnones, e.g.. Inleinizing hormone (LH), follicle
stimulating honnoll' (FSH), and Ihyroid stimulatillg hormOIl' ITSH) The
beta sllb'lIlIils of these molecules differ and cmuer biolog,cal specificit\'
'0 cacho Thc S.allbio QnPlD' .est dctecls .he intact hCG molecule ill nrille.
The Stanbio QIIPID' lest is a qllalit,"ire immnnoassay for .he deleetion of
humall choliollie gouadotropin (hCG) ill mille. Th, lest miliw a ,ombi.
lIatioll of mOlloclollal aud polycloll.1 antibody r«'gen" '0
selectively d,.ec' ,Ievaled levels of hCG in llrine. Th, ass.y i, conducted
hy Ihc additioll of ulille 'pecimell imu .he sample well alld observiug for
Ihe forma,ioll of ,olored lines iu .h, resull area. The uriu, specim,"
migr'les via capillary action aloug 'he membraoe alld rcac" wi,h .he
aotibody.dye cO'lillgale Posit;,'e hCG specimcns react with .h, specific
antibody.hCG.colnred conjugate IInd form a colored line in Ihe Sp,cimen
Zon, (S) portioll of Ihe memh'"lte. Ab"n,e of Ihi, coloted linc snggests
a nega.ive re.ult. To serve as " pusilIVe procedural COlltrUI.a colored Itne
in .he Control Zoue IC, will alwa)'s "ppe'" regardless of 'he preseuce or
absellce of hCG.

Reagents
QuPID. One.Step P,egnancy Test, Ref. No. 1221
Sealed foil pouch comaillin.: O"e (1) Te" DC\ice. comprised of colored
d)'e coated wi,h polydollal ,,,"ibodics specific for hCG. immobilized
",,'ihodies ag',;"St hCG and mo"uclo"al anli-mnllse IgG "mibodi".
Precautlo",s: ",,,. I" 'ilm /)/"glw,rNc U."
Do no. "se be)'olld the expi""io" d'"e prillted 00 the kil or loil pou,h. Use
appropriate preca".ions for eollcctio". ha"dli"g. aud storagc or speci-
me"s. Do 110'remove .he Test Device from .he ponch n"til nceded

Reagent Storage and Stability: ""ch QnPID' lest i. stable ""lil the
expiratioll date on llic foil po"ch whe" stored a. mom tempera.ure
59-8""F (15..IOOC).Do Not Freezel
Material Provided

Q"PID" TeSt: Disposable Specimen Dmpp"

Materials Required But Not Provided
Specime" eollectio" comai"er: I"te,,'al Timer

Specimen Collection and Preparation'
The urine .pecimen mllSt be collected ill a dea". dry cOII'ai"er, eith"
plastic or glass. witho". 1>r"''''OIives. Specime"s collccted at any lime
may be IIsed. howC\ the first mornillg IIri"e ge"e"lIy comai"s the
highest concem"lion of hCG a"d is ,herefore Ihe moSi ""iluble. This test
is for nrll" oul)'. Do "O,"se 0" se""" or plasma ,pecimens. Dispose of all
llsed lest devices. dISposable droppers alld specime"s in sllitable
biohazardous waSie cOlllainers.

Sample Stability: If r'Slmg IS 10 be delayed more .ha" a few hom's. Ihe
"line can be s'ored 01 2-8'C for up '0 72 ho"rs or fmze" (-20"(') for .1
months, bu. IllI\st be bro"gh' '0 room tempemlnre prior '0 testi"g

loterferlng Substances: High hCG levcls may OcellI'in pali,n" ,,,ff,,ing
from ehoriollie epithdi,,,,,,. or hydalid mole. I" Ihe" cases. " f"lse POSitlle
may occllr. Excretion of hCG is often decreased ill e"", "terille preg cy.
'oxemia

of pregllancy or Ihre"lClled "bortioll. SlIch cire"msta"", eil" ) leld f"lso
lIegative resllll..

PotemialJ)' interferillg ,,,bstances were "dded to urille which had hCG
levels or 0 and 211mltlimL In ,,11'''''S. 110uuerf"en" wllh thc "pccted
resllits were observed

Aectaminophen ..
Acctoacctic Acid...

ACelylsal,cylic Acid
Ampicillill .......
Ascorbic Acid..

Atropine ..............
Be"wlecgonille ..
Bilirnbi"
Caffeine
Can"abidiol..
Ca""abillol
Ge"tisic

. .. 20 mg/dL

. 2000 mgldL

1.11 mg/dL

20 mg/dL
2(1 mg/dL

..20 mg/dL
.10 utg!dL

I mg/dL
20 mg/dL
10 mg/dL
10 mgldL

mgldL
gmldL

I mg/dL
20 mg/dL
20 mg/dL

Hemoglobill

lIric

Homologo"s Hormones:
hTSH 1000 IriU/mL
hLH 500 mllJ/mL
hFSH !IIOt) mlUlmL
HMG

Test Procedure

, WHO 68/38
, WIIO 2ud IRP HMG
. WHO 2"d IRP

ri
~

Note: Several te,'s mllY hc mn UIa time A new I \,
.

-
dISposable dropper lillIS' be osed for each \ C'\ '.
,pccimen. '\'0
l. Bring nnne 'pecimen to room tempem'ure before \ 'i~llse ,..

Remo,e the test de,ice rwm ,he protect.!l'e po"ch ~
and place II 011" n"t surf"ce. Label Ihe device wlllt
patient or ,ontrol idelllificatiolls
Holding ,he disposable dropper verticall". dispellse 2 FULL
DROPS lal'pro,imately 0.1211 mL) of 'p",men inlo 'he ronnd
sample well. (see illus.ration)

4. Read resnll al 3 MINUTES.

Quality Control

A positive procedo",1 eootrol (Cootrol Zone "C") is boilt m'o ,he QoPID'
test device. Thi, cOlllml lille will ah.ays "ppe"r if the .es. i, performed
,o",celly aod if .he dcvice is workillg properl,'. Ao abse'"e of Ihis cotllrol
lille indieates incorrect procednre or dete,iomtion of reagents. The ab-
sence of interferillg background is a lIegative procedoral con'rol. If
backgro"nd color 'ppcars in thc result are. which interferes with .hc
abilit)' to read 'he tes' resnlts. the resnlt mn)' be inv"lid

If Ihe cO'1I1'01lille fails '0 appear with. repeal assa', do no. report pa.ien.
resilit. Contact Stanbio Technical Service: 1.800.531.5635,
(830) 249-0772 or Fax (830) 249.0851.

External Quality Control

Good Laborato,)' Practice recommeods .he nse of "ternal controls '0
'ISsnre that Ihe r..gen" and assay arc performing C"rreClI). 1'01' this
pnrpose. wc rec"mmelld Ihe Snmbio Bi-le.'cl hCG Urine Cootrol,. Cat
No. 1225-205 CAUTION: Water (dcio,"zed, distilled or .'1') shoilid NOT
be llsod as a negalh'e conlrol. Normal physiological nrioe coo.ain, .hc
proper amonn" of electrolytes and protei "' oceded '0 prodnce Ihe correc'
resnlt. "sternal con'rols should bc tested wilh each new 101 or shipmeo,
of test materials once for each test ki,. or as othem iso reqoired by yonr
labo,,"ory's stalldatd GLP quali.)' c01ll1'01procednres.

Process ,he controls 'IS )'011wonld a patielll specimen. A posllil'e resnl, is
indicated b)' Ihe oppea"'oce of a colored Ime in the Specimen ZOne (5).
along witlt a colored line a' Ihe COlllrol ZOlle 'C) in .he resnlt area. A
lIegative re,nlt i, indicnted b)' thc nppeamnce of 1IIIil a colored lille nl the
COlltrol ZOlle rC) m .he resilit area.

Results
Negative Results: Thclestis lIegUli,eifonlya lineappea" ar .heControl
Zone IC) io the re,olt nrea.

ri'"/

...~

"'''''

i .
I [

\ ;i",
\@'

Negative Result

Po,llIve Resn"" The test is po,itive ,I' Iwo (21 colored lilies appear. One (I)

colored hne will appear aI.he Specimeo ZOIlC (S) and one (I) nl the Conlrol

Zooe «("). The nppeamllCc of all)' pink '0 red colored lille in .lte Specimen
Zone (S) aloog with a Itlle io Ihe Contl'Ol Zon' IC) shonld be coosidered

posili\'e. Intensity of colored lines i, 00' an iodication of 'he eonccn'",tion

of hCG ill 'he sample

Positive Result

Invalid Results: The tes. is invalid if no line appears a..he COII.rol Zone
,C) evell if a colored line "ppca" UIIhe Specimen ZOnc (5)
In Ihi, ellse. Ihe test shonld be repeated.

~(\~.

I '--
\ .~{),'.',

Invalid Results

Limitations4,U7

A specimen wllh a low Iml of hCG n",\,' show color developmen. over '"ne.

The contents of .his kit 0'< for us, in the qualitative deteetion or hCG
A nnmbcl' of ,0ndill,HIS (see Interfering Snbstances "etion) o,her ,hao
I,regnan,v. inclndiog trophobla'Ii' disease aod cerlain non-trophoblastic
ncoplasms. canse el" ated I,,'els of hCG These diagnoses shonld bc
confilmed b, otlter test IIIClhods.

Nnl'mal pregnancy can no' be distiog"ished fl'Om all e<l°pIC pregllllllC)'
based 011 hCG levels "lone. Spontaneo", miscarriage may also ""..e
cOllfnsioll ill illterpretillg "ssa)' resllits.
Specimen, from patienls nho ha,e received prepamliolls of mouse mOllo,
clollal al1libodics for diagllosis or 'hemp, nUl)' eOll.uill hnmall al1li-mo""
antibodies (I1.AMA) These specimell' m,y demoll""te eitber false posi-
th'e or f,lse nega'ivc reslll" wheo tested" ith assa)'s which employ
IlIOllse n.onoclollal al1libodles.

HCG Imls may remailldetectableforso ulwcek.an.. ,,"rmal debv.
e",', delhe", by c""arcall seetioll. SpOl1lalleO"Sabol1ioll.
tberapell.ic abor.ion or hCG il(iecliolls

Po,ilive re,"lts from carl)' pregllancy may I,IIer prove IIcgative dlle to
lIa'nmltermination of 'he p'"gnancy. Thi, i, eslimated '0 oecnr ill 22% of
,linically llIIrecogni"d pr'gnall'ics 'lid)' I% of pregnancies omall. A
faint colored lille ill .he Specimen Zone rndicales a positi"e result, hon-
e\'C!'. .he resnlt shollid be interprcled in Ihe COlltextof possible clinieal Ot
physiological conditions canse slighll, cI"'ted hCG lelCk If sneh con.
diliolls exist or are snspected. i. i, good li,bonrlo",' praetice '0 rcsumple
and lest 48.72 hOIl" lalcr.

If a lllIIte sped men is '00 dilute (i.e. low specific g,avit)') i. may' 110'
eOl1laillrepresenta.i"e level. of hCG. If pregnalley is still ,nspected. a fors'
l1Iolllillg urine .honld be ob'uillcd 48-72 honrs laler alld retested
As with all pregnalley tests, .he final di'gnosis shoilid be based 011 a
correlation of test resilits with typical clinical signs and symploms.

Expected Values'
Hcalth) mell and lIoll-pregllant women do not have hCG lesels dctectable
b,' .he S.unbio QIIPID' Test. III IIormal preg'''''')'. I"els of 20 mIV/mL
hCG call be reaehcd 2 10 J day' before ,he nrsl missed nlOIIstmal period
HCG levels p,uk uboul 8 week, nner Ihe last mCIIstmul period alld Ihell
decline '0 lo"cr \'alues durillg .he remainder of .he pregnallc)'. Followillg
deb..ery. bCG le..els mpidly decrease and nSllally relnlll 10 lIonnal wit bill
dav, after partlllilloll
Performance Characteristics

Accuracy by Comparison: A stnd)' "as pcrformed II,illg" ,o'al of (150)
posi.ive and (I'") neguthe IIrille specimells. These specimells "ere "s'
,uyed wi.h ,Ire Slullbio QIIpJI)' Test alld the Abboll Te!!Pac.'" Pills IIrine
test m"rdillg 10 Iheir packag, ""erls. ulld YlOldedIh, followrng 'esol".

Abboll TestPad'" Pins
(+) (-)

Slallbio QuPID" (+) 150 II S"..i"v;\'\' .99".
H II 1511 ",,',ifi,i.v, '99.'.

The aceu,aey stlldy was also performed by de"rmira~gU'~rr 'IniI1t;r.\,e
recovery of kno" n amonllts of hCG udded to a oega.i,e nrine pool.

Cone. hCG

AddedlmlU/mLi ~ ~
0 Negative Negalhc

211 Posi.i.., I'ositive
511 Positive Positive
1011 Posi.i..e PosItive

SpecificIty: A stndy' was performcd IIsillg positive 'lid lIegative nrine
spcdmells spiked with 500 mlU/m!.. hUf. 1000 I,IU/ilil. hTSlI, and 10110
mlUlmL hFSH. No "osHeaeti..ity 'II''' ohserved.
Standardization: The Stallbio QIIPID' Pregnao,y Te!! is standa,'diIed ill
accordance "i.h the WHO 3rd I.S. for hnman chorionic gOlladonopin.

Clinical Stlldles: An ,,'ahmtion of .he Q"PID' lest was condllcled u.
three elilli" usillg patient samples. Testillg "'IS performed b, clinic
personllcl with di,crse edn,ational b,,,.gronnds alld work experiell".
The resllits obtailled at each ,ilO had 11111%agreClocrU \'Vi.h thc expected
re'nlts.

Precision: Wilhin "", preci'ioll wus determilled b)' lI,ing 12 replicate'
of .hree sp""lIell' cOlllaillillg II. 211alld 1110m)UI",L of hCG The negat"'e
and positive .'alues were correelly identified '011% of .he time. Betw,,"
nm precision was detennined by II.ing .be same three .pecimens, II. 211
and 11111mlUlmL of hCG. ill II different a"m. nsing .hree differelll 10"
of lOst dc, ices OlCr " 'WO (2) mOlllh perind. Agaill. .h, neguti,e ulld
I'osit"'e vailles were corrcelly idelltified 100% of .hc ,inte.
Sensitivity: The Staobio QnPID' Tcst 'Or PreglCmC)detccts hCG
cOllcelll'",,,"" of 20 mltllmL alld greater ill urille specimclls III
aceordUllcewi'h 'Ite WHO 31'd1.5. Spccimells eontaillillg high 1e1C1,of hCG
(1,1100,1111"mlli/mL) when tesled consistenlly ga"e posili,c re,,,I,,
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Attachrrent B

Stanbio True@20
One-Step Pregnancy Test
Procedure No. 1430

A Qualitative Immunoassay for the Detection of Human
Chorionic Gonadotropin (hCG) in Urine,

Summary and Principle 1,'
Human chorionic gonadotropin (hCG) is a glycoprotein hormone
secreted by the developing placenta shortly after fertihzation. During
normal pregnancy, hCG can be detected as early as 6 days following
conception, doubling every 1.J to 2 days. The detection of hCG is an
excellent marker for confirming pregnancy.

HCG consists of an alpha and a beta sub-unit. The alpha sub-unit is
shared by other glycoprotein honnones, e.g., luteinizing honnone (LH),
follicle stimnlating honnone (FSH), and thyroid stimulating hormone
(TSH). The beta sub-units of these molecules differ and confer biological
specificity to each. The Stanbio True" 20 hCG test detects the intact hCG
molecule in urine.

The Stanbio True" 20 hCG test is a qualitative immunoassay for the
detection of human chorionic gonadotropin (hCG) in urine. The test
utilizes a combination of monoclonal and polyclonal antibody reagents
to selectively detect elevated levels of hCG. The assay is conducted by the
addition of specimen into the sample well and observing for the fonna-
tion of colored lines in the result area. The specimen migrates via
capillary action along the membrane and reacts with the antibody-dye
conjugate. Positive hCG specimens react with the specific antibody-
hCG-colored conjugate and form a colored line in the Test Zone (T)
portion of the membrane. Absence of this colored line suggests a nega-
tive result. To serve as a positive procedural control, a colored line in the
Control Zone (C) will always appear regardless of the presence or
absence of hCG.

Reagents
True" 20 Urine hCG Test Device

Sealed foil pouch containing: One (I) Test Device, comprised of colored
dye coated with polyclonal antibodies specific for hCG, immobilized
antibodies against hCG and monoclonal anti-mouse IgG antibodies.

Precautions: For In Vitro Diagnostic Use.
Do not use beyond the expiration date printed on the kIt or foil pouch.
Use appropriate precautions for collection, handling, and storage of
specimens. Do not remove the Test Device from the pouch until needed.

Reagent Storage and Stability: Each True' 20 hCG test is stable until
the expiration date on the foil pouch when stored at room temperature
59-86"F (15-30"C).
Do Not Freezel

Material Provided
True" 20 hCG Test Device: Disposable Specimen Dropper

Materials Required But Not Provided
Specimen collection cnntainer; Interval Timer

Specimen Collection and Preparation'
Urine specimens must be collected in a clean, dry container, either plastic
or glass, without preservatives. Specimens collected at any time may be
used, however, the first morning urine generally contains the higbest
concentration of hCG and is therefore the most soitable. If testing is to be

delayed more than a few hours, the urine can be stored at 2-8"C for up to
72 hours or ITozen (-20"C) for 3 months, but must be brought to room
temperature prior to testing. Do not use serum!

Interfering Substances; High urine hCG levels may occur in patients
suffering from chorionic epithelioma or hydatid mole. In these cases a
false positive may occur. Excretion of hCG is often decreased in extra
uterine pregnancy, toxemia of pregnancy or threatened abortion. Such
circumstances can yield false negative results.

CE
Potentially interfering substances were added to urine which had hCG
levels of 0 and 20 mIU/mL. In all cases, no interference with the expected
results were observed.

Acetaminophen ..
Acetylsalicylic
Ampicillin .....
Ascorbic Acid

Atropine...............
Benzolecgonine

Gentisic Acid
Glucose .........
Hemoglobin.
Tetracycline ..
Uric Acid

Homologous Hormones:
hTSH I000 ~1U/mL
hLH 500 mlU/mL
hFSH 1000 mlU/mL

. WHO 68/38. WHO 2nd IRP HMG. WHO 2nd IRP HMG

Test Procedure

Note: Severaltests maybe run at a time. A new
disposabledropper must be used for each specimen.

2.

Bring specimen to room temperature before
use.

Remove the test device from the protective pouch
and place it on a flat surface. Label the device with
patient or control identifications.

Holding the disposable dropper vertically, dispense 2
DROPS (approximately 0.12 roL) of wine into the
round sample well (see illustration).

3.

4. Read at 3 MINUTES.

. 20 mg/dL
20 mg/dL
20 mg/dL
20 mg/dL

.. 20 mg/dL
10 mg/dL
20 mg/dL
10 mg/dL
10 mg/dL
20 mg/dL

gm/dL
mg/dL

. 20 mg/dL
20 mg/dL

Quality Control

A positive procedural control (Control Zene "C") is built into the True"
20 hCG test device. This control hne will always appear If the test is

perfonned correctly and if the device is wocking properly. An absence of
this control line indicates incorrect procedure or deterioration of re-
agents. The absence of interfering background is a negative procedural
control. If background color appears in the result area which interferes
wIth the abihty to read the test results, the result may be invahd.

If the control hne fails to appear with a repeat assay, do not report patient
result. Contact Stanbio Technical Service; 1-800-531-5535,
(830) 249-0772 or Fax (830) 249-0851,

External Quality Control
Good Laboratory Practice recommends the use of external controls to
assure that the reagents and assay are performing correctly. For this
purpose, we recommend the Stanbio Bi-level hCG Urine Controls, Cal.
No. 1225-205. CAUTION: Water (deionized, distilled or tap) should NOT
be used as a negative control. Nonnal physiological specimens contain
the proper amounts of electrolytes and proteins needed to produce the
correct result. External controls should be tested with each new lot or

shipment of test materials once for each test kit, and as otherwise
required by your laboratory's standard GLP quality control procedures.

Process the controls as you would a patient specimen. A positive result
is indicated by the appearance of a colored line in the Test Zone (T), along
with a colored line at the Control Zone (C) in the result area. A negative
result is indicated by the appearance of JlJlb: a colored line at the Control
Zone (C) in the result area.

Results
Negative Results: The test ISnegativeif only a line appears

~.

a the ControlZene (C) in the result area.

cO

Negative Result TO

.~'

Positive Results; The test is positive if two (2) colored lines
appear. One (I) colored line will appear at the Test Zone (T)
and one (I) at the Control Zene (C). Weak positive results
may sliow a lighter colored hne 111the Test Zene than the
Control Zone. cR

TCJ
.~""

@
Positive Result

Invalid Results; The test is invalid if no hne appears at the Control Zone
(C) even if a colored line appears at the Test Zene (T).

'".;,-,~~,-""~ ~ ~
Invalid Results

Limitations"5.5,,

A specimen with a low level hCG may show color development over time.
The contents of this kit are for use in the qualitative detection of hCG.
A number of conditiOlIS (see Interfering Substances section) other than
pregnancy, including trophoblastic disease and cenain non-trophoblastic
neoplasms, cause elevated levels of hCG. These diagnoses should be
considered if appropriate to clinical evidence.
Normal pregnancy cannot be distingnished from an ectopic pregnancy
based on hCG levels alone. Spontaneous miscarriage may also cause
confusion in interpreting assay results.
Specimens from patients who have received preparations of mouse
monoclonal antibodies for diagnosis or therapy may contain hnman anti-
mouse antibodies (HAMA). These specimens may demonstrate either
false positive or false negative resnlts when tested with assays which
employ mouse monoclonal antibodies.
HCG levels may remain detectable for several weeks after nonnal deliv-
ery, delIvery by caesarean section, spontaneous abortion, therapeutic
abortion or hCG injections.
Do not use test devices which have become wet or which have been left
out of the foit ponch for more than 24 hours.
Positive results from early pregnancy may later prove negative due to
natural tennination of the pregnancy. This is estimated to occnr in 22% of
clinically unrecognized pregnancies and 31% of pregnancies overall. It is
therefore recommended when using a sensitive hCG assay such as the
True' 20 hCG test, that weak positive results be re-tested 48-72 hours later.

If a urine specimen is too dilute (i.e. low specific gravity) it may not
contain representative levels of hCG. If pregnancy is still suspected, a first
morning urine shonld be obtained 48-72 hours later and retested.
As with all pregnancy tests, the final diagnosis should be based on a
correlation of test results with typical clinical signs and symptoms.

Expected Values'
Healthy men and non-pregnant women do not have hCG levels detectable
by the Stanbio True' 20 hCG Test. In nonnal pregnancy, levels of20 mlUI
mL hCG can be reached 2 to 3 days before the first missed menstrual
period. HCG levels peak about 8 weeks after the last menstrual period and
then decline to lower valnes during the remainder of the pregnancy.
Following delivery, hCG levels rapidly decrease and usually return to
normal within days after parturition.

Performance Characteristics

Accuracy by Comparison; A study was perfonned using a total of (150)
positive and (150) negative urine specnnens. These specimens were
assayed with the True" 20 Plus hCG Test and the Abbetl TestPack'" Plus
urine test according to their package inserts, and yielded the following
results: Abbotl TestPack'" Plus

(+) (-)
ISO 0
0 150

Stanbio True' 20 hCG Test (+)
(-)

The accuracy study was also perfonned by determining the
qualitative recove'Y of known amounts of hCG added to negative
urine pools. Cone, hCG

Added ImIUlmL\ Exoected Observed
0 Negative Negative

20 Positive Positive
50 Positive Positive
100 Positive Positive

Specificity; A study was perfonned nsing positive and negative urine
specimens spiked with 500 mIUlmL hLH, lOOt) ~IU/mL hTSH, and 1000
mlUImL hFSH. No cross-reactivity was observed.
Standardization: The True' 20 hCG Test is standardized in accordancewith the
WHO 3rd l.S. for hmnan chorionic gonadotropin.
Clinical Studies: An evaluation of the True' 20 hCG test was conducted
at four clinics using patient nrine samples. Testing was performed by
clinic personnel with diverse educational backgrounds and work expe-
rience. The results obtained at each site had 100% agreement with the
expected results.
Precision; Within run precision was detennined by using 12 replicates
of four specimens containing 0, 20, 50, and 100 mI\!ImL of hCG. The
negative and positive values were correctly identified 100% of the time.
Between run precision was detennined by using the same four speci-
mens containing 0, 20, 50, and 100 mlU/mL of hCG, in II different
assays, using three different lots of test devices. Again, the negative and
positive values were correctly
identified 100% of the time.

Sensitivity; The Stanbio True" 20 hCG Test for Pregnancy detects hCG
concentrations of 20 mlUImL and greater in urine specimens in accordance
with the WHO 1rd l.S. Specimens containing high levels of hCG (1,000,000
mIU/mL), when tested, consistently gave positive results.

Urine Pool
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Attachment C

(E
Stanbio
bCG Bi-Level
Control Set,
Procedure No. 1225
For Use as hCG Pregnancy Controls in
Qualitative Urine hCG Pregnancy Procedures

Summary and Principle
Controls, when assayed with actual specimens, help a laboratory evaluate
whether a given procedure is perfonning with acceptable accuracy and
precision.

Stanbio's hCG Bi-Level Urine Control Set contains one positive control and
one negative control (No detectable hCG) prepared in human urine with
added preservatives and stabilizers.

Reagents
PositivehCG UrineControlIRedCan) Ref No 1222
@ 250 mIU/mLhCG in urinewith addedpreservatives.

Ne..ative hCG Urine Control (Green Can) Ref No 1223
Urine containing no detectable level of hCG with added preservatives.

Precautions: For In Vitro Diagnostic Use.

Reagent Preparation: HCG Bi-Level Urine Controls are supplied ready-
to-use.

Reagent Storage and Stability: hCG Bi-Level Urine Controls are stable
until expiration dates on respective labels when properly stored at 2-30°C.
Once opened, controls are stable for 90 days when properly stored at 2-
30°C and kept tightly capped after each use.

DO NOT USE IF CONTAMINATION IS EVIDENT.

Procedure
I. Remove hCG Bi-Level Urine Control Set from storage and allow to

reach room temperature prior to use.
2. Follow the test procedure located in manufacturer's package insert for

perfonning each test.
DO NOT MIX CAPS FROM DIFFERENT VIALS!

3. After use, replace cap tightly on control vial and return to test box for
storage.

Results
The hCG Bi-Level Urine Controls are quantitated by an EIA hCG assay and
tested against each of Stanbio's hCG immunoassay products. See appro-
priate package insert for interpretation of test results.

For Technical Service call:
(800) 531-5535
(830) 249-0772
http://www.stanbio.com
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Stanbio Laboratory
1261 North Main Street
Boerne, Texas 78006

DN: RBR.1225CE.00
Last Revision: 02/04
Procedure No. 1225
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Stanbio
bCG Bi-Level
Control Set,
Procedure No. 1225

(E
For Use as hCG Pregnancy Controls in
Qualitative Urine hCG Pregnancy Procedures

Summary and Principle
Controls, when assayed with actual specimens, help a laboratory evaluate
whether a given procedure is perfonning with acceptable accuracy and
precision.

Stanbio's hCG Bi-Level Urine Control Set contains one positive control and
one negative control (No detectable hCG) prepared in human urine with
added preservatives and stabilizers.

Reagents
PositivehCG UrineControl (RedCan) Ref No 1222
@ 250 miU/mLhCG in urinewith addedpreservatives.

Ne..ative hCG Urine Control (Green Can). Ref No. 1223
Urine containing no detectable level of hCG with added preservatives.

Precautions: For In Vitro Diagnostic Use.

Reagent Preparation: HCG Bi-Level Urine Controls are supplied ready-
to-use.

Reagent Storage and Stability: HCG Bi-Level Uriue Controls are stable
until expiration dates on respective labels when properly stored at 2-30°C.
Once opened, controls are stable for 90 days when properly stored at 2-
30°C and kept tightly capped after each use.

DO NOT USE IF CONTAMINATION IS EVIDENT.

Procedure
I. Remove hCG Bi-Level Urine Control Set from storage and allow to

reach room temperature prior to use.
2. Follow the test procedure located in manufacturer's package insert for

perfonning each test.
DO NOT MIX CAPS FROM DIFFERENT VIALS!

3. After use, replace cap tightly on control vial and return to test box for
storage.

Results
The hCG Bi-Level Urine Controls are quantitated by an EIA hCG assay and
tested against each of Stanbio's hCG immunoassay products. See appro-
priate package insert for interpretation of test results.

For Technical Service call:
(800) 531-5535
(830) 249-0772
http://www.stanbio.com
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ON: RBR.I225CE.00
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For Use as hCG Pregnancy Controls in
Qualitative Urine hCG Pregnancy Procedures

Summary and Principle
Controls, when assayed with actual specimens, help a laboratory evaluate
whether a given procedure is perfonning with acceptable accuracy and
precision.

Stanbio's hCG Bi-Level Urine Control Set contains one positive control and
one negative control (No detectable hCG) prepared in human urine with
added preservatives and stabilizers.

Reagents
PositivehCG UrineControl (RedCan). Ref No 1222
@ 250 mlU/mLhCG in urinewith addedpreservatives.

Ne..ative hCG Urine Control (Green Can) Ref No 1223
Urine containing no detectable level of hCG with added preservatives.

Precautions: For In Vitro Diagnostic Use.

Reagent Preparation: HCG Bi-Level Urine Controls are supplied ready-
to-use.

Reagent Storage and Stability: HCG Bi-Level Urine Controls are stable
until expiration dates on respective labels when properly stored at 2-30°C.
Once opened, controls are stable for 90 days when properly stored at 2-30
and kept tightly capped after each use.

DO NOT USE IF CONTAMINATION IS EVIDENT.

Procedure
1. Remove hCG Bi-Level Urine Control Set from storage and allow to

reach room temperature prior to use.
2. Follow the test procedure located in manufacturer's package insert for

performing each test.
DO NOT MIX CAPS FROM DIFFERENT VIALS!

3. After use, replace cap tightly on control vial and return to test box for
storage.

Results
The hCG Bi-Level Urine Controls are quantitated by an EIA hCG assay and
tested against each of Stanbio's hCG immunoassay products. See appro-
priate package insert for interpretation of test results.

For Technical Service call:
(800) 531-5535
(830) 249-0772
http://www.stanbio.com
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