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Submitter name, Address, and Contact 

tin-Zhi International, hc. 
2391 Zanker Road, Suite 340 
San Jose, CA 95 f 3 1 
Phone: (408) 944-0360 
Fax: (408) 944-0359 

Contact: Chiu Chin Ckng, PkD. 
w, R&D 

Calibrators, Drag Specific; 
Class 11, DLJ (91 Toxicology), 21 CFR 862.3200 
Cannabinoid Cdibmtors 
NUne 

Drug Specific Cmtrul Materials; 
Class I, LAS (91 Toxicology), 22 CFR 862.3280 
Cannabinoid ControIs 
None 

Uy Marketed Predicate Deviee(s) 
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Device Description 

AI1 of the Cannabinoid ine DAU Calibrators am Controls are human urine-based liquid, 
and rea& to use. These Calibrators and Controls do not have any especially unique technical 
characteristics. They each contain a known concentration of 1 1 -~u~-~'-~HC-9-Carboxylic 
Acid, 

All of the Cannabinoid Urine DAU Calibrators and Controls are prepared by spiking h o r n  
concentrations of 1 I - n o r - d g - T H c - ~ - ~ ~ b o x ~ ~ i ~  Acid into the Negative DAU Calibrator, 
which is a processed, drug-free human wine-based matrix. The nominal concentrations uf the 
ana3yte in the calibrators and controls are determined and confirmed by GCIRAS. 

Intended Use 

The Cannabinoid Urine DAU CafibatOrs are intended for in vitro diagnostic use for the 
calibration of the Cannabinoid Enzyme Immmomsay to detect cmabinuids (I") in 
human urine, 

The Cannabinoid Urine DAU Controls are intended for in vitro diagnostic LEE for the 
validation of the Cannabinoid Enzymt: Zmmunoassay to dctect mnnabinoids (THC) in fiuman 
urine. 

LZI's Cannabinoid Urine DAU Calibrators and Con&& are similar in intended me, matrix, 
and performance to the DRT's A ~ - C ~ ~ i ~ o i d  (THC) Urine Cdibraturs and Controls. 

Similarities: 

Both are for the calibration and validation of Cannabinoid Enzyme ~~~~o~~~ to 
detect cannabinoids (TflC) in h m n  urine. 
The cutoff c u n ~ ~ ~ a t i o ~ ~ s ~  for &e analyte are &e same, which include the cutoff of 50 
ng/mL per recommenhtion of Tfie Substance Abuse; and Mental Health Services 
Administration ( S M S A )  for the initiat screening test of camabinoids (THC) abuse. 
The nominal concentrations of the armiyte in the calibmiors and c o ~ d s  are determined 
and confirmed by GCMS. 

~~~~~~ condition is the same> at 2°C to 8°C. 
Performance chamcteris~cs on precision, muracy and stability are similar. 

0th are urine-based liquids. 



Comparison to Predicate Device (continued) 

Negative Calibrator. the Negative Calibrator are 

Characteris tics 

Conclusion 

DWs A 9 - ~ ~ n ~ ~ b ~ ~ o ~ ~  Ln’s Cannabkoid Urine I 
(THC) Urine 

Cafibraters and Centre& 
DAU CaEimttm and Coshls 

The information provided in the premarket notification demonstrates that the LZI’s 
Cmablnoid Urine Drugs of Abuse Cdibmturs and Controls are substantially equivalent tu 
previously approved predicate devices, notably the DIU’S A g ~ ~ a ~ ~ n o ~ d  (THC) Urine 
Ca’tibraturs and Controls, and safe and effective €or its intended use. 

No. of Calibrators 5 levels including the A total of9 levels including 

EWZtilable, 
No‘ of Controls 2 levels of controls for each 

Cu&&faSSZly. 
Concentration of 0,20740,50, BO, 75, IOU, O,10,20, 30,37,5,50,62.5, 
Analyte 125, and 200 nglmL 75,100,325,150, and200 

4 levels of controIs available 

L I ngimL 
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

____ 

Food and Drug Administration 
2098 Gaither Road 
Rockville MD 20850 

JUM 1 is 2002 
Chiu Chin Chang, Ph.D. 
VP, R&D 
Lin-Zhi International, Inc. 
2391 Zanker Road, Suite 340 
San Jose, CA 95 13 1 

Re: k021449 
Trade/Device Name: Cannabinoid Urine Drugs of Abuse Calibrators and Controls 
Regulation Number: 21 CFR 862.3200 
Regulation Name: Clinical Toxicology Calibrator 
Regulatory Class: Class I1 
Product Code: DLJ 
Dated: April 29,2002 
Received: May 6,2002 

Dear Dr. Chang: 

We have reviewed your Section 5 1 O(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28,’1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act. The 
general controls provisions of the Act include requirements for annual registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. ~. - 

If your device is classified (see above) into either class I1 (Special Controls) or class I11 (PMA), it 
may be subject to such additional controls. Existing major regulations affecting your device can 
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898.. In addition, FDA may 
publish further announcements concerning your device in the Federal Register. 

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean 
that FDA has made a determination that your device complies with other requirements of the Act 
or any Federal statutes and regulations administered by other Federal agencies. You must 
comply with all the Act’s requirements, including, but.not limited to: registration and listing (21 
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set 
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic 
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050. 
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This letter will allow you to begin marketing your device as described in your 5 1 0 0  premarket 
notification. The FDA finding of substantial equivalenqe of your device to a legally marketed 
predicate device results in a classification for your device and thus, permits your device to 
proceed to the market. 

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and. 
additionally 809.10 for in vitro diagnostic devices), please contact the Office of Compliance at 
(30 1) 594-4588. Additionally, for questions on the promotion and advertising of your device, 
please contact the Office of Compliance at (301) 594-4639. ALSO, please note the regulation 
entitled, "Misbranding by reference to premarket notification" (2 1 CFR 807.97). Other general 
information on your responsibilities under the Act may be obtained from the Division of Small 
Manufacturers International and Consumer Assistance at its toll-.free number (800) 638-2041 or 
(3 0 1) 443-6597 or at its internet address "http://www.fda.gov/cdrh/dsmddsmarnain.html". 

Sincerely yours, 

Steven I. Gutman, MiD., M.B.A. 
Director 
Division of Cliical Laboratory Devices 
Office of Device Evaluation ' 

Center for Devices and 
Radiotogical Health 

Enclosure 

http://www.fda.gov/cdrh/dsmddsmarnain.html


Premarket Noltification 

Indications for Use Statement 

Device Name: Cannabinoid Urine Drugs of Abuse Calibrators and Centrals 

fndications fur Use: 

The Cannabinoid Urine Drugs of Abuse (DArr> Calibrators are intended for In vitro 
diagnostic use for the cafibration of the Cannabinoid Enzyme €mmunoassay to detect 
cannabinoids (THC) in human urine. 

The Cannabinoid Urine Dmgs of Abuse @AU) Controis are iatended fur in vitro diagnostic 
use €or the validation of the Cannabinoid Enzyme Immmowssay tu detect cannabinoids 
(THC) in human Urine. 

Concurrence of GfliR38, Ofpice of Device Evaluation (ODE) 

Prescription Use 
(Per 21 CFR 801.1@9) 


