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H 4. In Vitro Monoclonal Antibody Diagnostic Products Approved in the United States®

Manufacturer Analyte Date approved
Hybritech Inceeceeceeseeseieimmmniiiinin. IgE 5/29/81
Hybritech, Inc. :-weoreveereeeivaieniniinn.. PAP 91/1/81
Hybritech, Inc, «-eseersseseseeremreccrnmmmiin HCG 10/13/81
Hybritech, Inc. -«ereeeereersemmmmmnennanamanss T Cell 7/26/81
Hybritech, Inc. «sssreeesressrsmaeseerrummnnennss Ferritin 10/11/81
ADBDOLE o +verereerasineenseniti et reenns PAP 1/19/82
ADBDOtt cverreretneenrareiieneeaeeareaeeneennan CEA 3/3/82
ADDOtE -+ rereeeereeeriiear et e enaaae CEA 3/29/82
Ortho IHseeereeererrniieeriiiiiiieneciieinin OKT-11 4/6/82
CenNtOCOT "+#ttrerrresssesrorseeutnetroseesrsronns Anti- Rabies 4/16/82
Hybritech, Inc. s-esseresrmmsmmmmmmmmeniieannas HCG 4/23/82
Hybritech, Ine. -o-rereceesermcermemmmseriennns HGH 6/8/82
Malllnckrodt, Inc. -esreeereresrenseenniiienaas Total T. 6/9/82
Hybritech, Incereeeeeeereerereemersonmonnieess Prolactin 6/10/82
Clinical Assays- -secsrrermrenerencrecniin.. ml-lgE 6/18/82
Biogenex Laboratories:::«-=-seeeeesreraeeecs B-HCG 7/13/82
Hybritech, Inc::- s - rrersemmrmrineronnennnss HCG (EIA) 7/22/82
New HOriZons: « cerrreeereemmmomersorsenaennenns Gonogen 8/4/82
Monoclonal Antibodies, Ing---=c-eeeeereees UcCG 9/24/82
Hybritech, Ings«r-s---rsseeeemeemrrmrrermmmnnnn TSH 10/8/82
Allergenetics (Div. of Axonics)ereeeevee lgE-Fast® (Specific 1gE) 11/10/82
Becton Dickinson & Correerererrrneeeennan Ty 12/7/82
Syva Corereerrnnrsrsararaareeraeemmnntiiinians Chlamydia 12/10/82
Miles Laboratories::«-=sssscreereeereecaine. Gentamicin 12/14/82
Allergenetics (Div. of  Axonics):-«-e- Total 1gE-FAST 1/13/83
Carter-Wallace, Inc---receevsermerennenan BAHCG 1/20/83
Hybritech, ‘Ingeeeeareerererannnenen. sreeeeeese-Tandem-E® Ferritin 2/24/83
Orthos s srreserstenanrstitintnitteiecisenanns Rubella 3/15/83
PCL-RIA ot teinieriettiiaiiioietneaannes HCG 4/5/83
Quldel Home: :--s+eseeremrrrseeeisinniiiiiai HCG® 4/14/83
Ventrex Labs, Inc-- -+=Enzyme TSH 4/26/83
Quldel Home:-----+- ---HCG® 4/26/83
DIAagnon:----+++eeeerrrreeserreensannsinniierneens Ferritin 4/28/83
BTC DIagnostice: s «+++++esssssrersererrereases HCG 4/28/83
Tmmunlok:seeeee e raniiiaiiiniiiiiaiiiiiiiiiinn, Chlamydia 4/29/83
Monoclonal Antibodies:::«:-teseresraeienienes HCG 5/25/83
Ventrex Labs., Inceeccocerernecenin. IgE (total) 5/25/83
Organon INngere-seeremeremmeunnniannseeremnannans HCG 5/26/83
BloGenex Laboratories--«-:ocosrereveeeeeees RIA Gen 8HCG RIA Kit 5/26/83
Micromedia System, Ince--eoreereeceeceins Micromedia S~HCG RIA 6/1/83
Organon Inge-sceoeemeeremnniinianniii, Neo-Pregnosticon Duoclon Tube Kit 6/ 3/83

*As of 6/14/83.

*These klts are for home use.

SOURCE:U. S. Department of Health and Human Senices, Food and Drug Administration, Natlonal
Center for Devices and Radiological Health, 1983.
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T 5. Immunotoxins used to Kill Target Cells in vitro

Toxin moiety Antibody Target cell
Heterologous Mono- Specificity
clonal N
Ricin (R) 4+ Mouse T cells (Thy-1.2) EL-4, WEHI-7
+ Rat T cells (W 3/25) T cells
4+ Mouse T cells(Thy-1.1) T cells(AKR SL3)
R-A chain + DNP TNP-HeLA
+ Mouse # chain B cells
+ Mouse B cell leukemia BCL.
(BCL 1) idiotype
F(ab)” Mouse B cell leukemia L120
F(ab)’, F(ab)’ Human g Daudi
+ IgD allotypes B cells
4+ Human colorectal cancer cells ~ SW1116, SW948
+ Human Isukemia{CALLA) Nalm-1
Diphtheria toxin(DT)+and F (ab)’ 2 Human lymphocytes Daudt
DT-A chain + Con-A 3T3-ConA
F (ab)’ Mouse B cell leukemia L1210
(L1210)
+ Human colorectal cancer cells SWI1116
+ mouse Tcells (Thy-1.2) T cells
Abrin + Human lymphocytes Daudi
Gelonin + Mouse T cells (Thy-1.1) T cells (AKR-A, BW5147

*Plus signs indicat the antibody is intact. (Science 219:645. 1983¢il4 <1-&)
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