Amagen Inc. v. F. Hoffmann-LaRoche LTD et al Doc. 547 Att. 29
Case 1:05-cv-12237-WGY Document 547-30  Filed 06/22/2007 Page 1 of 29

EXHIBIT 28

Casebeer Decl to Motion for SJ re IC - Public
Dockets.Justia.com


http://dockets.justia.com/docket/court-madce/case_no-1:2005cv12237/case_id-100734/
http://docs.justia.com/cases/federal/district-courts/massachusetts/madce/1:2005cv12237/100734/547/29.html
http://dockets.justia.com/

Case 1:05-cv-12237-WGY Document 547-30  Filed 06/22/2007 Page 2 of 29

’O{ - /5 ,:"#%
g
aﬁéﬁﬁa

IN THE UNITED STATES PATENT
AND TRADEMARE OPFICE

) I hereby certify that this - _
) paper (along with any paper ” .
) referred to as being attached ..
) or enclosed) is being v
) deposited with the United
) States Postal Service ®"EXPRESS
) MAIL Nos. IBS68736663U0S &
) IB568736674US", in an envelope
) addressed to: Commissioner of
) Patents and Trademarks,
For: "PRODUCTION OF ) Washington, D.C., 20231, on
)
)
)
)
)
)
)
)

LIN, Fu-Kuen

Serial No.: 08/202,874

Filed: February 28, 19%4

ERYTHROPOIETIN" this date:

W’ —
7=

Michael F. Borun
(Reg. No. 25,447)
Attorney for Applicant

Group Art Unit: 1812

INFORMATION DISCLOSURE STATEMENT
UNDER 37 C.F.R. §1.97 ET SEQ. INCLUDING FORM PTO-1449
A
v_,:)

P
; ! 7 o

Hon. Commissioner of Patents
and Trademarks

Washington, D.C. 20231

Sir:

In compliance with 37 C.F.R. §1.97 et seq., Applicant
hereby files with this statement a Patent qagzgydﬁemark Office
Form PTC-1449. A copy of each document, except C217 and C259, is
submitted herewith. Please note that due the large number of
references cited, two boxes containing these references are
submitted.

Applicant has also provided a "Source Code" on the Form

PTO-1449, which details from where the reference was found:

CODE SOURCE

A References of record in the parent
applications of U.S. Pat. Appln. No.
07/113,178.

B References of record in U.S. Pat. Appln.

No. 07/113,179.
c References of record in U.S. Pat. Appln.

07/113,178, which were not previously
cited on form PTO-8%92.
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= Defendants’ 35 U.S.C. §282 Notice from
the Amgen Inc. v. Chugai and G.I., C.A.
No. 87-2617-Y, District Court
proceedings in Boston, MA regarding
parent U.S. Patent No. 4,703,008

E Exhibits admitted in the Amgen Inc. v.
Chugai and G.I. District Court
proceedings.

F References of record in the European

Opposition Proceedings regarding
European Patent EPO 148605

Please note that Reference C228 does not have a Source Code.
Although Reference C228 was listed on Defendants’ Exhibit list

for the Amgen Inc. v. Chuagai and G.I. District Court proceedings,

it was not admitted as a trial exhibit.

Respectfully submitted,

MARSHALL, O'TOOLE, GERSTEIN,
MURRAY & BORUN

ichael F.”Borun
(Registration No. 25,447)
A Member of the Firm

6300 Sears Tower
233 South Wacker Drive
Chicago, Illinois 60606-6402
(312) 474-6300

Chicago, Illinois

April 8, 1994
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B 0070685 126/83 | EPO A ,

B2 0070687 126/83 | EPO A |

B3 0077570 427/83 | EPO A

B4 0093619 11/9/83 | EPO A.B.D

BS 0116446\ 8/22/84 | EPO AF

B6 0117058 ' | 829/88 | EPO A
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B15 | 85/04419 10/10/85 | PCT A

BI6 | 86/03520 6/19/86 | PCT A

ﬁ - OTHER DOCUMENTS (including Author. Title. Date. Pertinent Pages. etc.) [SOURCE]

Cl Abraham et al., "Nucleotide Sequér;ce of a Bovine Clone Encoding the Angiogenic
Protein, Basic Fibroblast Growth Factor,"” Science, 233, 545-548 (August 1, 1986) [F]

Cc2 Adamson, "The Polycythemias: Diaénosis and Treatment,” Hosp. Practice, 18(12). 19-
57 (December 1983) [A]

C3 Aebi, "Sequence Requirements for Splicing of Higher Eukaryotic Nuclear Pre-mRNA "
Cell, 47, 555-565 (Nov. 21, 1986) [F]

C4 Agarwal et al., "A General Method for Detection and Characterization of an mRNA
using an Oligonuclotide Probe," J. Biol. Chem., 256, 1023-1028 (Jan. 25, 1981) [F)
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Aéa.rwal et al,, "A General Method for Detection and Characterization of an mRNA
us‘u\g an Oligonuclotide Probe." J. Biol. Chem.. 256. 1023-1028 (Jan. 25. 1981, [F)
\
: Ccs Andé{son et al., “Isolation of a genomic clone for bovine pancreatic trypsin inhibitor by
using ] unique-sequence synthetic DNA probe,” P.N.A.S. (USA). 80, 6838-6842
(November 1983) [A.F]
\
Cé6 Baciu et\al., “Erythropoietin Interaction with the Mature Red Cell Membrane. . =,
N.Y. Acali. Sci., 414, 66-T2 (1983) [A]
c7 Baron et a}», "Antibodies against the Chemically Synthesized Genome-Linked Protein of
Poliovirus React with Native Virus-Specific Proteins," Cell, 28, 395-404 (Februyary
1982) [A]
C8 Beaucage et a].l, "Deoxynucleoside Phosphoramidites-A new Class of Key Intermediates
for Deoxypolynucleotide Synthesis,” Terrahedron Lerters, 22(20), 1859-1862 (1981)
[AF) \
c9 Benedum et al., "T;'he primary structure of bovine chromogranin A: a representative of
a class of acidic secretory proteins common to a vanety of peptidergic cells." EABO J.
5(7), 1495-1502 (1986) [F]
Cl10 Bennetzen et al., "quon Selections in Yeast," J. Biol. Chem., 257¢6), 3026-3031
(March 25, 1982) [A]\
Cl1 Bentley et al., "Human\immunoglobulin variable region genes-DNA sequences of two
V. genes and a pscudogene,” Nawre, 288, 730-733 (December 1980) (F]
Cl12 Benton et al., "Screenin g\kgt Recombinant Clones by Hybridization to single Plaques in
situ," Science, 196, 180-182 (April 8, 1977) [F)
Cc13 Berzofsky et al., "Topographic Antigenic Determinants Recognized by Monoclonal
Antibodies to Sperm Whale Myoglobin," J. Biol. Chem. 257(6), 3189-3198 (March 25.
1982) [F} 3
Cl4 Berzofsky et al., "Properties of Monoclonal Antibodies Specific for Determinants of a
. Protein Antigen, Myoglobin," J. Biol. Chem. 255(23), 11188-11191 (Dec. 10. 1980 {F}
C15 Betsholtz et al., "cDNA sequence -and chromosomal localization of human plateiet-
derived growth factor A-chain and its expression in umour cell lines.” Nature 320 ouS.
699 (April 24, 1986) [F]
Cl6 Billat et al., "In Vitro and In Vivo Regulation of Hepatic Erythropoiesis by
Erythropoietin and Glucocorticoids in the Rat Fetus," Exp. Hemarol., 10(1). 133-1.10
(1982) [A]
C17 Blattner et al., "Charon Phages: Safer Derivatives of Bacteriophage Lambda for DNA
Cloning," Science, 196, 161-169 (April 8, 1977) [A.F]
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Bés et al., "Eukaryotic Expression of Cloned cDNA Coding for Influenza Viraj
Gl)coproteins Using an SV40 Vector: Use of Recombinant DNA Mutants to Study
Struézure-Function Rclationshipsl," Proc. Symp. Mo!. Biol. Negai., Strand Viricse:
Meering, pages 125-130. Compans et al.. eds.. Acad. Press (1984) [B]

C19 Bray el\g]., "Human cDNA clones for four species of ‘Ga-signal transduction protein.’
P.N.A.5.(USA), 83. 8893-8897 (December 1986) F

C20 Breslow ci\al “Isolation and characterization of cDNA clones for human apolipoprotein
A-L" P.N.A.S.(USA), 79. 6861-6865 (November 1982) {A.D.E.F)

C21 Broome et al’, “Immunological screening method to detect specific translation products.”
P.N.A.S. (USA), 75(6), 2746-2749 (June 1978) {A]

Cc22 Canaani et al., "Regulated expression of human interferon B1 gene after transduction
into cultured mouse and rabbit cells,” P.N.A.S. USA). 79, 5166-5170 (Sept. 1982) D]

C23 Chan et al., "Construction and sejection of recombinant plasmids containing full-length

complementary DNAs corresponding to rat insulins I and I," P.N.A.S. (USA). 76/0).
5036-5040 (October 1979) [F)

C24 Chia et al., "The construction of cosmid libraries of eukaryotic DNA using the Homer
series of vectors,” Nucléic Acids Res. 10(8), 2503-2520 (1982) [F]

C25 Chirgwin et al., "Isolation.of Biologically Active Ribonucleic Acid from Sources
Enriched in Ribonuclease, " Biochemistry, 18(24), 5294-5299 (1979) [A.F]

C26 Chisholm, "On the Trail of the Magic Bullet: Monoclonal antibodies promise perfectly
targeted chemicals,” High Technology, Vol. 2(1), 57-63 (Jan. 1983) [A} '

Cc27 Chomczynski et al., "Alkaline Transfer of DNA to Plastic Membrane,” Biochem.
Biophys. Res. Commun., 122(1),\340-44 (1984) [A]

C28 Choo et al., "Molecular cloning of‘"\;hc gene for human anti-haemophilic factor IX."
Nazure, 299, 178-180 (Sept. 9, 1982) [A.F]

c2% Choppin et al., "Characterization of Erythropoietin Produced by IW32 Murine
Erythroleukemia Cells,” Biood, 64(2),'341-347 (August 1984) [AF]

C30 Chou et al., "Prediction of Protein Conformation,” Biochem. , 13(2), 222-245 (1973) (4]

C3i Chou et al., "Prediction of the Secondary Structure of Proteins from their Amino Acid
Sequence,” Advances in Enzymology, 47, 45-47 (1978) [A]

C32 Chou et al., "Empirical Predictions of Protein Conformation,” Ann. Rev. Biochem.. 47.
251-77 (1978) [A] A

C33 Christman et al., "Amplification of expression of hepatitis B surface antigen in 3T3 cells
cotransfected with a dominant-acting gene and cloned viral DNA," P.N.A.S. (USA), 79,
1815-1819 (March 1982) [F]
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C34 Cléus-Walker et al., "Spinal Cord Injury and Serum Erythropoietin,” Arch. Phvs. Med.
Rehabil.. 65, 370-374 (July 1984) [A]
C35 Colby\ct al., "Immunological Differentiation Between E. coli and CHOQ Cell-Derived
Recombinant and Natural Human B-Interferons!," 7. Immunol., 133(6). 3091-3095
(1984) B
C36 Collen et él "Biological Properties of Human Tissue-Type Plasminogen Activator
Obtained by, Expression of Recombinant DNA," J. of Pharmacology and Exp.
Therapeurics; 231(1), 146-152 (1984) [B]
C37 Colman. "Cells that secrete foreign proteins,” TIBS, 435-437 (December 1982) (D]
C38 Comb et al., "Primary structure of the human Met- and Leu-enkephalin precursor and
its mRNA,," Nature, 295, 663-666 (February 25, 1982) {F]
C39 Congote et al., "The Erythrotropins, New Erythroid Cell Stimulating Factors Extracted
From Human and Bovine Fetal Tissues,"” Abstract 364, Proceedings 7th International
Congress of Endocrinblogy (Quebec City, Quebec, July 1.7, 1984) [A]
C40 Congote, "Extraction from Fetal Bovine Serum of Erythrotropin, an Erythroid Cell-
Stimulating Factor," M Biochem., 140. 428-433 (1984) [A]
c41 Congote, "Regulation of Feta] Liver Erythropoiesis," J. of Steroid Biochemisiry, 3. 423-
428 (1977) [F) \
C42 Congote, 'Isolation of Two B}ologically Active Peptides, Erythrotropin I and
Erythrotropin II from Fetal Caif Intestine," Biochem. Biophys. Res. Comm.. 115¢2).
477-483 (September 15, 1983) (A}
C43 Contrera et al., "Extraction of erythropoietin from Kidneys of Hypoxic and
Phenylhydrazine-treated rats." Blood. 25(5). 809-816 (May 1965) [D.F]
CH4 Costantini et al., "Introduction of a Rabbit Betagiobin Gene into the Mouse Germ Line."
Nasure, 254, 92-94 (November S, 1982) D}
C45 Costantini et al., "Gene Transfer into the Mouse Germ-Line," J. Cel/ Physiol. Supp. 1.
219-226 (1982) (D]
Ca6 Cotes et al,, "Changes in serum immunoreactive erythropoietin during the menstrual
cycle and normal pregnancy,” Brir. J. Obster. Gyneacol., 90, 304-311 (April 1983) [A]
c47 Cotes et al., "Bio-Assay of Erythropoietin in Mice made Polycythaemic by Exposure to
Air at a Reduced Pressure,” Narure. 191, 1065-1067 (Sept. 9, 1961) [A] i
C48 Dainiak et al., "Mechanisms of Abnormal Erythropoiesis in Malignancy, Cancer. !'
51(6), 1101-1106 (1983) [A] i
419
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C49 Das\et al., "Use of synthetic oligonucleotide probes complementary to genes for human
AN H;%Dlin and 8 as extension primers for the isolation of 5'-specific genomic clones. "
P.N.A.S. (USA), 80, 1531-1535 (March 1983) [A]
C50 Davis ét al., "A Manual for Genetic Engineering, Advanced Bacterial Genetics". Cold
’ Spring Harbor Laboratory, Cold Spring Harbor. NY (1983). pp. 55-58 & 174-176 [A]}
(0571 Davis et a\L, "Active Influenza Virus Neuraminidase is Expressed in Monkey Cells from
cDNA Cloned in Simian Virus 40 Vectors,” Proc. Nar’l. Acad. Sci. (USAJ. SO. 3<76-
3980 (1933) [B]
Cs2 Derynck et al., "Human transforming growth factor-8 complementary DNA segunoe
and expression in normal and transformed cells," Nature, 316, 701-705 (August 22,
1985) [F.
C53 Derynck et al., "Human Transforming Growth Factor-a: Precursor Structure and
Expressicn in E. coli,” Cell, 38, 287-297 (August 1984) [F]
C54 Dessypris et al., "Effect of pure erythropoietin on DNA-synthesis by human marrcw
day 15 erythroid burst forming units in short-term liquid culture,” Brir. J. Haemarni. .
56. 295-306 (1984) [A)
Css Devos et al., "Purification of Recombinant Glycosylated Human Gamma Interferon
Expressed in Transformed Chinese Hamster Ovary Cells,” J. Interferon Research. 4.
461-468 (1984) [B]
Cs6 Docherty et al., "Sequence of human tissue inhibitor of metalloproteinases and its
identity to erythroid-potentiating activity,” Narure, 318, 66-69 (Nov. 7. 1985) (F]
C57 Dreesmar. et al., "Antibody to hepatitis B surface antigen after a single inoculation of
uncoupled synthetic HBsAg peptides,” Narure, 295, 158-160 (Jan. 14, 1982) {A]
Cs8 Dunn et al., "Erythropoietin Bioassays Using Fetal Mouse Liver Cells: Validations and
Technical Improvements,” Exp. Hemarol., 11(7), 590-600 (August 1983) [A]
C59 Dunn, "Current Concepts in Erythropoiesis,” John Wiley & Sons, Chichester. England.
1983 [A]
C60 Dunn et al., "Use of a computer model in the understanding of erythropoietic control
mechanisins,” Chemical Abstracts, 91, 190417 (1979) [A] _
C61 Dunn et al., "Serum erythropoietin titers during prolonged bedrest; relevance to the
"anacmia’ of space flight,” Eur. J. Appin. Physiol., 52, 178-182 (1984) (A)
C62 Edman et al., "A Protein Sequentator,” Eur. J. Biochem. 1, 80-91 (1967) [F}
c63 Emmanouel et al., "Metabolism of pure human erythropoietin in the rat," Am. J.
Physiol., 247 (1 Pt 2), F168-76 (1984) [A] )
' 420
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C64 chhbach et al., “Correction by Erythropoietin (EPO) Therapy of the Anemia of
Chronic Renal Failure (CRP) in Sheep,” Clin. Res. 29(2). 518A (1981) [F]
Cés Esch}ﬁ:h et al., "The Anemia of Chronic Renal Failure in Sheep.” J. Clin. Inves:. .
74(2),\434-441 (August 1984) {A]
C66 Espada & al., "Purification of Human Urinary Erythropoietin,” Fed. Proc. 41. 1159
(1982) (F},
C67 Fan et al., "Construction and Characterization of Moloney Murine Leukemia Virus
Mutants Unable to Synthesize Glycosylated Gag Polyprotein”. Proc. Nar'l. Acad. Sci.
(USA). 80, 5965-5969 (1983) [B]
C68 Fdtber et al., "Translation of mRNA from Human Kidneys into Biologically Active
Erythropoictin Following Microinjection into Xenopus Laevis Oocytes.” Blood. 62:5.
Supp. No. |, Abstract 392, 122a (1983) [A.F]
C69 Farber et al., "Translation of mRNA from Anemic Baboon Kidney into Biclogicall:
Active Erythropoietin,” Exp. Hematol., 11, Supp. 14, Abstract 101 (1983) [A.D.E.F}
C70 Farber et al., "Translation of mRNA from human kidneys into biologically active
erythropoietin following microinjection into xenopus laevis oocytes,"” J. Lab. Clin.
Med., 102, 681 abstract [D}
cn Farber, "Translation of RNA from Human Kidneys into Biologically Active
Erythropoiein Following Microinjection into Xenopus Laevis Oocytes,” Clin. Res..
31(4), 769A (November 1983) {A,D,F}
Cc72 Fiddes et al, “The Gene Encoding the Common Alpha Subunit of the Four Human
Glycoprotein Hormones,” J. Mol. & App. Genetics. 1, 3-18 (1981) [A)
Cc73 Fiers et al., "The Human Fibroblast and Human Immune Interferon Genes and Their |
Expression in Homologous and Heterologous Cells," Phil. Trans. R. Soc. Lond.. B29%.
29-38 (1982) (B]
C74 Finch, "Erythropoiesis, Erythropoietin, and Iron,” Blood, 60(6), 1241-1246 (December ;
' 1982) (A) P
c75 Fischinger et al., "Detection of 2 Recombinant Murine Leukemia Virus-Related '
Glycoproteir. on Virus-Negative Thymona Cells,” Proc. Nat’l. Acad. Sci. (USA), 73(3).
1920-1924 (1981) [B] \ :
C76 Fisher et al.. "Effects of testosterone, cobalt & hypoxia on erythropoietin production in i
the isolated perfused dog kidney,"” Ann. N.Y. Acad. Sci., 75-87 (1967) [D} |
{l
cn Fisher, "Erythropoietin: Pharmacology, Biogenesis and Control of Production."” i
Pharmacological Review, 24(3), 459-508 (1972) [D,E] !
421
EXAMINER ’ DATE CONSIDERED
2 1/‘2@ / H/5Y
'EXAMINER:“ Initial if reference considernd. whether or not citation is in conformance with MPEP 609: Draw line through
citation 1if got in conformance and not considered. Include copy of this form with next ication to appis
AM-ITC 00941430

AM670156763



Case 1:05-cv-12237-WGY  Document 547-30  Filed 06/22/2007 Page 11 of 29

SHEET - «.F
Fona PTO-1449 U'S. Deparument of Commerce Amy Docker No Ssras N
Patent and Trademark Office
11009/D31956 08:202.%~4
INFORMATION DISC LOSURE STATEMENT %:':E’Lcn Lin
&
'Q (Use several sheets if necessary) Filing Date Group
fx_F" February 28, 1994 | 182
L' 49
c78 Fisheﬁct al., "Cooperative Erythropoietic Assay of Several Steroid Metabolites in
- Polycythemic Mice," Steroids, 30(6). 833-845 (December 1977) [A]
‘ c79 Fisher, "\:'ontrol of Erythropoietin Production,” Proc. Soc. Exp. Biol. & Med. 173,
289-305 (1.983) [F]
C80 Garcia et .tl\. "Immunological Neutralization of Various Erythropoietins.” Proc. Soc. 5
Exptl. Biol. Med., 112, 712-714 (1963) [D)
C81 Garcia et zl., '.'Radioimmunousay of erythropoietin: circulating levels in normal and K
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Cell 15, 687-701 (October 1978) (F}
C203 Maniatis et al., Molecular Cloning, a Laboratory Manual, pp. 197-199, 392-393. 479-
487, 493-503 Cold Springs Harbor, N.Y. (1982) [A,D,F]
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) Markoff et 3\1., "Glycosylation and Surface Expression of the Influenza Virus
A Neuraminidase Requires the N-Terminal Hydrophobic Region," Molecular and Cellular
Biology. 411)\\8-16 (1984) [B]
C205 Martial et al., “Human Growth Hormones: Complementary DNA Cloning and
Expression in Bacteria," Science, 205, 602-606 (August 10, 1979) [A)
C206 Mason et al., "Complementary DNA sequences of ovarian follicular fluid inhibin show
precursor structure and homology with transforming growth factor-8." Narure 318. 650-
663 (December 1985) [F]
C207 Maurer, “Immunochemical Isolation of Prolactin Messenger RNA." J. Biol. Chem
255(1), 854-859 (February 10, 1980) [F]
C208 Maxam et al., “Sequencing End-Labeled DNA with Base-Specific Chemical Cleavages.”
Methods in Enzymol. 65, 499-560 (1980) [F]
C209 McCormick et al., “Inducible Expression of Amplified Human Beta Interferon Genes in
CHO Cells," Molecular and Cellular Biology, 4(1), 166-172 (1984) (B} :
C210 McGonigle et al., "Erythropoietin deficiency and inhibition of erythropoiesis in renal :
insufficiency,” Kidney Int’l., 25(2), 437-444 (1984) [A] k
ca1 Meier et al., "Alpha,- and Beta,-Adrenergic Receptors Co-Expressed on Cloned MDCK '
Cells are Distinct Glycoproteins,” Biockem. & Biophys. Res. Comm., 118(1). 73-81 !
(1984) [B) i
|
C212 Mellon et al., "Identification of DNA Sequences Required for transcription of the human [
al-Globin Gene in a New SV40 Host-Vector System,” Cell, 27, 279-288 (December '
1981) [F] i
C213 Mellor et al., "Expression of Murine H-2K? histocompatibility antigen in cells i
transferred with cloned H-2 genes,” Namure, 298:529-534 (August 1982) [D] '
C214 Messing, "New M13 Vectors for Cloning," Merhods in Enzymology, 101, 20-78 (1983)
[A] ‘
C215 Metcalf et al., "Effects of Purified Bacterially Synthesized Murine Multi-CSF (IL-3) on
Hematopoiesis in Normal Adult Mice," Blood,.68(1), 46-57 (July 1986) [B] }
C216 Mezcalf et al., "Quantitative Responsiveness of Murine Hemopoietic Populations in vitro
and in vivo to Recombinant Multi-CSF (IL-3),” Exp. Hemarol., 15, 288-295 (1987) [B}
c217 Methods in Yeast Genetics, Cold Spring Harbor Lab, Cold Spring Harbor, NY. p. 62
(1983) (not enclosed) [A]
C218 Miller et al.. "Plasma levels of immunoreactive erythropoietin after acute blood loss in
man,” Brit. J. Haemarol., 52, 545-549 (1982) [A] 430
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Cc219 Mirand, \“E.u.ra renal and renal control of erythropoietin production,” Ann. V. Y. 4ca..
A S Sci., 14994 106 (1968) [D]

C220 Mirand et a.., "Current studies on the role of erythropoietin on erythropoiesis”. .4an. i;
N.Y. Acad. Sci., 77:677-702 (1959) [D] i

c221 Mladenovic et al., "Anemia of Chronic Renal Failure (CRF) in the Sheep: Reponse to i
Erythropoie:in (EP) In Vivo and In Vitro,” Blood, 58(5). Suppl. 1. 99a (1981) [F)

c2 Montgomery et al., "Identification and Isolation of the Yeast Cytochrome ¢ Gene.” Cell. '
14, 67-680 ‘July 1978) [F] .y

C223 Moriarty et al., "Expression of the Hepatitis B Virus Surface Antigen Gene in Cell ;
| Culture by using 2 Simian Virus 40 Vector,” P.N.A.S. (USA), 78(4), 2606-10 (April
1981) (D.E} k

C224 Moriuchi et al., "Thy-1 ¢cDNa sequence suggests a novel regulatory mechanism."
Narure, 301, 80-82 (January 1983) [F}

C225 Morrison, "Bioprocessing in Space -- an Overview," The Worid Biotech Repor1. Voiume
2, USA, 557-571 (1984) [A]

C226 Munjaal et al., "A cloned calmodulin structural gene probe is compiementary to DNA
sequence fmm diverse species,” P.N.A.S. (USA), 78(4), 2330-2334 (April 1981) (D)

c227 Murphy et al., "The Role of Glycoprotcm Hormones in the Regulation of
Hematopoiesis, " Acta. Haemamlogtca Japonica, 46(7), 1380-1396 (December 1983) [A]

C228 Myers et al., "Construction and' ‘Analysis of Simian Virus 40 Origins Defective in
Tumor Antigen Binding and DNA Replication,” PNAS (US4), 77, 6491-6495 (Nov.
1980) \

C229 Myklebost et al., "The Isolation and Characterization of cDNA clones for Human
Apolioprotein CIL" J. of Biol. Chem., 259(7), 4401-4404 (April 10, 1984) [A]

C230 | Naets, “The role of the kidney in crythmpomxs. J. Clin. Invest., 39:102-110 (1960)
(D] \

€231 | Nagata et al., "Synthesis in E. Coli of a polypeptide with human leukocyte interferon
activity,” Narure, 284, 316-320 (March 27, 1980) [F]

C232 Nakao et al., "Erythropoiesis in anephric or kidney transplated patients,” Israel J. Aled.
Sci., 7:986-989 (July-August 1971) [D}

C233 Nathan et al., "Erythropoietin and the Regulation of Erythropoiesis,” New Eng. J. Med..
308(9), 520-522 (March 3, 1983) [A) ) ]

C234 Naughton et al., "Evidence for an Erythropoietin-Stimulating Factor in Patients with
Renal and Hepatic Disease," Acta. Haemat., 69, 171-179 (1983) [Al
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< Hepatic Erythropoietin,® Ann. Clin. Lab. Sci.. 13(3). 432-438 (1983) [A]
C236 Nayak et al.\"Characterization of Influenza Virus Glycoproteins Expressed from Cloned
cDNAs in Prokaryotic and Eukaryotic Cells,” Modern Approaches To Vaccines, pages
165-172, Chanock et al., eds., Cold Spring Harbor Lab. (1984) (B}
C237 Neeser et al., 'A\ Quantitative Determination by Capillary Gas-Liquid Chroma: . maphy
of Neutral and Amino Sugars (as O-Methyloxime Acetates), and a Study on Hyurolytic
Conditions for Glycoproteins and Polysaccharides In Order to Increase Sugar
Recoveries " Anal. \Biochem., 142, 58-67 ( 1984) [A]
C238 Newman et al., "Sel\egtion and Properties of a Mouse L-Cell Transformant Expressing
Human Transferrin Receptor,” Nature, 304, 643-645 (1983) [B]
C239 Nigg et al_, "Immunoﬂil\orescem localization of the transforming protein of Rous
sarcoma virus with antibodies against a synthetic src peptide,” P.N.A.S. (USA;. 79.
5322-5326 (September 1982) [A] '
C240 Noda et al., “Primary struétum of a-subunit precursor of Torpedo californica
acetylcholine receptor deduced from cDNA sequence,” Nature, 299, 793-797 (October
28, 1982) [7] b
C241 Noda et al., "Cloning and sequence analysis of cDNA for bovine adrenal |
preproenkerhalin,” Narure, 295, 202-206 (January 21, 1982) [F] '
C242 Noyes et al., "Detection and partial sequence analysis of gastrin mRNA by using an
oligodeoxynucleotide probe,” P.N'A.S. (USA), 76(4), 1770-1774 (April 1979) [F]
C243 Nussinov, ~Eukaryotic Dinucleotide: Preference Rules and their Implications for |
Degenerate Codon Usage,” J. Mol. Biol., 149, 125-131 (1981) {F] !
C244 | Ogle et al., "Production of erythropoietin in vitro: a review," In Vitro, 14(11). 943949 ;
(1978) [D}) '
C245 Ohkubo et al., "Cloning and sequence analysis of cDNA for rat angiotensinogen,”
P.N.A.S. (USA), 80, 2196-2200 (April 1983) [A,F]
C246 Ohno et al., "Inducer-responsive expression of the cloned human interferons 31 gene
introduced irto cultured mouse cells,” Nucleic Acids Res., 10(3):967-976 (1982) [D]
C247 Okayama et al., “High-Efficiency Cloning of Full-Length ¢cDNA," Mol. & Cell. Biol..
2(2), 161-170) (February 1982) [A.F] ’
C248 Ovchinnikov et al., “The Primary Structure of Escherichia coli RNA Polymerase.” J. |
Biochem.,, 116, 621-629 (1981) [A]
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€249

Paabo et a} "Association Between Transplantation Antigens and a Viral Membrane
Protein Synthesnzed from a Mammalian Expression Vector,” Cell, 35, 445-453 (1983)

(B] \

C250

Palmiter et al\ ‘Metallothionein-Human GH Fusion Genes Stimulate Growth of Mice. "
Science, 222, 809-814 (November 18, 1983) [A)

C251

Pankratz et al., "\A Simple 3-Step Procedure for Purifying Baboon Urinary
Erythropoietin to Appa.rent Homogeneity," Exp. Hematol., 11, Supp. 14, Abst. 102
(1983) [F) \

C252

Parekh et al., "N- Glycosylanon and in vitro Enzymatic Activity of Human Recambinant
Tissue Plasminogen Activator Expressed in Chinese Hamster Ovary Cells and a murine
Cell line,” Biochemistry, 28, 7670-7679 (1989) [F]

C253

Pavlovic-Kentera et al., "Effects of Prostaglandin Synthetase Inhibitors, Salt Overioad
and Renomedullary Dissection on the Hypoxia Stimulated Erythropoietin Production in
Rats,” Exp. Hematol., 8(Supp. 8), 283-291 (1980) [A}

C254

Pellicer et al., "Altering Genotype and Phenotype by DNA—Medxated Gene Transfer.”
Science, 207, 1414-1422 (Sept. 19. 1980) [F}

C255

Pennathur-Das et al., "Evidence for the Presence of CFU-E with Increased In Vitro
Sensitivity to Erythropoietin in Sickle Cell Anemia," Blood, 63(5), 1168-71 (May 19%4)
[A]

C256

Pennica et al., "Cloning and expression of human tissue-type plasminogen activator
cDNA in E-coli,” 301, 214-221 (Jan. 20. 1983) [B]}

C257

Pennica et al., "Human rumour necrosis factor: precursor structure, expression an
homology to lymphotoxin,” Narure, 312, 724-728 (December 27, 1984) [B.F]

C258

Pitha et al., "Induction of human -interferon synthesis with poly (rl*rC) in mouse cells
transfected with cloned cDNA plasmids,” P.N.A.S. (USA), 79:4337-4341 (July 1982)

D]

C259

"Points to Consider in the Characterization of Cell Lines Used to Produce Biologics”.
June 1, 1984, Office of Biologics Research Review, Ceater for Drugs & Biologics. U.S.
Food & Drug Administration (Section A, Part. 2) (not enclosed) [A)

C260

Powell et al., "Human erythropoietin gene: ngh level expression in stably transfected
mammalian <:clls and chromosome localization,” 'P.N.A.S. (USA), 83, 6463-6469

(September :.986) [F) \

C26l1

Prooijen-Knegt et al., "In Situ Hybridization of DNA Sequences in Human Metaphase
Chromosomes Visualized by an Indirect Fluroescent\Immunocytochemical Procedure. "
Exp. Cell Res., 141, 398-407 (1982) [A] S\
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C263 Ramba.cl\ et al., "Acid Hydrolysis of Erythropoietin," Proc. Soc. Exp. Biol., 99, 182-
483 (195%) [F]
C264 Ravetech ét\ al., "Evolutionary approach to the question of immunoglobulin heavy chain
switching: ‘Evidence from cloned human and mouse genes,” P.N.A.S. (USA), 77(11).
6734-6738 (November 1980) [F]
C265 Recny et aj..,\"Stmctural Characterization of Natural Human Urinary and Recormbinant
DNA-derived Erythropoietin,” J. Biol. Chem., 262(35), 17156-17163 (December 15,
1987) [F} :
C266 Reilly et al., "Use of synthetic oligonucleotides to clone genomic DNA.: isolation of a
tRNA™ gene from mouse,” DNA, 1:192 (1982) [D.E}
C267 Resegotti e: al., "Treatment of aplastic anaemia with methenolonc; stanozolol and
nandrolone.” Panminerva Medica. 23, 243-248 (1981) [A]
C268 Reyes et al., "Isolation of a cDNA clone for the murine transplantation antigen H-2K"."
P.N.A.S. (USA), 79, 3270-3274 (May 1982) [A]
C269 Reyes et al., "Identification of an H-2K*-Related Molecule by Molecular Cloning,”
Immunogenerics, 14, 383-392 (1981) [F]
C270 Riggs et al., "Synthetic D_NA and Medicine," Am. J. Hum. Gener., 31, 531-538 (1979)
[F] \
C271 Ringold et al., "Co-Expression and Amplification of Dihydrofolate Reductase cDNA and !
the Escherichia coli XGPRT Gene in Chinese Hamster Ovary Cells," J. Mol. & Appl.
Genernics, 1(3), 165-175 (1981) [F]
Cc272 Robson et al., "Polysome immunoprecipitation of phenylalanine hydroxylase mRNA ‘
from rat liver and cloning of its, cDNA," P.N.A.S. (USA), 79, 4701-4705 (August 1982) |
(F] \ !
C273 Rose et al., "Expression from Cloned cDNA of Cell-Surface Secreted Forms of the
Glycoprotein of Vesicular Stomatitis Virus in Eucaryotic Cells,” Cell, 30, 753-762
(1982) (B} :
C274 Ross et al., 'Phosphotyrosine-comaiﬁing proteins isolated by affinity chromatography
with antibodies to a synthetic haptcn."\ Nature, 294, 654-656 (December 17, 1981) {A]
C275 Roth et al., “Influenza Virus Hemagglniﬁnm Expression Is Polarized in Cells Infected
with Recombinant SV40 Viruses Carryihg Cloned Hemagglutinin DNA", Cell, 33, 435-
443 (1983) 8] \ ]
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CT c277 Saito et al., \ "In Vitro Assay of Erythropoietin: Simple Determination in a Small
Amount of Human Serum Samples,” Jap. J. Med., 23(1), 16-21 (February 1984) {A]
C278 Saito et al., 'I‘mnslauon of Human Erythropoietin-mRNAs," Exp. Hemarol., 11(14}.
228 (1983 [F] \
c279 Sambrook et al., TExpression of Proteins on the Cell Surface Using Mammalian
Vectors,” Experimental Manipulation of Gene Expression, pages 225-246, Acad. Press.
(1983) [B] \
C280 Sanger et al., "DNA\‘Sequenc'mg with chain-terminating inhibitors,” P.N.A.S. (USA).
74, 5463-5467 (December 1977) [A,F}
ca8l1 Sasaki, "Isolation of crythmponcun by monoclonal antibody," Biomed. Biochim. Acia..
42(11/12), $202-206 (1983) [A.F]
c282 Scahill et al., Expressmn ‘and characterization of the product of a human immune
interferon cDNA gene in Chinese hamster ovary cells,” Proc. Nat'l. Acad. Sci. 1U'SA).
80, 46544658 (1983) [B]
c283 Schulze et al., "Identification of the cloned gene for the murine transplantation antizen
H-2K® by hybridization with syathetic oligonucleotides,” Mol. & Cell Biol.. 3(4). ~50-
755 (April 1983) [D])
C284 Schwartz e: al., "Severe Anemia as a Manifestation of Metastatic Jugular
Paraganglioma,” Arch Orolaryngol, 109, 269-272 (April 1983) [A]
C285 Secburg et al., "Synthesis of growth-hormone by bacteria,” Nature, 276. 795-798
(December 1978) [F]
C286 Seki et al., "Isolation of a genomic clone containing structural information for the DR«
subunit,” Fed. Proc., 41:365 (1982)/Chemistry and Molecular Biology of Ia/Dr
Antigens Abstract 563 (1982) [D.E,F]
C287 Shahidi, "Androgens and Erythropoiesis,” New Eng. J. Med., 289, 72-80 (July 12.
1973) [A)
C288 Sherwood ¢t al., "A Radioimmunoassay for Ery!hroponeun Blood, 54(4), 885-893
(October 1579) [F]
C289 Sherwood et al., "Erythropoietin Titers in Sickle Cell Disease & Chronic Renal
Failure,” Bilood Suppl. 1, 58, Abstract 105 (1981) [F]
C290 Sherwood et al., "Extraction of erythropoietin from normal kidneys," Endo, 103(3).
866-870 (1978) [D F] \
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C291 Shiramizu et al., "Human Renal Carcinoma Cells Secreting Erythropoietin in vivo und
X in vitro,"\Blood, 78(10), Supp. | (Nov. 15, 1991) (F]

C292 | Singer-Sam\et al., "Isolation of a cDNA clone for human X-linked 3-phosphoglycerate
kinase by use of a mixture of synthetic oligodeoxyribonucleotides as a detection probe.”
P.N.A.S. (USA), 80, 802-806 (February 1983) [A.D.F]

C293 Smith et al., “Construction and characterization of an infectious vaccinia virus
recombinant that expresses the influenza hemagglutinin gene and induces resistance to
influenza virus infection in hamsters,” Proc. Nar'l. Acad. Sci. (USA), 80, 7155-7159
(1983) (B] i

C294 Southern e: al., "Ti‘ansfonnalion of Mammalian Cells to Antibiotic Resistance with a :
Bacterial Gene Undéx_' Control of the $V40 Early Region Promoter,” J. Moi. Appl. ’
Genet., 1(4), 327-341 (1982) (D) :

C295 Southern, "Detection of Specific Sequences Among DNA Fragments Separated by Gel l
Electrophoresis, " J. Mol. Biol., 98, 503-517 (1975) [F] - i

C296 Spellman er al., "Ca.rboh\jvdmte Structure of Human Tissue Plasminogen Activator i
Expressed :n Chinese Hamster Ovary Celis," J, of Biol. Chem., 264(24), 14100-14/11
(Aug. 26, 1989) (F] "

C297 Spellman et al., "Carbohydrate Structure of Recombinant Soluble Human CD4
Expressed in Chinese Hamster Ovary Cells," Biochemistry, 30(9), 2395-2406 (1991)

(F]

C298 Srinivas et al., "Membrane Association and Defective Transport of Spleen Focus-
forming Virus Glycoproteins,” J. Biol. Chem., 258, 14718-14724 (1983) [B] i

C299 Steck et al.. "Cell Surface Properties of Spontaneously Metastasizing Rat Mammanry
Adenocarcinoma Cell Clones," Transplantasion Proceedings, 16, 355-360 (1984) (B}

C300 Storring et al., "The International Standard for Recombinant DNA Derived

Erythropoietin Collaborative Study of Form Recombinant DNA Derived Erythropoictins
and Two Highly Purified Human Urinary Erythropoietins,* J. of Endo., 134, 459-84 i
(1992) [F] \ .‘
C301 Strickland, "Occurrence of Suifate on the N-Linked Oligosaccharides of Human |
Erythropoietin, " J. of Cellular Biochemistry, Suppl. 16D, Abstract No. P324 (1992) [F] |

C302 Sue et al., "Site-specific antibodies to human erythropoietin directed toward the NH.-
terminal region,” Proc. Nat. Acad. Sci. (USA), 80, 3651-3655 (1983) [A.E.F)

C303 Suggs et al., "Use of Synthetic Oligodeoxyribo\n_ucleotide for the Isolation of Specific
Cloned DNA Sequences,” Developmental BiologKUsing Purified Genes, 683-693 (D.

Brown, Ed., 1981) {D,F] :
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(1981) [{A,B,D,E,F]
C305 Sytowski \q al., "A Novel Radioimmunoassay for Human Erythropoietin Using a
Synthetic NH,-Terminal Polypeptide and Anti-Peptide Antibodies,” J. Immunol.
Methods, 69, 181-186 (1984) [A,F)
C306 Sytowski et al. "The Biochemistry of Erythropoietin: An Approach to its moae of
Action,” Exp. Hematol., 8(Supp. 8), 52-63 (1980) (A}
C3o7 Szostak et al., “Hybridization with Synthetic Oligonucieotides,” Meth. in Enzymol. . 68.
419-429 (1979) {F]
C308 Takeuchi et al., "Relationship berween sugar chain structure and biological activity of
recombinant human\ erythropoietin produced in Chinese hamster ovary cells.” P.N.A.S.
(USA), 86, 7819-7822 (Oct. 1989) [F)
C309 Talmadge et al., "Eularyotic Signal Sequence Transports Insulin Antigen in Escherichia
coli,” P.N.4.S. USA 77(6), 3369-3373 (June 1980) [A,B,D]
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